Cxema Oelicmeus 3asi8eumerisi, OCyuiecmesisirowjux rnooa4vy
peaucmpayuoHHbIX 00Cbe Ha MeOUUUHCKUe u30esusi
Mo HayUoHaJIbHbIM fpasusiam

N

Cpok ochopmneHus

OoroBopa: B AeHb
obGpaweHun

3asseumerib

\

7 v —
7 3 B xabuuer Ne 104 nmonars 3asiBiIeHHE IS
[
odopmITeHHs TOTOBOpa Ha MPOBEICHUE
IIEPBUYHOMN IKCIEPTU3BI TOKYMEHTOB P/]

Llllaz 1 — npepnctaBneHue
AOKYMEHTOB

1
:
1
HJIn
1
1
: MOJ1aTh 3asiBICHUE I 0OPMIICHHUS IOTOBOpA Ha
1
! OPOBEJICHUE NEPBUYHOMN DKCOEPTHU3EI
1
< ! nokyMeHToB P/l mocpeactsom
R it . JIMYHOTO KaOMHETa
OroBop OyneT B eH
3aABUTENA No a p " YA Fp}?K k j
MeaWNLMHCKUM B JINYHbBIN Ka6I/IHCT 1
R A ] B TeYeHue
- pabouero gHsA

"2

( B kabuner Ne 106 \

npenacraButh P
¢ 3aaBkol Ha nposenenue KIITP,

MMpEAIICCTBYOINX FOCY,Z[B.pCTBCHHOfI

(mocranosienuem M3 Pb
oT 23.04.2015 Ne 55)

YBegomneHue pEerucTpa Ui nepeperucTpanun

npousBoauTens é—.——\ WJIM BHECEHUIO U3MeHeHUH B PJ] J

ITonrorosuts P/I, pykoBOICTBYSICH i

! B AeHb obpaleHus ]

no 45k. A. YBenomiieHHe 0 3aMeYaHUSAX

PCIITILIIL

o noctynneHuu P[] B LIOU3 ]
L go 15 k. . ]

¥ (HJIM) 0 HETOCTAIOII /
=< < JAOKYMEHTaxX
. : IIepBUYHAS DKCIEPTH3A IOKYMEHTOB
YeTpaHeHue 3aMedaHHuil J :

: Y G
S“;q%e ‘,Y“"“
A%

Yéﬁ . —
O‘Q“ 1 no 10 k. A.
ﬂ% kabunere Ne 106 3a0parts: \ :::;35:::
v PI : aKkcnepTu3sa
v 3aKIIIOYEHHE M0 Pe3yyibTaram :
NEPBUYHOMN HKCIIEPTHU3BI
¢ 000CHOBaHUEM OTKa3a B IPUEME :
JIOKYMEHTOB : Pesyabrar
v/ aKT cIauu-mpUeMKH 1o (axrty : I0JIOKHTEbHBII
BBITIOJTHEHHBIX padoT ) V
.
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https://portal.rceth.by/Documents/Scheme_nazionale_MI/%D0%BA%D0%B0%D0%B1%D0%B8%D0%BD%D0%B5%D1%82%20104%20%D0%B8%20106.pdf
https://portal.rceth.by/Documents/Scheme_nazionale_MI/%D0%B7%D0%B0%D1%8F%D0%B2%D0%BB%D0%B5%D0%BD%D0%B8%D1%8F%20%D0%BD%D0%B0%20%D0%BF%D0%B5%D1%80%D0%B2%D0%B8%D1%87%D0%BD%D1%83%D1%8E%20%D1%8D%D0%BA%D1%81%D0%BF%D0%B5%D1%80%D1%82%D0%B8%D0%B7%D1%83%20%D0%B4%D0%BE%D0%BA%D1%83%D0%BC%D0%B5%D0%BD%D1%82%D0%BE%D0%B2.pdf
https://portal.rceth.by/Documents/Scheme_nazionale_MI/%D0%BF%D0%B5%D1%80%D0%B2%D0%B8%D1%87%D0%BD%D0%B0%D1%8F%20%D1%8D%D0%BA%D1%81%D0%BF%D0%B5%D1%80%D1%82%D0%B8%D0%B7%D0%B0%20%D0%B4%D0%BE%D0%BA%D1%83%D0%BC%D0%B5%D0%BD%D1%82%D0%BE%D0%B2.pdf
https://portal.rceth.by/Documents/Scheme_nazionale_MI/%D0%BF%D0%B5%D1%80%D0%B2%D0%B8%D1%87%D0%BD%D0%B0%D1%8F%20%D1%8D%D0%BA%D1%81%D0%BF%D0%B5%D1%80%D1%82%D0%B8%D0%B7%D0%B0%20%D0%B4%D0%BE%D0%BA%D1%83%D0%BC%D0%B5%D0%BD%D1%82%D0%BE%D0%B2.pdf
https://portal.rceth.by/Documents/Scheme_nazionale_MI/%D0%BB%D0%B8%D1%87%D0%BD%D1%8B%D0%B9%20%D0%BA%D0%B0%D0%B1%D0%B8%D0%BD%D0%B5%D1%82.pdf
https://portal.rceth.by/Documents/Scheme_nazionale_MI/%D0%BA%D0%B0%D0%B1%D0%B8%D0%BD%D0%B5%D1%82%20104%20%D0%B8%20106.pdf
https://portal.rceth.by/Documents/Scheme_nazionale_MI/%D1%81%D0%BF%D0%BE%D1%81%D0%BE%D0%B1%D1%8B%20%D0%BF%D1%80%D0%B5%D0%B4%D1%81%D1%82%D0%B0%D0%B2%D0%BB%D0%B5%D0%BD%D0%B8%D1%8F%20%D0%B4%D0%BE%D0%BA%D1%83%D0%BC%D0%B5%D0%BD%D1%82%D0%BE%D0%B2.pdf
https://portal.rceth.by/Documents/Scheme_nazionale_MI/%D0%B7%D0%B0%D1%8F%D0%B2%D0%BA%D0%B8%20%D0%BD%D0%B0%20%D0%BF%D1%80%D0%BE%D0%B2%D0%B5%D0%B4%D0%B5%D0%BD%D0%B8%D0%B5%20%D0%9A%D0%9F%D0%A2%D0%A0.pdf
https://portal.rceth.by/Documents/Scheme_nazionale_MI/%D0%BF%D0%B5%D1%80%D0%B2%D0%B8%D1%87%D0%BD%D0%B0%D1%8F%20%D1%8D%D0%BA%D1%81%D0%BF%D0%B5%D1%80%D1%82%D0%B8%D0%B7%D0%B0%20%D0%B4%D0%BE%D0%BA%D1%83%D0%BC%D0%B5%D0%BD%D1%82%D0%BE%D0%B2.pdf
https://portal.rceth.by/Documents/Scheme_nazionale_MI/%D1%80%D0%B5%D0%B3%D0%B8%D1%81%D1%82%D1%80%D0%B0%D1%86%D0%B8%D0%BE%D0%BD%D0%BD%D0%BE%D0%B5%20%D0%B4%D0%BE%D1%81%D1%8C%D0%B5.pdf
https://portal.rceth.by/Documents/Scheme_nazionale_MI/%D0%BF%D0%BE%D1%81%D1%82%D0%B0%D0%BD%D0%BE%D0%B2%D0%BB%D0%B5%D0%BD%D0%B8%D0%B5%20%E2%84%96%2055%20%D0%BE%D1%82%2023-04-2015.pdf
https://portal.rceth.by/Documents/Scheme_nazionale_MI/%D0%97%D0%B0%D1%8F%D0%B2%D0%B8%D1%82%D0%B5%D0%BB%D1%8C.pdf
https://portal.rceth.by/Documents/Scheme_nazionale_MI/%D0%A6%D0%AD%D0%98%D0%97%20(%D0%BA%D0%BE%D0%BD%D1%82%D0%B0%D0%BA%D1%82%D1%8B).pdf

Llae 2— npoBepeHune KITP

3assesumernsb

O1uIaTuTHh 110

oroBopy(am),
MOJANUCaTh JOTOBOP(bI)

MIPOBECTH BCE
HEOOXOINMEIE
HCCIIEIOBaHNS U
COITIaCOBaHHS,
onpeaenennsie KITTP

cnenuanuct Y MU onpenenser By N
6 6 CpOK goencTBus
KaKue BUJIbI pa00T HEOOXOIUMO norosopa: 150 K. A.
BeImOTHUTH B KIITP, opopmisier C BO3MOXXHOCTbIO
norosop Ha KIITP npoanexus go 300 k. A. )
H —
B xabunere Ne 104 3abparb 1oroBop(bl) Ha IPOBEICHHE
KIITP u omnaruts (cpok mpenomiarsl — 10 60 qHEi)
W,
s 3
OmutaueHHBIH JOTOBOP MpencTaBuTh B kKaduueT Ne 104
i J
N

\ 4

/ B cnyuae HCO6XO,[[I/IMOCTI/I\

HWHCIICKTHUPOBAHUsA
IIpon3BOACTBA

IIOATOTOBUTDH 3asBJICHUC HaA

IMMPOBCACHUC

WHCIIEKIIMOHHOM OIIEHKU

k IMPOU3BOACTBA

— npencTaBuTh B kabuHeT Ne 106 3asiBlieHHe Ha IPOBEICHUE

%

OmiaTuTh ¥ MOAIUCATh
JIOTOBOP
Ha MMPOBE/ICHUE
HHCIICKTUPOBAHUC

B kaOuHete Ne 106 3abparh HampaBiCHHUS ISl TPOBEICHUS
pabot, onpenenenHbix KIITP w/mnm mucbMo O Ha3HAYCHUH
MHCIEKTUPOBAHUS MPON3BOJICTBA

_/
4 )
[Tocne mpoBeneHUst BCeX HEOOXOIMMBIX UCCIIEIOBAHUN H
contacoBanuii, onpeneneHHbix KIITP, nmpencraButs
pe3ynbTarsl B kabuHeT Ne 106, a Taxke kornuto PJI (B cimydasix
MPOBEACHMS ClIELINATN3UPOBAHHON AKCIEPTU3b) UITU
MPOrpaMMy KJIMHUYECKUX UCTBITAHUH (B CIydasx

BHUMAHMUE: cpok neiicTBus

3aKJ/IIOYECHUSA MO pe3yjbTaram

KIITP — 6 mecsueB

\ MPOBCACHHUA KIIMHUYCCKHUX I/ICHI)ITaHl/If/'I) j

-

B cJIydyac HeO6XOI[I/IMOCTI/I HHCIICKTUPOBAHUSA ITPOU3BOACTBA

WHCHEKIIMOHHOH OIEHKHU IpOU3BOACTBA

s N
B xabunete Ne 106 3a0path JOroBOp Ha MpOBEIACHUE
WHCIIEKTUPOBAHUS
\ J
s N

MMPOBCACHNUEC NUHCIICKTUPOBAHUA NPOU3BOACTBA, O(I)OpMJ'IeHI/Ie
OTYCTA I10 pE3yJibTaTaM NHCIICKTUPOBAHUA

-
\_

[To daxTy 3aBepieHHs SKCIIEPTHBIX pabOT B KabUHETe
Ne 106 3abpars 3akiawuyenne no pesyibraram KIITP u akt
CHAYH-TIPUEMKH TI0 (DAKTY BBIOJIHEHHBIX padoT

.
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https://portal.rceth.by/Documents/Scheme_nazionale_MI/%D0%B2%D0%B8%D0%B4%D1%8B%20%D1%80%D0%B0%D0%B1%D0%BE%D1%82.pdf
https://portal.rceth.by/Documents/Scheme_nazionale_MI/%D0%9A%D0%9F%D0%A2%D0%A0.pdf
https://portal.rceth.by/Documents/Scheme_nazionale_MI/%D1%81%D0%BF%D0%B5%D1%86%D0%B8%D0%B0%D0%BB%D0%B8%D0%B7%D0%B8%D1%80%D0%BE%D0%B2%D0%B0%D0%BD%D0%BD%D0%B0%D1%8F%20%D1%8D%D0%BA%D1%81%D0%BF%D0%B5%D1%80%D1%82%D0%B8%D0%B7%D0%B0.pdf
https://portal.rceth.by/Documents/Scheme_nazionale_MI/%D0%BA%D0%BB%D0%B8%D0%BD%D0%B8%D1%87%D0%B5%D1%81%D0%BA%D0%B8%D0%B5%20%D0%B8%D1%81%D0%BF%D1%8B%D1%82%D0%B0%D0%BD%D0%B8%D1%8F.pdf
https://portal.rceth.by/Documents/Scheme_nazionale_MI/%D0%B8%D0%BD%D1%81%D0%BF%D0%B5%D0%BA%D1%82%D0%B8%D1%80%D0%BE%D0%B2%D0%B0%D0%BD%D0%B8%D0%B5%20%D0%BF%D1%80%D0%BE%D0%B8%D0%B7%D0%B2%D0%BE%D0%B4%D1%81%D1%82%D0%B2%D0%B0.pdf
https://portal.rceth.by/Documents/Scheme_nazionale_MI/%D0%B7%D0%B0%D1%8F%D0%B2%D0%BB%D0%B5%D0%BD%D0%B8%D0%B5%20%D0%BD%D0%B0%20%D0%BF%D1%80%D0%BE%D0%B2%D0%B5%D0%B4%D0%B5%D0%BD%D0%B8%D0%B5%20%D0%B8%D0%BD%D1%81%D0%BF%D0%B5%D0%BA%D1%86%D0%B8%D0%BE%D0%BD%D0%BD%D0%BE%D0%B9%20%D0%BE%D1%86%D0%B5%D0%BD%D0%BA%D0%B8%20%D0%BF%D1%80%D0%BE%D0%B8%D0%B7%D0%B2%D0%BE%D0%B4%D1%81%D1%82%D0%B2%D0%B0.pdf
https://portal.rceth.by/Documents/Scheme_nazionale_MI/%D0%97%D0%90%D0%9A%D0%9B%D0%AE%D0%A7%D0%95%D0%9D%D0%98%D0%95%20%D0%BF%D0%BE%20%D1%80%D0%B5%D0%B7%D1%83%D0%BB%D1%8C%D1%82%D0%B0%D1%82%D0%B0%D0%BC%20%D0%9A%D0%9F%D0%A2%D0%A0.pdf

LlJa2 3— apMUHUCTPaTVBHaA NpoLeaypa: rocyAapcTBeHHasa perucrtpauus (unu
nepeperucTpaumsa unm BHeceHne nameHeHun B P)

B xaOuner Ne 106 npeacTaBUTh 3asBIE€HUE Ha
3asseumernb FOCYIAPCTBEHHYIO PETHCTPALINIO/TIEPEPETUCTPALIIIO
WM BHECEHHE U3MEHEHNN B PETUCTPAIIMOHHOE JOChE

v

/ AoOmunucmpamuenasn npouyeoypa ocywiecmensemca M3 Pb

Ilpeocmasnennvie  doxymenmor paccmampusaiomcas KMT M3 PE. Ilo pesyrsmamam
paccmompenuss npeocmasieHnvlx 3aseumenem O0okymenmos M3 PE npunumaem peuwienue
0 20Cy0apcmeenHol  peaucmpayuu (nepepeaucmpayuu, gHeceHuU U3MeHeHUtl
8 peeucmpayuonnoe oocve) UMH u MT nubo pewenue 06 omxaze 6 20cy0apCmeeHHOU
peaucmpayuu (nepepecucmpayuu, HeceHuu usmMeHeHull 8 pecucmpayuonroe oocve UMH u MT
¢ ykasanuem npuuun omxasa. Ilpunsamoe pewenue ogopmisemcs npukasom M3 PB. [[DU3
He no30Hee 5 padoyux OHell NUCOMEHHO u3eeujaem 3as6umens O NPUHAMOM peueHuU

(0 HeobX00uMocmu yniamul 3aseumeinem YCMAaHo81eHHOU 20CY0apCmMEeHHOU NOULTUHDL. /

[BU3 pasmemaer B ['ocynapcTBeHHOM peecTpe

NMH u MT:

o cseaenus o UMH u (win) MT

O HHCTPYKIHIO 110 UCIIOJIb30BAHUIO WA
PYKOBOJCTBO IO AKCILTyaTaIlluu

\ 2 H

PerucrpanmonHoe ynocroBepeHue

IMpU HAJIMYHUHU JOBEPCHHOCTU HA MOJTYUCHUC

[Ipu nosydyeHnn pEerucTpanMoOHHOIO YIOCTOBEPEHMS
0TE€4eCTBEHHOMY NPOU3BOJUTE/II0
Heo0X0aMMO c1aTh Konuio TY, 3aperucTprupoBaHHBIX

Pacuwudpposka abopesuamyp: B ben'MICC, B kabunet Ne 106
P/ — peructpanimoHHoe 10Chbe -

€—— BbIIaeTcs B kabunete Ne 106

/L

/

M3 Pb — MunncTepcTBO 31paBooxpanerns Pecrybommku benmapycs;

KMT - xomuccusi no u3aenusiM MEeIULIUHCKOrO Ha3HAaYeHUs] 1 MEJUIUHCKON TexHuKe MUHHCTEPCTBA 3ApaBOOXPAHEHUS
Pecryonuku benapycs;

YMMU - ynpanenue MeauuuHCKUX n3nenuid YII «lleHTp sKkcrnepTu3 U UCIBITAHUN B 34PaBOOXPAHEHUNY;

WUMH u MT — n3nenust MeIUIIMHCKOTO Ha3HAUCHHUSA U MEIHUIIMHCKAs TCXHHUKA;

KIITP — xommieke mpeaBapuTENbHBIX TEXHUIECKHX PadoT;

2WN3 - VII «lleHTp dKCIEepTH3 U UCTIBITAHUNA B 37JpaBOOXPAHCHUN.


https://portal.rceth.by/Documents/Scheme_nazionale_MI/%D0%B7%D0%B0%D1%8F%D0%B2%D0%BB%D0%B5%D0%BD%D0%B8%D1%8F%20%D0%BD%D0%B0%20%D0%B3%D0%BE%D1%81%D1%80%D0%B5%D0%B3%D0%B8%D1%81%D1%82%D1%80%D0%B0%D1%86%D0%B8%D1%8E.pdf
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[Tpunoxenue 2

K MHCTpyKIIMM O OpsIAKE MTPOBEACHUS KOMILJIEKCA
IpeABAPUTENbHBIX TEXHUUYECKUX padoT,
MPEAIECTBYIONINX FOCYIAPCTBEHHON PerucTpaluu
(mepeperucTpalum) u3AeIui MEeJUIMHCKOTO
HA3HAYCHMS U MEAUIIMHCKON TEXHUKH, BHECEHUIO
U3MEHEHUHN B PETUCTPALIMOHHOE JOChE HA U3ACIIHS
MEJIUIIMHCKOTO HA3HAYCHUS U MEIUIIMHCKYIO
TEXHUKY, PaHEe 3apErUCTPUPOBAHHbIE

B PecniyOnuke benapych

(B pelakIiuu OCTaHOBJICHUS

MuHucTepcTBa 3ApaBOOXPAHCHUS

Pecny6nuku benapyce
19.10.2021 N 110)

(B pea. noctaHoBNeHu MuHsapasa ot 19.10.2021 N 110,
oT 11.04.2022 N 32)
(cM. TeKCT B NpeablayLlein peaakumm)

dopma

PecnybiiMKaHCKOe YHMTapHOEe INpelnpusaTue
"IEHTP 3KCIEPTU3 ¥ VICHOHTAHWM B 3IPABOOXPAHEHUN"

BAKJIOUYEHUE
O COOTBETCTBUM MUBIENIUN MEOUUMHCKOT'O HABHAUEHUSI UM MEOULMHCKON TEeXHUKU
TpeBoBaHMsAIM GesonacHocTu, s3bbekTMBHOCTM M KadecTBa

20 T. 7. MUHCK
HacTosmee 3aKJIoUeHre TTOATOTOBJIEHO o pesyabTaTaMm KOMIIJIeKCa
NpenBapuUTEsIbHEIX TEXHUUECKUx paboT, CBA3aHHEIX C I[IPOBEIEHMEM 3KCIEPTUS3,

MHCIIEKTMPOBAHMA MMPOM3BOOCTBA U3Oeamny MeIMLMHCKOTO HasHaueHUus U MeOUIIMHCKOM
TeXHUKNM, VCHOBITAHUM U OIPYyTUx VCcCcienoBaHUM

(HaI/IMeHOBaHI/Ie U3OeJny MEeIMULVHCKOTO

Ha3HAUYEHUS M MEeIULMHCKOM TEXHMKNM, BKJIIOWasda TWIIBEI, MOOEJIM, Pa3Meprl, KaTaJIOXHBIE

HoMepa (KOJMMUYECTBO, CEPUMHEIN HOMEp, HOMEep HapTuu (jJoTa), IaTa
U3TOTOBJIEHUS - IJIS MEIVLUMHCKUX WMU3IEJNVM, [TOCTaBJISEMBIX B

OT'PaHMNUYEHHOM KOJIMUEeCTBE)

(HamMeHOBaHMe M MEeCTOHAaxXOXIeHMe 3asaBuTelisd, CTpaHa)

(HamMeHOBaHMe M MEeCTOHaxXOXIEeHMe MPOU3BOOUTEIA)

(HaMMeHOBaHME U MECTOHAaXOXIEeHME MNPOMBBOLCTBEHHOM JOmAaIKl)
IpenuecTBYLIMX (HYXHOE OTMEeTUTH)
O TOCyIapCTBEHHOM perucTpaumum (mepeperucrpaliyy) MU3OEIUM MEeIULMHCKOIT'O
Ha3HAUEHUS M MEeIULMHCKOW TEeXHUKN;





O TOCYINAapCTBEHHOW PerucCTpaumy M3OeNMM MeOUUMHCKOT'O Has3HAYeHMS U MeIMLMHCKOM
TEeXHUKN, [IOCTaBJIIEMEHX B OTPAHMUYEHHOM KOJMUYECTBE  IJid TOCYyIapCTBEHHEX
opTaHMBaLMi 3IPaBOOXPAHEHMS B LEJIAX BHIIOJIHEHUS MMM MeXIOyHAPOIHBIX NPOTpPaMM B

oByacTu 3IpPaBOOXpPAaHEeHN, s MEeOUIIMHCKOTO IpYMEHEeHU S B YCIIOBUSX
BO3HUKHOBEHUS Ypes3BEUANHON CUTyaLnn NI OMaTHOCTUKM HOBEIX,

IPUPONHO—OUATOBEX MJIM OCOBO ONAaCHHX MHOEKLMOHHHX 3a00JIeBaHMil, 1OCTAaBIISEMBIX
B KadeCTBe MHOCTPAHHOM Oe3BO3ME3IHOM IIOMOWM;

O suecenmno wusMeneuuit B PEeTrUCTPalLMOHHOE IHOChbe Ha M3Oeaus MeIMLMHCKOTO
Has3HaUeHMs U MeIMLMHCKYHD TEexXHUKY, pPaHee 3apeIuMCcTpUpOBaHHEE B Pecnybiuke

Benlapychb, BKJYasd aHanmms3 uHOOpMALMM, IOJIYUYEHHOM NpPMY NPOBEIEeHUM:

1. NepBMUYHOM SKCIEPTU3H INOKYMEHTOB

(yxkazaTb pesyJibTaThl)

2. MHCIIEKTMPOBAHMA IPOM3BOIOCTBA

(yxazaTb pesyJibTaThl)

3. CaHUTAPHO-TUTVMEHNYECKUX VICIIBEITaHUM

(yxazaTb pesyJsibTaThH)

4. TeXHUUYECKUX MCIIBITAHUM

(yxazaTb pesyJibTaThH)

5. coneuMaamM3upPOBAHHOM 3KCIEPTU3E NOKYMEHTOB

(yxazaTb pesyJibTaThl)

6. KIMHUYECKUX MUCIBITAaHUN

(yxazaTb pesyJibTaThl)
7. KIMHMYECKOM OLIEHKM Ha OCHOBe KJIMHMUYECKMX IaHHBIX MU JoKasaTeJIbCTBa
SKBMBAJIEHTHOCTY MENULMHCKOM TEeXHMKM, pPaHee 3apelUMCTPUPOBaHHOM B Pecnybiuke
Besnapychb (oya  KpynHOTaBapMTHOM TEeXHUKM, Tpedyolelr Nonpoma KOMMYHMKALUM,
CTPOUTEJIbHEIX UM (MJIM) MOHTAXHEIX paboT)

(yxazaTb pesyJibTaThl)

8. IPpyrux MCCJIeNOBaHUM

(yxazaTb pesyJibTaThl)

SAKJIIOUEHNE

(HaI/IMeHOBaHI/Ie U3OeJny MeIUUMVMHCKOTO Has3HauYeHMS UM MeOULIMHCKOM TEeXHUKNM,

BKJIIOWaA THMIIEL, MOIEJIM, pPas3MeEpPhl, KaTaJIOXHBIE HOMepa)
OTHOCUTCHA K KJjlaCCy IIOTEHLMaJIbHOT'O PMCKAa,

(cooTBeTCTBYEeT (HE COOTBETCTBYEeT) TpeboBaHMAM IO 6e30IacCHOCTH,
20QEKTUBHOCTY U KaudeCTBY)

BO3MOXHA (0) /HEBO3MOXHA (0) (HYXHOE OTMETUTE)

O TocymapCTBEeHHAada perucTpaunsa (nepeperucTpaumusa) W3OeIUn MEeOMLIVMHCKOT O
Ha3HAUEHUS M MEeIULMHCKOW TEeXHUKN;

O ToCcyIapCTBEeHHAass perucTpauus M3Iesui MeIMUMHCKOI'O Ha3HadeHMS M MeIULMHCKON
TEeXHUKU, MIOCTAaBJISEMEIX B OTPaHMUYEHHOM KOJMUECTBE IJig TI'OCYyINapCTBEHHHX
opTraHM3alMi 30PpaBOOXPaHEHMs B LeJigX BHIIOJIHEHMS MMM MeXIyHAaPOOHBIX IpOoTpaMM B

objacTtu 30paBOOXpPaHEeHNHd, IJI14 MeIMIVMHCKOI'O INIprMMEHEHUA B YCIIOBUAX
BO3HMKHOBEHMA I:[peSBI:II:[aI\/IIHOIZ CuTyaumum nim IMaT'HOCTUMKU HOBEIX,
IPMPOOHO~-O0YAaT'OBEIX WJIN o0coB0O OIacCHBX MH@)eKLLMOHHbIX SaGOJ'[eBaHI/HZ, IIOCTaBJIAEMBIX

B KaueCTBE MHOCTPaHHOM O6e3BO3MEe3IOHOM I1OMOLM;

[ snecenme wusMenenwit =B perucTpalumMoHHOe HOOChbe Ha U3OeJus MeIULMHCKOTO
Has3HAUYEHMAa ¥ MEeIMUMHCKYID TEeXHUKY, pPaHee 3apelucCTpuMpOoBaHHbHE B PecnyOimuke
Besnapycse.

HacTosmee 3akjoueHMe IeMCTBUTEJIbHO 6 MecsdleB C HaTH €TI0 BbOAUM.

(DOJIXHOCTE YIIOJIHOMOUEHHOTO (mommnmcek) (MHMLMAJE, GaMuInsa)
IOOJDKHOCTHOT'O JIMLa)
M.II.






3assumenem moxcem Oblmy:

o JUIsl TOCYJTAPCTBEHHOM peructpanuu (mepeperucTpaumn) u3aeaui
MEIUIIMHCKOr0 Ha3HAYCHUS U MEIUIIMHCKON TeXHUKHU (BIIEPBbI€ CO3aHHbIE
B PecnyOuuke bemapycb W mnpemrioxkeHHbIe I MEIHIMHCKOrO
npumeHenns (Okcmiryaranuu) B PecnyOuuke besapych; nmpousBogumbie
(M3roraBiMBaeMble) B JIPYrUX CTPAHAX U BIIEPBbIe NMPeEII0KCHHbIE IJIA
MEIUIMHCKOr0 npuMeHeHusi (Okcmuryarannu) B PecnyOunke benapycs;
aHAJIOTMYHbIE 3aperucTPUPOBAHHBIM, HO Npou3BeAeHHbIE
(M3roTOBJIEHHBIE) JPYIMM TNPOU3BOAUTEIEM; 3aperiCTPUPOBAHHbIE
paHee B cjy4dae 100aBJICHHSI HOBOW TMPOU3BOACTBEHHOH ILIOIIAAKHU
U3AeJUs]  MEQUIUHCKOI0 HA3HAYEHUS W MEAUIMHCKON TeXHHUKH;
BXOASIIIME B COCTAB (KOMILICKTALUIO) APYIUX M3ACJIUN MEIULIMHCKOr0
HA3HAYEeHUs] M  MEJUIMHCKOM  TEXHMKH, HO  INpPUMeHsAeMbIe
(OKcmIyaTHpyeMble), peajn3yeMble OTH€JIbHO); BHECCHUS W3MCHCHHI B
PETUCTPALIMOHHOE JOChE Ha YKa3aHHBIE U3/IEIUS MEIULIIMHCKOTO HA3HAYCHUS
U MEAUIMHCKYI0O TEXHUKY, paHee 3aperucTpupoBaHHble B PecryOnnke
benapych, Bbaun nyOfiMKaTa pEerdCTPallMOHHOTO YAOCTOBEPEHHUS Ha 3TU
MEJIUIIMHCKHUE U3/IEITNA:

IOpUJIMYECKOE  JIUAIIO (MHAMBUYaTbHBIN peanpUuHUMATEND ),
POU3BO/IAIIEE (M3rOTaBIUBAIONICE) U3JCIUS MEAUIMHCKOTO HAa3HAUYCHUS U
MEJIUIIMHCKYIO TEXHUKY, B TOM YHUCJIE Pa3MECTHUBIIEE 3aKa3 Ha MPOU3BOJICTBO
(M3roTOBJICHUE) W3ACIMN MEIUIMHCKOI0 Ha3HA4YeHUs] W MEIUIMHCKOU
TEXHUKH, TUOO BXOAAIIEE B COCTAB OJTHOTO OOBEAMHEHUS C TTPOU3BOJUTEIIEM
U3JICJIUA MEUIIMHCKOTI0 HA3HAYCHUST U MEAUITUHCKON TEXHUKH;

IOPUIAYECKOE JIMLO (MHIUBUAYATBHBIN npenpUHUMATEND )
PecnyOnuku benapych, npousBoasiiee (M3roTaBivMBarolIee) JeKapCTBEHHbIE
CpeICTBa, Pa3MECTHUBIIEE 3aKa3 HAa MPOU3BOJICTBO (M3rOTOBJICHUE) U (WJIN)
NpUOOpETeHUE  W3MEIUN  MEAWIIMHCKOTO  Ha3HA4YCHHs  3apyO0eKHOTO
MPOU3BOJICTBA, NPEAHA3HAYEHHBIX IS MCIOJb30BaHUS B IPOU3BOJICTBE
(M3roTOBJIEHUHU)  JIEKAPCTBEHHBIX  CPEACTB, €CIM  JaHHbIE  W3JEIus
MEIUITMHCKOTO HAa3HAYCHHUS HE 3aperucTpupoBaHbl B PecryOnuke bemapych
3apyO€KHBIM MPOU3BOIUTEIIEM;

o JUIsl TOCYJTApCTBEHHOM PETUCTPALMU H3JEIUNA MEIUIUHCKOTO
HA3HAYEHUS W MEIULHUHCKOW TEXHUKH, MOCTABJsieMble B OIPAHMYEHHOM
KOJIMYeCTBe, BbIJauM JyOJIMKaTa PErucTpallMOHHOTO yOCTOBEPEHUS Ha 3TH
MEIUIIMHCKUE  M3JeNus -  IOPUAMYECKOe  JUIO  (MHAUBUAYATbHBIN
IpeaNPUHAMATEND ), YIaCTBYIOIIEE B 0OpaIlEHUH OrPAaHUYEHHOT'0 KOJIMYECTBA
U3JICJIUA MEIUIIMHCKOTO0 HA3HAYEHUSI U MEAUITUHCKON TEXHUKH.






KOMIUIEKC ITPEABAPUTEJIBHBIX TEXHUYECKUX PABOT (KIITP)
MOJXET BKJIFOYATD:

Ipu KIITP, npeamecTBy0OIUX roCyIapCTBEHHOM PerucTpauuu
0TE4YeCTBEHHOT'0 MPOU3BOACTBA:

WHCIIEKTUPOBAHUE TPOU3BOJCTBA HW3JACIMN MEIMIIMHCKOTO Ha3HAYCHUS W
MEHUITMHCKON TEXHUKH;

CAHUTAPHO-TUTUCHUYICCKUC HUCIIBITAHUA W3S MeIUIIMHCKOTO Ha3HAuYCHUS
1 MEJIUIIMHCKOM TCXHHKH,

TEXHUYECKUt  HWCHOBITAHUS  W3ACIMM  MEOUIIMHCKOIO  Ha3HAUeHUSI WU
MEHUITMHCKON TEXHUKH;

KIIMHHUYCCKHUC HCIIbITaHUA PI3I[CJ'IPII>1 MCAUIIMHCKOI'O Ha3HAa4YCHUA U
MeI[I/II_[I/IHCKOﬁ TCXHUKHU, HA3HAYACMBbIX MI/IHI/ICTepCTBOM 3APaBOOXPAHCHUSA,

KJIMHAYECKasi OIleHKa Ha OCHOBE KJIMHUYECKUX ITAHHBIX U JI0KA3aTeIhCTBA
OKBUBAJICHTHOCTH MEIUITMHCKOW TEXHUKH, PaHEE 3apeTHCTPUPOBAHHON B
Pecnyonuke benapych (s KpynHOrabapuTHOM TEXHHUKH, TpeOyromiei
MOIBOJIa KOMMYHUKAITUM, CTPOUTEIBHBIX U (MJIM) MOHTaXXHBIX padOT)io

Ipu KIITP, npeamecTBYOIMX IOCYAAPCTBEHHON PerucTpauuu
3apy0e:KHOr0 MPOU3BOJACTBA:

MHCIIEKTHPOBAHHE IIPOM3BOJICTBA M3JACIMN MEIUIIMHCKOTO Ha3HAYCHUS W
MEHUITMHCKON TEXHUKH;

CAHUTAPHO-TUTUCHUYICCKUC HUCIIBITAHUA W3S MeIUIIMHCKOTO Ha3HAuYCHUS
1 MEJIUIIMHCKOM TCXHHKHU,

CIICOHUAIIM3UPOBAHHAA OKCIICPTHU3a HJOKYMCHTOB, IIO PEC3YyJIbTaTaM KOTOpOﬁ
MOI'YT OBITh Ha3HAYEHBI ciacayrmuce pa6OTBII

KJIMHUYECKUE  HUCIIBITAHUS  W3ACIHM  MEIUIMHCKOrO Ha3HA4YeHUsI U
MEIHUIIMHCKON TEXHUKH;

KJIMHAYECKasi OllEHKa Ha OCHOBE KJIMHMYECKUX JAHHBIX U JI0KAa3aTeIbCTBA
HKBUBAJICHTHOCTH MEIUIIMHCKOW TEXHUKH, paHEe 3aperuCTPUpPOBAHHON B
Pecnybnuke benapych (s KpynHOrabapuTHOM TEXHHUKH, TpeOyromiei
MOIBOIa KOMMYHUKAITUN, CTPOUTEIBHBIX U (MJIM) MOHTaXXHBIX paldoT).





Ipu KIITP, npeamecTByOIUX roCyIapCTBEHHOM PerucTpauuun
U31eJMH MeIMIUHCKOr0 HA3HAYEeHHUS U MeIMINHCKON TeXHUKH,
MOCTABJISIEMBbIX B OTPAHUYEHHOM KOJMYeCTBe:

CIICHHUAIIM3UPOBAHHYIO SKCIICPTU3Y NOKYMCHTOB, I10 PC3yJjibTaTaM KOTOpOI\/’I
JA€J1acT BbIBOA O BO3MOKHOCTH/HEBO3MOKHOCTH FOCYI[apCTBeHHOfI
PErucTpaiv OrpaHNYCHHOIO KOJIMYCCTBA MCANITUHCKHUX I/I3,HCJII/II>'I;

CIICOHUAIIM3UPOBAHHAA OKCIICPTHU3a HC IIPOBOAUTCA B OTHOILICHUHA 5631 (1105071
MEIUIMHCKOTO Ha3HAUYCHUS U MEIUIIMHCKOMN TCXHUKHU, ITOCTAaBISICMBIX B
OTPaHNYCHHOM KOJIMYCCTBC B KAYCCTBC HHOCTpaHHOﬁ 663B03M€3I[H0ﬁ
IIOMOIIH

Ipu KIITP, npeamecTBYOIIMX rOCYAAPCTBEHHON PerucTpanuu
(mepeperucrpauuu) u3geJuil MEAMIUHCKOT0 HA3HAYECHUSA U
MEIMIUHCKON TeXHUKHU 3apy0eKHOTr0 NPOU3BO/ICTBA, HAXOAAIUXCH B
oOpamenun Ha Teppuropum CoeanHennsbix llITaToB AMepuku uiun
rocyaapcrs — 4wieHoB EBpomneiickoro corwsa

CHEeHMAIM3UPOBAHHASL IKCIEPTH3a JOKYMEHTOB, MO pe3yJibTaTaM KOTOPOM
MOTYT ObITh Ha3HAYEHBI CIEYIONINE paOOTHI:

KIIMHNYCCKUE HUCIIbITaHUA I/ISI[eJ'II/Iﬁ MCIUITUHCKOI'O Ha3Ha4YCHU u
MeI[I/IHHHCKOﬁ TCXHUKHN, HA3HAYACMBbIX MI/IHI/ICTepCTBOM 3APaBOOXPAHCHUSA;

KJIMHUYECKAsl OLICHKAa HAa OCHOBE KJIMHHUYECKUX JTAHHBIX M JIOKA3aTEIbCTBA
SKBUBAJIEHTHOCTH MEIMIIMHCKON TEXHWUKH, PaHEe 3aperuCTPUPOBAHHON B
Pecnybnuke benapych (s KpymHOTaOApUTHOM TEXHUKH, TpeOYIOIIEH
MOJBOJIa KOMMYHUKAIUNA, CTPOUTEIBHBIX U (WJIM) MOHTaXHBIX paldoT).

Ipu KIITP, npeamecTByOIUX BHECCHUI0 U3MECHEHUI B
PerucTpaluOHHOE J0Che HA U3/1e U MEeAUIUHCKOT0 HA3HAYEHUSA U
MEIMIUHCKYI0 TEXHUKY, PaHee 3aperncTpupoBaHubie B PecimyOiinke
Benapych 0Te4eCTBEHHOr0 M 3apy0e:KHOT0 IPOM3BO/ACTBA:

Brinonsstoress paboThl B 3aBUCHMOCTH OT BHJA BHOCHUMBIX HM3MEHEHUU B
COOTBETCTBUU C moanyHkTaMu 8.1-8.11 myHkTa 8 MHCTpyKIIUM O MOPSIKE
NPOBEJICHUSI ~ KOMIUIEKCA  NPEJABAPUTENIBHBIX  TEXHUYECKHX  paloT,
IPEANIECTBYIONINX TOCYJapCTBEHHOM perucTpauuu (mepeperucTpainm)
U3JICNINI MEIUIIMHCKOTO HA3HAYCHUS U MEIUIMHCKOW TEXHUKH, BHECEHUIO





U3MEHEHUN B PErUCTPALlMOHHOE JOChE HA M3JAEHUS  MEAUIMHCKOIO
Ha3HAYCHHS M MEAMIMHCKYIO TEXHUKY, DPaHEEe 3aperuCTpUpPOBAaHHBIE B
Pecnybnuke benapych, yTBepxkaeHHyro IlocraHoBnennem Mun3npasa
Pecny6nuku benapych ot 23.04.2015 Ne 55.






KoHTakThbI

Anpec
MECTOHAXO0XKACHHUS

ITourtoBsIit
(dakTrueckuit) anpec

222210, Pecniy6nuka benapyck, Munckast o6actb, CMOJIEBUUCKHIA
paiion, Kutaiicko-benopycckuili mHIyCTpUaabHbIN Napk «Benukuit
KameHb», np-T [lekunckuii, 20-3

220037, Pecny6nuka benapycs, r. Munck, ToBapuieckuii nep. 2a

Tenedon

(daxc)

+375-17-231-85-14 (npuemuas aupekropa), +375-17-252-53-58

E-mail rceth@rceth.by (mpuemuas nqupexropa)

Bpemsi pa6oTbi

[TonenenpHUK - yeTBepr Paboune yack! ¢ 8-30 mo 17-15. [lepepsiB Ha 06ex ¢ 12-30 mo 13-00.

[IaTtanna Pa6oune vacer ¢ 8-30 no 16-00. [TepepriB Ha 06ex ¢ 12-30 mo 13-00.

Cy0660Ta - BockpeceHbe BbIxoaHoit

I'paduk JJu4HOrO NpuemMa rpaxiaaH v PUAHYECKUX JIULL

pykoBoacteom YII «1I9U3»

®.1.0.

Jupekrop

I'punbko Imutpuii BiaagumupoBuyd
(M TUIo, UCTIOTHSIOIIEE
00s13aHHOCTH)

3aMecTUTeNb JUPEKTOpa
MukymKkuH AJleKcaHap
CraHuciaBoBuY

3aMecTUTENb IUPEKTOPA
Kypasiaesa Oubra bopucoBna

3aMecTUTENb IUPEKTOPA
3snorHukoBa Mapuna UBaHoBHA

Bpewms mpuema, aapec, tenedon

gersepr ¢ 9-00 no 12-00

nep. ToBapuieckui, 2a, k. 300
IIpenBapurenbHas 3anuch, npueMHasi: +375-17-
231-85-14

1-s1 cpena kaxaoro mecsina ¢ 8-30 no 12-00

np-T. [I3epxkunckoro, 83/15, k. 754
IMpenBapurenbHas 3anuch: +375-17-242-00-39

2-51 cpena kaxaoro mecsma ¢ 8-30 mo 12-00
nep. ToBapumieckui, 2a, k. 200
IMpenBapurenbHas 3anuch: +375-17-377-69-22

3-1 cpena kaxaoro mecsua ¢ 8-30 o 12-00
nep. ToBapumieckuii, 2a, k. 207
IpenBapurenbHas 3anuch: +375-17-353-55-12

Yupasienne MeTUUMHCKUX U3/1eIUI

Anpec 220037, Peciyonuka benapycek, . Munck, ToBapumeckuii nep. 2a, ka6. 106
+375-17-397-53-49, +375-17-373-47-78, +375-17-374-38-50 (mpuem

Tenedonsl

Te1e()OHHBIX 0O0palIeHnii B OTHOILIEHUH MOJAHHBIX PerHCTPANMOHHBIX
A0Che OCYLeCTBJIsIETCS MO ciaeaylleMy rpaguky: noHeaeJLHIK, cpeaa,

naTHuna — ¢ 8:30 10 12:30; BropHuK, yeTBepr — ¢ 13:00 g0 15:00)

E-mail medtech@rceth.by

IloHenenpHUK,
cpena, mATHULIA

¢ 10-30 no 12-30

BropHuk,
4eTBEPT

¢ 13-15 no 15-00



tel:+375172318514

tel:+375172525358

mailto:rceth@rceth.by

tel:+375172318514

tel:+375172318514

tel:+375172420039

tel:+375173776922

tel:+375173535512

tel:+375173975349

tel:+375173734778

tel:+375173743850

mailto:medtech@rceth.by



IIpoBeneHue peryJsipHbIX KOHCYJIbTALMIA 110 BONPOCAM IOCy1apCTBEHHOI
perucTpanum JeKapCTBEeHHBIX CPEACTB, MEeIMIMHCKUX U3/1eJIUi 1
OMOMEeIUIIUHCKHUX KJIEeTOYHbIX MPOJYKTOB

ITo Bompocam rocyiapCTBEeHHOM peructpanuu MeauuuHckux — Btopauk ¢ 10-00 go 14-00
U3JeNui 1 OMOMEIMIIMHCKHUX KIETOYHBIX MPOAYKTOB (nmepepsiB ¢ 12-30 no 13-00)

ITo BommpocaM rocy1apcTBEHHOMN peructpanuu jgekapctBeHHelx Yersepr ¢ 10-00 no 14-00
CpEICTB (mepepwiB ¢ 12-30 go 13-00)

IIpeaBapuTebHas 3aMCh HA KOHCYJIbTHPOBaHUE 10 TesiedoHy:

+375-17-373-03-11




tel:+375173730311
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Buumanue! 3asska evibupaemcs 6 3agucumocmu om euoa pabom!

BJIAHK 3ASABUTEJIA

3ASIBKA

Ha MPOBEACHUE KOMILICKCA MPEIBAPUTEIIBHBIX TEXHHUECKUX Pa0OT, MPEIIeCTBYOIIHX
rOCYIapCTBEHHOW PErUCTPALU HU3JEIUNA MEIUIIMHCKOTO Ha3HAYEHUS U MEJULIMHCKON TEXHUKU,
MOCTABJIIEMBIX B OTPAHHMYECHHOM KOJIMYECTBE JIJIS TOCYIaPCTBEHHBIX OpraHu3alui
3HpaBOOXpaHeHI/IH B [ICJIAIX BBIMTOJIHCHUS UMH Memz[yHapongIx HpOI‘paMM B O6J'IaCTI/I
3JIPaBOOXPAHEHUS, JIUIST METUIIUHCKOTO IIPUMEHEHUS B YCIOBHIX BOZHUKHOBEHUS YPE3BBIYAHON
CI/ITyaL[I/II/I Wi IUMarHoCTUKM HOBBIX, HpI/IpO,Z[HO-O‘IaFOBBIX 501058 OCO6O OITaCHBIX I/IH(beKLII/IOHHBIX
3a00J1€BaHUl, B KQUeCTBE HHOCTPAHHON 0€3BO3ME3THOM MTOMOIITH

HanMeHnoBanwue 3asBUTEIS - TOCTABIIMKA METUIIMHCKUX u3Aenuii B Pecnyonuky benapych:

(crpana, YHII, ropuauyeckuii agpec, TenedoH, ¢hakc, SJIEKTPOHHBIN aJIpec)

MPOCUT TPOBECTH KOMIUIEKC MPEIBAPUTENbHBIX TEXHUYECKHX padoT, MpeAlecTBYIOMNUX
rocyJapCTBEHHOM perucTpanuu HM3AeIUid MEAUIIMHCKOTO Ha3HAYEHUS! U MEIULIMHCKON TEXHUKH,
ITOCTABJISIEMbIX B OTPAHUYEHHOM KOJIMYECTBE:!

(HaMMEHOBaHUE TOCYJapCTBEHH(0M)bIX OpraHu3anu(u)ii 3paBOOXpaHEHUs] — KOHEYH(OTO0)bIX
noTpeOuTeN(s1)ei MOCTaBIIEMbIX MEIUITMHCKUX U3/ICTTUH )
(a) mnsg rocymapCTBEHHBIX OpraHU3aldid 3[paBOOXPAHEHUS B IIENIAX BBHIMOJTHEHHS WMHU
MEXYHApPOAHBIX TPOTPaMM B OOJIACTH 3JIpaBOOXpaHeHwMsl, (0) UIsi MEAUIIMHCKOTO IPUMEHEHHUS
B YCIIOBUSIX BO3HHKHOBEHHS YPE3BBIYAWHON CHUTyallMiM WU JUArHOCTUKA HOBBIX, MPUPOIHO-
OYaroBBIX WJIM OCO0O OMACHBIX WH(PEKIMOHHBIX 3a00JieBaHUM; (B) MOCTYNAIOIMIUX B KAa4eCTBE
MHOCTpaHHOU 06€3BO3ME3IHOM OMOIIM (MOJYEPKHYTh HY)KHOE U3 a, 0, B)

(HaI/IMeHOBaHI/Ie MCIUIIMHCKHUX I/ISI[GJII/II\/'I, BKJIFOYas TUIIbI, MOJCJIN, Ppa3MCPEI, KOHI/I‘IGCTBO)

MIPOU3BOJICTBA

(HaMMEHOBAHUE W MECTOHAXOXKJICHUS TIPOU3BOAUTENS, FOPUIUICSCKHIA aapec)

MECTO MIPOU3BOJICTBA (Tpon3BOACTBEHHAS
TIJTOTIAIKA)

(HauMeHOBaHUE, OPUTUICCKHI aapec)

HOMEHKINATYPA MEAUUUHCKUX U3OENUNA

(Mpunoxenne N 3 k npukady MuHucTepcTBa 3gpaBooxpaHeHus Pecnybnuku Benapych 16.12.2014 N 1324)

HomeHKnaTypHbIN KnaccudgumkaTop Koabl B cooTBeTCTBUM C HOMEHKNATypHON
MEeANLNHCKUX U3Oenun Knaccugukaumen MeguunHCKMX nsgenunin no BMaam






OcHOBHBIE  TIOKa3aHWUS M TPUMEHEHHUS, CIOCO0 TMPUMEHEHHS W3IEIHUS MEIUIIUHCKOTO
Ha3HA4YCHHS U (M) MEAUITUHCKON TEXHUKU:

Cpox TOZHOCTH (dKCIUTyaTalluu) H3ICIUsT MEIUIMHCKOTO Ha3HA4YeHUS W (WJIM) MEIUIIMHCKON
TCXHHUKHU:

VcnoBuss  XpaHeHMs — U3JAENUsS  MEIULMHCKOTO  Ha3HaueHWss W (WJIM) MEIULUHCKOU
TEXHUKH:

Ilena wu3genuss MEOUIMHCKOTO Ha3HAa4eHUs M (WIM) MEIUIUHCKOM TEXHMKM B CTpaHe-
IIPOU3BOUTEIE (COIIIACHO Mpaic-IucTa MPOU3BOAUTEN):

3asBuTenb OepeT Ha ceds OTBETCTBEHHOCTH 3a 3(PPEKTHUBHOCTH, 0E30MACHOCTh U KAa4YeCTBO
U3 MEIUIMHCKOTO Ha3HAYECHUS/MEIUINHCKON TEeXHUKH (HYKHOE HMOAYEPKHYTH), a TaKXKe
rapaHTUpPyeT JIOCTOBEPHOCTh HH(OPMAILUU, COJEpXKAIICHCS B PETUCTPALMIOHHOM JOChEe U
HACTOSAIIEM 3asIBICHUN.

(monmuck 3asBUTENS) (MHUIMATBL, (haMUITHS)

<*> C mpuJIoKEHUEM AJICKTPOHHON BEPCHUH.





bJIAHK 3ASIBUTEJIA

3ASIBKA
HA MpOBe/leHNe KOMILIEKCA MpeIBAPUTEJbHbBIX TEXHUYECKUX padoT, mpeaecTBYOIMNX
BHECEHUI0 H3MEHEHUIl B PeruCTPallHOHHOE 10Che HA U3/1e U MeIUIMHCKOT0 HAa3HAYEHUS
U MEMIIUHCKYI0 TEXHUKY, paHee 3aperucTpupoBannbie B Pecnyoimke besnapych

1. HammeHnoBanue 3asIBUTEIS

(cTpaHa, FopUIMUECKUH aapec)

IPOCUT TPOBECTH KOMIUIEKC MPEIBAPUTEIBHBIX TEXHUYECKUX pPAa0OT, MPEIIIeCTBYIOUINX
BHECEHUIO W3MEHECHHMU B DPETUCTPALMOHHOE AOCHE Ha M3ACIUS MEAMIMHCKOIO HAa3HAYCHUS
U MEIUIIMHCKYIO  TEXHUKY, paHee 3aperucTpupoBaHHble B  Pecnybnmuke — bemapych

___ HOMEp PpEerucTpauuH HU3AeNIHs MEIMIUHCKOTO Ha3HAYEHHs M MEIUIMHCKON TEXHHUKH, Ha3BaHHE W3NS
MEJIMIMHCKOTO Ha3HaueHWs M (WJIM) MEAWIMHCKONW TEXHMKH, paHee 3aperucTpupoBaHHOro(oi) B PecmyOmmke
Benapych, HauMeHOBaHHE HOPMATHBHOM TEXHUYECKOM JOKYMEHTAIUH, B COOTBETCTBHU C KOTOPOH H3TOTOBJIEHEI
W3AETHs MEIULIMHCKOrO Ha3HAYECHHS, MENIIMHCKAs TEXHUKA (IIPH HAJTMIUN)

MIPOU3BOJICTBA

(HaMMeHOBaHue, aipec MPOU3BOMUTENS, CTPAHA)
MPOU3BOACTBEHHAS IUIOIIA KA

(HaMMeHOBaHHMe, aJpec IPON3BOICTBEHHOM IUIOLIAJIKH, CTPaHAa)
B cBs13u co crieayonMu n3MEHEHUSIMH (HE HYKHOE HCKITIOUYHTB):

[] W3MEHEeHHe Ha3BaHMS W3JCIHS MEIUIIMHCKOTO HA3HAYCHUS U MEAMIIMHCKOW TEXHHUKH 0e3
W3MEHEHUS CBOWCTB W XapaKTEPHUCTUK, BIUSIONIMX Ha KadecTBO, I(P(HEKTHUBHOCTh H
0€30MacHOCTh M3JCHsI METUIIMHCKOTO HAa3HAYCHUS W MEJWIUHCKOW TEXHUKH, WA
COBEpIICHCTBOBAHUS WX  CBOHCTB W  XapaKTepUCTUK TPH  HEU3MEHHOCTH
(YHKIIMOHATBHOTO Ha3HaueHuss ¢ (WIM) TPUHIMIOB JeHCTBUS (I W3S
MEAUIIMHCKOTO Ha3HAUCHUS M METUITUHCKON TEXHUKHU 3apy0eKHOTO IPOU3BOICTBA);

(] BHECEHHE HOBOT'O MEIUITMHCKOTO MOKA3aHUS;

[] peopranm3amusi © (WIM) U3MCHEHHWE HAWMEHOBAHHS IOPUIMYECKOrO JUIA —
MIPOU3BOIUTEIISA, B TOM YHCIIE HF3MCHEHUST MECTa HAXOXKICHUS;

(] W3MEHEHHWE TPOM3BOJCTBCHHOW TUIOMIAJAKK W3ACTHS MEAUIMHCKOTO HAa3HAYCHHUS W
MEIUIUHCKOW TEXHUKH;

(] BHeCCHHE W3MCHCHHMH B TEXHHYECKHE HOPMATHBHBIC IPABOBBIC AKThl HA W3/CIHS
MEIUIIMHCKOTO HA3HAYCHHUS W MEIULMHCKYI0 TEXHUKY (32 UCKIIOYCHHEM H3MEHEHUH,
Kacaronmxcsi pa3pabOTKU HOBOTO BHIA (MOAU(MUKAIIMK) W3JASHUS MEIUIMHCKOTO
HAa3HAYEHUS W MEIUIMHCKOW TEXHUKH) (IUIsI U3JEeNUs MEIULHUHCKOTO Ha3HAueHUs U
MEIUIUHCKOW TEXHUKU OTEUYECTBEHHOTO MTPOU3BOJICTBA);

[]  nobGasiieHue (MCKIIIOUEHHE) MPHHAUICKHOCTEH K M3ACTHSAM MEIUIIUHCKOTO Ha3HAYCHHUSI
1 (WJIM) METUIIUHCKON TEXHUKE WM U3MEHEHUU UX HAUMEHOBAHHS,

[] BHECEHHE W3MEHCHHH B MApKUPOBKY W (WJIM) YHAKOBKY W3JEIHS MEIUIUHCKOTO
HA3HAYCHUS ¥ MEAUIIMHCKOW TEXHUKHU;

[] W3MEHEHHE CpPOKOB TOIHOCTH U (WJIM) YCIIOBHH XpaHEHHS H3ICITUS MEIUIINHCKOTO
HA3HAYCHUS ¥ METUITMHCKOW TeXHHKHU;

(] W3MeHeHWe KJacca TMOTEHIMAIBHOTO pUCKA U3JENUs METUIIMHCKOTO Ha3HauYeHUs
Y MEIUIIMHCKON TEXHUKH;

[/ BHECEHME W3MEHEHUH B UHCTPYKLUUIO N0 TNPUMEHEHHUIO U3 MEIULHUHCKOTrO
Ha3HAYEHUS WK PYKOBOJCTBO MO AKCIUTyaTallui MEIUIINHCKON TEXHUKU;

[/ BHECeHHME M3MEHEHUU B Pa3MEpHBIN psAl M3AEIUNd MEAMIIMHCKOIO Ha3HAYeHUS U (WJIH)
MEAWIIMHCKOW TEXHHWKH, HE BIUSIONUX Ha MNPHHOHUN paboTel U (HYHKIHMOHAIHHOE





Ha3HavyeHWe (M3MEHEHWE TMapaMeTpOB JIMHBI, JUaMeTpa, o0bema, pasmepa), B
AOIOJIHCHHUEC K 3apCruCTpUPOBAHHBIM MCIUITUHCKUM HU3JICIISIM.

3asButenb O6eper Ha ce0sl OTBETCTBEHHOCTH 3a 3(PPEKTUBHOCTD, 0€30IaCHOCTh U Ka4eCTBO
U3JeNUs MEIULIMHCKOTO Ha3HaueHWs W (WIM) MEIMLMHCKOW TEXHMKH, a TAK)Ke rapaHTHpYeT
JOCTOBEPHOCTh WH(OpPMALIUU, COJAEPKAIIEHCS B PETUCTPAIIMOHHOM JOCh€ M HACTOSIIEM
3adBJICHUU. 3asBUTENb TFapaHTHUPYET, YTO IpaBa TPETbEW CTOPOHBI, 3AILUIIEHHONW MAaTEHTOM,
HE HapyIIAlOTCS B CBSI3M C BHECEHHEM M3MEHEHUH B PETMCTPAIIMOHHOE JI0Che Ha U3JeNus
MEIULUHCKOr0 Ha3HaYeHUs, MEIMIIUHCKON TEXHUKH, paHee 3aperucTpupoBaHHble B PecyOnuke
benapycs.

(monmuck 3asBUTETIS) (vHUTIHATBL, (DaMUITHS)

Anpec  DJIGKTPOHHOW  TOYTHI, YKa3aHHBIM TIPH  PETUCTpAIlMU  JIMYHOTO  KaOuHeTa

<*> C mpuJIoKEHUEM AJICKTPOHHON BEPCHUH.





bJIAHK 3ASIBUTEJIA

3ASIBKA
Ha NMPOBeJleHue KOMILJIEKCa NMpeABAPUTEIbHbIX TEXHUYeCKUX padoT,
CBSI3aHHBIX C MIPOBeJeHNEeM IKCIEPTH3, HHCIEKTHPOBAHUS NPOMBIIIJIEHHOT 0
NMPOM3BOACTBA U3/1eJANil MeIUINHCKOr0 HA3HAYeHUs U MeIUINHCKONH TeXHUKH,
HUCIIBITAHUH U APYTUX UCCIIEAOBAHMIA, MPeIIIEeCTBYOIINX IOCYy1apCTBEHHOI
perucTpanuu (mepeperucTpanun) MeTUIIHHCKUX U31eTuil

HanmenoBanue 3aaBUTENS

(cTpaHa, FopUIMUECKUH aapec)

MPOCUT TPOBECTH KOMIUIEKC MPEIBAPUTEIBHBIX TEXHUYECKHX padoT, MPEANIeCTBYIOIINX
rOCy/IapCTBEHHOW perucTpalui/nepeperucTpauu (HyKHOe TMOJUYEePKHYTh), MEIULIUHCKUX
u3/eNuid, HAaUMEHOBAaHHWE HOPMATHUBHOM TEXHUYECKOM JIOKYMEHTAIlMM, B COOTBETCTBUU C
KOTOPO# U3TOTOBJIEHBI U3/IEHS MEIUIIUHCKOTO Ha3HaueHUs (MpU HAIUYMH):

(HaI/IMeHOBaHI/Ie MECIUIIMHCKHUX I/[3,H€J'II/II7[, BKJIOYas TUIIBI, MOJCIIH, pa3MepLI)

MIPOU3BOJICTBA

(HaMMeHOBaHue, apec MPOU3BOMUTENS, CTPAHA)

MECTO MPOU3BOACTBA (MMPOU3BOJICTBEHHAS TIONIA/IKA)
(HaI/IMeHOBaHI/Ie, azapec HpOI/ISBOHCTBGHHOﬁ IJIomaaKku, C’I‘paHa)

HOMEHKIATYPA MEOAULIMHCKUX U3OENUNA

(Mpunoxenune N 3 k npukasdy MuHnctepcTea 3gpaBooxpaHeHus Pecnybnukm benapych 16.12.2014 N 1324)

Kookl B cooTBeTCTBUM ¢ HOMEeHKNaTypHoOn

HomeHknaTypHbilid knaccudrkatop Knaccudmkaumen MeamUMHCKUX U3aenuin no suaam
MEAULIMHCKUX N30enui

AAA bb BB rr

OcHOBHbIE TMOKa3aHWs JJs TNPUMEHEHHs, CHOCcO0 NPUMEHEHUs  HM3ACNUsS METUIUHCKOTO
Ha3HA4YeHUS U (UJIM) MEAUIIMHCKON TEXHUKU

Cpok rogHOCTH (9KCIUTyaTalliy) W3ACNUS MEAWIIMHCKOTO Ha3zHA4YeHUS U (WJIU) MEIUITUHCKON
TCXHUKHU

VcnoBusi XpaHEHUS W3IETUS MEAUIIMHCKOTO Ha3HAYeHWUs] W (WIJIM) MEIUITMHCKOW TEXHUKH

[ena wu3genuss MEAMIIMHCKOTO HAa3HA4Ye€HWs W (WJIM) MEAUIMHCKOM TEXHUKU B CTpaHe-
MIPOU3BOUTEINE (COTIIACHO MPANC-TUCTA TTPOU3BOAUTEIIS)

3asBuTens OepeT Ha ceOsi OTBETCTBEHHOCTH 32 3((EeKTUBHOCTh, 0€301MaCHOCTh M Ka4YECTBO
U3JENUsl MEUIIMHCKOTO Ha3HAYEHUS/MEIUIIMHCKON TEXHUKU (HYKHOE MOAYEPKHYTH), a TaKXKe





rapaHTUPyeT JOCTOBEPHOCTh HH(OpPMALMU, COJEpKalleiics B PErHCTPAlMOHHOM J0OChe U
HACTOSIIIEM 3asiBJICHUU. 3asBUTENIb TapaHTUPYET, UTO IpaBa TPEThEW CTOPOHBI, 3aAIIMIIEHHON
MaTeHTOM, HE HapyIIalOTCS B CBS3M C TOCYJApCTBEHHOW perucTpalueit/mepeperucrpanue
MEIUITMHCKUX U3ICIIUH.

(monmuch 3asiBUTEIS) (MHUIMATBL, (haMUITHS)

Anpec  SJEKTPOHHOM  MOYTHI, YKa3aHHBIA MNPH  PErUCTpalliM  JIMYHOTO  KaOuHeTa

<*> C npuiioxeHUeM JEKTPOHHON BEPCUH.





		НОМЕНКЛАТУРА МЕДИЦИНСКИХ ИЗДЕЛИЙ

		НОМЕНКЛАТУРА МЕДИЦИНСКИХ ИЗДЕЛИЙ




Brumanue! 3asenenue svibupaemcs 8 3a8UcumMocmu om u0a AOMUHUCMPAMUBHOU
npoyedypuwi!

IIpunoxenue

K PernameHTy aJMUHUCTPATUBHON MNPOUETYPHI,
OCYIIECTBISICMOH B OTHOIIEHUH  CYOBEKTOB
XO035IUCTBOBAHUS, o noAnyHkTy 9.3.1
«l"ocymapcTBenHas perucrpanus
Y TIOJTyYeHHE PETUCTPAIMOHHOTO YAOCTOBEPEHHS
Ha u3zenmne MEJIULUHCKOTO Ha3HAYCHUSA
WU MEAUIIMHCKYIO TEXHUKY»

BJIAHK 3AABUTEJIA

3ASIBJIEHUE
HA rOCYAapCTBEHHYI0 PErMCTPAIUIO U3/1e U MeIUIMHCKOT0 HAa3HAYEHUS N
MEINIUHCKON TeXHUKH

1. HaumeHnoBanue 3asaBuTes (CTpaHa, MECTO HAXOXKICHHS])

2. HaumenoBanue npousBoauTenss (CTpaHa NPOU3ZBOAMUTENS, MECTO HAXOXKICHHS)

3. HaumeHoBaHMEe MTPOU3BOCTBEHHON IJIOMAAKHU (CTpaHa MPOW3BOJACTBEHHON IUIOMIAIKHY,
MECTO HaXOXKICHHS)
4. Ha3zpanue wu3nenus MEAMIIMHCKOTO Ha3HAYeHUs | (MJIM) MEIUUMHCKOW TEXHHKH,
BKJIFOYAsl TUIIbI, MOJEIIN, Pa3Mepbl, HANMEHOBAHNE HOPMAaTUBHONW TEXHUYECKON JTOKYMEHTALNH,
B COOTBETCTBUU C KOTOPOM HM3rOTOBJIEHBI W3JENIME€ MEAUIMHCKOTO Ha3HAUYECHMs, MEIULIMHCKAs
TEeXHUKa (MPU HATMIHH )

5. Kommiekrarust (coctaB 3asiBisieMoro(oid) U3Aeust MEAUIIMHCKOTO Ha3HAYCHUS U (WIIH)
MEIUIIMHCKON TEXHUKH (C yKa3aHUEM HAauMEHOBAaHUM )

6. HOMEHKJIATYPA MEJIMLIMHCKUX W3JIEJINI

KOJIBI 110 BUIaM HOMEHKJIATYPHOH KJIacCU(HUKALIUIH
MEAUIUHCKUX U3AETHH
AAA bb BB IT

HOMEHKJIATypHas KITaCCUPUKALINS MEANITMHCKIX
126691 (S 1707

7. Hanmnuue CE-mapkupoBku (onucanue YIIaKOBKHU, MapKUPOBKH)

8. OCHOBHBIC TIOKa3aHUs ISl IPUMEHEHUS, CIOCO0 MPUMEHEHUsST U3ACTUS MEAUIIMHCKOTO
Ha3HAYCHMS U (WJTM) MEIUITMHCKON TEXHUKHU
9.Cpok  romgHOCTH (9KcIUTYaTanum) W31enus MEIUIIUHCKOTO Ha3HA4YCHUS

1 (MI1) MEUIIMHCKOU TEXHUKU
10. YcnoBust XpaHEHUs U3IEIUS MEAUIIMHCKOTO HasHA4YeHHUs] U (WIM) METUITMHCKOU
TEXHUKHU
11. llena u3nenus MEIUIIMHCKOTO Ha3HA4YeHUS W (WJIM) MEIUIIMHCKOW TEXHUKH B CTPaHE
MIPOU3BOIUTEINS






12. Buecenue TLJ1aThI MOCPECTBOM WCIIOJIb30BaHUS ABTOMATU3UPOBAHHOM
UH(POPMALIMOHHON CUCTEMBI €MHOTO PACYETHOTO U MH(POPMALIMOHHOTO MPOCTPAHCTBA (Janee —
EPHUI)

(yueTHslit HoMep onepanuu (Tpanzakiun) B EPUIT niam oTMeTKa 0 TpOU3BEIEHHOM IIATEXe)

3asBUTENs  TapaHTUpPyeT A()PEKTUBHOCTh, OE30MACHOCTh M KAYECTBO  M3ICIHS
MEAMIIMHCKOTO  HAa3HAa4eHWsI U (WIM) MEAMIMHCKOW TEXHUKH, aTakKe TapaHTUPYET
JIOCTOBEPHOCTh MHGOpMAIMKU, COJEpKallelcs B PErHCTPAlMIOHHOM JIOChE U HACTOSIIEM
3adABJICHHUU.

3asBUTENb TapaHTHUPYET, YTO MpaBa TPEThEH CTOPOHBI, 3alIUIICHHOW MAaTEHTOM,
HE HapyILIAKOTCs B CBSI3M  C TOCYJApCTBEHHOM  PErUCTpalMel  U3Aenus  MEAULMHCKOIO
Ha3HAYCHUs], METUIIMTHCKON TEXHUKHU.

20 1.

(moamuck 3asBUTEIIS) (MHUIHAIBL, (aMUITHST)

KoHTakTHOE JNHII0, NEWCTBYIONIEE O MOPYUYCHUIO 3asBUTENS (3AMOJHACTCS MPH HATUIUH
KOHTaKTHOTO JIMIIA)

(MHUTUATTBL, (PaMPUITHS)
Anpec, Tenedon






[Ipunoxxenue
K  PermamMeHty  aJIMUHUCTpPaTHBHOM

MPOLEAYPHI,
OCYILIECTBIISIEMON B OTHONICHUH  CYOBEKTOB
XO03STHCTBOBAHUS, 10 TIOAMYHKTY 9.3.2

«FOC}’Z{apCTBCHHaﬂ nepeperucTpanud H3ACIUA
MCIHUIIMHCKOIO Ha3HA4YCHHA WIH Mel[PILIPIHCKOfI

TEXHUKHU
Y TIOJIyYCHHE PETUCTPALIMOHHOTO
YAOCTOBEPEHHSDY
BJIAHK 3ASBUTEJA
3ASIBJIEHUE

HA rOCyJapCTBEHHYIO NepeperucTpanui u3aeaus MeIUIIHHCKOr0 HAa3HAYCHU S UJIH
MEINIUHCKON TeXHUKH

1. HaumenoBanue 3asaBuTes (CTpaHa, MECTO HAXOXKICHHS)

2. HaumenoBanue mpousBoauTenss (CTpaHa NPOU3ZBOAMTENS, MECTO HAXOXKICHHS)

3. HaumeHoBaHMEe MPOU3BOJCTBEHHON IJIOMAAKHU (CTpaHa MPOW3BOJACTBEHHON IUIOMIAKHY,
MECTO HaXOXKICHHS)
4. Hazpanue wu3nenus MEAMIIMHCKOTO Ha3HAYeHUs | (MJIM) MEIUUMHCKOW TEXHHKH,
BKJIFOYAsl TUIIbI, MOJEIIN, Pa3Mepbl, HANMEHOBAHNE HOPMAaTUBHOW TEXHUYECKON JTOKYMEHTALWH,
B COOTBETCTBUU C KOTOPOM HM3rOTOBJIEHBI W3JENIMEe MEAUIMHCKOrO Ha3HAUYEHMs, MEIULIMHCKAs
TEeXHUKa (MPU HATMYHH )

5. Kommiekrarust (coctaB 3asiBisieMoro(oi) U3Aeust MEAUIIMHCKOTO Ha3HAYCHUS U (WIIH)
MEIUIIMHCKON TEXHUKH (C yKa3aHUEM HAauMEHOBAaHUM )

6. HOMEHKJIATYPA MEJIMLIMHCKUX W3JIEJINI

KOJIBI IT0 BUJ]aM HOMEHKJIATYPHOU KJIacCU(pUKAIUH
MEIUIUHCKHUX U3IETUI
AAA bb BB IT

HOMEHKJIATypHas KITaCCUPUKALINS MEANITMHCKIX
126691 (S 1707

7. Hanmnune CE-MapKkupoOBKH (ONMCAaHUE YIAKOBKH, MapKUPOBKH)

8. OCHOBHBIE TIOKa3aHUs ISl IPUMEHEHUS, CIOCO0 TMPUMEHEHUsS U3ACTUS MEAUIIMHCKOTO
Ha3HAYCHMS U (WJTM) MEIUITMHCKON TEXHUKHU
9. CpoK TOAHOCTH (9KCILTyaTallii) H3ACTUs MEAUIIMHCKOTO Ha3HAYCHUS

1 (MIK) MEIUIIMHCKOU TEXHUKU
10. YcnoBust XpaHEHUs U3IEIUS MEAUIIMHCKOTO HasHAdYeHHUs] W (WIM) METUITMHCKOU
TEXHUKHU
11. llena u3nenus MEIUIIMHCKOTO Ha3HA4YeHUS W (WJIM) MEIUIIMHCKOW TEXHUKH B CTPaHE
MIPOU3BOUTEINS
12. Buecenue TLJ1AThI MOCPECTBOM MCIOJIb30BaAHUS ABTOMATU3UPOBAHHOMN
UH(OPMAIIMOHHON CHCTEMBI €IUHOTO PAacUYeTHOTO U MH()OPMAIIMOHHOTO MPOCTPAHCTBA (Janee —
EPUIT)

(yueTHslit HoMep onepanu (Tpanzakiun) B EPUIT niam oTMeTKa 0 TpOn3BEIEeHHOM IIATEXE)





3asBUTENb TapaHTUpyeT 3(hGEKTUBHOCTh, 0E30MAaCHOCTh M KAUeCTBO M3AEIUS MEIULIMHCKOTO
Ha3HaueHUsl U (WIM) MEAUIMHCKON TEXHUKH, a TAKXKE TapaHTUPYeT JOCTOBEPHOCTh HMH(OPMAIINH,
COZIEPIKAILIENCs B PETMCTPALIMOHHOM J0ChE M HACTOSALIEM 3asIBIICHHH.

20 1.

(moamuch 3asBUTEIIS) (MHUIHATBI, (aMUITHST)

KoHTakTHOE NHII0, NEWCTBYIONIEE O MOPYUYCHUIO 3asBUTENS (3AMOJHACTCS TPH HATUIUH
KOHTaKTHOTO JIMIIA)

(MHAIHAATBI, (aMUITHS)
Anpec, Tenehon






[Ipunoxxenue
K  PermamMeHty  aJIMUHUCTpPaTHBHOM

IpOLEYPHI,
OCYIIECTBISIEMON B OTHOILICHUH
CyOBEKTOB XO0351CTBOBaHNS,
0 MOAIYHKTY 9.3.3

«Buecenue MU3MEHEHUS
B PETUCTPAIIIOHHOE

J0Che Ha U3JeNue MEIULMHCKOTO
Ha3HaYeHUs

WM MCAUIUHCKYH0 TCXHUKY»

BJIAHK 3ASIBUTEJIA

3ASIBJIEHUE
0 BHECEHNH M3MEHEHHs B PerHCTPAllHOHHOE 10Che HA U3/1e U MEeUIIMHCKOI0 HAa3HAYECHUS
WIH MEJIMIUHCKYI0 TEXHUKY, paHee 3apeructpupoBanubie B Pecnyosnke benapycs

1. HaumenoBanue 3asaBuTens (CTpaHa, MECTO HAXOXKICHHS)

2. HaumeHoBaHue mnpou3BOAMTENS (CTpaHa MPOU3BOAMUTENS, MECTO HAXOXKICHUS)

3. HaumeHoBaHMEe MTPOU3BOJCTBEHHON IJIOMAAKHU (CTpaHa MPOW3BOJACTBEHHON IUIOIMIAIKHY,
MECTO HaXOXKJICHHS)

4. Homep peructpanuu u3AeIus MEIUIUHCKOTO Ha3HAYCHHUS M MEJAMIIMHCKOM TEXHHKH,
Ha3BaHME U3JENMUSI MEIUIMHCKOTO Ha3HaueHus | (WiIM) MEAMIMHCKOW TEeXHUKH, paHee
3apeructpupoBaHHoro(oit) B Pecny6nuke benapych, HauMeHOBaHHE HOPMAaTHBHOM TEXHUYECKOM
JIOKYMEHTAllU{, B COOTBETCTBUM C KOTOPOM M3TOTOBJIEHBI U3JIE€IUs MEIULIMHCKOTO Ha3HAYEHHS,
MEIUIIMHCKAs! TEXHUKA (TP HATTUYHH )

5. IlpnunHa BHECEHUsI U3MEHEHUN:

O U3MEHEHHE Ha3BaHU U3EINUSI MEIUIMHCKOTO Ha3HAYCHUS U MEIUIIMHCKOM TEXHHUKH 0€3
U3MEHCHUS  CBOWCTB W XapaKTePUCTHK,  BIMSIONIMX  Ha KadecTBO,  A(h(HEeKTUBHOCTH
1 0€30IMacHOCTh M3NENUSA MEOUIHMHCKOIO Ha3HAUYCHHMS W MEOUIMHCKOH TEXHHKH, WM
COBEpIIICHCTBOBAHUE WX CBOMCTB M XapaKTEPUCTHK IMPU HEU3MEHHOCTH (PYHKIIMOHATHHOTO
Ha3Ha4YCeHHWS W (WJW) TPUHIMIOB JCUCTBUSA (U1 M3AETUS MEIUIMHCKOTO Ha3HAYCHUS
¥ MEIUIIMHCKON TEXHUKH 3apy0eKHOTO MTPOU3BOJICTBA);

O BHECCHHE HOBOT'O MEIUIIMHCKOI'O IOKAa3aHu;

O peopraHuzanus ¥ (WIH) W3MEHEHUE HAWMEHOBAHHS  IOPUIMYECKOTO  JIMIA —
MIPOU3BOUTENSI U3ACINS MEIUIIMHCKOTO Ha3HAYCHHS M MEIMIIMHCKON TEXHWUKH, B TOM YHCIIC
M3MEHEHHE MECTa HAXOKIEHHUS,

O UW3MEHEHHE TPOW3BOJICTBCHHOW IIIOMIAIKK W3ACIUS MEIUIIMHCKOTO Ha3HAYCHUS
1 MEIUIMHCKOM TEXHUKMH;

O BHECEHHWE W3MCHCHHH B TEXHUYECKHE HOPMATHBHBIC IPABOBBIC AaKThl Ha WU3JETHUS
MEAWIIMHCKOTO  HAa3HAYEHUs W MEAWIMHCKYID TEXHUKY (32 UCKIIOYCHHEM H3MCHCHHIA,
Kacaromnuxcsi pa3paboTK HOBOTO BHAA (MOAU(MDUKAIINN) WU3ACIUS MEAUIIMHCKOTO Ha3HAYCHUS
Y MEIUIIMHCKOM TEXHUKH) (I U3ICTUs MEAMITMHCKOIO HAa3HAYCHUS W MEIUIIMHCKOM TEXHUKH
OTEUYECTBEHHOTO MPOU3BOJICTBA);

0 noGaBieHue (MCKIIOYCHHE) IPUHAICKHOCTEH K U3ICTUSAM MEIUIMHCKOTO Ha3HAYCHHUS
1 (WIH) METUIIMHCKOM TEXHUKE WM U3MEHEHUE X HAMMEHOBAHUS;

O BHECEHHE W3MCHEHHMI B MapKUPOBKY | (WJIHM) YIMAKOBKY W3JENHs MEIUIIMHCKOTO
Ha3HAYCHHS U MEAULMHCKON TEXHUKH;





O U3MEHEHUE CPOKOB TOJAHOCTH U (WJIM) YCIOBHM XpaHEHUS U3JENUS MEIUIIMHCKOTO
HA3HAYCHUS U MEUITMHCKOW TeXHUKH;

O H3MEHEeHHe Kjacca TMOTEHIUAIbHOIO pHUCKA HW3JAETUS MEIUIIMHCKOTO0 Ha3HAUYEeHUS
1 MEIUIMHCKON TEXHUKMH;

O BHECEHHWE W3MEHEHHUH B MHCTPYKIMIO IO MIPUMEHEHHUIO W3IENUs MEIUIIMHCKOTO
HA3HAYCHUS WU PYKOBOJICTBO MO KCIUTyaTaIllUl METUITUHCKON TEXHUKH;

O BHECEHHE M3MEHEHHMM B pa3MEpHbIN psl M3ACTUN MEIULIUHCKOrO HazHA4YeHUS U (W)
MEAWIIMHCKOW TEXHUKH, HE BIHUSIONIMX HA MPUHIHUI PaboThl M (PYHKIMOHAIBHOE Ha3HAYCHUE
(M3MeHEeHHe  TapaMeTpoB  JUIMHBI,  auWaMeTrpa, oObeMma, pasMmepa), B JOIMOJHEHUE
K 3apEruCTPUPOBAHHBIM METUITUHCKUM U3JICIHSIM.

3asBUTENns  TapaHTUpPyeT A()PEKTUBHOCTh, OE30MACHOCTh M KAYECTBO  M3ICIHS
MEAWIIMHCKOTO  Ha3HA4YeHWs] U (WIKM) MEAWIMHCKOW TEXHUKH, a TakKe TapaHTUpyeT
JIOCTOBEPHOCTh MHGOpMAIMKU, COJEpKallelcs B PErHCTPAlMIOHHOM JIOChE U HACTOSIIEM
3asIBJIICHUMU.

20 1.

(moamuck 3asBUTEIS) (MHAUAITBL, (haMELITHUS)

KoHTakTHOE M1I0, AEHCTBYIOLIEE IO MOPYUYECHUIO 3aABUTENS (3allOJIHAETCS MPU HAIUYUU
KOHTAKTHOTO JIUIIa)

(MHUIHAITBI, (aMUITHST)
Anpec, Tenehon






[Ipunoxxenune

K PernamMeHTy aAMUHUCTPATUBHOM MIPOIIEAYPHI,
OCYILECTBISIEMOI B OTHOLIEHUH CyOBEKTOB
X03SHCTBOBAHUS, IO MMOAMYHKTY 9.3.5
«l"ocymapcTBeHHAs perucTpaIys u MmorydeHue
PETUCTPALIMOHHOTO YOCTOBEPEHUS HA H3/IEIHE
MEIUIIMHCKOTO Ha3HAYCHUS WU MEIUITUHCKYTO
TEXHHKY, TIOCTaBIISIEMbIE B OTPAaHHYEHHOM
KOJIMUYECTBE ISl TOCYIaPCTBEHHBIX OpTaHu3aIui
3PaBOOXPAHEHUS B IIEJISIX BBHITIOTHEHUS MU
MEXIYHApOIHBIX IPOTPaMM B 001acTH
3IpaBOOXPAHEHHUS, A1 METUITTHCKOTO MPUMEHEHUS
B YCIIOBHUSX BO3HUKHOBCHHSI YPE3BHIYATHOMN
CUTYaIlUH WM JIJIs] TUATHOCTUKH HOBBIX,
MIPUPOTHO-0YATOBBIX MJIH 0COO0 OMTAaCHBIX
MH(DEKIIMOHHBIX 3200JIEBAaHU, TTOCTYIAIOIINE

B Ka4eCTBE MHOCTPAaHHOH 0€3B03ME3THON TTOMOIIIM

dopma

3ASIBJIEHUE
HA rOCYAapCTBEHHYI0 PErMCTPAIUIO U3/1e U MeAUIMHCKOT0 HAa3HAYEHUS UJIH
MEINIUHCKON TeXHUKH

1. HaumenoBanue 3asaBuTes (CTpaHa, MECTO HAXOXKICHHS)

2. HaumenoBanue mpousBoauTenss (CTpaHa NPOU3ZBOAMTENS, MECTO HAXOXKICHHS)

3. HaumeHOBaHuE NPOM3BOJACTBEHHOM IUIOMaNKKU (CTpaHa, aApec IMPOU3BOJICTBEHHOM
TIJTOTIATKH )

4. Ha3Banue wu3aenus MEIUIMHCKOTO Ha3HA4YeHHUs U (MJIM) MEIUIUHCKOM TEeXHUKH,
BKIIIOYAsi THIIBI, MOJIENIH, pa3Mephbl, HANMECHOBAHHE HOPMATUBHON TEXHUYECKON JTOKYMEHTAIIHH,
B COOTBETCTBUU C KOTOPOM H3TOTOBJIEHBI M3JENIME MEIUIMHCKOTO Ha3HAueHUs, MEIUIMHCKas
TEeXHHKA (MIPY HATTUIHUHN)

5. Kommiekrarust (coctaB 3asiBisieMoro(oid) U3AeNuss MEAUIIMHCKOTO Ha3HAYCHUS U (WJIH)
MEIUIMHCKON TEXHUKH (C yKa3aHUEM HauMEHOBAaHUM )

6. HOMEHKJIATYPA MEJIMLIMHCKUX W3JIEJINI

KOJIBI 110 BUIaM HOMEHKJIATYPHOH KJIacCU(HUKALIUH
MEIUIUHCKUX U3AEIUH
AAA bb BB IT

HOMEHKJIATypHAsl KIIaCCH(DUKALUS METUIIMHCKUAX
H3IEeUI

7. Hanuune CE-mapkupoBKkH (OnucaHne yakOBKH, MApKHUPOBKH)

8. OCHOBHBIE TTOKa3aHUs JJIsi IPUMEHEHHUS, CII0OCO0 MPUMEHEHHUs U3JIeTUsT MEIUIIMHCKOTO
Ha3HAYCHMS M (WJIU) MEIMITUHCKON TEXHUKHU

9. Cpok rogHocTd (KCILTyaTalii) U3 MEAUIIMHCKOTO Ha3HAYECHU S

1 (MI1) MEUIIMHCKOU TEXHUKU
10. YcnoBust XpaHEHUs U3IEIUS MEAUIIMHCKOTO HasHA4YeHHUs] U (WIM) METUITMHCKOU
TEXHUKHA






11. llena u3nenus MEIUIIMHCKOTO Ha3HA4YeHUS W (WJIM) MEIUIIMHCKOW TEXHUKH B CTPaHE
HpOI/ISBO,Z[I/ITeJIH
12. Buecenue TLJ1aThI MOCPEICTBOM WCIIOJIb30BaHUS ABTOMATU3UPOBAHHOM
UH(POPMALIMOHHON CUCTEMBI €IMHOTO PACYETHOTO U MH(POPMALIMOHHOTO MPOCTPAHCTBA (Janee —
EPUIT)

(yueTHslit HoMep onepanu (Tpanzakiun) B EPUIT niam oTMeTKa 0 TpOU3BEIEHHOM IIATEXe)

3asBuTens  rapaHtupyeT  dPQPEKTUBHOCTH, OE30MACHOCTh U KA4€CTBO  WM3ACIUS
MEIUIIMHCKOTO Ha3HA4YeHWs W (WIM) MEAWIIMHCKOW TEXHHKH, a TaKKe TrapaHTHpyeT
JIOCTOBEPHOCTh MH(GOpMAIUHU, COJEpIKAIICHWCS B PETHCTPAIIIOHHOM JIOChE U HACTOSIIEM
3a4BJICHUU.

3asBUTENh TapaHTHUPYET, 4YTO TMpaBa TPETbEl CTOPOHBI, 3AUIUIICHHOM MATEHTOM,
HE HApYIIAIOTCS B CBSI3M  C TOCYAApCTBEHHOW  perucTpauuel  M3aeiaus  MEIUIMHCKOTO
Ha3HAYEHMUS, MEIUIIUHCKON TEXHUKH.

20 T

(moamuck 3asBUTEJIS) (MHATUAITBL, (haMIITHUS)

KoHTakTHOE M1I0, AEHCTBYIOLIEE IO MOPYUYECHUIO 3aABUTENS (3allOJIHAETCS MPU HAJIUYUU
KOHTaKTHOTO JIUIIa)

(MHUIHAITBI, (aMUITHST)
Anpec, Tenehon







OBPA3EIL] 3asBneHus Ha MPOBEICHUE NMEPBUYHONM SKCIEPTHU3bI JOKyMEHTOB Ha MU ¢ uenwro
BHECCHHUS U3MEHEHUN B PErucCTpaliluOHHOC 1OCHC

BJIAHK ITPEAITPUATUA
Hupektopy YII «llenTp sxcriepTus
U UCIIBITAaHUH B 3[paBOOXPAaHEHUN»
I'punbko /1.B.

3aaBieHuE

[Ipomry 3akitO4UTH AOTOBOP HA IPOBEACHHUE NEPBUYHOM HKCIIEPTU3BI JOKYMEHTOB Ha

MEUIIMHCKYIO TEXHUKY (M3ACIUSI METUITMHCKOTO HAa3HAYCHHMS) € 1eJIbI0 BHECEHUs] M3MeHeHU
B PErMCTPAIMOHHOE 10Che B CBSI3U CO CIEAYIOUIMMU U3MEHEHUSIMHU (He HYKHO€ UCKJIIOYHTH):

[

O

M3MEHCHUE Ha3BaHUS U3JIEHs MEIUIIMHCKOTO Ha3HAYCHHUS U MEIUIIMHCKON TEXHHUKHU 0e3
U3MEHEHHS CBOMCTB U XapaKTEPUCTHK, BIMSIONIMX Ha KadyecTBO, 3()(eKTUBHOCTH U
0€30MacHOCTh U3JENHUS MEIUIMHCKOTO HAa3HAYEHUS W METUIIMHCKOW TEXHUKH, WIIU
COBEpIIECHCTBOBAHUS UX CBOMCTB U XapaKTEPUCTHUK MTPH HEU3MEHHOCTH (PYHKIIMOHAIBHOTO
Ha3HA4YCHUS ¥ (WJIM) NPUHIUIIOB JSHCTBUS (U1 M3ICIUiA MEAUIIMHCKOTO HA3HAYCHUS U
MEUITMHCKOW TEXHUKH 3apyO0eKHOTO TIPOU3BOJICTBA);

BHECEHHME HOBOI'O MEIUIIMHCKOTO MTOKa3aHUs;

peopranmzanss W (WIM) H3MEHEHHE HAMMEHOBAaHUS IOPUJIMYECKOro JHIAa —
MIPOU3BOJUTEINS], B TOM YUCIIE U3MEHEHHUSI MECTA HAXOXKICHHS;

W3MEHEHUE MPOU3BOJICTBECHHOW IUIOMIAAKH W3AEIUs MEJULUUHCKOTO Ha3HA4eHUS U
MEIUITUHCKON TEXHUKH;

BHECEHHE M3MEHEHHMI B TEXHMYECKHME HOPMATHUBHBIC IPABOBBIE aAKThl HA W3JENUA
MEAMIIMHCKOTO HA3HAYEHHsS] U MEIUIIMHCKYI0 TE€XHHMKY (32 MCKIIOYEHHUEM H3MEHEHUH,
Kacarolmuxcss pa3pabOoTKM HOBOTO BuAa (MOIMGUKAIMM) H3JENUS MEAUIHUHCKOTO
Ha3HAYCHUs] U MEIUIMHCKOW TEXHUKU) (A7 MU3AETUs MEIUIIMHCKOTO Ha3zHAYeHUs U
MEAMIMHCKONW TEXHUKH OTE€UYECTBEHHOI'O MPOU3BOJICTBA);

no6apiieHUe (MCKIIOYEHNE) MPUHAICKHOCTEH K M3JENUAM MEAMIMHCKOTO Ha3HAYCHHS
U (UJTM) METUIUHCKON TEXHUKE WM U3MEHEHUU UX HAaUMEHOBAHUS;

BHECEHHE W3MEHEHUN B MapKUPOBKY U (MJIM) YHNAKOBKY H3JENHs MEIUIUHCKOTO
Ha3HAYCHUS U MEIULIMHCKON TEXHUKU;

U3MEHEHHE CpPOKOB TOAHOCTM M (MJIM) YCJIOBHUH XpaHEHHUS W3JENUS MEIUIIMHCKOTO
Ha3HAYEHMS U METULIMHCKON TEXHUKU;

U3MEHEHUE KJlacca MOTEHIMAJIBHOIO pHUCKA W3AENHsS MEIULHUHCKOTO Ha3HAYEHUs
Y MEJULMHCKOW TEXHUKH;

BHECEHHE W3MEHEHUW B MHCTPYKLIMIO [0 NPUMEHEHUIO U3AEIUsS MEAUIMHCKOIO
Ha3HAYEHMS WK PYKOBOJICTBO IO 3KCILUTyaTallii MEIUIIMHCKON TEXHUKU;

BHECEHUE M3MEHEHHI B pa3MEpHBIN psll M3ASIUN MEAUIMHCKOTO Ha3HAYCHHs U (WIIN)
MEAMIMHCKOW TEXHUKH, HE BIMSIONIMX HA MPUHUOUN paboThl U (PYHKIHOHAIBHOE
Ha3Ha4YeHWe (M3MEHEHHe TapaMeTpoOB [JIWHBL, [IuUaMeTpa, oObeMa, pa3Mepa), B
JIOTIOJIHEHUE K 3aPETUCTPUPOBAHHBIM MEIUIIMHCKUM U3/1ETIUSM.

MPOU3BOJICTBA

(HaMMEHOBaHWE TIPOTYKIIUH )

(HamMeHOBaHWE MTPOU3BOAUTEINS (CTpaHa IPOUCXOXKICHUS TOBApa),
BKJIIOUAsl CTPYKTYpHBIE NT0/Ipa3iesieHNs (KOHTPAaKTHbIE IPOU3BOICTBA)





Bantora noroBopa

Bairora marexa

Y4eTHbI HOMEP HAJIOTOIVIATENbIIUKA (3asABUTEJIS):

Anpec  DJIGKTPOHHOM  MOYTHI, YKa3aHHBIM  TIpHU

PykoBoaurens npeanpusTus
(moBepenHbIit  mpeAcTaBuTenh B Pb  Ha
OCHOBaHUU AOBCPCHHOCTH

)

perucTpauuu  JMYHOTO  KaOuHeTa

MMOAINACH

0)5(0)

B Clly4dasx MpeaACTaBJICHUA UHTCPECOB 3apy6e>1<H0r0 MPOU3BOAUTEIIA K 3asIBJICHUIO MPUJIAracTCsl OpUruHal

JOBEPCHHOCTH.





BJIAHK ITPEJITPUATHA

Hupexropy YII «llenTp skcnepTus
Y MCTIBITAHUM B 3JPABOOXPAHCHUN
['punbko /1.B.

3asaBiieHUE

[Ipomry 3aKJIFOYWTH AOTOBOP HA MPOBEACHHUE NMEPBUYHOM SKCIEPTU3bI
JOKYMEHTOB Ha MEJMUIMHCKYI0O TEXHUKY (U3Aelus MEIUIIMHCKOTO

Ha3HAYEHUS) ,
(HauMeHOBaHHE POAYKIIMHN)

IMPpON3BOJACTBA )
(HauMeHOBaHME POU3BOJAUTEIIS (CTPaHa IIPOUCXOXKICHUS TOBApa), BKIIOYasi CTPYKTYPHbIE TOAPa3JIeeHUs
(KOHTPaKTHBIE TPOM3BOCTBA)

nocrasisieMble B PecnyOnuky Berapyck B orpanndeHHOM KojmdecTse: () Juist
rOCYJJapCTBEHHBIX OpraHU3alui 31paBOOXPAHEHUs B LEIAX BBIIOJHEHUS HMH
MEXIyHApOAHBIX IPOrpaMM B 00JIaCTH 3/paBoOXpaHeHust; (0) Uit MEAUIIMHCKOTO
IIPUMEHEHUS B YCIOBHUSAX BO3HUKHOBEHHMs 4YpPE3BBIYAWHOW CUTyallud WIIU
JUArHOCTHKU HOBBIX, MPUPOIHO-0YATOBBIX MJIM 0CO00 OMAcCHBIX MH(EKIHNOHHBIX
3a00J€BaHUH, (B) B Ka4yeCTBe UHOCTPAHHOM 0€3B03ME3THOM
ITIOMOLIA

(MOA4YepKHYTH HYKHOE U3 a, 0, B)

Bamtora norosopa
Banrora mmarexa
Y4eTHBIH HOMEP HAJIOTOIIATEIbIIMKA (3asABUTEJIS):

AJlpec DNEKTPOHHOW TMOYTHI, YKa3aHHBIA TMPH PETUCTPAIMH JIHIHOTO
KaOuHeTa

PykoBoaurens npeanpusatus / ®UO
(loBepennslii mpenacraButeiab B Pb TIOAMHCE
Ha OCHOBaHUU JIOBEPEHHOCTU

I

*B ciayuasx mpencTaBieHUs] HHTEPECOB 3apy0eHOTO MPOU3BOUTEINS K 3asIBJICHHUIO
MpUJIaraeTcs OpUruHal JOBEPEHHOCTH.





OBPA3EIL] 3asBneHus Ha MPOBEICHUE NMEPBUYHONM SKCIEPTHU3bI JOKyMEHTOB Ha MU ¢ uenwro
rOCYJJapCTBEHHOM perucTpaliu, rocy1apCTBEHHON NepeperucTpaluu

BJIAHK 3AABUTEJA

Hupexropy YII «llenTp axcneprus
Y UCIBITAaHUM B 31PaBOOXPAHECHUN
I'punsbko J1.B.

3aaBiecHuE
[Ipomry 3akaiOYMTH JOTOBOP Ha TPOBEICHHUE MEPBUYHOM IKCIIEPTU3BI JTOKYMEHTOB Ha

MEAWIIMHCKYI0 TEXHUKY (M3AENus MEIUIIMHCKOTO HAa3HAYCHHUs) € LeJbI0 rocyIapCcTBeHHOM
perucTpanum, rocyAapcTBeHHOM MepeperucTpannu

(Hy:KHOe BbIOpaTh)

(HaMMEeHOBaHWE TIPOTYKIIUH )
MIPOU3BOJICTBA

(HamMeHOBaHWE MTPOU3BOAUTEIS (CTpaHa IPOUCXOXKICHUS TOBApa),
BKJIIOUAsl CTPYKTYPHBIE NTO/Ipa3iesieHNs (KOHTPAaKTHbIE IPOU3BOICTBA)

Bantora norosopa
Bamora nmnarexa
Y4yeTHbI HOMEP HAJIOTOILIATEIbIIUKA (3asABUTEJIS):

AJnlpec  DJIGKTPOHHOW  TIOYTHI, yKa3aHHBIA TMPU  PErHUCTpallMk  JIMYHOTO  KaOWHeTa

PykoBoaurens npeanpusTus 0)5(0)
(moBepenHbIit  mpeAcTaBuTen» B Pb  Ha MHOJIINCH
OCHOBaHHH JIOBEPEHHOCTH

B Clly4dasax MpeaACTaBJICHUA UHTCPECOB 3apy6e>1<H0r0 MPOU3BOAUTEIIA K 3asIBJICHUIO MPUJIAracTCsl OpUrnHal
JOBEPCHHOCTH.






NHCIIEKTUPOBAHME ITPOU3BO/JICTBA:
WHCIIEKTUPOBAHUE, TPOBOAUTCS B CIIyYasX:

IIPEICTABICHUS 3asBUTEIEM U3ACIUMM MEIUIMHCKOIO HAa3HAYEHUs U
MEIUIUHCKOM TEXHUKH, TMPOWU3BOJMMBIX HA BIOEPBBIC  3aSBISIEMOU
IIPOM3BOJICTBEHHOMN IUIOIIAJIKE, 34 WCKIIOUYEHUEM W3IEJIMU MEIULUHCKOTO
Ha3HAYECHHS] U MEAUIIMHCKOW TEXHUKH 3apyOe’kHOro mpou3BojicTBa | kiacca
NOTEHIMAIBHOTO pHUCKA (KPOME CTEPWIbHBIX W3JIENUNA MEIUIIMHCKOTO
HA3HAYCHUS U MEAUIIMHCKON TEXHUKH);

NPEJCTABICHUSI 3asBUTEIEM M3JCNUNA MEIUIIUHCKOTO Ha3HA4YeHUs U
MEJIUIIMHCKON TEXHUKH, TPOU3BOJMMBIX Ha MPOU3BOJCTBEHHOW IUIOIMIAJIKE,
paHee 3asABISIEMOM TOJBKO MPU TOCYJIAPCTBEHHOM PErUCTpalud U3ACIUi
MEJIUIIMHCKOTO HA3HAYEHUS M MEJUIUHCKOW TEXHHUKU 3apyOeskHOro
IPOU3BOCTBA, HaXOAIIUXCS B oOpamieHun Ha Tepputopun CoeaMHEHHBIX
[IITatoB AMEpHKH U TOCYIapCTB — WICHOB EBPOMENWCKOro Cor03a, a Takke
U3ICNINIA  MEIUIMHCKOTO  Ha3HAYeHUss U MEJAUIMHCKOM  TEXHUKH,
MPOU3BEAEHHBIX W JONYIIEHHBIX K MPUMEHEHHUIO B TOCYJAapCTBAX — YJIEHAX
EBpa3uiickoro ’KOHOMHYECKOTO COK03a M HAXOJAIIUXCS B OOpalleHUH Ha
tepputopun CoenuHeHHbix [lITaToB AMEpUKU WM TOCYJAapCTB — YJICHOB
EBporeiickoro coro3a, u31ejInii MEAUIMHCKOTO Ha3HAYEHUS U MEIUIIUHCKOM
TEXHUKH, TMOCTABISIEMbIX B OTPAHMYEHHOM KOJIMUECTBE, 3a HCKIIOUYECHHEM
U3JIeNTMi MEIUIIMHCKOTO Ha3HAYeHUs U MEIMIIMHCKON TEXHUKH 3apyOeKHOTO
npou3BoAcTBa | Kiacca MNOTEHIMAIBHOTO pHUCKa (KpOME CTEPUIIBHBIX
U3JICJINI MEUIIMHCKOTO HA3HAYCHUS U MEIUITUHCKON TEXHUKH );

NPEACTABICHUSl 3asBUTENEM HW3JACIUA MEAMIIMHCKOIO Ha3HAYeHUs U
MenuiuHcko — TexHuku | (crepwibnbie), Ila, 116, III  kmaccos
MNOTEHI[MAIBLHOTO PUCKA, TPOU3BOAMMBIX Ha MPOU3BOIACTBEHHOMN IUIOIIAIKE,
paHee 3asBISIEMOM TOJBKO MPHU TOCYAAPCTBEHHOM PErucTpalii HU3ICIHM
MEIUIIMHCKOTO  HAa3HAYE€HUS] M  MEIMIIMHCKOM TexHuku |  Kiacca
NOTEHIIMAJIBHOTO pPHUCKA (KPOME CTEPHJIbHBIX W3AEIUNA MEAUIIMHCKOIO
HA3HAYCHUS U MEAUIIMHCKON TEXHUKH);

HN3MCHCHMUA aagpccCa HpOPI3B0,I[CTBCHHOI>1 IIOIAAKH Yy IIPOU3BOIUTCIIA,

n00aBJIEHUS BIEPBBIE 3asBISIEMOTO aJipeca MPOU3BOJACTBEHHON IIOMIAAKHA Y
MIPOU3BOIUTES.





I/IHCHCKTI/IpOBaHI/IC HC IIPOBOAUTCA:

IpU  MPOBEJACHUHM KOMILIEKCA IPEABAPUTEIBHBIX TEXHHYECKUX padoT,
MPEAMIECTBYIOIINX TOCYAAPCTBEHHON PETHCTPAIMK U3JICITUHA MEIUITUHCKOTO
Ha3HAYCHUS W MEIUIMHCKON TEXHUKH: IIOCTABISEMBIX B OTPaHHMYCHHOM
KOJINYECTBE;

3apy0eXHOTO MPOM3BOJICTBA, HAXOMAIIUXCA B OOpallleHUHM Ha TEPPUTOPUU
Coenunennbix llltaToB AMEpUKM WM TOCYAapCTB — WIEHOB EBpONENCKOro
COI03a.

g mpoBeneHus uHCHEKTUpoBaHUsA llpennpustue: ornpenensier CpoKud U
YCJIOBUSL TPOBEJCHUS HWHCIEKTUPOBaHUS;, (HOPMUPYET KOMHUCCHIO IO
WHCIIEKTUPOBAHUIO, COCTOSIIYI0 U3 JKCIEPTOB, ABISIOMIMXCS PAOOTHUKAMU
[Ipenmpustus.

I/IHCHGKTI/IpOBaHI/Ie IpoOBOAUTCA HA OCHOBAHMHM OTACJIBHOI'O A0IoBOpa,
3aKJIFOYCHHOI'O MCIKAY HpeI[HpI/IHTI/IeM N 3asBUTCIICM.

HNHcniekTupoBaHUE BKIIFOYAET:

MPOBEPKY OpraHu3allid BXOJHOTO KOHTPOJSA CBIPbSI W MaTEPHUAJIOB;
UJICHTU(PUKAIIUIO U TTPOCIEKUBAEMOCTDb U3JICIMH MEIUIIMHCKOTO Ha3HAYCHUS
1 MEJTUIIMHCKOM TEXHUKMU,

IMPOBCPKY YHPABJIICHUA IIpOoHECCCaAaMH ITPOU3BOIACTBA I/IBI[eJ'II/Iﬁ MCANTITMHCKOI'O
HAa3HA4YCHUA U MeI[I/II_[I/IHCKOﬁ TCXHHNKU,

MPOBEPKY YMNPABJICHUS KOHTPOJIbHBIM, U3MEPUTEIBHBIM U HCHBITATEIbHBIM
000py/I0BaHUEM;

U3YUCHUE  TEXHOJOTMYECKUX  MPOIECCOB  MPOU3BOACTBA  HU3JCIHI
MEJHUIIMHCKOTO HAa3HAYEeHWS ¢ MEAUIIMHCKOM TEXHHUKH, B TOM YHCIE
MPOBEPKY HAIWYUS JIOKYMEHTOB II0 OpraHM3alMd TEXHOJOTHYECKOTO
npoliecca;

H3YUYCHUC MCTOAOB KOHTPOJIA U HUCHOBITAHUN Ha BCEX ATalax ITPOU3BOJACTBA
U30CIMM MEOUIMHCKOTO Ha3HAYCHUS U MGI[HHHHCKOﬁ TCXHUKH, IIPOBCPKY
YCHOBI/Iﬁ XPaHCHUA, BUOOB YIIAKOBKH, MAPKHPOBKU U31CJIMM MEIMIIMHCKOIO
Ha3HA4YCHUS U MEIUIIMHCKOMN TCXHHKU,





W3YUYCHHE M OIIEHKY 0€30MacHOCTH, KadyecTBa U 3(PHEKTUBHOCTU H3ACIIHIMA
MEJHUIIMHCKOTO Ha3HAYEeHUS W MEIUIMHCKON TEXHHKH W HX COOTBETCTBHE
MEXJYHApOJAHBIM  CTaHJApPTaM W  HOPMATUBHBIM NPABOBBIM  aKTam
Pecnybnuku bemapych (s uw3nenuidi MEAUIIMHCKOTO Ha3HAYCHHS W
MEJIUIITHCKOW TEXHUKH 3apyOeKHOTO ITPOU3BOJICTBA).






MPUEMHOE BPEMA KABWHETOB 104 1 106

[lonenearHUK

Cpena ¢ 10 gacoB 30 munyT 110 12 9wacoB
[IsaTHHUIQ 30 MUHYT

BropHuk ¢ 13 gacoB 15 munyT 110 15 yacos

YeTBepr






[IpoBeneHnue KIIMHAYECKHUX VICTIBITAaHUM, Ha3HA4YaEMBbIX
MunuctepcTBOoM 3apaBooxpanenus Pecnybnvku benapycs:

MPH TOCYAAPCTBEHHON PEerucTpaluu W3 MEIUIUHCKOTO
Ha3HAYCHUS U MEIULUHCKOU TEXHUKHA OTEYECTBEHHOTO MMPOU3BOJICTBA;

IPH  TOCYIAPCTBEHHOM  PErucrpauuM, IEPEepErUuCTpaLnH,
BHECEHUM  HU3MEHEHHM B  PErUCTPALMOHHOE  JIOCBE  U3JCIUM
MEIULUHCKOTO Ha3HAYCHUS 151 MEIULUHCKOU TEXHUKHU
3apy0eKHOT0/OTEYECTBEHHOI'O MPOU3BOJCTBA B Clly4ae MPUHATHS
pelieHus 1O  pe3yJibTaTaM  CHEHHATU3UPOBAHHOM  DKCHEPTU3BI
JOKYMEHTOB O ITPOBEACHUU KIIMHUYECKUX UCITBITAHUU.

Knununueckue HUCIIBITaHUA IIPpOBOJATCA B COOTBCTCTBHUU C
IMOCTAHOBJICHUCM IIPUBCACHHBIM HUXKC

I[TOCTAHOBJIEHE MUHUCTEPCTBA 3IPABOOXPAHEHUWS PECITYBJIMKU
BEJIAPYCH
18 nexabpst 2008 r. Ne 216

(0 HEKOTOPLIX BOIIPOCAX NPOBECACHUA KIIHHUYCCKUX
UCNBITAHUN U3eJIUMH MeAUIMHCKOTr0 HA3HAYEHUS] U
MeTUIMHCKOM TeXHUKH

B peoaxyuu nocmanoeénenus Munucmepcmea 30pasooxpanenus Pecnybnuxu berapycy om 3
anpens 2018 2. Ne 32

Ha ocHoBanum vacteil BocbMoii, aeBstoil ctatbu 40 3akona PecniyOnuku benapych ot 18
utoHda 1993 roga «O 31paBooxpaneHun» B penakiuu 3akoHa PecriyOnuku benapyck ot 20 utons
2008 rona MunuctepctBo 3apaBooxpanenus Pecnyonuku benapycs IOCTAHOBIISET:

1. VrBepauts npunaraemyro WHCTpYKIHIO O TNpPOBEACHUM KIMHUYECKUX HCIBITAHUI
U3JIEIMA MEIUIIMHCKOTO Ha3HAYEHUS M MEIUIIUHCKON TEXHUKHU.

2. YTBEpIUTE:

NepeyeHb JOKYMEHTAIMH, KOTOpasi COPOBOXKAAET OPraHU3alUI0, IPOBEIEHUE U KOHTPOJIb
KauecTBa KIMHUYECKUX HCHBITAHUN W3/EIMH MEAMIIMHCKOrO Ha3HAYeHUS U MEIUIIMHCKON
TEXHHMKH, COTTIACHO MPHJIOKEHHUIO 2.

3. YcTraHOBHTH, YTO METUIIMHCKHE, (apMameBTHYecKne paOOTHUKH y4YacTBYIOT B
IIPOBEJCHUM KIMHUYECKUX UCIIBITAHUNA IPU HATUUYUU:

OmbITa pabOTHI 10 CENMATIBLHOCTH HE MEHee 2 JIeT;

JIOKYMEHTA, TOATBEPKIAIONIET0 MPOXOXKACHHE HMHU OOY4YEeHHs NpaBUiIaM MpPOBEIEHUS
KJIMHUYECKUX HCIBITAHUA B TEUEHUE MOCIEAHMX MATH JIeT Ha JaTy IoJayM 3asBJIEHUS Ha
IIPOBEJCHUE KIMHUYECKUX UCIIBITAHU;

CIPABKH, BBIAAHHOM 3asBUTENIEM KIMHUYECKOTO HCIHBITAHUSA, KOTOpas MOJITBEPHKAAeT
O3HaKOMJICHHE pabOTHHKA C MPOrpamMMmoil (IPOTOKOJIOM) KJIMHHUYECKOTO HCHBITAaHHS U IPH

Oguyuanvrasn npasosas unpopmayus
STANOH #Uupopmayuonno-nouckosasn cucmema "ITAJIOH", 29.01.2020
Hayuonanvnuiii yenmp npasosoii ungopmayuu Pecnyonruxu benapyce





HEOOXO/MMOCTH TPOBEJACHHE KPATKOCPOUYHOM CTaKUPOBKM pPAOOTHUKA TO OOYYCHHUIO
O0COOEHHOCTSIM SKCIUTYaTallMK U3AETUs MEIUIIMHCKON TEXHUKH.

4. Ilpu3HaTh yTpaTUBLIMM CUJIYy IIOCTAHOBJIEHHE MMHHUCTEPCTBA 3IPaBOOXPAHEHUS
Pecniyoimnku bemapych ot 31 stHBaps 2001 1. No 5 «O0 yTBepKACHUU MEPEYHEH yUpEKICHHH, Ha
0a3ze KOTOpBIX IPOBOJATCS MEAMLIMHCKHE, TEXHUYECKHE MCIBITAaHUS, T'MTHEHUYECKHE
UCCJICIOBAHMSI U3JCIUNA MEIUIIMHCKOTO Ha3HAUeHUS U MEIULMHCKON TexHuk» (HanumonanbHbii
peectp mpaBoBbIX akTOB Pecry0muku benapycs, 2001 r., Ne 23, 8/4965).

5. Hacrosimee mocranoBienre BetynaeT B cuiny co 2 ssuBapst 2009 r.

Munucrtp B.N.Kapko

[Tpunoxenue 1
HCKIIIOUEHO

[Ipunoxenue 2
K IOCTaHOBJICHHIO
MuHHCTEpPCTBA 3APAaBOOXPAHEHHUS
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IHHEPEYEHDb
JOKYMEHTALlUH, KOTOPas CONPOBOKIAET OPraHU3alHI0, IPOBeIeHHE H KOHTPO/Ib Ka4yecTBa
KJIMHUYECKUX MCNBITAHUN U3/1e Uil MeJMIMHCKOI0 HA3HAYeHHUs U MeIULMHCKON TeXHUKH

Y4acTHUK KJIMHUYECKOTO
UCIIBITaHUS, Y KOTOPOTO HaXOAUTCS
Ha XpaHEHHH JIOKYMEHTALHsI
HammenoBanme nokyMeHTa
HCCIIeIOBATEIH/
HCCIIeIOBATEIIbCKIHA JAABATED
(3aKa34mK)
LEHTP
1 2 3
JokymeHTsl, popMupyrolyecs nepej| HauaioM KIMHHYeCKOM (a3bl UCTIbITaHus
1. PyKOBOJICTBO AJIS HICCIIEOBATEINS X X
2. [TognucanHas mporpaMma (IIPOTOKOJ) M MOTIPABKH K HEl, OTKIIOHEHUS OT X X
MporpaMMbl, 00pasen HHIUBUAYATbHON PEerHCTPAIlIOHHON KapThl HCTIBITYEMOT0
3. I[IpenocTaBnsieMble HCIIBITYEMbIM MaTepHAIIBL:
(hopMma nuceMeHHOT0 (MH()OPMUPOBAHHOTO) COTIACHS (BKIIIOYAst HEOOXOIUMBIS X X
[epeBOIbI)
IMpyTHe MaTepUaIIbI X X
OOBSBIICHUS 0 HAOOPE UCTIBITYEMBIX (€CIH HCIOIB3YIOTCS) X
4. JlokyMeHTbI 110 (DUHAHCOBBIM ACHEKTaM MCIIbITAHUS X X
5. CTpaxoBoe 00s13aTeNIbCTBO (ecu TpedyeTcs) X X
6. [ToamurcaHHBIN TOTOBOP MEXITY CTOPOHAMH:
MCCIIeT0BATEIbCKIM [IEHTPOM H 3aBUTEIIEM X X
MCCIIeT0BATEIBCKIM [IEHTPOM M KOHTPAKTHOH MCCIIEI0BATEIbCKOM X X
opraHuzanuei (o
YCMOTPEHHIO
CTOPOHBI)
3asBUTEJIEM U KOHTPAKTHOW MCCIIEI0BATENLCKOM OpraHu3anuen X
MCCIIeI0BaTeIbCKUM IEHTPOM U YIIOJTHOMOYEHHBIMU OpraHaMy X X
(o ycMoTpeHuto
CTOPOHBI)
7. JlaTpoBaHHOE 1 IOKYMEHTaJIBHO 0(POPMIIEHHOE 0JJ00pEeHNE KOMUTETOM 10 X X
PTHKE CIIEYIOIINX JOKYMEHTOB:
porpamMMsbl (IIPOTOKOJIA) ¥ IIOIPABOK K HEH
WHIVMBUIYTBHON PErUCTPAIMOHHON KapThl HCIIBITYEMOTO (Te HEOOX0IUMO)
(hOpMBI TICEMEHHOTO COTIIACHS
ITPYTHX MPEJOCTABIIIEMBIX HCIBITYEMBIM MaTEPHAIOB






00BSBICHUI 0 HAOOPE HCIBITYEMBIX (€CIIH UMEIOTCS)
MH(GOPMAIIMHU O BBITUIATAX UCITBITYEMBIM (€CIIH HE0OX0IUMO)
IPYTHX JOKYMEHTOB, 0JOOPEHHBIX KOMUTETOM II0 ITHKE

8. CocTaB KOMHUTETA IO 3THKE X X
(o
YCMOTpPEHHIO
CTOPOHBI)
9. Pazpemenne Ha npoBeneHne ucnbiTanus (Hanpasienne YII «ertp X X
PKCIEPTU3 M UCTIBITAHUHN B 3IPAaBOOXPAHCHHUN) (0 ycMoTpeHuro (o
CTOPOHBI) YCMOTPEHHIO
CTOPOHBI)
10. CayxeOHast Guorpadust uccienoBareis U cyouccieioBartelneil u npyrue X X
ITOKYMEHTBI, IIOITBEPIKAAIONINE X KBATH(DHKALIUIO
11. MHcTpyKums 1o oOpalleHHIo ¢ UCCIIEAYeMbIM U3/IeIUeM MeTUINHCKOTO X X
Ha3HAYEHUs U MEJUIIMHCKON TEXHUKH U HEOOXOJUMBIMHU PACXOIHBIMH
MaTepuaiaMy, eClIi OHH He BKJIIOYEHBI B IPOrpaMMy (IIPOTOKOI) HIIH
YKOBOJCTBO HCCJIEOBATENs
12. Haknasble (MOYTOBbIE KBUTAHIIMN) HA TIOCTABKY UCCIEAYEMOTO U3IeNus X X
MEIUIMHCKOTO Ha3HAYEHUSI 1 MEAUIIMHCKON TEXHUKH U HEOOXOIMMBIX
ACXOJHBIX MaTEPHAJIOB
13. Ipouemypa pacKphITHs paHAOMH3AIIOHHOTO KOJIa B paMKax CJIENOTro X X
METOIA (Tpetps
CTOpOHA,
eciu
HEOOX0TUMO)
14. PangOMHU3aIlMOHHBIH CIICOK X X
(Tpetpa
CTOpOHa,
eciu
HEOOX0TUMO)
15. OT4er uua, OCYMIECTBISIIOIIETO MOHUTOPHHT O:
MpeBapUTEIbHOM BU3HUTE X
CTapTOBOM BH3HTE X X
JlokymeHTsI, popMUpyIOIIKecs B X0/ie KIMHUUECKO# (ha3bl UCIIBITAHUS
16. HoBble pefakiinu pyKOBOJICTBA JJIsl UCCIIEI0BATENS X X
17. HoBble penakuuu: X X
MpOrpaMMBbI (MIPOTOKOJIA), OTKJIOHEHUH WM TIOTIPABOK K HEW M WHANBUAYAIbHON
[PETUCTPALIMOHHON KapThl
(hopMBI TUCHMEHHOTO COTJIACHS
MPEeI0CTaBIISIEMBIX HCIIBITYEMbIM MaTepHAIOB
0OBSBIICHUIH 0 HA0OPE UCTIHITYEMBIX (€CITH UCTIONB3YIOTCS)
18. laTpoBaHHBIE U TOKYMEHTAJILHO 0OPMIIEHHBIE 0JJOOPEHHUSI KOMUTETOM II0 X X
PTHKE:
MONPaBOK K MporpaMme (IpOTOKOIIY)
HOBBIX PEIAKIINI:
(hopMBI TUCHMEHHOTO COTJIACHS
[IPEIOCTABIAEMBIX UCTIBITYEMBIM MaTEPHAIOB
00BsIBIICHUH 0 HAOOPE UCTIBITYEMBIX (E€CITH NCTIONB3YIOTCS)
PYTUX JOKYMEHTOB
[PE3yIBTATOB MEPUOTNIECKOTO PACCMOTPEHHS JOKYMEHTAIIMH 10 MCTIBITAHUIO
(ecJii IPOBOIUIIOCH)
19. V1Bepxkaenne MuHHCTEPCTBOM 3/ipaBooxpaHeHus: Pecny6nmku bemapych X X
MOINPABOK K MporpaMme (IIPOTOKOITY) U IPYTUX TOKYMEHTOB (o ycMoTpeHHIo
CTOPOHBI)
20. Cory>xeOHast Gnorpadust HOBOTO MCClIe10BaTelst M (MIM) HOBBIX WICHOB X X
MCCIIeI0BATEIbCKOr0 KOJIIEKTHBA
21. Haxnaaple (IT0YTOBBIC KBUTAHIIMK) HA TIOCTAaBKY MCCIIEAYEMOTO U3/IEINs X X
MeMIMHCKOTO Ha3HAYEeHUsI 1 MEAUIIMHCKON TEXHUKH U HEOOXOIUMBIX
ACXOJIHBIX MaTEPHAJIOB
22. OTueTsl a1, OCYLUIECTBISIFOIUX MOHUTOPHHT X
23. 3anucu neperoBOpoB WM IEPEIICKa, CBI3aHHbIE C UCTIBITAHUEM: X X

KOPPECTIOHIEH IS






[POTOKOJIBI 3aCEIaHuM
OTYETHI O TeJIE()OHHBIX MEPETOBOPAX
24. TlopmucanHbie (OPMBI THCEMEHHOTO (MH(POPMHUPOBAHHOTO) COTJIACHS X
25. IlepBuuHast JOKyMEHTAIUs X
26. 3an0IHEHHBIE, JATUPOBAHHBIC U MTO/IIIMCAaHHBIC HHANBULyalbHbIC X X
€TUCTPAlIMOHHBIE KAPThI UCIBITYEMbIX (xonms) (opurunan)
27. Peructpanys UCTIpaBICHUH B HHANBUIYaJIbHBIX PETHCTPAIIMOHHBIX KapTax X X
HCIIBITYEMBIX (xorwist) (opuruHam)
28. YBenoMIIeHHE 3aABUTEIS UCCIIEN0BATEIEM O CEPBE3HBIX HETaTUBHBIX X X
POSIBICHUSIX M COOTBETCTBYIOIINE N3BEIICHHS (OTIETHI)
29. YBegomiieHHE OpraHOB KOHTPOJISI 1 KOMHUTETA TI0 3THKE UCCIIEIOBATENEM 1 X X
(1TH) 3asIBUTENIEM O TIOOOYHBIX PEAKIHAX U JPYTUX MpodiIeMax, Kacaronxcs
Oe3omacHoCTH
30. CooOrieHue 3assBUTENIEM HCCIEIOBATENI0 HOBOM HH(OPMAIIUH TI0 X X
be3omacHoCTH
31. ExxeroiHple OTYETHI, IPEACTABIIEMBIE KOMUTETY 10 3TUKE U OpraHaM X X
KOHTPOJIS (o
YCMOTPEHHIO
CTOPOHBI)
32. X)KypHas CKpUHUHTA UCIIBITYEMBIX X X
(o
YCMOTPEHHIO
CTOPOHBI)
33. Crircok naeHTH(UKAIMOHHBIX KOJIOB HCITBITYEMbIX X
34. )KypHan perucTpaiuy BKIIOYEHHBIX B HCIIBITAHUE HCIIBITYEMbIX X
35. Yyer uccueryeMoro u3faeans MEJUIMHCKOTO Ha3HAUYCHHS U METUIIMHCKON X X
TeXHUKHU B HCCJIEJOBATEIECKOM LIEHTPE
36. JIuct 06pa3ios noamnucen X X
37. XKypHan ydera XpaHAIIHXCS 00pa3I[0B OMOJIOTHUECKUX KHUIKOCTCH HITH X X
TKaHeH
JlokyMeHTBI, 0(OPMIISIONIMECS TTOCIIE 3aBEPLICHUS WM IOCPOYHOTO MPEKPAICHHS UCTIBITAaHUs
38. JlokyMeHTa1nus, OTpakarolas yueT UCCIEyEMOTO 3AETUs MEAUIIMHCKOTO X X
Ha3HAYEHHsI U MEJMIIMHCKON TEXHUKH B HCCIIEI0BATEILCKOM LIEHTPE
39. AKT nepeiaun/Bo3BpaTa OCTATKOB U3/IENUS MEUIIMTHCKOTO Ha3HAYEHUS U X X
MEIULIMHCKOW TEXHUKHU
40. VToroBslit ClIMCOK MIEHTU(UKAIMOHHBIX KOJOB HCIBITYEMBIX X
41. Aynutopckuil oTueT (eciu umeeTcs) X
42. 3aKITIOUYNTENBHBIN OTYET JIUI, OCYIIECTBISIOMINX MOHUTOPHHT X
43. Mudopmanus o pacrpeaeseHHH UCIIBITYEMbIX 110 IPYINaM U PacKpbITHH X
M1eHTH(UKAIMOHHBIX KOJIOB
44. ITOTOBBII OTUET UCCIIEOBATENS, IPEACTABIAEMBII KOMUTETY 110 ITHKE X
(eciin TpebyeTcs) M opraHamM KOHTPOJIS
45. OTueT 0 KITMHUYIECKOM HCIIBITAaHHH X X
(110 yCMOTpEHHIO
CTOPOHBI)
YTBEPXIEHO
ITocTanoBieHHE

MuHucTepCcTBa 3APABOOXPAHEHUS
Pecniy6nuku benapycn
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HHCTPYKIUA
0 NPOBEeICHNH KJIMHUYCCKHUX MCIIBITAHUN U3AeJIUI MeIUIUHCKOr0 HA3HAYCHHUS U
MEIUIHHCKOH TEXHUKH

1. Hacrosimass MHCTpyKIMss O TNPOBEACHUM KIMHUYECKUX MCHOBITAHUM  U3AENUN
MEIUIIMHCKOTO Ha3HAYCHUS] W MEAUIMHCKOW TEXHHKHW YCTAHABJIMBACT OONIUH TOPSJIOK
OpraHu3aly, MPOBEACHUSA, JOKYMEHTHUPOBAHUS PE3YJIbTATOB W  KOHTPOJSA KadecTBa





KJIIMHUYECKUX HUCIHBITAHUN W3AeNUA MEAUIMHCKOTO Ha3HAYCHHS U MEIUIMHCKOW TEXHHKU Ha
JIOJSX B TOCYIapCTBEHHBIX OpraHu3alusix 3apaBooxpanenus PecryOnuku benapyce.

B Hactosmeit MHCTpYKIIMM HCIOJIB3YIOTCS TEPMUHBI U HMX OIPENEICHUS] B 3HAYCHMSIX,
yCTaHOBJICHHBIX 3akoHOM PecnyOnuku benapych ot 18 utons 1993 roma «O 31paBooXpaHeHUNY
(Bemamacui Bsipxoynara Casera PacnyOumiki benapych, 1993 r., Ne 24, cr. 290; HanmoHanbHbIiA
peectp mpaBoBbIX akToB PecmyOmuku bemapych, 2008 1., Ne 159, 2/1460) u Ilomoxxenuem o
rOCy/IapCTBEHHOW pETrucTpaluu (IepeperucTpalum) M3JAeIUMid MEIUIUHCKOTO Ha3HAYeHUs U
MEJMIIMHCKOW TEXHUKH, YTBEP)KICHHBIM mocTaHoBieHueM Cosera MunuctpoB PecnyOnuku
Benapych ot 2 centsiopst 2008 r. Ne 1269 (HaunonanbHbIN peecTp MpaBOBBIX akTOB PecmyOmmku
benapych, 2008 1., Ne 213, 5/28269), a Takxke ciienyronue TEPMUHBI U UX OTIPEICICHUS:

ayJIuT — CUCTEMaTHuyecKas U HEe3aBHCHMas IPOBEpKA JOKYMEHTAllUW WU JEATEIbHOCTU
CTOPOH, YYaCTBYIOUIMX B MPOBEACHUM KIMHMYECKOTO HCHBITAHUS MEIUIMHCKOM TEXHUKU U
U3JeNUil  MEIUIIMHCKOTO Ha3HAueHMs, KOTOpas MPOBOAMTCSA Uil MOATBEPXKIEHHUS (akTa
MPOBEJCHUS KIMHUYECKOTO HCIIBITAHMS, a TAaKKe JJIs OLIEHKH COOTBETCTBHUS HpoIleayp coopa,
00pabOTKM M TPEACTABJICHUS TAHHBIX TPEOOBaHHUAM MPOTpaMMbl (IIPOTOKOJA) KIMHHYECKOTO
UCIBITAHUS, CTAHJIAPTHBIX OMEPAIIMOHHBIX TPOLEAYD, JAaHHOW HHCTPYKIIMU U 3aKOHOJATEeNIbCTBA;

JU3aiiH KJIMHUYECKOTO HCHBITaHUS — HAy4YHO OOOCHOBaHHAs METOJO0JIOTHs (IIPOCTOE WM
CPaBHHUTEIBHOE, PAHIOMH3UPOBAHHOE WM HEPAHJAOMHU3UPOBAHHOE, OTKPBITOE WIIU «CIIETIOE,
MOCJIEZI0BATENbHOE WM NapajUIeIbHOE HCIBITAaHUE) NMPOBENEHUS KIMHUYECKOTO HUCIBITAaHUS C
yuacTueM (PU3MYECKHX JIHI], C MOMOIIbI0 KOTOPOTO IUIAHHUPYETCS MONYYHTh CTaTUCTUYECKU
JIOCTOBEPHBIE JIOKA3aTeIbCTBA KIMHUYECKOH 0e30macHOCTH U 3(PPEKTHBHOCTH HCCIETyEMOTO
U3JIENHS] METUIITHCKOTO Ha3HAUCHUS U MEIUIIUMHCKON TEXHUKU;

JIOTOBOp — JIOTOBOP O NPOBEIACHUM KIMHUYECKUX MCIBITAHUM, 3aKIOYaeMbId MEXAY
3asgBUTENEM (3aKa34MKOM) MJIM KOHTPAKTHOM HCCIIEeNOBaTeNbCKOM OpraHu3alnueid, ¢ OJHOM
CTOPOHBI, U UCCIIEIOBATEIbCKUM LIEHTPOM — C APYTOii;

JOKYMEHTHI ~ KIIMHUYECKOTO HUCIIBITAHUS — TporpaMma (IPOTOKON)  KIMHUYECKOTO
UCHbITaHusA, (OPMbI MHCHBMEHHOIO COrJacHs Ha YydacThe B KIMHUYECKOM MWCIBITAHUM H
WHAWBUAYAIbHON pPErUCTPAIlMOHHON KapThl MCIBITYeMOro, HHQOpMAIHsS O KIHHUYECKOM
UCIIBITAaHUH;

3asgBUTENb (3aKa3uMK) — (U3MUECKOoe WIM IOPUIMYECKOe JIMLO, HWHHULUHUPYOILee
KIIMHUYECKOE MCIBITAHUE U HECYIee OTBETCTBEHHOCTh 3a €r0 OpraHU3aluio, KOHTPOJb U (WJIN)

(buHaHCUpPOBaHUE;
UACHTU(PUKAITMOHHBII KOJ{ HCIIBITYEMOIO — YHUKAaJIbHBIN UACHTUPUKATOP
(uneHTH(UKAMOHHOE  0003HaueHWe),  NPUCBAUBAEMbIM  HcCCIEeIOBaTENEeM  KaXKAOMY

UCIBITYEMOMY ISl OOECHeYeHHsT €ro aHOHMMHOCTH M HCIIOJIb3YyeMBbI BMECTO (amMmind B
OTYETaX O HEraTUBHBIX MPOSABICHUAX WIM Uil JPYrOM OTYETHOCTHM IO KIMHUYECKOMY
HCIBITAHUIO;

UH/IMBUYyalIbHAsl PETUCTPAIIMOHHAS KapTa UCHBITYEMOro — JOKYMEHT Ha OyMa)kKHOM HITU
AIIEKTPOHHOM HOCHTEJIE, MpeHa3HAYEeHHBIH /1711 BHECEHUS! B HETO BCel MH(OpMAILIMK 110 OTHOMY
UCIBITYEMOMY, IPEIYCMOTPEHHON INpOrpaMMoM (IIPOTOKOJIOM) KIMHUYECKOIO MCIBITAaHUS H
noJiyIeKallel nepenaye 3aka3uuky;

MHCIIEKLIUS — Tpoleaypa oduuuanbHOM MpOoBEepKH mpenactaBureneM PecnyOinMKaHCKOTO
yHUTapHOTO npennpustus «LleHTp sKkcmepTH3 U HCHBITAHUNA B 3/IpaBOOXpPAaHEHUN» U (UJIH)
MunucrepcTBa 3apaBooxpanenHus PecnyOonuku bemapych (B TOM umcie ¢ NpHUBICYEHUEM
HKCIEPTOB KOMMCCHUU IO H3AETUSM METUIIMHCKOTO Ha3HAYeHHs] U MEIUIMHCKOM TEXHUKE) U
OpraHoOB JIpYyTUX CTPaH — YYaCTHHUL[ KJIMHHUYECKOTO HCIBITAaHUSA, BENAIOLIUX BOIPOCAMU
3/[paBOOXpAHEHMs, JOKYMEHTOB, IIOMEUICHHM, 3amuceil, a TakKe MarephajoB, KOTOpHIE
paccMaTpUBAIOTCA KaK OTHOCALIMECS K KIMHUYECKOMY HCIHBITAHUIO M HAaXOAATCAd B
HCCJIEIOBATEILCKOM IIEHTPE, Y 3asBUTENS UJIM KOHTPAKTHOM HCCIIe10BaTENbCKOW OpraHu3aliy;

UCHBITYEMBI — YYaCTHUK KJIMHMYECKOTO HCIBITAHHUS, Yy KOTOPOrO IPUMEHSETCS
UCCIIEyeMO€E W3JIeIMe MEIULIHUHCKOIO Ha3HAYEHUs, MEIULMHCKAs TEXHHKA WIM KOHTPOJIBHOE
U3JIENNE;





UCCJIE0BATENb — JIMI0, HECYIIEe OTBETCTBEHHOCTh 3a IPOBEIEHUE KIMHHYECKOIO
UCIBITAaHUS B HCCIENOBATENIbCKOM IIeHTpe. B ciydae, eciu wHcCObITaHHE MPOBOAUTCS
KOJUIEKTUBOM COTPYAHHMKOB HCCIIEIOBATENbCKOIO IIEHTPA, OTBETCTBEHHBIM MCCIIEI0BATEIIEM
SBIISIETCS. PYKOBOJIUTENb KOJUIEKTHBA;

UCCIIEIOBATEIbCKUNA  LIEHTp — T[OCYAApCTBEHHAs  OpraHu3alus  3ApaBOOXPAHEHUS,
onpezenseMas MuHuctepcTBOM 31apaBooxpaHeHusi PecnyOnuku  bemapych, B KoTOpoi
IIPOBOJASTCS KIIMHUYECKUE UCTIBITAHMUS,

UCCIIeIyeMOe U3JIeNe MEIULIUHCKOrO HAa3HAYeHHs] M MEAMIIMHCKAsh TeXHUKA — U3JICIUs U
000py/10BaHUE, KOTOPBIE SIBISAIOTCSA MPEIMETOM MCIIBITAHUS WM UCIOJB3YIOTCS JUIsl KOHTPOJIS B
pamMKax KIMHHYECKOrO HCHBITAaHUS, B TOM UHCJIE 3aperHCTPUPOBAHHBIC H3JEIUE U
00opya0BaHue, eciy crnocod X MEAUIMHCKOTO MMPUMEHEHHS OTJIMYAETCS OT YTBEPKACHHBIX PH
rOCy/IapCTBEHHOW PETUCTPALMH, & TAKXKE €CIIM OHU U3Y4YaloTCs IS MOJTYYeHHs] TOTOTHUTENbHOM
UH(OPMALINH TI0 paHee YTBEPXKICHHOMY IPU TOCYAapCTBEHHON PETHUCTPALiU TTOKA3aHUIO;

NEPBUYHbIE MEAMIIMHCKHE IOKYMEHTHI — MOJJMHHBIE JAOKYMEHTBI, JIaHHbIE U 3alKCH
(MEIMIMHCKUE KapThl CTALIMOHAPHOI'O WJIM aMOYJIaTOPHOIO MAlMEHTa, 3alliCU B J1a0OpaTOPHBIX
JKypHaJIax, CIYKEOHbIE 3aliCKH, THEBHUKU HCIBITYEMbIX, MX AaHKEThl, >XypHAJIbl BbIIAuu
JICKApCTBEHHBIX CPEJICTB, PAcCleYyaTKd JaHHBIX NPUOOPOB, MUKpodwuiu, (oTorpadpuueckue
HEraTUBBI, = MHUKPOIJICHKM  WJIM  MarHUTHbIE  HOCHUTEIH,  PEHTICHOBCKHE  CHUMKH,
aJMUHHUCTPATUBHBIE JTOKYMEHTHI U T.J.), KOTOPbIE OTPa)kKatOT METOJbl, MPOLECC IIPOBEACHUS U
pe3yNbTaThl KITMHUYECKOTO UCIIBITAHUS;

KJIMHUYECKOE WCIBITAHUE — JII000€ WCIBITAHWE C YYaCTHEM 4YeJIOBEeKa B KadyecTBE
UCIBITYEMOTO, TMPOBOJUMOE C LENbI0 H3ydeHHs Oe3omacHOCTH U (W) 3(PPeKTUBHOCTU
UCCJIEyEMOI0 U3/ENUsl MEJUIIMHCKOTO HAa3HAYEHUs] U MEIUIMHCKOM TEXHUKU M (WIK) MeTona
JTUArHOCTHKY WIIM JICUEHUS, CBI3aHHOTO C €r0 MPUMEHEHUEM;

KOHTPAKTHAsl MUCCIIEA0BAaTEIbCKasl OpraHu3alus — I0PUINYECKOE JINILO0, KOTOPOE B paMKax
JIOTOBOpA C 3aKa34MKOM BBIMOJHAET OJHY WM Oosee U3 ero oOs3aHHOCTEH WM (QYHKLUH,
CBSI3aHHBIX C [TPOBEJIEHUEM KIMHUYECKOTO HCIIBITAHMUS;

KOHTPOJIb KauecTBa — METOJbl M MEpbI, SBISAIOIIMECS YacTbi0 CUCTEMbI OOecreueHUs
KayecTBa U UCIOJIb3yeMbI€ Ul MPOBEPKU COOTBETCTBUS BBINOJIHSIEMBIX B paMKaxX HCIBITAHUS
IpoIelyp NPeIbsABIIEMbIM K HUM TpeOOBaHUAM;

KOHTPOJIbHOE M3Je/IM€ MEJUIMHCKOIO Ha3HAYeHMs] WM MEIWLUHCKas TEeXHHUKa —
00OpyJOBaHUE U U3JENUs, HCIOJIb3yeMble B KIMHMYECKOM HCHBITAHUM JUISI CPaBHEHHS C
UCCIIETyeMON MEIMIIMHCKON TEXHUKON U U3/1ETUIMU MEIULIMHCKOTO Ha3HAYECHHUS,

MHOTOLIECHTPOBOE KIMHUYECKOE UCIBITAHUE — KIMHUYECKOE HCIBITAHUE, IPOBOJAUMOE II0
eauHON mporpamme (IPOTOKOJYy) Oojiee YeM B OJHOM HCCJIEIOBATEIILCKOM IIEHTPE W,
clleZioBaTeNbHO, O0Jiee YeM OJHUM OTBETCTBEHHBIM HCCIIE0BaTENEM;

HenpeaBUJeHHas MOOOYHAsl peakius — MoOOYHAas peaklys, XapakTep WIH TSKECTb
KOTOpOH He corjlacyercs ¢ HMMerouleiics MHpopManuel o JaHHOH MEIMIMHCKOW TeXHHUKE U
U3JIeTMA MEUIIMHCKOTO Ha3HAUEHUS;

OTKJIOHEHUS B TMporpamme (IPOTOKOJIE) KIMHUYECKOTO HWCHBITAaHUS — TMHCbMEHHOE
ONMCAaHNUE W3MEHEHUN WM (OopMalbHBIX MOSCHEHUH K Mporpamme (MPOTOKONY) KIMHHUYECKOTO
UCTIBITaHUS, KOTOPBIE HE 3aTParuBaiOT WM HE MOTYT MOBJIUATH HA JOCTOBEPHOCTH MOTYyYaeMbIX
PE3yJbTAaTOB U UCXOJ KIMHUYECKOTO UCTIBITAaHUS;

NUCbMEHHOE coriacue (MHQOPMHUPOBAHHOE COIJIaCHE) — JIOKYMEHT, B KOTOPOM
UCIBITYEMbIN (€ro 3aKOHHBIN MpPEICTaBUTEINb) MOATBEPXKIAET CBOE JT0OPOBOJIBHOE COIJIacue Ha
ydacTUE B ONPEICICHHOM KIMHUYECKOM HCIBITAHUM II0CJIE O3HAKOMJIEHHMSI CO BCEMHU €rO
0COOEHHOCTSIMU, KOTOPbIE MOT'YT MOBJIMATH Ha PELICHUE UCIBITYEMOTO;

noOoyHOe  sIBIIEHHE —  JI0Oble  HEeOJarompusTHbIE  KIMHUYECKHE  MPOSBICHUS,
OOHapyXeHHbIE Y HCHBITYEMOIO, y KOTOPOro OBLIO NPHUMEHEHO JaHHOE W3JAeNue WIH
000pyI0BaHUE, HE3aBUCUMO OT HAJIMUUS IPUIMHHO-CIEICTBEHHOM CBSA3H C €r0 MPUMEHEHHEM;





HOTIpaBKa K nporpamme (IIpOTOKOITY) UCTIBITAHUN — MUCBMEHHOE ONMCAaHUE U3MEHEHUHN HITH
dbopMallbHOE pa3bsICHEHUE TEKCTa MPOrpamMMbl (MPOTOKOJIA), KOTOPHIC 3aTParuBarOT MJIM MOTYT
HOBIHUATH HA IOCTOBEPHOCTH MOIY4aeMbIX PE3yJIbTATOB M UCXOJ KIMHUYECKOTO HCIIBITaHUS;

nporpamMma (IIPOTOKOJI) HCHBITAHUN — JOKYMEHT, OIMCBHIBAIOIIMM 3a7aud, METOJUKY
IPOBEJCHUS  MCCIEAOBAHUN, TPOLEAYpPbI, CTAaTUCTUYECKHE aCHEKTbl M  OpraHu3aluio
KJIMHUYECKOTO HCHBITaHUS; IporpamMma (MPOTOKOJ) UCHBITAHUN JIOMOJHUTEIBHO MOXKET
coJiepKaTh 000OCHOBAaHHME KIMHUYECKOTO MCIIBITAHUS U NOJIYYECHHBIC paHee JaHHbIE, eCI OHU HE
NpEJCTaBICHBl B HWHBIX JOKYMEHTaX, Ha KOTOpbIE CChUIaeTCsl mporpamma (MpOTOKOM)
HCIIBITAHMI,

OpsIMOM  JIOCTYHI — pa3pelleHHe UCCIIE0BATeIbCKOrO ILIEHTpa Ha H3Y4YeHHE, aHaJu3,
NPOBEPKY M KONMHUPOBAHUE KAKMX-THOO 3amuceil W OTYeTOB, HEOOXOAMMBIX JJISi OLEHKH
KJIIMHUYECKOTO0 HCHbITaHUs. Bce CTOpPOHBI, MOJNyYHBIIWE MPABO MPSIMOTO JOCTYIA, JOJIKHBI
OpUHUMATh OOOCHOBAHHBIE MEPHl MPEIOCTOPOKHOCTH IO COXPAHEHHIO AHOHUMHOCTH
UCIBITYEMbIX U KOH(DUIEHIINATLHOCTH HH(GOPMALIUH, TPUHAIJIeKAIIEH 3aKa3UUKY;

paHIOMH3aNN — TPOIECC PACTPEACTICHUS HCIBITYEeMBIX MO ONBITHBIM W KOHTPOJIBHBIM
rpynmnaM ciy4yailHeIM (HE 3aBHCSIIUM OT BOJIM HCCIEA0BaTeNs) 00pa3oM, MO3BOJISIOMIUNA CBECTH
K MUHIMYMY CHCTEMAaTUYECKYIO OLIHOKY;

cepbe3Has MOoOOYHAasl peakius — JI0Oble HeONaronpusiTHble KIMHUYECKUE MPOSBICHHUS,
KOTOpPBIE BHE 3aBUCHMOCTH OT YaCTOTHI HJIU JUTUTEIHOCTH PUMEHEHUSI MEIUIIMHCKON TEXHUKH
U U3 MEIUIMHCKOTO Ha3HAUYEHHUS MPUBOIAT K CMEPTH UCIBITYEMOT0, MO0 MPEeACcTaBIsIOT
yrpo3y AJISl €ro KHU3HH, JTN00 TPeOYIOT €ro rOCHUTATN3AINH HITH €€ TPOUICHHUs, TUO0 TPUBOIAT
K CTOMKOW WM BBIPAKEHHOW HETPYAOCHOCOOHOCTH (MHBAIMIHOCTH), a TAKXKE IMPOSBISIOTCS
BPOXKIICHHONH aHOMaiMel (IMMOpOKOM) pa3BUTHs WM CYIIECTBEHHBIM OOpa3oM yXyALIAlOT
COCTOSTHUE HCTIBITYEMOT0, YTO B OTCYTCTBUE MEIUIIMHCKOTO BMEIIATEIHCTBA MOXKET MPUBOJIUTH K
Pa3BUTHIO BBIICTIEPEUHCICHHBIX COCTOSHU,

CTaHJapTHBIE onepalnroHHble npoueaypsl (manee — COII) — 1OKyMEHTBI, cojleprKalue
ONMCAHHUE TEXHOJIOTMUECKOTO MpoIlecca WM METOAMKH MPOBEACHUS OMNPENENIEHHBIX paloT,
KOTOpbIE HE ONHUCaHbI MOAPOOHO B HOPMATUBHBIX MPABOBBIX aKTaX M METOJUYECKUX MMOCOOUSX,
yTBEpkKAaeMble PYKOBOJIUTEIEM HUCCIIEI0BATENILCKOTO IEHTPA, C YKa3aHUEM J1aThl BCTYIUIEHUS UX
B CUJTY;

cyOuccienoBaresp — YWieH UCCIeI0BaTEIbCKOrO KOJUIEKTHBA, HAXOAALIUICS B TOJUYUHEHNUN
UCCIIeIoBaTeNsl U YIIOJIHOMOYEHHBIH UM JUIs BBITTOJIHEHUS OTJENbHBIX MPOLEAYP KIMHHUYECKOTO
UCTIBITAHUS U (W) IPUHATHSL OTBETCTBEHHBIX PEIICHHH.

2. KnuHnveckye UCTIbITaHuS TOJIKHBI ObITh OCHOBAHBI Ha CIEAYIOIUX MPUHLIUIAX:

2.1. 1o Havana KIMHWYECKOTO HCIIBITAHUS 3asBUTENEM JIOJDKHA OBITh IPOBE/IEHAa OIIEHKA
COOTHOILIEHUSI BO3MOXHOT'O PHUCKAa MOOOYHBIX pPEaKUUH Ha MEIUIMHCKYI0 TEXHUKY M (MJIH)
W3JIeNUs METMIIMHCKOTO Ha3HAYEHHUS ¢ UX TpeanonaraeMoi 3¢ (HEeKTHBHOCTHIO B 0€30MacHOCTHIO,
KOTOPOE OTpa)kaeTcsl B OTACIHLHOM pa3Jiesie IporpaMMsbl (ITPOTOKOJIA) KIMHUYECKOTO HCIIBITaHuUS.
Knunuueckoe ucnbiTaHHE MOXKET OBITh HAuaTO W MPOAOIKEHO TOJBKO B TOM Cllydae, €clid
BEJIMYMHA PUCKA Oy/IeT HIDKE MperonaraeMoi 3ppeKTHBHOCTH U 6€30I1aCHOCTH;

2.2. IMCIOIMECS  Pe3yNIbTaThl MPEOBIAYIIMX OTAllOB TNPUEMOYHBIX TEXHHUYECKHX U
TUTMEHUYECKUX UCTIBITAHUHN MCCIIETyeMOTro U3/IeNNsl METUIIMHCKOTO Ha3HAYCHHS U METUIIMHCKOM
TEXHUKWA JOJDKHBI CITY)KUTh JIOCTaTOYHBIM OOOCHOBAaHHMEM IIJIAHHPYEMOTO KIMHHUYECKOTO
UCTIBITAHUS;

2.3. KIIMHUYECKOE WCIBITAaHUE JOJDKHO OBITh HAaydHO OOOCHOBAHO, IMOJAPOOHO H SICHO
OIHCAHO B MporpaMMme (IIPOTOKOJIE) UCIIBITaHU;

2.4. XITMHAYECKOE HCIBITAHUE TPOBOIUTCS B cooTBeTcTBHU ¢ TpeboBanusimu CTH 1019-
2000 «Pa3paboTka M MOCTaHOBKA MEIMIIMHCKUX W3JEIUNA Ha MPOU3BOJICTBOY», YTBEP)KIECHHOTO
MOCTaHOBJIEHHEM [ OCyapCTBEHHOTO KOMMTETa MO cTaHjaptuzauuu Pecny6nuku benmapycek ot
30 aBrycra 2000 r. Ne 26, n HactosAmeil MHCTpyKIMM TOJBKO IMOCIE TOTO, Kak IporpaMma
(mpoTokoyr) OynmeT corjacoBaHa, YTBEpKJAeHa W OJ00peHa B COOTBETCTBHUU C MPOIEAYPOH,
IIPEelyCMOTPEHHOM MYHKTOM 3 HacTosAweil MucTpykuuy;





2.5.ygyactue TAanMeHTOB (IOOpOBONIBLIEB) B KayeCTBE MCHBITYEMBIX B  paMKax
KJIIMHUYECKOTO UCTIBITAHUS HE SIBISIETCSA 00513aTENbHBIM MTPU UCTIBITAHUM U3AETUN MEAUIIMHCKOTO
Ha3HAYCHUS M MEIAMIMHCKOW TEXHUKHU, KOTOPble HE BCTYNAIOT B HEMOCPEICTBEHHBIN KOHTAKT C
OpraHU3MOM TMalueHTa. B 3THUX ciydasx HCIbITAaHHE MOXET OBITh BBIIOJHEHO HA THIOBBIX
KOHTPOJIbHBIX 00pa3iax, KOTOpbIe 3asBUTENb UCIBITAHUS MPEACTABISACT B KIMHUYECKHHA IIEHTP
o ero TpeOoBaHUIO;

2.6. 10 BKJIFOYEHHUS HCIBITYEMOIO0 B KIMHUYECKOE HCIBITAHWE y HEro JOJHKHO OBITh
MOJIy4€HO MUChbMEHHOE COIJIacue Ha y4acThe Ha OCHOBE MpeJoCTaBiIeHUs Bcell HHpopMmaiuu 00
UCTIBITAHUY;

2.7. IpUHATHE PEIIeHUH MEIUIMHCKOIO XapakTepa B paMKax KIMHUYECKOTO HCIIBITaHHS
OCYILECTBIISICTCS TOJNBKO KBAIM(UIIMPOBAHHBIM  BpPAdYOM-CIECIIHATNCTOM, KOTOPBIH HeceT
OTBETCTBEHHOCTbH 32 OKa3aHHE UCIIBITYEMbIM MEIUIIMTHCKOM TOMOIIY;

2.8. XpaHEHHE HCCIEAYeMOro W3Jenusi U O0OpYyIOBaHMS, a TaKkKe OOpalleHHuEe ¢ HUM
OCYIIECTBIISIETCSI B COOTBETCTBHUM C TPEeOOBaHUSAMH PYKOBOJACTBA IO  AKCIUTyaTallHH.
Hccnenyemoe wu3nenue W 00OpyIOBaHWE JOJDKHBI TPUMEHATHCS B COOTBETCTBHU  C
YTBEPKACHHON IPOrpaMMoii (IpOTOKOJIOM) KITMHUYECKUX UCTIBITAHU;

2.9.Bcs  wuwHpOpMAIUS O KIMHHYECKOM HWCHBITAHUW JOJDKHA  PErHCTPUPOBATHCS,
o0pabaThIBaTbCsl M XPAHUTbCS TaKUM O0pa3oM, 4YTOOBI HUMeENach BO3MOXHOCTH [UIsL €€
KOPPEKTHOT'O aHAJIM3a U MIPOBEPKHU JIOCTOBEPHOCTH;

2.10. nanHbIe, KOTOPBIE MOTYT MO3BOJUThH PACKPBHITh AHOHUMHOCTD UCIBITYEMbIX, JOJKHbI
3alIUIIATBCSI B COOTBETCTBMM C  3aKOHOJATEIbCTBOM O  3allUTe IMpaBa Ha HX
KOH(UICHIIMATFHOCTD U Ha HEIPUKOCHOBEHHOCTh JTUYHOM JKU3HH.

3. [Ipouenypa cormacoBaHws, YTBEPXKJACHHUS W OJOOpPCHHS MPOrpaMMbl (IPOTOKOJIA)
KIIMHUYECKOT'O UCIBITAHUS JOJKHA TPOBOAUTHCS C COONIIOICHUEM CIIEIYIOIIETO MOPSIKA.

YTIOTHOMOYEHHBIH TPEACTABUTENb 3asBUTENSI M PYKOBOAWTENM KIMHHYECKUX IIEHTPOB
HOPOBOJAT COIVIACOBAaHME MPOrpaMMbl  (NMPOTOKOJA), YAOCTOBEPSAS CBOUMH  IOANUCSIMHU
TUTYJIBHBIA JINCT OKOHYATEJBHOTO BapuWaHTa TNPOTpaMMbl  (TPOTOKOJA) KIMHUYECKOTO
WCIIBITAHUS.

[Tocne aToro mporpamma (IPOTOKOJI) KIMHUYECKOTO HWCHBITAHUS TPOXOIUT IMPOLEAYPY
COIJIACOBAHUS TJIaBHBIM  CIEIHMaTMCTOM MUHHCTEpCTBAa 3ApaBoOXpaHeHus PecmyOmauku
benapyce mo mpoduii0 MpUMEHEHHUS W3ICTUS MEIUIIMHCKOTO HAa3HA4YeHUS W MEIMIIMHCKOW
TEXHUKHU, YIMOJHOMOUYEHHBIMHU JHLAMHU PecrnyOauMKkaHCKOro yHMTapHOro mnpeanpustus «LleHtp
OKCMEPTH3 ¥ HWCOBITAHUA B  3/IPaBOOXPAaHEHUHM» W  yTBEpXKIaercs MUHHCTEPCTBOM
3npaBooxpanenus Pecnyonuku benapycs.

Jlnist mpoBeIeHHs TPOLIEYPhI COTIIACOBAHMS 3asBUTENb MPENICTAaBIseT B PecrryOnmnkanckoe
yHUTapHoe mnpeanpustue «LleHTp »5KCHnepTH3 M HCHBITaHUN B  3ApaBOOXPAHEHUU»  JUIS
MIPOBE/ICHUS SKCIIEPTHHIX pabOT CIEIYIOIINE TOKYMEHTHI:

IpOrpaMMy UCIIBITAaHUH (TIPOTOKOJT) U (MJTH) MOTIPABKH K HEH;

oOpazel MHAUBUIYaJTbHOU PErUCTPAllMOHHON KapThl HCIIBITYEMOTO;

(opMy MMCbMEHHOT'O COTJIaCHsI U €€ MOCIEeNYIOINe PeAAKIINH;

PYKOBOJICTBO JJIsl UCCIIEOBATEIS;

UMeIoIyIocs HH(pOpMAIMIO M0 O0e30IMacHOCTH HUCCIEAYeMOTo H3AETHs MEIUIIMHCKOTO
Ha3HAYCHUS U MEIUIIMHCKON TEXHUKH;

UHPOpPMALIMI0O O  BBIIUIATAX W KOMIIGHCALIUSAX  MCIBITYEMBIM, €CIM  TaKOBbIE
NPEIYCMOTPEHBI,

UHBIE IOKYMEHTHI M0 KIIMHUYECKOMY UCTIBITAHUIO.

Ha ocHOBaHWM 3KCTEepTH3Bl JOKYMEHTOB, YKa3aHHBIX B YaCTH YETBEPTOH HACTOSIIETO
NyHKTa, PecrnyOiauKaHCKMM YHHUTapHBIM NpeanpustHeM «LleHTp 3KcrnepTu3 M HUCIBITAaHWHA B
3/[paBOOXPAHEHUN» BBIHOCUTCS JKCHEPTHOE 3aKII0YeHHE, KOTOpOe Mpe/CTaBisieTcs Ha
paccMoTpeHne MUHHCTEPCTBY 3apaBooxpaHeHuss PecnyOnuku benapych s npUHATHS
pellieHus 0 pa3pelieHnuu J1U00 O 3anpenieHnH MPOBEIeHUS KIMHNYECKOTO UCIIBITaHUS 110 JaHHON
nporpaMmme (IpoTOKOILY).





YTBepKIeHHBI BapHaHT MPOrpaMMbl (TIPOTOKOJIA) KIMHUYECKOTO UCIBITAHUS TPOXOAUT
poLEeAypy 0100peHUsT KOMUTETAMHU 110 STHKE BCEX HCCIEA0BATENbCKUX IEHTPOB, YUaCTBYIOIINX
B UCIIBITAHUHU.

[Ipouenypa cormacoBaHus, YTBEpKICHHS U OJOOpPEHHs] TMOMPABOK K MpoOrpamMme
(IpOTOKOTY) KIMHUYECKOTO HWCIBITAHHUS TMPOXOIUT B TOM JK€ MOPSAIKE, YTO M IporpaMma
(IPOTOKOJT) KIMHUYECKOTO UCTIBITaHUS (TYHKT 3 HacTosmeld MHcTpyKiun).

4. IlporpaMmMa (TMIPOTOKOJ) KIMHUYECKOTO MCHBITAHUA JOJDKHA BKIIOYaTh B ceOs
CIIeyIOIINE Pa3Aebl:

4.1. paznen «OO1ME CBENEHUA», KOTOPBIM BKIHOYAET:

4.1.1. Ha3BaHHUE HWCTBITAHUS, HOMEP W JATy MPUHITHS MPOrpamMMbl (MPOTOKOJIA), HOMEDP H
JaTy IPUHSTHS MOTPABKH K Iporpamme (IPOTOKOIY);

4.1.2. HauMeHOBaHUE 3asBUTEIIS, a TAKXKE €ro aJipec;

4.1.3. bamMmunuio W JOIDKHOCTH JIMIIA, IOJMHUCHIBAIOIIETO CO CTOPOHBI  3asSBUTEIS
nporpaMmy (IIPOTOKOJI) U MOMPABKHU K HEll;

4.1.4. pamunio W JOMKHOCTH HCClIeoBaTeNs  (MCClieIoBaTeNe), OTBETCTBEHHOTO
(OTBETCTBEHHBIX) 3a IMPOBEICHUE HCHBITAHUS, a TakXKe aApec U TeledoH CTPYKTYPHBIX
NOJIpa3IeIeHUI HCCIIeI0BATEILCKOTO IEHTPA, TE MTPOBOIUTCS UCIBITAaHHE;

4.1.5. pamunuio, AOHKHOCTB, aapec U TelaedoH pabOTHUKA HMCCIEAOBATEIBCKOTO IIEHTpa
(Bpada-crienuaincTa), HECYIIero OTBETCTBEHHOCTh 32 IMPUHATHE BCEX PEHICHUH MEIUIIUHCKOTO
XapakTepa B UCCIE0BATEIbCKOM LIEHTPE (€C/IU JaHHOE JIUIIO HE SIBJISIETCS UCCIIEI0BATENIEM);

4.1.6. HaMMEHOBAHHE U aJ[peca MCCIEIOBATEIBCKUX IICHTPOB, YIaCTBYIOIINX B UCTIHITAHUY;

4.1.7. cpokM TIpOBENEHUS JAHHOTO KIMHUYECKOro wucmheitTanua. Ilpuw 3tom cremyer
PYKOBOJICTBOBAThCS ~NMPHHLIMIAMH  pacueTa OPHEHTUPOBOYHOIO MHHHMAJIBHOTO  CpOKa
UCIBITAHUN HCXOMAS W3 KIAcCU(PUKALUU U3JIEIUNA MEAMIIMHCKOTO HAa3HAYCHHS] U MEIUIIMHCKOU
TEXHUKH COTJIACHO TJI00aNbHOM HOMEHKJIAType MEAMIIMHCKOW TEXHUKH U H3JCIHM
meaunuackoro HazHaueHus (THMT) cornacho npunoxenuro 1;

4.2. paznen «OO0CHOBaHME UCTIBITAHUS», KOTOPBIA BKIIFOYAET:

4.2.1. Ha3BaHWE W ONHCaHWE W3ACTUN MEIUIIMHCKOTO Ha3HAYeHUS U MEIUIIMHCKON
TEXHHKW;

4.2.2. pestoMe  pe3yibTaTOB  MPEIIIECTBYIOIIUX  MPUEMOYHBIX  TEXHHYECKHUX U
TUTHEHWYCCKUX MCCIICAOBAHNMN, a TAKIKE PE3YJIbTaTOB KIIMHUYCCKUX WCIIBITAHUH (TIPU HATHYUH ),
MUMEIOIINX 3HAYUMOCTD I JAHHOTO KIIMHUYECKOTO MCIIBITAHUS;

4.2.3. KpaTKOE OIMCAaHWE W3BECTHBIX W TMPEAINOJIAaTaeMbIX PHCKOB M TIOJB3BI IS
UCIIBITYEMBIX;

4.2.4. ykazanue Ha TO, 4YTO JAHHOE KJIMHUYECKOE HCIBITAaHUE OYACT MPOBOIUTHCSI C
COONIOZICHHEM MpPOrpaMMbl (IIPOTOKOMNA), HacTosAlmedl WMHCTpYKIMM W HHBIX HOPMATHBHBIX
MIPABOBBIX AKTOB;

4.2.5. XapaKTepUCTUKY UCTIBITYEMBIX, KOTOPbIE MOTYT ObITh BKITFOUEHBI B HCIIHITAHHE,

4.3. paznen «llenu u 3aga4n UCTIBITAHUS», B KOTOPOM JA€TCsl MMOAPOOHOE OIHMCAHUE TIeTeH
Y 3a71a4 UCTIBITAHUS:

IIeNTb — OIEHKa Oe30MacHOCTH M KIMHUYECKOW 3()()EeKTHBHOCTH HCHBITYEMBIX HW3IEIUI
MEAUIIMHCKOTO Ha3HAYEHUS ¥ METUIIMHCKON TEXHUKHU B 00JIaCTH peanu3aiuu ux GyHKIUH;

3a]]aui — M3yYUTh COOTBETCTBUE M3MEIHHA MEIUIIMHCKOTO HAa3HAYCHHS W MEIUIIMHCKOM
TEXHUKU CBOEMY HA3HAUEHUIO M JEKIAPUPYEMbIM CBONCTBaM; OIICHHTh HX YAOOCTBO H
0€30MacHOCTh B pabOTe M BO3MOXKHOCTH IPAKTHYECKOTO TNPUMEHEHUs, OIEHHUTH IOJHOTY,
MPaBUIBHOCTh W JIOCTYITHOCTh HW3JIOKEHUsS HWHPOpPMAIMM B HWHCTPYKIUU TO TPUMEHEHUIO
U3JeNuii; Tpu HEOOXOAMMOCTH BBIIATh PEKOMEHJAIMU MO0 COBEPIICHCTBOBAHMIO W3ICIIHIA;
OIICHUTH HKCIUTyaTaIlHOHHBIE CBOWCTBA UCTIBITHIBAEMBIX M3ETUI 1 000PYIOBaHNUS;

4.4. paznen «MeToaoI0T s HCITBITAHHSI», KOTOPBIN BKITFOYALT:

4.4.1. XxapaKkTepUCTUKY OCHOBHBIX U BTOPOCTEIIEHHBIX IMOKa3aTeleil, U3MEPSEMBIX B XOJ€
UCIIBITAHUS;
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4.4.2. onucaHue BUAA WCIBITAaHUS M CXEMaTHYeCKOe H300paKeHUE METOA0JIOTHH,
IpoLEyp U CTaJui UCIIBITaHUS;

4.4.3. mporienypy ¥ METOIUKY JCUCTBUN UCClieoBaTeNs (PaHIOMHU3AINI0 UCIBITYEMBbIX ),
NO3BOJISIOIINX CHU3UTh WM M30€XKaTh BIUSHUS CUCTEMATHYECKON OIMOKH, CBA3aHHOM C XOJI0OM
UCTIBITAHUS;

4.4.4. onucaHue M3y4aeMbIX M3JENUH MEAMLMHCKOTO Ha3HAYeHWs M MEIULMHCKON
TEXHUKH;

4.4.5. nIaHUPYEMYIO JUIMTENbHOCTh YYacTHsl HCHBITYEMbIX B HCIBITAHUM, OINMCAaHUE
MOCJIEIOBATEIBHOCTA U TMPOJODKUTENFHOCTH BCEX JTAllOB HCHBITAHUS, BKIOYAs IEPHOA
MOCJICTYIOIIETO HAOMIOACHUS (€CIIH MPEyCMOTPEH);

4.4.6. onvicaHue YCIIOBHH NPEKPALICHUS WM MPEPHIBAHUS BCETO MCIBITAHUS, €0 4aCcTH
WIN y4acTus OTAEIbHBIX UCTIBITYEMBIX;

4.4.7. npoueaypsl ydeTra HUCCICAYEMbIX M3JCIUM MEIULUMHCKOTO Ha3HAYCHUS U
MEIUIIUHCKON TEXHUKH;

4.4.8. mpouienypy coxpaHeHHs mHU(pa UACHTU(PUKAUOHHBIX KOJIOB UCIIBITYEMBIX B X0
UCTIBITAHUS U IPOLEAYPY UX PACKPBITHS;

4.4.9. mepeyeHb BCEX [aHHBIX, BHOCHMBIX HEMOCPEICTBEHHO B HHIUBUAYAIBHYIO
PETUCTPALIMOHHYI0 KapTy HCHBITYEMOro (He IEepPEHECEHHbIX U3 JAPYruX JAOKYMEHTOB WM
KOMITBIOTEPHBIX (DAIJIOB) M paCCMAaTPUBAEMBIX B KQUECTBE IMEPBUYHBIX TAHHBIX;

4.5. paznen «BxiroueHue U UCKITIOUEHHE UCTIBITYEMBIX», KOTOPBIN BKIHOYALT:

4.5.1. xpuTepuu BKIIOYEHMSI UCIIBITYEMBIX B UCIIBITAHUE;

4.5.2. KpuTepun HCKIIOYEHUS MCIBITYEMBIX M3 UCHBITAHMs, MPEKpaIeHUs] UCIBITAaHUs, a
TaKXe MPOIEAYPHI, periaMeHTUPYIOIINE:

OOCTOATENICTBA M TOPAJOK BBIOBITHS MCIBITYEMOIO M3 HUCHBITAHUS U MPEKpalleHUs
MCTIOJIB30BAaHUS HCCIIEyEMBIX M3ETHA MEAUIMHCKOTO Ha3HAUYCHHS U METUITUHCKON TEXHHKH;

nepevyeHb JAHHBIX IO HCKIIOYEHHBIM HCHBITYEMBIM, a TaKXKe IMOPSJIOK M CPOKH HX
MIOJTyICHUS;

METO/1 3aMEHbI UCTIBITYEMBIX, €CITU 3TO MPETyCMOTPEHO;

Nocyeaytonee HaOM0JeHHe HUCTIBITYEeMbIX, WCKIIOUEHHBIX W3 HUCHBITAHUS (MM IOCIe
IPEX/IEBPEMEHHOTO TPEKPALeHUs HCIOJIb30BaHUS HCCIEAYEMBbIX HU3JeNUil MEeAULIUHCKOTO
Ha3HAYCHUS U MEIUITUHCKON TEXHHUKH);

4.6. paznen «JIeueHue UCHBITYEMBIX», KOTOPBIH BKIIIOYAET:

4.6.1. cBefieHnst 00 MCCIENYEMbIX HM3JCTHSIX MEAUIIMHCKOTO Ha3HAYCHHSI M MEIUIITHCKON
TEeXHUKHU, BKJIOYas WX Ha3BaHUs, NEPUOJbI JEUCHHS, B TOM 4YHCIE MEPHOJ MOCIEIYIOLIEro
HaOI0IeHus (JUIs1 KaXK10M rpyIIbl HCHIBITYEMBbIX );

4.6.2. mpouenypbl  IPOBEPKH  COOJIIOJCHMS  MCIBITYeMbIM  MpEINUCaHWH  Bpaya-
CTICIIHAJIHCTA;

4.7. paznen «OueHka >pPeKTUBHOCTH», KOTOPHII BKIIIOYAET:

4.7.1. nepeyensb nokasareneil 3pPeKTUBHOCTH;

4.7.2. METOZIBI M CPOKU OLIEHKHU, PETUCTPALIMM U CTaTUCTUYECKOH 0OpabOTKH MoKazaTeneit
3¢ peKTUBHOCTH;

4.8. paznen «Ouenka 6€30MacCHOCTH», KOTOPBII BKIIIOYAET:

4.8.1. nepedeHb Mokasareseii 0e30MacHOCTH;

4.8.2. METOZBI M CPOKU OLIEHKHU, PETUCTPALIMM U CTaTUCTUYECKOM 0OpabOTKH MoKa3aTeneit
0€30I1aCHOCTH;

4.8.3. TpebOBaHUs K OTYETHOCTH, MPOIEIYypPhl PETUCTPALMN U COOOILICHNS O HEraTUBHBIX
MIPOSIBIICHUSX ¥ (MJTH) COMMYTCTBYIOITUX 3a00JICBAHMSIX;

4.8.4.BUu1 M TPOJODKUTENBHOCTh HAONIOJNEHHUS HCHBITYEMBIX II0CJIE€ BO3HHUKHOBEHUS
NOOOYHBIX PeaKIuii;

4.9. paznen «CTaTUCTHKA», KOTOPBIA BKIIIOYALT:

4.9.1. onucaHue BCEX METOJOB CTAaTUCTHYECKOM OOpaOOTKM JaHHBIX, a TaKXKE JTaIlbl
UCTIBITaHUS, Ha KOTOPBIX POBOJUTCS IPOMEKYTOUHBIN aHAJIH3;
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4.9.2. mpennonaraeMoe YHCIO HCIBITYeMbIX, BKIIOYaeMBIX B UCHbITaHHE. B cimyuae
MHOT'OLEHTPOBOI'0 KJIMHUYECKOI'O HCIHBITAHUS YHMCIO BKIIOYAEMBIX HCIBITYEMBIX YKa3bIBaeTCS
JUTSL KaXK/10TO MCCIIEIOBATENbCKOT0 IIEHTpa oTaesbHO. OO0CHOBaHME pa3Mepa BHIOOPKH, BKIIIOYAst
OOBSICHEHHE WJIM pacyeT YUClla UCHBITYEMbIX, JeXKalllue B OCHOBE OINPENEICHUs MOLIHOCTH
KpUTEpUsS U KIMHUYECKOM 3HAUMMOCTH PA3JIMYMil, NpU STOM CIEAYET PYKOBOJICTBOBAThHCS
HOMOTPAMMOM COIJIACHO MPWIOKEHUI0 2 WIM NPOBOAMTH pacuyeT MHUHHMAIBHOIO oObema
BBIOOPKU C y4eToM obecriedeHust 5 %-ro ypoBHS YyBCTBUTEIBHOCTH M MOIIIHOCTH UCTIBITAHUS HE
meHee 80 %;

4.9.3. mpuMeHseMbIi YPOBEHb 3HAUUMOCTH.

5. 3asBUTENp JOJKEH YAOCTOBEPUTHCA, YTO B IporpaMMe (IPOTOKOJIE) WU APYroM
IIMCbMEHHOM COTJIAIIEHUU €CTh YKa3aHME€ Ha TO, YTO HCCIIEJOBAaTelb U aJMUHUCTPALUL
HCCIIEI0BATEIbCKOIO LEHTpa OyIyT MpedoCTaBiIATh JIMLAM, OCYIIECTBIISIOIIMM MOHUTOPHHI,
ayIuTopam, IpeJCTaBUTENISIM KOMUTETA 10 3TUKE U MPEACTABUTEISAM OpPraHOB KOHTPOJIS MPSMON
JOCTYI K IEpBUYHBIM JaHHBIM U JOKYMEHTALIUH.

6. B mporpamme (ITpOTOKOJIE) UCIIBITAHUS TAK)KE TOJHKHBI OBITH OTPAYKECHBI:

6.1. MeTo/bI KOHTPOJISI KAUeCTBA UCIBITAHUS M YKa3aHbl JIMIIA, OTBETCTBEHHBIE 32 KAUECTBO
UCIIBITAHUS;

6.2. 3TUYecKHEe aCleKThl JaHHOT'O KIMHUYECKOTO UCIBITaHMS;

6.3. MeTo/bI cOOpa JaHHBIX M BEICHHS 3aINCei;

6.4. Bonpockl (PMHAHCUPOBAHMS M CTPAXOBAHUs, €CJIM OHU HE MPE/ICTaBIECHbI B OT/AEIbHOM
JIOrOBOPE;

6.5. Bonpockl MyOJMKAlMK JaHHBIX 110 HUCHBITAaHWIO, €CIM OHM HE paccMaTpUBarOTCsS B
OTJEJILHOM J0rOBOPE.

7. OTnenbHBIMA  JIMCTaMH B IporpaMMmy  (IIPOTOKOJI)  BKJIIOYAKOT — HEOOXOAMMBIE
IPUIIOKEHUS.

8. Pazpabotka mporpaMmbl (MPOTOKOJA) KIMHUYECKOTO HCIBITAaHUS  MPOBOAMUTCS
3asiBUTENIEM KIMHUYECKOIO HUCIBITAaHUS C MPUBJICYEHHUEM JIMI, UMEIOUIMX MEIUIMHCKOE WM
(dapmareBTHyeckoe 00pa3oBaHUe U MPOIIEAMNX 00yueHHe TpaBUIaM MPOBEACHUS KIMHUYECKUX
WCHBITAHUN MM MMEIOLIUX CIEeNUaNN3aluio B 00JacTH MEAMIIMHCKOrO M (papManeBTHYECKOrO
ToBapoBeleHMs. Jluma, mNpUHUMaBIIME Yy4yacTHe B pa3paloTKe MporpamMmbl (IPOTOKOJIA)
KJIIMHUYECKOTO HCHBITaHUS, YAOCTOBEPSAIOT CBOMMH TMOJIHUCSIMH OKOHYATEIbHBIH BapHaHT
nporpaMMsl (IPOTOKOJIA) KIMHUYECKOTO UCTIBITAHHUS.

9. COII sBnsOTCS TEXHMYECKUM JIOMTOJTHEHHEM K TporpaMMe (IIPOTOKOITY) KIMHUYECKOTO
UCTIBITAaHUS ¥ 00€CIIeUNBaIOT €IMHO00pa3e BhIMOIHEHUS ONpPeeIeHHbIX (DYHKIIUHI.

10. Co6mronerne COII rapaHTHpyeT KadecTBO, JOCTOBEPHOCTh W BOCIPOHM3BOJIUMOCTH
PE3yJIBTaTOB KIMHUYECKOTO UCTIBITAaHUS.

11. COII pa3pabarbiBatoTCs 3asiBUTENIEM U MEPENAIOTCS HCCIIEI0BATEN0, YTO IMO3BOJISET
3P PEKTUBHO KOHTPOIMPOBATH XO/1 Mpollecca KIMHUYECKUX UCTIBITAaHUH.

12. UccnenoBarens umeeT mpaBo pazpadareiBate COII, ecnu oTnenbHbIE (QYHKIHH,
BBITIOJIHAEMBIE HCCIEAOBATEIEM, HE OIUCaHbl B IIporpamme (IIPOTOKOJIE), HOPMATHBHBIX
npaBoBbIx akTax U COIl, pazpaboTaHHBIX 3aSBUTEIEM.

13. B ciyuae Bo3HukHOBeHHs HeoOxoaumoctu COII MoryT nepecmMarpuBaThesl.

14. Bce coOTpyIHHMKHM HCCIEIOBATENbCKOIO LEHTPa, Y4YacTBYIOIIME B MPOBEICHUU
KJIMHUYECKOT'O UCIBITaHUA, JOJDKHBI CBOEBPEMEHHO NMPoXoAuTh ooyueHne HoBbiM COIl u umers
UX Ha CBOMX pabouYMX MecTax.

15. B wuccrnenoBarenbckoM LEHTpE JOJDKEH BecTHCh Katanor neiictByromux COIT ¢
yKa3aHWEM BEPCHH, JaThl BCTYIJICHUS B CUJTY U AAaThl IIEpecMOTpa.

16. Undopmanius B pyKOBOJACTBE Ul UCCIEA0BATENS JIOJKHA ObITh M3JI0KEHA B KPATKOM,
JNOCTYMHOW, OOBEKTUBHOM M JIMIIEHHOW pPEKIAMHOIO OTTE€HKa (opMme, IO3BOJISIONIEH
HCCIIeIOBATENI0 pa3odparbess B HEW U chopMupoBaTh cBOe COOCTBEHHOE HENPEAB3ATOC MHEHHE
OTHOCHUTEJIBHO  L[€JIECO00OpPa3HOCTH  IJIAHMPYEMOI'O  MCCJIEOBaHMS, OCHOBAaHHOE  Ha
COIIOCTAaBJICHUH PUCKA U MOJIb3BI ISl UCIIBITYEMBIX.
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17. C nuceMeHHOro coriacus OpraHoB, B KOMIIETEHIIMIO KOTOPBIX BXOJUT IPOBEJIECHUE
MHCIIEKIIMU, BMECTO PYKOBOJICTBA JJISl UCCIIEOBATENS MOXKET ObITh UCIOJIB30BAHO CTAHAAPTHOE
PYKOBOJCTBO IO 3KCIUTyaTallud HU3JEJHs NPH YCIOBUHU, YTO OHO COAEPKHUT HEYCTAapEBIIYIO,
BCECTOPOHHIOI M JIOCTAaTOYHO IMOAPOOHYI MH(pOpMaLni 000 BCeX CBOMCTBAaX MCCIELYyeMOro
U3JIeNUsl, 3HAHUE KOTOPBIX MOXKET OKa3aThCsl BXKHBIM JJIs1 ICCIIEIOBATEIS.

18. 3asBUTENIL HECET OTBETCTBEHHOCTh 3a PAa3pabOTKy M IMPEJCTABICHHE HCCIIEI0BATEII0
TEKyIleW peJakluu pYKOBOJCTBA Ui MCCIEAOBATENs, a HCCIENOBAaTENb OTBEYACT 3a €ro
IPEJCTAaBICHUE B COOTBETCTBYIOLINI KOMHUTET IO 3THKE.

19. B Tex cimy4asx, KOTJa COCTaBJICHUE PYKOBOJICTBA JJIsl MCCIIEIOBATENs] HEOCYIIECTBUMO,
B KayecTBE aJbTEpHATHUBBI 3asBUTEIb JOJDKEH IPEJCTaBUTh B JIOMOJIHUTEIBHOM pa3Jene
poTrpaMMBbl (ITPOTOKOJIA) KIMHUYECKOTO HCTIbITaHus «OO00CHOBaHUE HCIIBITAaHUS» HEOOXOIUMYIO
UH(POPMALIMIO, OCHOBAHHYIO Ha MOCJIEAHUX JTAaHHbIX.

20. B cocraB pykoBOjACTBa JJIsl MCCIENOBATENS BXOAUT THTYJIBHBIA JIUCT, HA KOTOPOM
yKa3bIBAIOTCS HA3BAHUE 3asBUTEIISA, UICHTU(UKATOPBI KaX10T0 UCCIENyeMOro u3aenus (To ecTh
€ro KOJ, YTBEp)KIEHHOE TpaJULMOHHOE Ha3BaHME) W JaTa W3JaHUS PYKOBOJACTBA IS
UCcleoBaTessl, HOMEp JAAHHOTO M3JaHUs PYKOBOJCTBA Ul MCCIENOBATeNs, a TakKe HOMEp U
JlaTa npeAbLAyIed peaakuu (Ipy HaJIuuuu).

21. 3asgBUTENb MOJXKET BKJIIOYUTh B PYKOBOJACTBO JUIsl HCCIIEAOBATENs M IOJIydaTesel
JIOKyMEHTa yBEJIOMIIECHHE B TOM, 4YTO pPYKOBOJACTBO JJIsi MCCIIEJOBATENS  JIOJKHO
paccMaTpuBaThCs Kak KOH(UIeHIHanbHas HHPOpMaLus, peIHa3HaYeHHAs UCKIIIOYUTEIbHO IS
O3HAKOMJICHHS W  MCIIOJIb30BaHMSI  KOJUIEKTMBOM  MCCII€[OBATENeH, IpeICTaBUTEISIMU
MunucrepcTBa 3apaBooxpaHeHuss PecnyOnuku benapyck, PecnyGinkaHCKOro yHUTapHOTO
npeanpustast «L{eHTp SKCrepTH3 1 UCIBITAHUN B 3APABOOXPAHEHUN» M KOMUTETA TI0 ATHKE.

22. PykoBOACTBO ISl MCCIIEOBATENs JOJDKHO COJEpKaTh CIEAYIOIIUe pasjensl (Ui
YIPOILICHUS MPEJCTABICHHUS ITaHHBIX M HX TIOCIEAYIOIIET0 aHajh3a YacTh W3 HUX MOXET
NPEJCTaBIATHCA B BUE TaOIHII):

22.1. ornaBieHue;

22.2. TOKJIIMHUYECKUE UCCIeI0BaHUs (Pe3yIbTaThl IPUEMOYHBIX TEXHUUYECKUX HCIIBITaHUH,
TUTUEHHYECKUX UCTIBITAHUH ),

22.3. KIMHUYECKUE HCMbITaHUs (pe3y/lbTaThl paHee MPOBEJCHHBIX HCIBITAHUN HpPU HX
HaJIM4un);

22.4. 6e30macHOCTh U 3PHEKTUBHOCTD;

22.5. peKOMEeHIaINH JIJIS HCCIISI0BATEIS,

22.6. npunoxxeHus (IpU UX HATHUYUH).

23. JloroBop 3akitoyaeTcss B THCBMEHHOM (opMe W TpeaycMaTpUBAaeT TPOBENCHHE
KJIMHUYECKHUX MCTIBITAHUI UCCIIE0BATEICKUM IIEHTPOM.

24. 3asBUTENh MOXKET IIOJIHOCTHIO WJIM YAaCTHYHO TepenaTh OOS3aHHOCTH M (YHKIIWH,
CBSI3aHHBIE C IPOBEJICHUEM HCIIBITaHUS, KOHTPAKTHON MCCIIeI0BaTEIbCKON OPraHU3aIlH, OJTHAKO
OTBETCTBEHHOCTH 32 Ka4€CTBO W TIOJHOTY IOJyYEHHBIX B XOJ€ WCIBITAHUS JaHHBIX JIOKHUT Ha
3agBuTene. KOHTpakTHas ucCcleloBaTeIbCKasi OpraHu3alys [TOJDKHA COOJI0JaTh MeEphbl 110
00ecrevyeHnI0 U KOHTPOJTIO KauecTBa.

25. ®akT nepenayd KOHTPAKTHOM HCCIEI0BATEIbCKON OpPraHU3alMM JIOObIX CBSA3aHHBIX C
WCIIBITAHUEM 00S13aHHOCTEH M (PYHKITUH JOJKEH OBITh JOKYMEHTAIBHO 0(OPMIICH.

26. JIroOble 00s3aHHOCTH M (YHKUUH, CBA3aHHBIE C HCIBITAHUEM M HE NepelaHHbIe
KOHTPAKTHOM MCCIIe0BATEIbCKOM OpraHu3alnu, OCTAIOTCS B KOMIIETEHIIUN 3asiBUTEIIS.

27. Ha sTane nmoanucaHusi JOTOBOPa 3asBUTEINb JOJDKEH MONYYUTh MHUCbMEHHOE COTjlacue
MCCJIEIOBATENS M UCCIIE0BATENbCKOTO 1IEHTpa!

27.1. mpoBOUTH KIMHUYECKOE MCIIBITAHHE B COOTBETCTBHU C MPOTrPaMMOil (IIPOTOKOJIOM)
KIIMHAYECKOTO UCTIBITAHUS;

27.2. co0nroaTh yCTAHOBIICHHBIE NPOIEIypsl cOopa M MPEACTABICHHUS JAaHHBIX IO
UCTIBITAHUIO;

27.3. He IPensTCTBOBATh MPOBEICHUIO0 MOHUTOPUHTA, ayAUTA U WHCICKITH;
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27.4. XpaHUTh JOKYMEHTAIMIO 10 HMCIBITAHUIO J0 TEX IOp, IMOKa 3aKa3YMK HE COOOLIUT
HCCJIEIOBATENIO U MCCIIE0BATEILCKOMY LIEHTPY 00 UCTEUEHUH CPOKa XPaHEHUS JOKYMEHTAI|H.

3asiBUTENb U HCCIENOBATENIbCKUM LIEHTP IOANUCBHIBAIOT MPOTOKOI WM OTHAEIbHOE
CorJalleHue B MOATBEPKICHUE TOCTUTHYTOM IOrOBOPEHHOCTH.

28. UckiroueH.

29. Jlo Hayana MCHBITAaHUSI PYKOBOJIUTENb MCCIEIOBATEIBCKOTO LIEHTpa (OpMyIupyeT U
pacripenenseT GyHKIMOHATbHbIE 00S3aHHOCTH, CBSI3aHHbIE C TIPOBEICHHEM UCTIBITAHNUS.

30. 3asBuTens oOecreuMBaeT JIMYHOE CTPaXOBAaHUE MHCIBITYEMBIX B  IOPSIKE,
YCTaHOBJICHHOM TJaBoit 48 ['paxknanckoro koaekca Pecniyonuku bemapych.

31. B [noroBope JIMYHOTO CTPAaxOBaHHs 3asBUTENb SBJSETCS CTpaxoBaTelieMm, a
UCTIBITYEMBIN — BBITOJJONIPHOOpPETATEIIEM.

32. Bo3MmemieHue Bpela, MNPUYMHEHHOTO JKU3HM U (WJIM) 3J0POBBI0 HCHBITYEMBIX,
OCYIIECTBIISICTCA 3asBUTEJIEM B TMOPSAJIKE, YCTAHOBJICHHOM CTaThbsiMu 953-963 rnaBbl 58
['paxxnanckoro koaekca Pecniybnuku benapycs.

33. UccnenoBarenp (MCCIIEIOBATENLCKUAN IEHTP) UMEET MPABO MPEIBSIBICHUS PETPECCHBIX
TpeOOBaHUIl K 3asfBUTENIO B CIy4yae MPEIbSBICHUS HCKOB B CBSI3M C HCIOBITAHUEM, 3a
UCKJIIIOYEHUEM TE€X W3 HUX, KOTOpPbIE SIBISIOTCA PE3YJbTaTOM IPECTYMHOW XalaTHOCTH WU
BpaueOHO OMMOKH, JOMYIIEHHON UCCIIeoBaTeNeM (UCCIeI0BATEIbCKUM IICHTPOM).

34.B cmyuae HEOOXOIMMOCTH 3asBUTENIb HMEET TpPaBO HAa OCHOBAaHUHM JOTOBOpA
JEJIETUPOBATh TOJHOMOYMS [0 OpraHU3allud CTPaxOBAaHMUSI HCIBITYEMBIX KOHTPAKTHOM
UCCJIEIOBATEIbCKOM OpraHu3aly WIM Jpyrol OpraHu3aluy, KOMIIETEHTHOW B JaHHBIX
BOIPOCaXx.

35. 3asBHUTENL JNOJDKEH YOCIUTHCS B TOM, YTO mporpamMma (IIPOTOKOJ) HIIK JIOTOBOP C
UCCIIEIOBATEIbCKUM  LIEHTPOM  TMpPEAyCMaTpUBAeT  HEMOCPEICTBEHHBIM  JOCTYH  JIMII,
OCYIIECTBIISIOIUX MOHMTOPHUHI, ayJUTOPOB, KOMHUTETa IO AITHKE W OPraHoB KOHTPOJIS K
MCXOJHBIM JaHHBIM M IOKyMEHTaM KJIMHUYECKOTO UCIIBITAHUS.

36. 3asBUTENH JODKEH YOEOWTHCS B TOM, YTO KaXKIBI HCIIBITYEMBIH Iall MHChMEHHOE
corjlacMe Ha IpSMOM JOCTYIl JIMI, OCYLIECTBISIOIIMX MOHHUTOPHHT, ayJUTOPOB, KOMUTETA MO
ATHKE ¥ OPraHOB KOHTPOJIS K JJOKYMEHTAINH, CO/IepKallell cBeleHNs 00 TOM UCIBITYEMOM.

37. KnuHnueckue WCOBITAaHUS MEAWLIUHCKOW TEXHMKM U H3JeNUH  MEJUIIMHCKOTO
Ha3HAYeHUs] TPOBOJAATCA HCCIENOBATEIIbCKUMHU LEHTPaMH, BKIIOUEHHBIMH B IIE€pEYEHb
rOCyJapCTBEHHBIX OpraHU3alMid 37paBOOXpaHEHUS, YTBEPKAAeMBbI NpuKa3zoM MHHHCTEpCTBa
3npaBooxpanenus PecnyOnuku benapyceh.

38. UckmtoueH.

39. O6s3aTeNnbHBIM yCIOBHEM JIJIsl BKJITFOUEHHS MCCIIE0BATENBCKOTO IIEHTPa B NEPEUYCHb
rOCyJapCTBEHHBIX OpPTraHU3alUil 3/paBOOXPAHEHUS, IMPOBOAALIMX KIMHUYECKHUE HCIIBITAaHUSI
U3JIeUA MEIUIIMHCKOTO Ha3HAUYEHUS U MEIUIMHCKON TEeXHUKU Ha JIIOJSX, ABJISETCS HAIUYUE Y
OpraHu3aluy 3/paBOOXPAHEHUS:

39.1. uckmroueH;

39.2. MaTepuanbHO-TEXHUYECKOM 0a3zbl JUId OKa3aHWs MEAMLMHCKOW TOMOIIM B
aMOYJIaTOPHBIX M CTAIlMOHAPHBIX YCIOBMSIX B COOTBETCTBUU C MpoduieM cBoel MeAUIIMHCKON
JeSITebHOCTH W 3asBJIAEMBIM NPOQHIEM MPOBEACHUS KIMHUYECKMX MWCIBITAaHUM U3Ienuit
MEAMIIMHCKOTO Ha3HAYEHUS U METUIIUTHCKON TEXHUKHU;

39.3. MeIUIMHCKUX, (papMaleBTUUECKUX PAaOOTHHUKOB, MPOMIEAIINX OOyueHHe MpaBHiIaM
NPOBEJCHUS KIMHUYECKUX HCIBITAHUM B COOTBETCTBUM C TpeOOBaHUSMH HAcTOSIIEH
HNHcTpyKuu.

40. UckmroueH.

41. UckmroueH.

42. VckiroveH.

43. UckiroueH.

44. VicknroueH.

45. VcknroueH.
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46. UckiroueH.

47. UckimrodeH.

48. Bonmpoc 0 COOTBETCTBMH TpeOOBaHUSAM, YyKa3zaHHBIM B NyHKTe 39 Hacrosmei
WNHcTpyKiuu, paccMatpuBaeTcs Ha 3aceJaHUM KOMHUCCHHM 110  M3JEIUSAM  MEIUIIMHCKOTO
HA3HAYCHUS M MEJIUIIMHCKOW TEXHHMKE, Ha KOTOPOM ITyTeM T'OJIOCOBAHUS M 3aIUCH B IMPOTOKOJIC
3acelaHusl TMPUHUMAETCS pelIeHWe PEeKOMEHJ0BaTh MUHHCTEPCTBY  3APaBOOXPAHCHHS
Pecriybnuku benapych BKJIIOUHTH HCCIIEIOBATEILCKHA IIEHTP B TEPEYEHb TOCYIAPCTBEHHBIX
OpraHu3alil  37paBOOXPAHCHHS,  MPOBOANIMX  KIMHWUYECKHE  WCTBITAHUS  WM3ICIIHNA
MEJWIIMHCKOTO HA3HAYCHUS M MEAWIIMHCKOW TEXHUKU HA JIIOASX, WIH TPOMIUTH CPOK €ro
HAaxO0JXKJICHUS B JIAHHOM IIEpPEYHE.

49. Ha ocCHOBaHWM BBIUCKH W3 TIPOTOKOJA 3acelaHus KOMHUCCHU TIO H3ACIUSIM
MEJUIIMHCKOTO Ha3HAYCHUS W MEAMIMHCKONW TEeXHHMKE MUWHUCTEPCTBO 3PaBOOXpPaHEHUS
Pecniybnuku benapych mpruHHMAaeT COOTBETCTBYIOIIEE pEIIeHHEe, KOTOPoe O0hOpMIISETCS B BUIC
MUChMa, MOJANKUCAHHOTO 3aMecTuTesieM MUHHCTpa 3/apaBooxpaHeHus Pecnyonuku benapych, B
KOTOPOM TIOATBEpXKAAeTCS (PaKT BKIIOUCHUS HCCIICOBATEIBLCKOTO IIEHTpPA B TIEPEYCHb
TrOCY/IapCTBEHHBIX OpTraHU3alMN 3IPaBOOXPAHEHUS, MPOBOIALIMX KIMHUYECKHE HCIIBITAHUS
U3JIeAA MEIUIMHCKOTO HAa3HAUCHUS M MEIUIMHCKON TeXHHKH Ha JoAsX. CpOK BKIFOYCHHS
HCCJIEI0BATEILCKOTO IICHTPA B MEPEYCHb COCTABIISIET S JIET.

50. UckmroueH.

51. UccnenoBarenp Ha dTane MIaHUPOBAHUS KJIMHUYSCKOTO UCIIBITAaHUS 00sI3aH:

51.1. noaTBEepAUTH 3asBUTENIO (HAIpHUMEp, HAa OCHOBAHWU AapXHUBHBIX JaHHBIX) CBOIO
CIOCOOHOCTh HAOpaTh HEOOXOJMMOE YHCIO HCHBITYEMbIX, COOTBETCTBYIOIIUX KPUTEPUIM
0oTOOpa, B TCUCHUE YCTAaHOBIEHHOTO CPOKa;

51.2. 3am1aHUpOBaTh JIOCTATOYHO BPEMEHHU, YTOOBI HAJJICKAIIUM O0pa3oM IPOBECTH H
3aBEPIINTH KIIMHUYECKOE UCITBITAHUC;

51.3. IpOKOHTPOIHPOBaTh HAJIWYHE B CBOEM PACHOPSIKEHUH JOCTATOYHOTO YHUCIIA
KBTH(DUIIMPOBAHHBIX COTPYJHUKOB M COOTBETCTBYIOIINX IMOMEIICHUN B TEYCHHE BCETO CPOKa
KIIMHUYECKOTO UCTIBITAHUS JIJISl POBENICHUS €r0 HaIeKAIIUM U 0€30MacHBIM JJIsi UCTIBITYEMbIX
obpazom;

51.4. yObeauthcst B TOM, YTO BECh IEPCOHAN, MPUHUMAIOUINI ydacTue B TMPOBEICHUU
WCTIBITAaHUS, O3HAKOMJICH C €ro MporpaMMoi (IpOTOKoJIOM), WHpopMalmeldn o0 uccieayeMom
M3ACIUN MEOULIMHCKOW TEXHUKU W HU3JICINMH MEIMIIMHCKOTO HAa3HAUYCHUS, a TaKXe CBOHUMH
(GYHKIUSMUA B KJIMHAYECKOM HCITBITAHUH.

52. UccnenoBarenb 00si3aH O3HAKOMHUTBCS CO CIIOCOOOM MPHUMEHEHHUs (IKCIUTyaTaluu)
3aBJSIEMOTO K WCHBITAHUIO H3JICTUS COTJIACHO TporpaMMe (IIPOTOKOJY) KIMHUYECKOTO
UCIBITAHUS, PYKOBOJACTBY HCCIEAOBATENs, MHCTPYKIIMU MO MPUMEHEHHUIO (IKCIUTyaTalluu) WU
JPYTHM UCTOYHUKAM WH(OPMAIIUHU, TIOTYIYCHHBIM OT 3asiBUTEIIS (TTPOU3BOIUTES).

53. PykoBoauTenh HUCCIEIOBATENBCKOTO IIEHTPA B YCTAHOBIEHHOM TIOPSAKE COTJIACHO
HacTosmieli VHCTpYKIIMM Ha3Ha4daeT pPa0OTHHUKOB, KOTOpPBIE OOECIEYHMBAOT TIPOBEACHHE
HCIIBITAHMSL.

54. B Xoje TUTAaHUPOBAaHUS KIMHHYECKOTO WCIBITAHUS 3asABUTENb IMPEJIACTABISCT JTaHHBIC
(ecnmu mocnenHUE HMMEIOTCS) O Oe3omacHOCTH M A(PPEKTUBHOCTH UCCIEAYEMOTO H3IENus,
OTPABJIBIBAIOIIAE €0 NMPUMCHEHHE Yy YeJoBeKa (B JAHHOH IOMYJSIUU HCIBITYEMBIX), TPH
MCIOJIb30BaHUH JAHHOTO PeXUMa IKCILTyaTalluu.

55. 3asBUTENh JIOJDKEH TMPEJICTAaBUTh JOKYMEHTAIMI0O HA HCCICAyeMoe H3Jene
MEAWIIMHCKOW TEXHUKH W MEAMIIMHCKOTO Ha3HA4YeHHs, COOTBETCTBYIOIIYIO CTaJHHU €ro
pa3paboTKH, a TaKKe 00CCIIEUYUTh €ro MPOU3BOACTBO B COOTBETCTBUH C TPEOOBAHUSIMHU CHCTEMBI
KOHTPOJISI KauecTBa.

56. UccnenoBaTens 00s3aH THCBMEHHO COOOIIMTH Bpady oOOIIEH MNpakTHKH (Bpady-
TEpaneBTy YYacTKOBOMY) OO0 y4YaCTHH HCHBITYeMOrO0 B KIWHHUYECKOM WCIBITAHUH, ECIH
WCIIBITYeMBI COCTOUT Ha JIMCIIAHCEPHOM y4yeTe B aMOyJIaTOPHO-TIOTUKINHUYECKON OpraHu3aiiu
3/IpaBOOXPAHEHUS U HE BO3PAKAET MIPOTUB TAKOTO YBEIOMIICHHUS.
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57. Tlpu mpoBeneHWU KIMHUYECKUX HCIBITAHUA C YY4aCTHEM 3JIOPOBBIX TOOPOBOIBIEB
3aKa34MKOM JOJDKHAa OBbITh  IpeIycMOTpeHa o0si3aTenbHas BbIIIaTa  MaTepUaibHOIO
BOZHArPaX/JCHUS  UCHBITYeMbIM. Pa3mMep ©W  TOpPSAOOK  BBIIUIATEI  BO3HATPAXICHUS
yCTaHaBIMBalOTCA B JoroBope. [loroBop MoxeT OBbITh 3aKIIOYEH MEXAY HCIBITYEMbIMU H
MCCJICIOBATEILCKAM IIEHTPOM HIIA MEXK]TY HCIIBITYEMBIMH U 3aKa3YHKOM.

58. 3asBUTENb OTBEUaeT 3a OOECIEYeHHE HCCIIEOBATEIbCKOTO LIEHTPa HCCIIETyeMbIMU
U3JISTHSIMEA METUITUHCKOTO Ha3HAUCHUS U MEIUITUHCKON TEXHUKH.

59. Uccnenyemble wu3Aenuss MEIUIMHCKOTO HAa3HAYEHHs] W MEAMIMHCKOW TEXHHUKHU
MOCTABIISIOTCS 3asSBUTEIEM B UCCIICIOBATEIBCKUAN IIEHTP TOJBKO MOCIE TOrO, KaK OT KOMHUTETa
1o 3TUKe U MuHHCTepCcTBa 3ApaBooxpaHeHus Pecnybnuku benapych monydeHsl He0OX0IUMBbIE
0100peHus (pa3pelieHus ) Ha MPOBEICHNE KIMHHYECKOTO UCTIBITAaHUSI.

60. 3asBuTenb 00s13aH:

60.1. o0ecnieunTh CBOEBPEMEHHYIO IIOCTaBKY HCCIEAYEMOT0 W3JCIHS MEIUIITHCKOTO
HA3HAYCHUS U METUIIMHCKOM TEXHUKHU HCCIIEI0BATEINIO;

60.2. tokymMeHTanbHO O(OPMIIATH TPOIENyphl JOCTaBKH, MPHEMKH, BO3BpaTa H
YHUUTOXKEHHUS UCCIIEyeMOT0 U3IeIHsI METUIIMHCKOTO Ha3HAUCHUS U METUIIUHCKON TEXHUKH;

60.3. ykazaThb TeMIeparypy, CpPOK W YCJIOBHS XPaHEHHUS WCCIEAYEMOro HW3JICIHs
MEAMIIMHCKOTO HAa3HAYEHUSI U MEIUIIMHCKON TEXHHMKH, a TaKKe MHbIe (PaKTOPhI, KOTOPbIE MOTYT
MOBJIUATh HA OKCIUTyaTal[MI0 HUCCIICAYeMOTO W3S MEIHUIMHCKOTO HA3HAYCHHS W
MEAMIMHCKONW TEXHUKH. 3aBUTENb JOJDKEH JIOBECTH B MUCHMEHHOM (opme 3TH TpeboBaHuUs 10
CBEJICHHSI BCEX YYACTHHKOB MCTIBITAHUS (JIUII, OCYIICCTBIISIONINX MOHUTOPUHT, HCCIIEIOBATEICH,
JIUI, OTBETCTBEHHBIX 3a XPAaHEHUE HCCIEAYEeMOro U3JeNHsl METUIIMHCKOTO Ha3HAuYeHUs |
MEWIIMHCKOW TEXHUKH );

60.4. ycTaHOBUTH MPOLIETYPhI UIBITHS UCCIAEAYEMOTO U3AETUS MEAUIIMHCKOTO HAa3HAYCHUS
U MEAWIMHCKOW TEXHHKH ¥ O(OpPMIIEHHS COOTBETCTBYIOIIMX aKTOB (OT3bIBA CepUid
HEKAYeCTBEHHBIX M3ETNI METUIIMHCKOTO Ha3HAUYEHUs U MEIUIIMHCKON TEeXHUKHU, BO3BPAIICHHS
U3JICTAIA METUITUHCKOTO HAa3HAYCHUS W MEJWIIMHCKOW TEXHUKH IOCJIC OKOHYAHUS HCIBITAHUS
WM TI0 KUCTEYEHHUH CPOKa IKCILTyaTalluu);

60.5. coGmroate mponeaypsl KOHCEPBAIlMM  MCCIEAYEMOTO U3JENHS MEIUIIHHCKOTO
HA3HAYCHHS U METUITMHCKOM TEXHUKH U BECTU COOTBETCTBYIOIIYIO JOKYMEHTAIIHIO;

60.6. mpuHATE  Mephl, O00ECHEUMBAIONINE  COXPAHHOCTh  HCCIEAYEMOTO  H3JCIHS
MEAUIIMHCKOTO Ha3HAYEHUS M METUIIMHCKON TEXHUKHU Ha MPOTSXKEHUU BCETO UCTIHITAHMS;

60.7. npy HEOOXOJUMOCTH WMETh JOCTATOYHOE KOJMYECTBO HCCICIYEMBIX H3IACIUI
MEAMIIMHCKOTO HAa3HAYEeHUS M MEAMIIMHCKOW TEXHUKH [UIsl OLIEHKH HX COOTBETCTBUSA
TpeOOBaHUSM HOPMATHBHOTO JOKYMEHTA TIPOU3BOIUTEIIS;

60.8. xpauuTh 00pa3Ibl U3ENUI MEAUIIMHCKOTO Ha3HAUYCHUS U MEIUIIMHCKOW TEXHUKHU J10
OKOHYAHUsS aHallM3a JAaHHBIX 110 WCIBITAHWI0O WIM B TEYCHHE CpPOKa, OIPEICICHHOTO
JNEHCTBYIOIMMU HOPMATHBHBIMU TPABOBBIMH aKTaMU, B 3aBUCHMOCTH OT TOTO, KaKOW MEepUOJ
XpaHEHUs SBIIACTCSA Oojiee TPOJODKATEIBHBIM (HACKOJIBKO ITO3BOJISIET CPOK DKCIUTyaTaIlHH
UCCIIETyeMOTO U3/IeNNs MEAUIIMHCKOTO Ha3HAUEHUS M METUITTHCKON TEXHHUKH).

61. YrmakoBka WCCIEAyeMOro W3ACIUsS MEIUIIMHCKOTO Ha3HAYeHUS W MEIUIUHCKON
TEXHUKU JIOJDKHA 3alllUIIaTh €ro OT MOBPESKICHHUS WM TOPYH MPH TPAHCIOPTUPOBKE H
XpaHEHUH.

62. OTBETCTBEHHOCTh 3a YYeT HCCIEAYEeMOro W3JeTus MEIUIIMHCKOTO Ha3HAYCHUS U
MEMIIMHCKOW TEXHUKH B HCCJICIOBATEIILCKOM IIEHTPE BO3JIaraeTcsl Ha UCCIIeI0BaTEs.

63. B ciyuasix, korzaa 3To TpedyeTcs, HccleAoBaTelh MOKET NepeaTh HEKOTOPhIe UITH BCE
00SI3aHHOCTH IO YYETy HCCISAYEMOro HW3JCIUs MEIUITMHCKOTO Ha3HAYCHUS M MEIMIIMHCKOW
TEXHUKH WHOMY CICUUATHNCTY, HaXOASAIMeMycsl B TOJYMHEHUU HCCIENOBATENS  WIH
SIBIITFOIIEMYCSI COTPYHHKOM HCCIIEIOBATEIIHCKOTO IIEHTPA.

64. UccienoBaTenb I UHOW CIELUAINCT, HA3HAYCHHBINA HUCCICAOBATEIEM, NOJIKEH BECTH
y4eT JAOCTaBKU HCCIIEyeMOro W3JeIusl MEIUIIMHCKOTO Ha3HAYECHUS U MEAMIIMHCKON TEXHUKH B
UCCIICIOBATENILCKUNM  [IEHTP, TPOBOJUTh €ro WHBEHTAPU3AIUIO, PETUCTPUPOBATH BPEMs
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HKCIUTyaTalll MCCIIETyEMOro M3/IeIHs MEIUIMHCKOTO HAa3HAYCHUS U MEIUIUHCKONW TEXHUKHU y
K@)XJOr0 HCIIBITYEMOT0, BO3BpaT MCCIEAYEMOTO HW3JCNUsl MEAWIMHCKOTO HAa3HAYCHUS WU
MEIUIUHCKOW TEXHHUKH 3asgBUTENI0 WIH JAPYrHe CHOCOOBl YTHIIM3ALUU HEUCIIOIb30BAaHHOTO
UCCIIEYeMOT0 M3/IeNIUSI MEMIIMHCKOTO Ha3HAUYCHHS U MEJUIIMHCKON TeXHUKH. B xypHane ydera
YKa3bIBAIOTCS AT, KOJIMYECTBO, HOMEpa CEpUil U KOZBI UCCIIEAYEMOT0 U3JIENUs MEIUIIMHCKOTO
Ha3HAYCHUS W MEAMIMHCKOW TeXHUKHU. VcciaemoBaTenb BEAET 3alUCH, MOATBEP)KIAIONINE, YTO
OKCIUTyaTalfsl UCCIEAYEMOTr0 M3JEIHUS MEIUIIMHCKOTO HAa3HAYCHUS M MEIUIMHCKON TEeXHUKU
IPOUCXOMUT B TPEAYCMOTPEHHBIX NPOrPaMMOH (TIPOTOKOJIOM) YCIOBHUSIX, M IIOJHOCTBIO
YUUTBIBAET KOJIMYECTBO M3/EIHIA, OTYYEHHOE OT 3aKa3uuKa.

65. Uccnenyemoe n3aenue MEIUIIMHCKOTO HA3HAYCHUS M MEIUIIMHCKOW TEXHUKH JOJDKHO
XpaHUTBCA B COOTBETCTBUU C WHCTPYKLUMSAMH 3asSBUTENS U JCHCTBYIOLUIMMH HOPMAaTHBHBIMH
IPAaBOBBIMU aKTaMH.

66. MccnenoBaTens JNOKEH OOBSCHUTH IMpaBHJIa JKCIUTyaTallMd HMCCIETYEMOTO H3/AETHS
MEIUIIMHCKOTO HAa3HAYEHHsI W MEIMLIMHCKON TEXHHKH BCEM MCHBITYEMBIM (€M Mpoleaypa
CaMOCTOSITENIbHOW AKCILTyaTalllH MIPETyCMOTPEHA MTPOrPaMMOI/TIPOTOKOJIOM) M IPOBEPSITH Yepe3
OIpe/IeTICHHBIC TIPOMEKYTKHA BPEMEHHU (B 3aBUCHMOCTH OT XapaKTepa MCIBITaHHs) cOOII0ICHNE
UCTIBITYEMBIMH 3TUX MPABUIL.

67.B pamkax cienoro Meroga CHUCTEMa KOJMPOBAHUS HCCIEAYEMOTO  W3JCIHS
MEIMIIMHCKOTO HAa3HAYCHHWs] W MEIUIIMHCKOM TEXHUKH JIOJDKHA BKJIIOYATh B ceOs MEXaHH3M,
HO3BOJISIOIINE HICHTH(PUIUPOBATH HCCIIEAYEMOE U3/EINE B CIy4ae HEOTIOKHBIX COCTOSHHM, HO
B TO )K€ BpeMs1 He JIOITYCKAIOINK BO3MOKHOCTH HE3aMETHOTO PACKPBITUS KOJA.

68. st naeHTUPHUKAME KOHKPETHOTO HCIBITYEMOTO 3asiBUTEIb JOJDKECH UCIIOJIB30BaTh HE
JIOITYCKAOIIUE TBOSIKOW MHTEPIPETANN HHIUBUIYaIbHBIE KOJIBI.

JIroOble WcTpaBiIeHUs] OMIMOOK, OOHAPY)XKEHHBIX B WHAWBUAYAJIbHOW PETHCTPAOHHOM
KapTe UCHBITYEMOTO, MPOU3BOIATCA CIEAyIOmMM oOpa3oM: oOOHapyKeHHas OIuOKa
UCTIPABIIETCS MTyTEM 3auyepKUBAHUs TOHKOW YepTO HEeNpaBHIBHBIX JAHHBIX TaK, YTOOBI MOKHO
OBUIO TPOUYMTATh 3auepkHyTOe. Hana 3a4epKHYTHIMH JAQHHBIMH JI€TAaeTCs BEpHAs 3aIluCh.
OnHOBpPEMEHHO Ha MOJISAX TMPOTHUB COOTBETCTBYIOUIEH CTPOKH 3a TMOANUCSMHU JIML, BHECHIMX
UCTIPABJICHUS B IOKyMEHT, JieflaeTcsi oroBopka: «lcmpasieHoy.

BHecenne nomosHEeHMH MPOM3BOAMUTCS AHAJOTMYHBIM 00pa3oM, Ha TOJISIX MPOTHB
COOTBETCTBYIOIIEH CTPOKHU JIEIaeTCsi OTOBOPKA: «J[OMOIHEHO» 33 TOIMHMCAMHU JIUI], BHECIIUX
JIOTIOJTHEHMUS.

69. BHeceHHble W3MEHEHHMsS] W JIOTIOJHEHUS JOJDKHBI OBITh JaTHPOBAaHBI M IIPH
HE00XO0/IMMOCTH MUCHbMEHHO O0BSICHEHBI. DTO OTHOCUTCS K M3MEHEHUSIM U UCHPABJICHUSAM KakK B
OyMaxxHOW, Tak W B OJJEKTPOHHOW (opMax KapThl HCIBITYEMOTO. 3asBUTENb JOJKEH
NPOMHCTPYKTUPOBATh MCCIEI0BATENS U €r0 COTPYIHUKOB O MOPSAKE BHECEHUS UCIPaBIeHUN. Y
3asgBHUTENS JOJDKHA OBITH CTAaHAAPTHAs NPOIEAypa MO TMOPSAKY BHECEHHS H3MEHEHUH WM
UCTIPABJIEHUI B KapThl UCHBITYEMBIX €r0 COTPYJHHKAMHM, COTJIACHO KOTOPOMl BCe M3MEHEHHUS U
UCTIPABJIICHUSI  JTOJDKHBI ~ OBITh  3apErHCTPUPOBAaHBI, OOOCHOBAaHBI W  COTJIACOBAHBI  C
uccnenoBareneM. MccnempoBaTenb JIOMKEH XpaHUTh 3amUMcH 00 O3TUX HU3MEHEHHMAX H
UCTIPABJICHUSX.

70. IIpu umcmonb30BaHUM KOMIIBIOTEPHBIX CIOCO0OB cOOpa JaHHBIX M (MJIM) CHUCTEMBI
yIIAJIEHHOTO BBO/IA JJAHHBIX 3aKa34YHMK 00sI3aH:

70.1. obecnieunTh M JTOKYMEHTAJIbHO O(GOPMUTH COOTBETCTBUE CHCTEM KOMIIBIOTEPHOTO
cOopa maHHBIX TPEOOBAHUSIM, MPEIBSBISIEMBIM K IMPOU3BOAUTEIHHOCTH, TOYHOCTH, HAJICKHOCTH
¥ BOCIIPOM3BOIMMOCTH OIEpaIHii, BBITOIHAEMBIX CUCTEMOH (T.€. BAJIMAUPOBAHUE CUCTEMBI);

70.2. yOequTbcsi B TOM, YTO CHCTEMa TO3BOJISIET KOPPEKTHPOBATH TEPBUYHBIC TaHHBIC U
OJTHOBPEMEHHO PETUCTPUPOBATh BHECEHHBIE U3MEHEHHs, a TaKKe TO, YTO OJIHAXK/bl BBEJCHHBIE
JTAHHBIE HE MOTYT OBITh YTPA4YeHHI (T.€. IMETh KOMITBIOTEPHBIH «TOKYMEHTAIBHBIN CIIE/»);

70.3. UMeTh CUCTEMY 3aIUTHI JAHHBIX OT HECAHKIIMOHUPOBAHHOTO JOCTYIIA;

70.4. UMETH CTIMCOK JIUII, YIIOJTHOMOYEHHBIX PEaKTUPOBAThH JaHHBIC,

70.5. ocy1iecTBIATh pe3epBHOE KOMMPOBAHUE JTAHHBIX;
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70.6. mperycMOTpeTh BO3MOXKHOCTH COOJIOACHUST TpeOoBaHUM cienoro merona (T.e.
COXpaHATh MACKUPOBAHUE M 00E3TMYEHHOCTH BO BPEMsI BBOJA M 00OPaOOTKH TAaHHBIX ).

71. Ecniu mepBUYHBIC TaHHBIE TMOABEPTalOTCS U3MEHEHHUSM B Tporecce 00paboTKH, Bceraa
JIOJDKHA CYILECTBOBATh BO3MOXHOCTb UX CPABHEHUS C UCXOAHBIMU IIEPBUYHBIMU JAHHBIMU.

72. BpimonHeHue KIMHUYECKOTO HCHBITAHUA W3JCIMA MEIUIMHCKOTO HAa3HAYCHHS H
MEIUIUHCKON TEXHUKH OCYILECTBIISETCS B COOTBETCTBUHU C IPOrpaMMOi (IIPOTOKOJIOM).

73. B mporiecce BBIMOTHEHHUS KIMHUYECKOTO HCIBITAHUS WCCIIEAOBATENh HE UMEET IpaBa
JIOITyCKAaTh HUKAKUX HEOOOCHOBAHHBIX OTKIOHEHUH OT MPOrpaMMsl (IIPOTOKOJIA).

74. B cnydae ycrtaHOBieHHUs (AKTOB, KOTOpbIe MOTYT HEOIAarompHsATHO IOBIUATH Ha
0€30I1aCHOCTh ~ UCHBITYEMBIX, HCCIIE[OBaTeNb 005f3aH HE3aMEUINTENIBHO  OTpa3uTh 3TO
JOKYMEHTAJIbHO W YBEJAOMHTH 3asBUTENS W HCCIEOBATEIbCKANA LIEHTP, a TaKXKE OPTaHbI
KOHTPOJIS O TAKUX (paKTax.

75. BHecenne nornpaBok B IporpaMMy (IIpOTOKOJT) OCYIIECTBIISIETCS TOCIe:

HOJIy4YEHHUs COTJIACHsl 3aKa3uMKa;

MOJIyYEHHUS JOKYMEHTAIbHO O(OPMIICHHOTO OZ00pEHHSI KOMUTETOM IO ITHKE,

YTBEP)KJIEHUs IToNpaBoK MUHHCTEPCTBOM 3/ipaBooxpanenus Pecnyonuku benapycs.

76. JlomyckaeTcsi BHECEHHE HE3HAUUTENbHBIX IMOMPABOK B NPOrpaMMy (TIPOTOKOJN) B
cilyyasix, KOrja HeoOXOAMMO YCTPaHHUTh HEIOCPEACTBEHHYI OINACHOCTb, YIPOKAIOLIYIO
UCTIBITYEMBIM, WM KOTJIa M3MEHEHHUs 3aTParvBailOT TOJBKO MaTepHAIbHO-TEXHUYECKHE WU
a/IMUHUCTpPATUBHbIE AaCHEKTbl MCIBITAaHUS (3aMeHa JIMIA, OCYLIECTBISIOIIEr0 MOHUTOPHHI,
W3MEHEHHE HoMepa TeleoHa U T.I1.).

77. UckioueH.

78.Bo Bpemss TpoBeAEHUS KIMHUYECKOTO WCIBITAHUS  HCCIEOBATENb  JIOJKEH
IPECTaBIIATh KOMUTETY 10 3THKE BCE MOJIEXKALINE PACCMOTPEHUIO JJOKYMEHTHI.

79. B mporecce BBIOTHEHUS KITMHUYECKOTO UCTIBITAHUS KOMUTET I10 3TUKE NEPUOTNIECCKU
paccMaTpuBaeT JIOKYMEHTAllMI0O C 4YacTOTOM, 3aBHUCSIIEH OT CTENeHH pUcKa, KOTOPOMY
MIOJIBEPTAIOTCS UCTIBITYEMBIE.

80. B xoae KIMHUYECKOTO MCIBITAHUS U MOCJIE€ OKOHYaHUS Y4acTHUs UCHBITYEMOrO B HEM
UCCIIE/IOBATENh M HCCIIEAOBATENLCKUN HEHTP JOJDKHBI O0ECIeYHTh OKa3aHUe HCIBITYeMOMY
HEOO0X0MMOW MEAMLMHCKOW MOMOIIM B CiIydae JIOOBIX BBISABICHHBIX B XOJ€ MCIIBITAaHUS
HETAaTUBHBIX TMPOSBICHUN, BKIIOYAs KIMHUYECKH 3HAYMMBIE HW3MEHEHHs JIaOOpaTOPHBIX
nokasaresnei. MccrnenoBarens 00s3aH COOOLIMTH MCHBITYEMOMY O HEOOXOAWMOCTH JI€USHHS
UHTEPKYPPEHTHBIX 3a00JICBaHNH, BBISIBJICHHBIX B X0JI€ KIIMHUYECKOTO UCITBITaHUSI.

81. 3asgBuTenb JODKEH HA3HAUYUTh COTPYJHHMKOB, OOJIQAAIONIMX COOTBETCTBYIOIIECH
MEIUIIMHCKOW  KBanu(uKanmei, s pemieHuss BOMPOCOB  MEAWIIMHCKOTO  XapakTepa,
BO3HHUKAIOIIMX B XOJ€ WCIHBITaHUS. B ciydae HEoOXOAMMOCTH IJsl 3TOW LN MOTYT OBITh
NPUBJICUYEHB] HE3aBUCUMBIE KOHCYJIBTaHTHI.

82. UccnenoBaTtens JOIKEH COONIOAATh MPOLEAYPY PAHIOMHU3ALMHM B XOJA€ MCIBITAHUS,
€CITM TaKOBasi MPEAYCMOTPEHA, W CIETUTh 3a TeM, 4TOOBI PacKpBITHE KOJa OCYIIECTBISLIOCH
TOJIKO B COOTBETCTBHM C MporpamMmoil (mporokosiom). Ecnu mcnbiTaHMe MPOBOAMTCS CIETBIM
METO/IOM, HCCIIEeIOBATENh JOJDKEH HEMEJIEHHO 3aperucTpUpOBaTh M OOBSICHUTH 3asBUTEIIO
ar000€e MPEeXAEBPEMEHHOE PACKPBITHE PaHIOMU3ALMOHHOTO KoAa (Hampumep, clydyaiiHoe
PacKpBITHE KOJIa MITH PACKPBITHE KOJIa B CBSI3M C PA3BUTHEM CEPhE3HOTO TIOOOYHOTO SIBIICHHS).

83. IIpu mpoBeAEHWHM MHOTOLEHTPOBBIX KIMHUYECKHX HCHBITAHUN 3asBUTENb JOJDKEH
o0ecneunTh COOTI0OICHUE CAEAYIOIINX MPUHIIUIIOB!

83.1. Bce uccrnenoBaTeny MPOBOJAT KIMHUYECKOE HCIBITAHUE B CTPOTOM COOTBETCTBHHU C
porpaMMoil (IpOTOKOJIOM), COTJIACOBAHHOM C 3asBUTENIEM, 0OJ00PEHHON KOMUTETOM IO 3THUKE
KaXJIOT0 HCCIIEI0BATEIbCKOTO IEHTPAa M YTBEPXKAECHHOW MUHHUCTEPCTBOM 31paBOOXPAHEHUS
Pecniyonuku benapyce;

83.2. popma MHIUBUAYATEHONW PETHMCTPALIMOHHON KapThl UCIBITYEMOTO MO3BOJISIET BHECTH
B Hee HEOOXOIMMbIE [aHHBIE BO BCEX HCCIEAOBATENbCKUX LEeHTpax. MccinenoBaremnsm,
OCYILECTBIISIOUIMM COOp JTOTIONHUTENBHBIX JaHHBIX, TPEACTABISAIOTCS (POPMBI MHIUBUAYATbHBIX
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PETUCTPAIIMOHHBIX KapT HCIBITYEMBIX, CIENUATbHO pPa3padOTaHHBIC AJIsI PETHUCTPAIlUU ITOU
nHpopmanuu;

83.3. uckioueH;

83.4. Bce wuccnenoBaTead IMOMYYalOT MHCTPYKIHMH 10  COOJIOJACHHUIO MPOTPAMMBbI
(poTOKOIIA), €MUHBIX CTAHJAPTOB OLICHKH KIMHUYECKUX U JIA0OPATOPHBIX JAHHBIX, a TAKXKE IO
3aIM0JIHEHUIO UHIUBUAYAIbHBIX PETUCTPALIMOHHBIX KapT UCIBITYEMbIX;

83.5. uccnegoBareny TOKHBI UMETh BO3MOKHOCTD CBSI3aThCS IPYT C PYTOM.

84. B cnyuyae mNpeXIEBPEMEHHOIO MPEKpPALICHHUs] WU TMPUOCTAHOBKU KIMHHUYECKOTO
UCTIBITAHUS IO JIFOOON NMpUYUHE UCCIIE0BATEh JODKEH HEe3aMeTUTEILHO COOOIUTL 00 3TOM
UCIBITYEMbIM, a HCCJEIOBAaTENbCKUI LIEHTP — 00ECleYnTh UM COOTBETCTBYIOIIEE JICUCHUE U
nocieayromee HaOMOeHUEe, THUCHbMEHHO YBEJAOMHUB O  IPOM3OMICANINX  H3MEHEHHSX
PecnyOnukanckoe  yHutapHoe mpenmpustie «LleHTp 9SKkcmepTM3 W UCOBITAaHUNH B
3/IpaBOOXPAHEHUNY, A B CIIy4ae MPOBEICHUSI MHOTOIICHTPOBBIX HCIIBITAHHIA — OPTaHbI, BEIAIOIINE
BONPOCaMH 3JPAaBOOXPAHECHUS CTPAH — YYACTHUIl UCHBITaHUA. J[OMOTHUTENBHO HCCIIEI0BATENb
JIOJKCH 00€CIICYNTh BBIITOJIHEHUE CIICAYIONMUX MEPOTIPUSTHI:

84.1. eciu wuccnenoBaTelb MPEXKIEBPEMEHHO IMpEKpamlaeT WIM [PUOCTaHABIUBACT
UCTIBITAaHHE 0€3 TPEeIBAPUTEIILHOTO COTJAcHs 3asBUTENS, OH JOJDKEH COOOHMHMTH 00 3TOM
UCCIIEIOBATEILCKOMY LEHTPY, KOTOPBI JOJDKEH He3aMEeMIUTENbHO MNPOMH(GOPMUPOBATH
3aKa34YMKa U KOMHUTET 10 3TUKE O MPEKPAMICHUH WM MMPHOCTAHOBKE UCHBITAHUS C MOJPOOHBIM
00BsICHEHUEM MPUYHH B MUCbMEHHOU (popme;

84.2. eciu 3asiBUTENb TMPEKpalIacT WM MPHOCTAHABIMBACT HWCIBITAHUE, MCCIICIOBATEIh
JOJKEH He3aMeIIUTEeNIbHO COOOIIUTh 00 3TOM HCCIEeI0BATEIILCKOMY IIEHTPY, KOTOPBIM TOJIKEH
HE3aMeUIUTEIHHO MPOMH(POPMHUPOBATH KOMUTET IO ITHKE O MPEKPANICHUH WIH MPUOCTAHOBKE
UCIBITAHUS C TOJPOOHBIM OOBSICHEHHEM MIPUYKH B TUCbMEHHOU (hopMme;

84.3. ecii KOMHTET 10 JSTHUKE OKOHYATEIHHO WM BPEMEHHO OT3BIBACT OJ00peHUe
MPOBEJICHUST MCIIBITAHMSI, UCCIIEOBATENIh JIOJDKEH COOOHIMTh 00 ATOM HCCIEAOBATEIHCKOMY
[IEHTPY, KOTOPHIH JOHKSH He3aMeIITUTEIILHO TPOMH(POPMUPOBATE 3asIBUTENS 00 OKOHYATEITHHOM
WJIM BpPEMEHHOM OT3bIBE PEIICHUS C TTOJIPOOHBIM MUCEMEHHBIM 00BSICHEHUEM MPUYHH.

85. McmpITyeMblil He 00s13aH COO0IIATh O MPUYMHAX, TOOYIUBITUX €T0 IOCPOYHO MPEepBaTh
ydacTue B KJIMHUYECKOM HCHBITAHUH, HO HCCIENOBATENb JOJKEH TMOIBITAThCSA BBIICHUTH ATH
MPUYMHBI, HE HAPYIIask IPH STOM IPaAB HCIBITYEMOTO.

86. MccnenoBarenb JOMKEH COOOIIMTH PYKOBOAMTENIO HCCIEAOBATEIHCKOTO ILIEHTpa O
3aBEPUICHUM KJIMHUYECKOTO HWCIBITaHus. McCnenoBaTebCKuid EHTP JOJDKCH IMHChMEHHO
yBeIoMUTh PecmyOimkanckoe yHuUTapHoe mnpennpusitue «L[eHTp sKcmepTus W HCHBITAaHUN B
3IpaBOOXPAHECHUN» 00 OKOHYAHWM KIWHUYECKOTO HCIBITAHHS, MPEJACTABUTH pPE3OMe
pPE3yNbTAaTOB HCTBITAHUS B KOMUTET MO ITHUKE, & TAKXKE TIOTHBINA OTYET 3asIBUTEINI0 KIMHUYECKOTO
ucneiTanus. [IpejcraBieHre oOTdYeTa O 3aBEPIICHHBIX KIMHWUYECKHX HCIBITAHUAX B
Pecniybnukanckoe  yHutapHoe —mpeamnpusitue  «lleHTp OKCHepTM3 UM HCHOBITAaHWA B
3IPaBOOXPaHEHUM» OCYIIECTBIISIETCS 3asBUTEIIEM.

87.3asBUTENh  OCYIIECTBISET  OIEHKY  O€30MaCHOCTH  HMCCIEAYEeMbIX  H3AeNuit
MEJWIIMHCKOTO Ha3HAYCHUS W MEIUIIMHCKOW TEXHUKH B TEUCHHE BCETO KIMHUYECKOTO
WCTIBITAHUS.

88. C 1enbro 00BEKTUBHOM OIEHKHA O€30TaCHOCTH MCCIEAYEMBIX W3JICTHH MEIUITNHCKOTO
HA3HAYCHUs] W MEIUIMHCKOM TEXHHUKH 3asBUTENb TMPEACTABISCT NHCHbMEHHBIE OTYETHI
PecniyOnvikanckoMy  yHHUTapHOMY Tnpeanpustaio  «lleHTp »dKcrmepTH3 ¢ HCHBITAaHWH B
3/IpaBOOXPAHEHUN», KOMUTETY 0 STUKE U HUCCIIEeI0BATEILCKOMY IIEHTPY 000 BCEX U3MEHEHUSIX,
OKa3bIBAIONINX CYMIECTBEHHOE BIUSHUE HA MPOBEJCHUE WCIBITAaHUS W (WJIH) YBEIUIHBAIONIUX
PUCK JJISI UCTIBITYEMBIX.

89. MccnenoBarennb MpeICTaBIsIeT KOMHUTETY IO STHKE KpaTKUEe MUChMEHHBIC OTYETHI O
XO0J1¢ UCTIBITAHUS €KET0THO WJIH Yallle Mo ero TPeOOBaHUIO.

90. 3asBuTens 00s13aH CBOCBPEMEHHO HAINpaBUTh OTYETHI 000 BCEX CEPHE3HBIX W
HENPEIBUICHHBIX MOOOYHBIX PEAKIHIX BCEM yYACTBYIOIIUM B HUCIBITAHUN HCCIIEIOBATEIHCKUM
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LEHTpaM, KOMUTETY MO 3TUKE M opraHam KOHTpojs. [Ipu 3TOM OTYETHl O Ciiydasix CMEPTH U
ciIydasx moOOYHBIX PEaKIIUi, TPEACTABIISIONINX YIPO3Y JJIS )KU3HH, MPEIOCTABISIOTCS B CPOK JI0
7 KaJeHJAapHBIX JHEW C MOMEHTa H3BEUICHUS O HHUX 3aKa3uuKa, [0 OCTAJIbHBIM CIydasM
CEPhE3HBIX MOOOYHBIX PEAKIIUNA — B CPOK 110 15 KaleHJapHBIX JHEH ¢ MOMEHTA U3BEIICHUS O HUX
3aKa34uKa.

91. UccnenoBarens OJDKEH HEMENJICHHO YBEIOMIISITH 3asBUTENS, OpraHbl KOHTPOJS H
KOMUTET TI0 3THKE 000 BCEX CEPhE3HBIX MOOOYHBIX PEAKIIUAX, UCKITIOUas CIIy4au, ONPEICIICHHbIC
B IMporpaMMme (ITPOTOKOJIE) UCIIBITAHKS HIIH B IPYTOM JOKYMEHTE (HampuMmep, B pYKOBOACTBE IS
UCCIIeIoBaTeNs), KaKk He TpeOyIolue TMpeJACTaBIeHUs HeMeUIeHHOro otdera. [locie
HEMEJJICHHOTO YCTHOTO YBEJIOMJICHHS O CEpPbE3HOM MOOOYHOM pEeakiuHu AOJDKEH CIIe0BaTh
noIpOOHBI MUChbMEHHBIN oT4eT. O0a OTYeTa JOJKHBI MMO3BOJIUTH YCTAHOBUTH UCIBITYEMOTO TI0
ero UJACHTU(UKAIMOHHOMY KOAY, a He 1o (aMWiIuk, aapecy WM JPyrdM JdaHHBIM,
MO3BOJIIIOIIMM  PACKPBITh JIMYHOCTh UCHBITYeMoro. lccrmenoBarens JODKEeH COOMIOAATH
TpeOOBaHUS JEHCTBYIOIIETO 3aKOHOAATENbCTBA, PErVIAMEHTUPYIOUIETO CPOKH, MPOLEAypy H
dbopMy mNpencTaBiIEHUsS OTUYETOB O CEPHE3HBIX IMOOOYHBIX PEAKIUAX OpraHaM KOHTPOJS U
KOMUTETY 10 3THKE. [Ipy 3TOM CpoK mpeacTaBieHUs] CBEIEHU O BBISIBICHHOM HccienoBaTelieM
CephE3HOM MOOOYHOM pPEaKIMU HE JOJDKEH MPEBBIIIATh 3 KaJCHAAPHBIX THEH C MOMEHTa €€
perucTpalui B MEIUIIMHCKOM KapTe cTamuoHapHoro (amOyrnatopHoro) OonsHOro. Ilo
TpeOOBaHUSIM OPraHOB KOHTPOJS 3asBUTENb O0053aH MPEACTaBIATH JAONOIHUTEIBHYIO
WH(pOpPMAIIMI0O OTHOCHUTEIBLHO M3ACIUA MEIUIIMHCKOIO HA3HAYCHHS W MEAMIIMHCKONW TEXHUKH,
KOTOpbIE TMPUMEHSJIUCh Y JAHHOTO MCHBITYEMOTO, B TOM 4YHCJIE€ OTHOCUTEIBHO KOJAa
paHIOMU3allMU JAHHOTO HCIBITYEMOTO.

92. B cooTBeTCTBHM ¢ TPEOOBAHUSMHU K OTYCTHOCTH M B CPOKH, ONPEICIICHHBIC 3asIBUTEIIEM
B mporpamMme (MPOTOKOJIE) HCIBITAHUS, HCCICI0BATEIh JOJDKEH COOOIIATh 3asBUTEIIO O
HETaTUBHBIX MPOSBICHUSAX U (MJIM) MATOJOTHYECKUX H3MEHEHMSIX JabOpaTOpPHBIX MapamMeTpoB,
MPElyCMOTPEHHBIX MTPOrPaMMOii (TPOTOKOIIOM) JUISL OI[EHKH O€30MaCHOCTH.

93. Bmecte ¢ cOOOIIEHHEM O CMEPTH HCIBITYEMOTO MCCIIC0BATENb JIOJDKEH MPEICTaBUTh
no TpeOOBaHMIO 3asBUTENS U KOMHTETa IO STHUKE OO0y JOMOJHUTENbHYI0 HH(OPMAIIIO
(HampuMep, TPOTOKON BCKPBITUS U TIOCMEPTHBIA JMUKPU3). B opraHbl KOHTpOJIS JaHHAs
uH(pOpMaIIUs MPEICTABISIETCS M0 OTACIbHOMY TPeOOBAHHIO.

94. UccnenoBatennb JODKEH BECTH JOKYMEHTAIIMIO TI0 HCCIICJIOBAHHIO  COTJIACHO
HacTosimer MHCTpykuuu M JIEeWCTBYIOIIMM HOPMAaTUBHBIM IpaBOBbIM akTaM. MccnepoBartelnb
JNOJDKEH TpPUHUMAaTh MEphl, TMPEAOTBpAlIAIOIUe CIIy4ailHOe WM  TMPEeXICBPEMEHHOE
YHUUTOXKEHUE ITUX IOKYMEHTOB.

05. 3asBUTENh JOJKCH XPAHUTh BCE OTHOCSIIMECS K WCIBITAHUIO JOKYMEHTHI B
COOTBETCTBUU C TpeOOBAaHUSMU OpPraHOB KOHTPOJIA TE€X CTpPaH, B KOTOPBIX H3JIEIHE
MEJIUIIMHCKOTO Ha3HAYCHHUS M MEIWIIMHCKAs TEXHHUKA 3apETUCTPUPOBAHBI WM IUIAHUPYETCS
Mojiaua 3asiBKM Ha UX PETUCTPALUIO.

96. B cirydae eciii He TIOJIaHBI JOKYMEHTHI Ha TOCYIAPCTBECHHYIO TMEPEPETUCTPAIINIO JTHOO B
rOCYJapCTBEHHOM MepeperucTpaluu OTKa3aHO, NePBUYHbIE MEIUIIMHCKUAE TOKYMEHTHI JOJIKHBI
XpaHUTBCS HE MeHee 2 JIeT TOoCie OKOHYaHWsS CpoKa JIEUCTBUS PETHUCTPAIMOHHOTO
YIOCTOBEpeHUs (CBUACTENHCTBA O TOCYNAPCTBEHHOW PETHCTPAIMK) HA U3ACTHUS MEIUIIMHCKOTO
Ha3HAYCHHMS W MEIMIIMHCKYI0 TeXHUKY B cTpaHax Coro3za HezaBucumbix ['ocymapcTB unu He
MeHee 2 JeT moclie OQUIMATIBHOTO MPEKpalleHus pPa3padOTKH HCCIEAYEeMOTO H3IEIUS
MEIUIIMHCKOTO Ha3HAYCHWS ¥ MEIUIMHCKOM TexHWKH. JlaHHas MOKYMEHTanusi OJDKHA
XPaHUThCA B TEUYCHHE OOJiee UIMTEIBHOTO CpOKa B clydae, €CIH A3TO MpeayCMaTpHBaeTCs
JEHCTBYIOIMMHA HOPMATHBHBIMH MPABOBBIMUA aKTaMH WUJIM JIOTOBOPOM C 3asiBUTEJIEM. 3asBUTEIb
JIOJDKEH TOCTaBUTh UCCIENOBATENsl M aJAMUHUCTPALMIO HCCIEIOBATENIbCKOTO IIEHTpa B
M3BECTHOCTH 00 UCTECYCHUH CPOKA XPAHCHUS JOKYMECHTAIIHH.

97. Ilpu mpekpaiieHnu pa3paboTKU W3S MEIUIMHCKOTO HAa3HAYCHHSI U METUIIMHCKOMN
TEXHUKH 3asBUTEIb JOJDKEH XPaHUTh JOKYMEHTAIMI0O HE MeHee 2 JIeT C JaThl O(HUIIMaIbHOTO
MpeKpaiieHus pa3paboTKu U3IeIHs MEAUIIMHCKOTO HA3HAYCHUS ¥ MEAUIIMHCKON TEXHUKHU WU B
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TeYeHHe OoJiee ITUTEIBHBIX CPOKOB, €CIH JIEHCTBYIOIIUM 3aKOHOIATEIHLCTBOM YCTaHOBIICHO
WHOE.

98. Ilpu mpekpamieHnn pa3pabOTKU WU3IETHS MEIUIMHCKOTO HA3HAYCHHSI U METUIIUTHCKOM
TEXHUKU 3asBUTENb 00s3aH COOOMMTH OO0 STOM BCEM YUYaCTBYIOUIMM B HCIBITAHUU
UCCIIEIOBATENISIM, UCCIIEOBATEILCKOMY LIEHTPY M OpraHaM KOHTPOJIAL.

99. 3asBUTENb COOOIIAET HCCIIEIOBATENI0 M UCCIEN0BATENLCKOMY IIEHTPY B MHCbMEHHOI
dbopMe 0 HEOOXOIMMOCTH XPAaHUTh IOKYMEHTAIMIO IO HCIBITAHUIO U YBEAOMIISIET UX 00
UCTCUEHUU CPOKA XpaHEHHUSI.

100. 3asBuTens MOMYyYAET OT UCCIICIOBATEISI KOIMH TATUPOBAHHBIX JOKYMEHTOB: PEIICHHS
00 OT3pIBE WJIM MPHOCTAHOBKE paHee BBIJAHHOTO MUHUCTEPCTBOM 3PaBOOXPAHEHUS
Peciybnuku  benapych paspemieHus Ha TPOBEACHHUE UCHBITAaHUS JIMOO PEIICHUS O
BO300HOBJICHHH paHee MPHUOCTAHOBIEHHOTO KIMHUYECKOTO UCTIBITAHHUS.

101. ToxymeHTanusl KIMHUYECKOTO UCIBITAHUS BKIIOYACT JIOKYMEHTHI, KOTOPHIE BMECTE
WIH 1O OTAEIBHOCTU IMO3BOJISIOT OIEHUTh KaueCTBO MPOBEJICHHUS MCIBITAHUS U TOTYYEHHBIX
JaHHBIX. OTH JOKYMEHTBI CIYXaT JJisg TOJATBEPKICHUS COOJIFOJICHUS WCCIIeOBaTEIICM,
3asgBUTENIEM U JIUI[AMU, OCYIIECTBISIONMMU MOHUTOPUHT, TpeOoBaHU HacTosmeld MHcTpykumuu
¥ MHOTO 3aKOHO/IaTeNILCTBA.

102. loxymeHTanusi JOJKHA TIOMENIAThCS B apXWB KIMHUYECKOTO UCHBITaHUS (B
HCCIIEIOBATEIILCKOM IIEHTPE M y 3asBUTEN) 1O MEpe 3aBeplieHHs paboThl ¢ Hel. VcnbiTanue
CUMTAETCSl 3aBEPUICHHBIM TOJBKO TIOCIE TOT0, KakK JIMIO, OCYIIECTBISIONIEE MOHUTOPUHT,
MPOBEPUT APXUBBI HCCIICIOBATEIILCKOTO IICHTPA W 3asBHUTEIS W TOATBEPIUT HAJIMYHAE BCEX
OCHOBHBIX JJOKYMEHTOB.

103. Ilocne BBHIMOTHEHHS] TPOrpaMMbI  (MMPOTOKOJIA) KIMHUYECKOTO WCIBITAaHUS U
3aBepIICHUS KIIMHUYECKOTO MCIBITAHUS UCCIIEOBATENbCKUN LIEHTP B CPOK He mo3aHee 60 mHeit
MOJITOTABIIUBACT OTYET O MPOBEICHHOM KIMHUYECKOM UCIBITAHUHU, KOTOPBIN JTOJKEH BKJIFOYATh
CJIEAYIOIINE Pa3/Iebl:

103.1. ocHOBaHME I TPOBEACHHS KJIMHUYCCKUX HWCHBITAHWH (HampaBJIeHWE Ha
KIIMHUYECKHE WCIBITaHUS, a TaKXKe COTJaCOBaHHAs W YTBEpXKIEHHas mporpamma (IPOTOKON)
KIIMHUYECKUX UCTIBITAaHUH ),

103.2. naTel Hauana U 3aBEepIICHUS KIMHUYECKUX UCTIBITAHUN;

103.3. 1enb ¥ 3aJja4u UCIIBITAHUIL;

103.4. Buj uCIIBITAHUM;

103.5. kpuTepun BKIIFOUEHUS U HCKITFOUCHUS UCTIBITYEMBIX;

103.6. xapakTepuCTHKa KIMHUYECKOHN TPYIIIBI HCTIBITYEMbIX, OTOOPAaHHBIX JJIsl TPOBEICHUS
KIIMHUYECKUX HWCIBITAHUIN: paclpe/elicHine CyOBEeKTOB IO BO3PACTy, IOJY, HO3O0JIOTHSM,
MPOJOHKUTETLHOCTH 3a00JI€BaHUS U IPYTUM MapamMeTpam;

103.7. cxema poBe/ICHUS UCTIBITAHUS;

103.8. onucanne KpUTEpHEB OLICHKH KIMHUYECKOM 3(PPEKTUBHOCTH, MEPEHOCUMOCTH H
0€30I1aCHOCTH;

103.9. onricanne METOIOB CTATUCTUIECKON 00pabOTKU pe3yIbTaToB.

Pe3ynbTarhl KJIMHUYECKOTO HWCIBITAHWUS W3ACIUH  MEJWIIMHCKOTO Ha3HAYeHUS U
MEAUIIMHCKONW TEXHUKU HEOOXOIMMO TPECTAaBIATh B BUAE 00o0maronmx tadnui (rpadukoB) ¢
COOTBETCTBYIOIICH CTAaTUCTUYECKON OOpaOOTKOM W KOMMEHTapueB K HUM. OT4eT JOJIKEH
COJIepKaTh pas3zell, MOCBSIIEHHBI OOCYXICHUIO TOJTYYSHHBIX PE3YyIbTaTOB, M 3aKAHUYMBATHCS
BHIBOJAMH C PEKOMEHJAIMSMH HCCIIEAOBATEeNel O  IeecooOpa3HOCTH  MEAMIIMHCKOTO
MPUMEHEHUS U PETUCTPAIIUU U3JIeNUs MEAUIIMHCKOTO HAa3HAYEHUS M METUITMTHCKOW TeXHHUKH.

104. K oryery mnpwiaraeTcss JTOKYMEHTAllds TI0 Y4YeTy H OKCIUTyaTaluu H3JeIuit
MEAWIIMHCKOTO HAa3HAYEHUS ¥ METUITMTHCKOW TEXHHUKHU.

105. Otuer TTOJIITACHIBACTCS PYKOBOJIUTEIIEM KOJUTCKTHBA COTPYTHUKOB
HCCJIEIOBATEIILCKOTO IICHTPA.
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106. Otuer HampaBnsercas B PecnyOnukanckoe yHuTapHoe mnpennpustue «Llentp
9KCHEPTU3 U HUCHBITAHUN B 3]IPABOOXPAHEHMM» B JABYX SK3EMIUIIPAaX C COMPOBOIAUTEIbHBIM
NUCHMOM, MTOJMUCAHHBIM PYKOBOJHUTEIEM MEAULIMHCKOTO YUPEKICHUSI.

107. JIononHUTENBHO K OTYETY NMPUIIAratoTCs IPOTOKOJ U aKT MPHUEMOYHBIX KIMHUYECKUX
UCTIBITAaHUH, O()OPMIIEHHBIE COTTIACHO MPHIIOKEHUSIM 6 1 7.

108. Bce 1OKyMEHTBI, TMEpeyYUCICHHbIE B HacTosmer WMHCTpyKuuu, MOTyT OBITh
3aTpeOOBaHbI 3asBUTENIEM JJIS AyJUTa U OpraHaMu KOHTPOJIS Uil MHCIEKIIMH, U 3TO TpeOoBaHuE
HOJUIEXKUT 0053aTEIbBHOMY UCIIOJHEHHUIO.

109. KonTposip KauecTBa MPOBEACHHUS KIMHUYECKUX UCTBITAHUN W3JEIUN MEAUIUHCKOTO
Ha3HAYEHUs] U MEJAMLIMHCKOW TEXHMKM OCYILIECTBISETCS Ha BCEX dTamax pabdoThl C JaHHBIMU C
eJIbI0 00eCTIeYeHHs UX JOCTOBEPHOCTH U MPABUIIBHOCTH 00pabOTKH.

110. KoHTposb BKIIOUYAET B c€0s IPOBEICHUE MOHUTOPHHTA U ayINTA.

111. [To TpebGoBaHUIO JHI, OCYIIECTBISIONIMX MOHUTOPUHT, AyAUTOPOB, KOMHUTETa IO
9THKE WIM YHOJHOMOYEHHBIX OPraHOB KOHTPOJIS MCCIEA0BaTeIb U MCCIEOBATENbCKUNA LIEHTP
JIOJDKHBI 00€CTIEUYUTh UM MPSAMON JOCTYI KO BCEH OTHOCSIICHCS K UCTIBITAHUIO JIOKYMEHTAIIHH.

112. 3asBurens oOecrieyuBaeT MNOJYYEHHWE MHUCBMEHHOI'O COIVIACUSl BCEX BOBJIEUYEHHBIX
CTOPOH Ha TMPENOCTAaBICHHE MPSIMOTO JOCTyla BO BCE YyYacTBYIOIIME B HCIBITAHUH
UCCIIeIOBaTEIbCKUE LIEHTPHI (B TOM uucie 3a npenenamu PecnyOnuku benmapych) m ko BceMm
NEPBUYHBIM JAHHBIM, JOKYMEHTaM M OTYeTaM JUIi MX MOHHUTOPHHTA M ayIuTa CO CTOPOHBI
3ajBUTEINIA, a TaKKE WHCIEKIMHA — CO CTOPOHBl HAllMOHAJIBHBIX M 3apyOEKHBIX OPIaHOB
KOHTPOJISI.

113. [IpoBeseHe MOHUTOpPUHIA OCYILECTBIISETCS  3asiBUTENEM WJIM  KOHTPAaKTHOM
HCCIIEIOBATEIBCKOW OpTaHu3aIlue, KOTOPOH 3asiBUTENb MTPEIOCTABUII JaHHBIE (PYHKIINH.

114. 3agButens ompenenser 00beM U O0COOCHHOCTH MOHUTOPHHIA, KOTOPBIE 3aBUCAT OT
Heneil U 3aj1a4, METOA0JIOTUH, CIOKHOCTH M CTETIEHH MACKHUPOBAHHS WCIBITAHUSA, KOJMYECTBA
UCTIBITYEMBIX U XapaKTepa U3MepsieMbIX MoKa3aTeseH.

115. MOHUTOPUHT HCCIIEIOBATEILCKOTO IEHTPa MPOBOIUTCS 1O, BO BpeMs U TIOCIHE
OKOHYAHHUS UCHBITAHUA. 3asABUTENb MOXET PELIUTb, YTO MOHUTOPUHI B COYETAaHUU C TAKHUMHU
npoIelypaMH, KaKk CEMUHApPhl U BCTPEYH C MCCIIEOBATENSIMH, MTPEIOCTABICHNE HCCIIE0BATEIIO
HOJPOOHOT0 MHUCBMEHHOTO PYKOBOJCTBA JUIs MCCIENOBaTelNs, oOecrnednBaeT MpOBeJICHHE
KJIMHUYECKOTO UCTIBITAHUS B COOTBETCTBHH C TPeOOBaHUAMH HacToseil MHCTpyKIHH.

116. MOHUTOPUHT TPOBOJUTCS C LIEIbIO MOIYUYEHHS JAaHHBIX O TOM, YTO:

116.1. obecrieueHa oxpaHa IpaB U 37J0POBbS UCTIBITYEMBIX;

116.2. monyueHHble JaHHBIE SBISIOTCS TOYHBIMH, TOJIHBIMM M HE NPOTUBOpPEYAT
NEPBUYHON TOKYMEHTAIINH;

116.3. ucnpiTaHue MPOBOAMTCS B  COOTBETCTBUM C  YTBEPXKACHHOM Mporpammon
(mpoTrokonoM) W TmompaBKamMM K Hel, Hacrosmed WMHcTpyknuedl u  JeicTByromMMU
HOPMAaTHUBHBIMU IIPABOBBIMHU aKTAMHU.

117.K  numam,  OCYLIECTBIISIIOIIMM  MOHUTOPUHI  KJIMHHUYECKOTO  HCIBITaHMUS,
IPEIbABISIOTCS CIeNyloIue TpeOOBaHUS:

117.1. nuia, oCyIecTBISIONINE MOHUTOPHHT, HA3HAYAIOTCS 3asBUTEIICM;

117.2. nuna, OCYIIECTBISIOIIME MOHUTOPHHT, JOJDKHBI HMETh COOTBETCTBYIOUIYIO
MOJITOTOBKY M KBAJTM(UKAIIHMIO, TTOITBEPKICHHBIC JOKYMEHTAIILHO, a TAK)KE 00J1a1aTh HAYIHBIMA
U MEIUIIMHCKUMH 3HAHUAMH, HEOOXOMMBIMHU ISl HAaJUIEXKAILETrO BHIIIOJIHEHUS CBOUX (DYHKITHIA;

117.3. mumia, OCYIIECTBISIONINE MOHUTOPHHT, IOJDKHBI OBITH XOPOIIO 3HAKOMBI CO
CBOWMCTBAMHM HCCIIEYEMOI0 H3JIeIUS MEIUIMHCKOTO HA3HAUYEHUS WU MEJUIIMHCKOM TEeXHHKH,
IporpaMMoil  ucHbITaHusl (MPOTOKOJIOM), (GOPMOM MUCBMEHHOTO COrJlacus U JPYTHMMHU
IPEJOCTaBIIEMbIMU HCIIBITYEMOMY MaTepuanaMu, HacTosued MHcTpykuueil n neicTByrommum
3aKOHO/IaTEIbCTBOM.

118. C uenpio obecrnieyeHHs TOTO, YTOOBI B COOTBETCTBUU C TPEOOBAHHUSIMH 3asBUTEIIS
UCMBITAHWE MPOBOJWIOCH U JOKYMEHTAJIBHO OQOPMIIIIOCH JOJDKHBIM 00pa3oM, JIMILIO,
OCYILECTBIISIONIEE MOHUTOPHHT, BHITIOIHSET CIIEAYIOIINE OCHOBHBIE (DYHKIIHH:
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118.1. neiicTByeT Kak OCHOBHOE CBSI3YIOIIEE 3BEHO MEXK/IY 3asBUTEIIEM U UCCIICIOBATEIIEM;

118.2. B OTHOIIIEHNUU UCCIEAYEMOTO U3JICTUs MEIUIIMHCKOTO Ha3HAYEHUS U MEIUITMHCKOU
TEXHHKH JIUI0, OCYIIECTBIISIONIEE MOHUTOPUHT, YOSKIACTCS B TOM, YTO:

COOJIIOAAIOTCS YCIIOBUSL U CPOKU €r0 XPAHEHHUS, a €r0 KOJMYECTBO SBIISETCS IOCTATOYHBIM
JUTSI TIPOBEJICHUSI BCETO UCTIBITAHUS;

SKCITyaTalusi HMCCIEAYEMOro W3JAeIUs MEIUIMHCKOTO Ha3HAueHUs M METUIMHCKOM
TEXHHUKU BBITIONHSETCS TOJIBKO Y UCHBITYEMBIX, KOTOPBIE COOTBETCTBYIOT KPUTEPHSIM OTOOpa B
pPEeXHUMaXx, OMpPEeIeICHHBIX TPOrPaMMOH (IIPOTOKOJIOM) UCTIBITAHNUS;

MOJTyYeHUE, UCIIOIH30BAaHUE M BO3BPAT UCCIICAYEMOT0 U3ICIHS MEIUIIMHCKOTO Ha3HAYCHHUS
U MEIUIUHCKON TEXHHKH MCCIEIOBATEIIbCKUM LIEHTPOM KOHTPOJIUPYIOTCA U JOKYMEHTaJIbHO
oopmIsIIOTCS;

IIPU HEOOXOAUMOCTH YHUUTOXEHUSI OTPaOOTaHHOTO U3/ENINS METUIIMHCKOTO Ha3HAUYCHHUS U
MEIWIIMHCKOW TEXHUKU B UCCIICOBATEIHLCKOM ILIEHTPE OHO OCYIIECTBISIETCS B COOTBETCTBUU C
TpeOOBAaHUSIMU OPTraHOB KOHTPOJS U 3asABUTENS] U JCHCTBYIOUIMX HOPMATUBHBIX IPAaBOBBIX
aKTOB;

118.3. nuro, ocymiecTBAsAIOIIEe MOHUTOPUHT, KOHTPOIUPYET, YTO:

UCCIICIOBATENh O0JIAIaeT MTOJDKHOW KBATM(UKAIMEH, OMBITOM M BO3MOXHOCTSMHU IS
MPOBEJCHUS WCIBITAHUS M 4YTO TOMEIIEHUS, OTBEICHHBbIC Jsi LeJieil UCIBITaHus, BKIIOYas
naboparopun, 000pyIOBaHKE, a TaK)Ke KBATH(DHUKAIHS MTePCOHANIA COOTBETCTBYIOT TPEOOBAHHSIM
K [IPOBEJICHUIO UCTIBITAHUS Ha MPOTSHKEHUU BCETO HCTIBITAHMUS;

UCCJIEIOBATENb JEMCTBYET B COOTBETCTBUU C YTBEPKJIEHHOM NMporpaMmoi (IpOTOKOJIOM) U
MOTpPaBKaMH K HEl;

MUCBMEHHOE COTJIACHE IMOYYCHO B MUCBMEHHOW (POpME Y KaKIOr0 HCIBITYEMOTO JIO €ro
BKJIIOUEHUS B UCIIBITAHUE;

MCCJIEIOBATENb TMOMYUYMIl PYKOBOJICTBO I HMCCIIENOBATENsl B TEKYIICH pEaKIiu, BCE
JIOKYMEHTBI, OOOpYyIOBaHWE M PACXOJHBIE MaTepuaibl, HEOOXOIUMBIC s HaJJIEKaIIero
MPOBEJICHUSI HUCHBITAaHUS, B COOTBETCTBHU C TPECOOBAHWSIMH JICWCTBYIOIIMX HOPMATHBHBIX
MIPABOBBIX aKTOB;

UCCIICZIOBATeNIh W €r0 COTPYAHUKU IONYYHJIM BCIHO HEOOXOIUMYI0 HWH(POPMAIUIO O
MPOBOANMOM UCTBITAHUMY;

UCCJICIOBATEh U CYOHMCCIICIOBATENb BBIMOHSUIA CBSI3aHHBIC C MCIBITAHHNEM OO0SI3aHHOCTH
B COOTBETCTBUU C TPeOOBAaHUSMHU MPOrpaMMbI (MPOTOKONA) U HE TepenaBaldl CBOU (PYHKIIMU
HEYITOJITHOMOYEHHBIM JIUIIAM;

HCCJIeIOBATENh BKIIIOYAJ B UCIBITAHHUE TOJIBKO TE€X HCIBITYEMbIX, KOTOPHIE COOTBETCTBYIOT
KpUTEpUsM 0TOOpA;

JaHHbIE B JOKYMEHTAIlMM WCIBITAHWS TOYHBIC, MCUEPNBIBAIOIINE M  3aHOCATCA
CBOEBPEMEHHO;

JaHHbIE B WHAMBHUAYAIBHBIX PETHCTPAIMOHHBIX KapTaX HCIBITYEMbIX COOTBETCTBYIOT
MIEPBUYHOM IOKYMEHTAIINH, U3 KOTOPOW OHH TIEPEHECEHBI, BCE PACXOXKICHHS OOBSICHCHBI,

OTYETHI, YBEIOMIICHHS, 3aIBKH U JAPYyTrasi JTOKyMEHTALUs MPEICTaBISLTUCH UCCIIeIoBaTeIeM
3aKa34MKy CBOEBPEMEHHO, MOTYT YHTAThCS, JATHPOBAHBI, WICHTU(OUIIMPOBATN WCIBITAHUE H
coJIeprKaIl TOYHYIO U TOpOOHYI0 HH(OpMaIHIO;

118.4. cBepsieT 3amWcH B WHIUBUAYAIBHBIX PETUCTPANMOHHBIX KapTaX HCIBITYEMbIX C
JIOKyMEHTaIMel Ha MpeIMeT MOTHOTHI M TOYHOCTH MPEICTABICHHBIX B HUX JaHHBIX;

118.5. nuro, ocymecTBIAIONee MOHUTOPUHT, JTOJDKHO YAOCTOBEPUTHCS B TOM, UTO:

JaHHbIe, COOp KOTOPBIX MPEIYCMOTPEH MmporpaMmon (IIPOTOKOJIOM) HCIBITAHMS,
MPAaBWIBHO TEPEHOCATCS B WHAMBUAYAIBHYIO PETUCTPANMOHHYIO KapTy U COOTBETCTBYIOT
JAHHBIM TIEPBUYHOMN TOKyMEHTAIUH;

TO0BIe M3MEHCHHSI pPEXHUMa JKCIUTyaTallik HMCCIEAYEMOTO U3JIENHs MEIUIIMHCKOTO
HA3HAYCHUS U METUIIUTHCKOW TEXHUKHU WIIA TPOBOANMON TEpaluu JOKYMEHTAIBHO 0(DOPMIISIOTCS
JUTSL K&KJIOTO MCTIBITYEMOT0;
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HETaTUBHBIE TPOSBICHUS, COIMYTCTBYIOIIEE JICYCHHE M HHTEPKYPPEHTHBIC 3a00JIeBaHUS
PETUCTPUPYIOTCS B MHANBUAYAIbHBIX PETUCTPALIMOHHBIX KapTaxX HCIBITYEMbIX B COOTBETCTBHUH C
TpeOOBaHUSAMU IIPOrpaMMBbI (IIPOTOKOJIA);

B UHIUBUAYAIbHbIC PETHUCTPAIMOHHBIE KapThl MCIBITYEMbIX BHOCSTCS CBEACHUS O
MPOMYIIEHHBIX UM BU3UTaX K Bpady-CHEIHAIUCTY, OOCICTIOBAaHUSIX U OCMOTPAX;

118.6. coobmraer 3asgBUTETI0 O CKOPOCTH (OPMHUPOBAHUS TPYIIBI JIOOPOBOJIBIEB B
UCTIBITAaHUY;

118.7. ynoctoBepsieTcsi, 4TO BCE CiIy4al HCKIIOYEHHS U BBIOBIBAHMSI HCHBITYEMBIX U3
UCTIBITAHUS PETUCTPUPYIOTCS U OOBSICHSIIOTCS;

118.8. coobmraer wuccimenoBaTenro 00 OMMMOOYHBIX, MPOIMYIICHHBIX W HEPa30OPUUBBIX
3aMKCSIX B MHIUBUIYaTbHBIX PETHCTPAIIMOHHBIX KapTaxX HCIBITYeMBbIX. JIUI0, OCYIECTRIISIONICE
MOHHMTOPHUHT, CIEAMT 3a TeM, 4YTOObl HEOOXOIUMBbIE HCIpPABICHUS, J00aBIEHUS WIU
BBIUCPKUBAHUS OBLIM CIENAHbI, JaTUPOBaHBI, OOBSCHEHBI (€CIM HEOOXOAMMO) W IMOAMUCAHBI
HCCIIeIOBATENIEM;

118.9. koHTpOIMPYET CBOCBPEMEHHOCTh TIPEJOCTABJICHHS OTYETOB O HETaTHBHBIX
MPOSIBIICHUSIX COTJIACHO Hactosuled MHcTpykuuu, TpeOOBaHHUSIM KOMHUTETA 10 ATHKE, 3asSBUTEINA
¥ KOHTPOJIEHO-Pa3pEIIUTEIbHBIX HHCTAHITUH;

118.10. cnegut 3a Tem, 4TOOBI HCCIENOBATENh BEJl HEOOXOAMMYIO IOKYMEHTALMIO IO
UCIIBITAHUIO;

118.11. yka3piBaeT MCCIEAOBATENI0 HAa HAPYLIEHUS MPOrpamMmbl (IIPOTOKOJA), HACTOSIICH
WHCTpYKIIMK, JACHCTBYIONIETO 3aKOHOJATEIhCTBA, a Takke O0O0ECIeYyuBaeT MPHHSITHE
HaJJIeXKAIIUX Mep BO U30exaHe MOBTOPEHUsI OOHAPYKEHHBIX HAPYIICHHH.

119. JIumo, ocymecTBIsIONee MOHUTOPUHT, COOIIOAET BCE MPOIEAYPHI, YCTAaHOBICHHBIC
3assBUTEINIEM JJIsl JAHHOTO HCTIBITaHUSI.

120. Kaxxapiii BU3HT JIMIA, OCYIIECTBIISIONIETO MOHUTOPUHT B MCCIIEOBATEIbCKUNA IEHTD,
WIM TIEPEerOBOPBI, WU TMEpemnucKa ¢ KCCIeA0BaTe’aeM, HCCIeAOBATeNbCKUM IIEHTPOM IO
BOTIPOCAM IPOBEICHUS UCTIBITAHUS COTIPOBOKIAOTCS ITMCHMEHHBIM OTYCTOM.

121. OTuer moKEH coAepKaTh AaTy, HAa3BaHHE HCCIIENOBATENLCKOrO IEHTPa, (haMUIHIO
JUIa, OCYIIECTRIISFOIIET0 MOHUTOPUHT, UCCIICIOBATEIS WU JPYTOTO JIMIA, ¢ KOTOPBIM BEJHCH
MIEPETOBOPHI WIIH MEPEMICKA.

122. B oryeTe YMOJHOMOYEHHBIM MPEICTABUTEIIEM OPTraHOB IMPOBEPKH JIOKYMEHTAIHHO
0(OPMIISIFOTCS TIOTYYSHHBIE Pe3YIbTAThl, BHISIBICHHBIC HEOCTATKU M HAPYIIEHUS, BBIBOBI.

123. AynuT sBISIeTCS CaMOCTOSITENBHOW MPOIEIypOld, HE CBS3aHHOW C BBHINOJIHEHHEM
TEKYIIer0O MOHUTOPHHTA U KOHTPOJIISl KayecTBa.

124. Tlpu mpoBeneHWW ayauTa ayJUTOP JOJDKEH MPHUHITH BO BHHMAHHE CJICIYIOIIHEC
MOMEHTHI:

124.1. nenpt0 MPOBOJUMOTO ayAWTa SIBISICTCS OIICHKA COOTBETCTBHUS IPOBEICHUS
UCTIBITaHUsI TporpamMme (MPOTOKONY), HacTosmed WHCTpYKIMM W HWHBIM HOPMATHUBHBIM
IIPABOBBIM aKTaM;

124.2. nns mpoBeneHus ayauTa 3asBUTENb WM OPraHbl KOHTPOJIS HA3HAYArOT JIMI, HE
YYaCTBYIONIMX B TIPOBEJCHUU JIAHHOTO WCIBITAHWS W HE 3aBHCHMBIX OT IPUYACTHBIX K
MIPOBEJICHUIO ATOTO UCTIBITAHUS OPTaHU3AIIHIA;

124.3. 3asiBUTENT> WM OPTaHBl KOHTPOJISI JIOJDKHBI YOCIUTHCS B TOM, YTO ayJUTOPHI
00J71a/1at0T TOCTATOYHON MOATOTOBKOW M OIBITOM JIJIsl TPOBECHUS ayIuTa JOJKHBIM 00pa3oM, a
KBaJTM(DHUKAIHS ayTUTOPA JOKYMEHTAIBHO TIOTBEPIKICHA.

125. Tlnan npoBeAeHHs ayauTa U TMPOLEAYPHl ayAuTa JIOJDKHBI 3aBUCETh OT 3HAYMMOCTH
JTAHHOTO HWCIBITAaHUS C TOYKH 3PEHUS TOJAYM 3asBKH Ha TOCYIApPCTBECHHYIO PETHUCTPALHIO B
OpraHbl KOHTPOJIIS, KOJIMYECTBA UCHBITYEMBIX, TUMIA W CIOXHOCTH HCTBITAHUS, CTENIEHH PUCKa
JUTSI HCTTBITYEMBIX M BBISIBIICHHBIX B XOJIC HCITBITAHUS TTPOOJIEM.

126. Pe3ynbraThl ayauta opopMIISIOTCS JOKYMEHTAIBHO.

127. Opranam KOHTpOJIS 3ampernaercs Jamie 4em | pa3 B roj 3ampammBarh ayJUTOPCKUE
OTYETHI, YTOOBI COXPAHUTHh HE3ABUCUMOCTh M IIEHHOCTh (YHKIHH ayauTa. OpraHbl KOHTPOJIS
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MOTYT O3HAaKOMHTBCS C COJEp)KaHHEM ayIUTOPCKOrO OTYETa B CIydae BBISBICHUS CEPhE3HBIX
HapymeHni TpedoBanuil HacTosmerd NHCTPYKITMK WK B XOJ1€ Cy/IeOHBIX MPOIIECCOB.

128. B ciydasix, onpeneneHHBIX JEHCTBYIOIIMM 3aKOHOAATEIbCTBOM, 3aKa3YHK JIOJDKEH
IPEJCTaBUTh AyAUTOPCKUI OTUET.

129.B cmydae mHapymeHus TpeOOBaHMI NpPOrpaMMbl  (MPOTOKOJA), HACTOSIICH
WMHCTpyKIMU M JEHCTBYIOIEr0 3aKOHO/AATENIbCTBA HCCIIEOBATENIEM WIIM HMCCIEJ0BATEIbCKUM
IIEHTPOM, a TAaK)K€ COTPYIHUKAMH 3asBHUTENS 3asBUTENb JOJDKEH HEMEUIEHHO NPUHSATH MEpBI,
HalpaBJIEHHbIEC HA YCTPAHEHUE BBISIBICHHBIX HApYIIEHUH.

130. Ecnu B X016 MOHUTOPUHTA WJIM ayAUTa BBISBIISIOTCS CEPhE3HBIC WIIM OBTOPSIOLIHECS
HapyleHUs TpeOOBaHUN K MPOBEICHUIO UCIIBITAHUS, 3aBUTEIIb JJOJDKEH PACTOPTHYTH JOTOBOD C
UCCIIEIOBATEIIbCKUM IICHTPOM Ha MPOBEACHUE KIMHUYECKOro wucnbiTanua. Ecnu  yuactue
UCCIIEIOBATENsl W MCCIIEJOBATEIbCKOIO LEHTpa B MCIBITAHUU IPEKPAIIEHO IO MpUYHUHE
HapyIICHUS UMHU BBIIICYKA3aHHBIX TPEOOBaHMM, 3asBUTENb JIOJHKEH HEMEIJICHHO COOOUIMTH 00
3ToM B PecnyOnukaHckoe yHuTapHoe mnpeanpustue «LleHTp sKkcrnepTu3 W HCHBITaHUN B
3IpaBOOXPAHCHHUI.

131. 3asBurens umeer npaBo cHOpMUPOBATH KOMHUTET 110 HE3aBUCHMOM OLIEHKE JaHHBIX
UCTIBITAHUS.

132. Komuter 1o He3aBUCUMOW OIIEHKE OCYIIECTBIISIET NEPUOJMYECKUH KOHTpOJb 3a
XOJIOM HCIBITAaHWsI, OIEHKY JaHHBIX IO OE30MacHOCTH, OIEHKY OCHOBHBIX ITOKa3aTelei
3¢ (EeKTUBHOCTH MCCIIEYEMOro U3/IeNINs MEIUIIMHCKOIO Ha3HAUYEHUS! U MEAULIMHCKOW TEeXHMKH,
KOHCYJIbTUPYET 3aKa3yhKa I10 BOMNPOCAaM MPOJODKEHUS, W3MEHEHHsS METOJOJIOTHH WIIH
HpEeKpalleHHs UCIbITaHUS.

133. KomuTeT o He3aBUCUMOM OIICHKE JIOJKEH BECTH IMPOTOKOJIBI BCEX CBOUX 3aCEHaHUN.

134. B cnydae eciu HCHbITaHUE NPEXKIEBPEMEHHO MPEKPALIEHO WM MPHOCTAHOBIIEHO,
3aKa34MK JOJDKEH HEMEJIEHHO coo0mmTh 00 3TOoM B PecniyOiimkanckoe yHUTapHOE MPEeapusTue
«leHTp sKCHEPTU3 U UCIIBITAHUN B 37paBOOXPAHEHUNY, a TAK)KE UCCIIEA0BATEILCKOMY LIEHTPY U
KOMHTETY TI0 ATHKE C YKa3aHUEM IPUYNH TMPEKPANICHNS WM TPUOCTAHOBKH MCTIBITAHHUS.

135. Bae 3aBHUCHMOCTH OT TOTO, OBUIO JIM 3aKOHYEHO HJIM MPEXJEBPEMEHHO MPEKpaIleHo
KJIMHAYECKOE HCIIBITAHNE, 3aKa3YMK JOJDKEH OO0ECHeunTh CO3JaHHE OTYeTa O TPOBEICHHUH
UCTIBITAHUSA M €ro IpejcTaBieHue B PecnyOnukanckoe yHuTapHoe mnpennpustue «Llentp
OKCHEPTH3 W HWCIBITAHUH B  3APAaBOOXPAHEHHWW» B COOTBETCTBUH C JICHCTBYIOUINM
3aKOHOJIaTEeNILCTBOM.

[Tpunoxenue 1

Kk MHCTpyKLIUM 0 ITpOBEICHUH
KIIMHAYECKUX UCIBITAHUH U3eNnit
MEIUIIMHCKOTO Ha3HAuEHUs

1 MEIULUHCKON TEXHUKH

Opl/leHTl/IPOBO‘{Hble MHUHUMAJIBbHBIC CPOKH NPOBEACHUS KIIMHUYECCKUX HCNBLITAHUH 1/13)1e.1mi71
MECAUIMHCKOI'O HA3HAYCHHUSA U MeI[HI[HHCKOﬁ TEXHUKHU

XapakTepucTuKka u3enui
MEIUIIMHCKOr0 Ha3HAYEeHUS U Knaccel mo THMT MuHuMaNbHbBIN CPOK UCTIBITAHUI
MEJIUIIMHCKON TEXHUKH

M3nenus He UMEIOT CpencTBa yxoJia U yCTpOHCTBa ISt BpemeHHON NPOMEKYTOK,
HETIOCPECTBEHHON MHOTOpPa30BOT'0 U 0THOPa30BOTO COOTBETCTBYIOUTNH JITUTEITHHOCTH
ITIarHOCTHYECKON MITH MpuMeHeHNs (HHCTPYMEHTapHii, 3a MPUMEHEHHNS y TaUeHTa, HeOOXOUMOH IS
nedeOHOM HAIPaBICHHOCTH — [MCKITIOUYCHHEM HHCTPYMEHTOB IS OIeHKH 06€30IaCHOCTH ¥ MHEPTHOCTH B
COCIMHEHUS TKaHEH; MepeBs30uHbIe OTHOIIICHWH OpPTraHU3Ma, HO He MeHee 5

MaTepHualbl U IOJOOHBIC UM U3MIeNHsI) [pabounx JHEH

N3 aennss MEIUIIMHCKOTO IM3aenust MEAUITMHCKOTO Ha3HAYeHUS U [BpeMeHHOM MPOMEXKYTOK, TOCTATOUYHBIHN I
Ha3HAYCHUS U MEIULIMHCKON |[MEIUIIMHCKON TEXHUKHU IS ONpe/esieHUs ToKa3aTene
TeXHUKHU, KOTOPbIE lTabopaTOPHOI TUATHOCTHKH YYBCTBUTEIBHOCTH U CIICHIU(PHIHOCTH
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[peHa3HAYEHbI IS
BBITTOJTHCHUS
TMAarHOCTHYECKUX
HCCIICTOBAaHHI

N3 aenuss MEIUIIMHCKOTO
Ha3HAYCHUS U MEIULIHCKOM
TEXHUKH, KOTOpBIE 00J1aJaloT
HETIOCPEICTBCHHBIM
nmedeOHBIM P HEKTOM

MeauInHCKas TEXHUKA 1 U3AETUs IS
UTyuyeBOM IHAarHOCTUKU

AKTHBHBIC M HEAKTUBHBIC
MMILUTAaHTHPYEMBIC H3IEIHU
METUIIHCKOH TEXHUKH 1
METUIITHCKOTO Ha3HAYCHUS
(MCKyCCTBEHHBIC YacTH TeJa,
OPTONCIMYCCKHIE MaTEPUAIIbl U U3/ISITHUS
B TPABMAaTOJIOTHH), U3ACIHS JIIs
AHECTEe3HOJIOTUH M PECIIUPATOPHON
MOJIEPIKKH, IINEKTPUUECKUE U
MEXaHUYECKUE U3/IENNsI MEAUIIMHCKON
rexHUKH (prusnorepaneBTHYECKHE
TPUOOPHI)

CTOMAaTONOrHIEeCKUE U3ACIHS 1
TeXHHKa (32 HCKIIIOYEHUEM
0JTHOPa30BOT0 M MHOTOPa30BOTO
MHCTPYMEHTApH)

ObTanbMOIOrHIECKHIE U ONTHYCCKHE
M31eI1s METUIIMHCKOIO0 Ha3HAUCHUS U
MEIUIIMHCKON TEXHUKH (32
MCKITIOYEHHEM OJIHOPa30BOTO U
MHOTOPa30BOT0 HHCTPYMEHTAPHS)

MG,Z[I/H_II/IHCKaH TCXHHUKA U U3ACIINA,
MpeAHa3HAaUYCHHBIC JI TOMOIIH
IMHBAaJINJaM

IMAarHOCTUYECKUX BO3MOYKHOCTEN TaHHOTO
M31eNrsi, HO He MeHee 21 pabodero JHs

JloyKeH oXBaTbIBaTh BPEMEHHOM
MPOMEXXYTOK, JOCTATOYHBIH IS
OIpEeNEIICHUs TOKa3aTenen
YYBCTBUTEIBHOCTH U CHIENU(PUIHOCTH
IMIarHOCTHYECKUX BO3MOXKHOCTEH TaHHOTO
m3nenns, Ho He MeHee 60 pabouux JHel B
ClTydae U3AeNui MeTUIIMHCKON TeXHUKU U 21
ITHS — B CIy4ae U3AeINi MeIUIIUHCKOTO
Ha3HAUCHUS

JloJKeH oXBaTbIBaTh BPEMEHHOM
MPOMEKYTOK, TOCTATOUHBIH JUIs
OIIpeIeNIeHNs JOCTOBEPHOTO JICYEOHOTO
(KoppekTupyromero) 3¢ ¢dexra, CBI3aHHOTO C
MPUMCHCHHUEM BBILICYKa3aHHBIX M3IEITHI

JToykeH oXBaTbIBaTh BPEMEHHOM
MIPOMEKYTOK, TOCTATOYHBIH IJIsT
OTIpe/IeIICHUs TOCTOBEPHOTO JIEYEOHOTO
(koppekTupyromero) 3¢ ¢dexra, CBI3aHHOTO C
MPUMEHECHHEM BBITICYKa3aHHBIX U3ACIIHiA, HO
HEe MEHee 3 MecsIIeB

JToymkeH 0XBaThIBaTh BPEMEHHON
[IPOMEXKYTOK, JOCTATOUYHBIN JJIs
OTIpe/IeNIeHus JOCTOBEPHOTO JIeYeOHOTO
(koppekTupytomero) s dexra, CBSI3aHHOTO C
MPUMEHEHUEM BBIIIEYKA3aHHBIX U3/IENHA, HO
He MeHee 14 pabounx THEH

JloJKkeH oXBaTbIBaTh BPEMEHHON
MIPOMEKYTOK, TOCTATOYHBIH IJIsT
OTIpe/IeIIeHHUs TOCTOBEPHOTO
KOPPEKTHPYIOUIETO 3P PeKTa, CBA3aHHOTO C
MPUMEHEHUEM BBIIIEYKA3aHHBIX U3/IENHA, HO

He menee 30 quei

[Ipunoxxenue 2

K MHCTpYKIIUM O TPOBEJECHUU
KIIMHUYECKUX UCTBITAHUN U3IEeITUN
MEIUIIMHCKOI0 Ha3HAUCHUS

M MEIUIIMHCKON TEXHHUKHU

HOMOFpaMMa IJIAA onpeae/JIeHUsl 10CTATOYHOI0 YUcCJjaa IlOﬁpOBO.TIL].[eB IpHA IJIAHUPOBAHUH
KIMHUYECKOIo HCNIbITAHUSA

***Ha 6ymasicnom Hocumene

Ipumep. [Ipu npoBeACHUU KIMHAYECKOTO HCIBITAHUS HEOOXOJIMMO BEIBUTH OTIUYMs IOKa3areied B 28,6

MMOJIB/ T,

CraHgapTU30BaHHAs pa3HUIIA, TAKUM 00pa3oM, COCTABHT:

CTaHJapTHOE OTKJIOHEHHE TIIOKa3aTelied B TPyMIax MCIBITYyeMbIX cocTaBisger 48,32 MMOJb/I.
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BBLISIBJICHHOE OTJIHYHE 28,6
CTaHJaPTU30BAHHAS Pa3HUIIA = = =0,59.
CTaHIAPTHOE OTKJIOHEHUE 48,32

Bribupast 0,8 3a 3HaueHHWs MONIHOCTH, ciexyeT coenuHUTh 3HaueHWs 0,59 cnmesa m 0,8 cmpasa. Jlnaus
nepecedeT auaroHans i o = 0,05 Ha uncne 90. Takum o6pazom, 90 — MUHMMAJIBHOE YHUCIIO MAIlMEHTOB, KOTOPbIE
JIOJDKHBI OBITH BKITIOYCHBI B KIIMHIMYECKOE UCIIBITAHUE TSI TTONyYCHHS JOCTOBEPHBIX PE3yNbTATOB MCIBITAHUH MpH
5 %-m ypoBHe 3HaunMocTd U 80 %-if MOITHOCTH.

[Ipunoxxenue 3
HCKITIOUYCHO
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[Ipunoxenue 4
UCKJIFOUEHO

IIpunoxenue 5
HCKJIFOUCHO

IIpunoxenue 6

Kk MHCTpyKIIMK O IPOBEACHUN
KJIIMHUYECKHUX WCTIBITAHUN U3
MEHUITUHCKOTO Ha3HAYCHUS

Y MEIUIIUHCKOM TEXHUKH

ITPOTOKOJI Ne
NPHEMOYHBIX KIMHUYECKUX HCNIBITAHUI

(BUA M3AETUS U €T0 MPOU3BOIUTEIID)
10 oleHKe 001eil 0e3omacHOCTH U 3P PeKTUBHOCTH U31eTUS

HcnprTansl

(BI/II[ n3aCnA U €ro HpOI/I3BOI[I/IT€J'IB)
cepuia HOMCP C JOIIOJHHUTCIIbHBIM O60py,ZLOBaHI/IeM

(pu HANMM9HN)

Mecto IIPpOBCACHUA HUCIIBITAaHHU I

Onenka oOuiel 6e30macHOCTH U 3(PPEeKTUBHOCTH:

IIpoBepsieMblil napameTp MerouKa UCIIBITAHUI COIVIACHO IPOrpamMme

Pe3ynbTarh! ucnbITaHui:

ITapameTtp PesynbTars! PedepenrtHoe 3HaueHne 3aximoueHe

Hccnenoanue npoBoauiIn:

(JIM4HAs TTOATINCE) (pacumpoBka noanucH)

IIpunoxenue 7

K MHCTpyKUIMU 0 NPOBEACHUU
KIIMHUYECKNX UCITBITAHUN WU3JIeTHi
MEIHITMHCKOTO Ha3HAUYCHUS

M METUIIMHCKON TEXHUKH

YTBEPXIAIO

(ﬂOJ’I)KHOCTI) PYKOBOAUTEISA U HAUMCHOBAHHUC

OopraHnusanuu, HpOBOZIHHIeﬁ I/ICHLITaHI/IH)

(JTMYHas TOAIHCE) (vHULMAansl, Gamuims)

«_» 200 r.
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AKT Ne
MPOBeeHUsI MPUEMOYHBIX KIMHHYECKHX UCTIBITAHUT

(BUI U3ETHS U €TO MIPOU3BOTUTEII)
cepuia HOMED COCTaBJICH

(HanMeHOBaHNE OPTaHU3AINH, IPOBOAIICH UCIIBITAHNSA)
1. B nepuon ¢ 1o KOMHCCHEN B COCTABE:
npejcenaTesns KOMUCCHU

(TOMKHOCTD, (haMUITHSL, MTHHUITAAIIBI)
YJICHOB KOMUCCHHU:

(oIKHOCTD, (haMUIIHS, HHULIAAIIBI)

Ha OCHOBAaHUHW HAIIpaBJICHUA

(HauMeHOBaHHE YIOJIHOMOYEHHOTO

MI/IHI/ICTepCTBOM 3APAaBOOXpaHCHHU OpraHad, BbIAABIICTO HAIIPABJICHUC Ha I/ICHBITaHI/Iﬂ)
Ne OT «_ » 200 r. u npukasa Ne OT «__ » 200 .
o

(HaI/IMeHOBaHI/Ie OpraHu3anuu, HpOBO,Z[I/IBIHeﬁ I/ICHLITEIHI/IH)
MMPOBCACHBI IPUEMOYHBIC KIIMHUYCCKUC UCIIBITAHUA

(BU M3IETUS U €TO MTPOU3BOIUTEIID)

2. Jlnist ipoBeICHUS UCTIBITAHUH OBLTH TPE0CTABICHBI

cepuitHblii Ne BBIITYCKa I'. ¥ JOKYMEHTAlUsA B COCTaBe

3. Komuccus paccMoTpeiia MPOTOKOJIbI MPUEMOYHBIX MCIUIHUHCKUX HUCIBITAaHUN B YCTaHOBUJIA:
HUCIBITBIBACMOC U3 ACIINC

(COOTBCTCTByeT NJIN HE COOTBeTCTByeT)
TpeOOBaHUSM IPOrPaMMBbI MEAUITMTHCKUX UCIIBITAHUH.
4. 3akiIr0ueHne KOMUCCHUH

(maercs olleHKa Pe3yNbTaTOB HCTIBITAHUS M3/IETHs,

3HA4YCHUA U3ACTIUA OJIA HpaKTH‘IeCKOﬁ MCAWIHWHBI U PEKOMCHAAINN

0 11e1ec000pa3HOCTH MTPUMEHEHUS U3AETIHSI B MEAUIIMHCKOMN MPaKTHKE U CEPHUITHOTO BBHIITYCKa)
5. PGKOMCHI[aI_II/II/I KOMHCCHH:

(yKa3LIBaIOTCH 3aME€YaHUsl WIN MPEIAJIOKCHUA

10 YIIYYHICHUIO U3ACIINA; B CITy4a€ HECOOTBETCTBUA U3ICIIUA HeO6XO}ll/IMBIM Tpe6OBaHI/I5[M

KOMHUCCHA NpeIaracT Iyt yCTpaHCHU s BbIABJIICHHBIX HC,HOCTaTKOB)

[Ipunoxenue: MPOTOKOIBI MEIMIIMHCKUX HCOBITAHWUK; TporpaMma MEAUIUHCKUAX
HUCIILITAaHUH.

HpC,Z[CCI[aTCJ'IB KOMUCCHH

(JTMuHas MOATUCH) (pacumgpoBka moamnucH)

YiieHBI KOMUCCHUHU:

(JIn4HAs MOAMNUCH) (pacumdpoBka noamucu)

« » 200 .






[Hopsinok MHPOPMALMOHHOI0 B3auMoAecTBHA 3asaBuTeae u YII
«I2U3» npu npoueaype IKCNEPTU3bI MEAUITMHCKUX U3/1eTU I

3apeructpupoBaThCs B TMYHOM Kabunete http://rceth.by/WebMed/.

OTnpaBuTh 3asIBIICHHE HA MPOBEICHNE TICPBUYHON IKCIIEPTU3HI JJOKYMEHTOB
U JJOBEPEHHOCTh HA IEKTPOHHYIO MouTy expmi@rceth.by.

B cnyuae oTcyTcTBHS 3aMeYaHUi B THYHBIA KaOMHET OyJeT 3arpyKeH JOTOBOp Ha
MPOBEJICHNE MMEPBUYHOMN SKCIIEPTU3bI JOKYMEHTOB U cueT-(pakTypa.

[Tpu Hanuunu 3aMedaHuii OyJeT 3arpy eH JOKYMEHT C 3aMeUaHUs MU
Y YCTAaHOBJIEHHBIMU CPOKAMH MX YCTPaHEHHUS.

[Tpu 1r060M M3MEHEHNH X012 PACCMOTPEHUS 3asBJICHUS Ha AIIEKTPOHHYIO TIOUTY,
YKa3aHHYIO0 IIPU MoJjaue 3JEeKTPOHHOTO 3asiBI€HUs, OyIyT HAIPaBISThCS
YBEIOMIICHUS.







[IpoBeneHne KOMILIEKCA TMPEABAPUTEIBHBIX TEXHUYECKHX pPadoT
HAUYMHAETCS C TEPBUYHOM HKCIEPTU3bl JOKYMEHTOB PETUCTPAIIMOHHOTO
JI0ChE, KOTOpas MpeayCMaTpUBaET:

MPOBEPKY KOMILJIEKTHOCTH U MIPABUJIBHOCTU UX O(POPMIICHUS;

MIPOBEPKY MOJHOTHI U aKTYaJIbHOCTH YKa3aHHOU B HUX UH(GOPMAIIUH;

YTOYHEHUE MEPEUHs U Ha3BaHUS U3JIETUNA MEIUIIMHCKOTO HAa3HAYEHUS
U MEIMUIMHCKOM TEXHUKM B COOTBETCTBUM C  HOMEHKJIATypHOU
KJIaccupukanuen u3Aeauid MEAUIMHCKOTO Ha3HA4YeHUS M MEIUIIUHCKOM
TEXHUKH MO BUJAM U IO KJIacCaM B 3aBUCHMOCTH OT MOTEHIIMAIBLHOTO PUCKA
WX TIPUMEHEHUS.






Hayuonanvnoui npasosoii Hnmepnem-nopman Pecnyonuku benapycs, 02.06.2015, 8/29947

I[NOCTAHOBJIEHUE MUHUCTEPCTBA 3IPABOOXPAHEHW S PECITYBJIMKU
BEJIAPYCbH
23 anpesnst 2015 r. Ne 55

O koMIUIeKCe NpeIBaAPUTEIbHBIX TEXHUYECKUX PadoT,
NpeAecTBYIONIMX FOCYIaPCTBEHHO perucTpanuu
MeIUIMHCKHUX U3aeJIun

V3MeHeHus U 1OMOIHEHUS:

[TocranoBnenne MunuctepcTBa 3apaBooxpanenusi PecnyOmuku bemapych
ot 5 mas 2017 r. Ne 32 (HarmonansHsiii ipaBoBoii MaTepHET-TIOpTan PecmyOmuku
benapycs, 23.05.2017, 8/32056);

[TocTtanoBnenne MuHHCTEpCTBa 3apaBooxpaHeHus Pecmyonuku benapych
or 12 oxraops 2020 r. Ne 84 (HauumonanbHblii mpaBoBoi HVHTEepHET-TIOPTAN
Pecnyonuku benapycs, 14.11.2020, 8/36044);

[TocranoBnenne MuHucTepcTBa 3apaBooxpaneHus: PecryOmmkm bemapych
or 2 HosOps 2020 r. Ne 93 (HammonaneHblii mpaBoBoit MHTepHET-OpTAN
Pecnyonuku bemapycs, 17.11.2020, 8/36050);

[TocranoBnenne MuHucTepcTBa 3apaBooxpaHeHus PecnyOnuku benapych
or 19 okrsa0pst 2021 r. Ne 110 (HauumownanmwsHblii mpaBoBod MHTepHEeT-TIOpTa
Pecnyonuku Benapyce, 27.11.2021, 8/37368);

[TocranoBnenne MuHucTepcTBa 3apaBooxpaneHusi PecnyOmmkm bemapych
or 11 ampenss 2022 r. Ne 32 (HaumonanepHblii mnpaBoBoil MHTepHET-OpTaN
Pecnyonuku bemapycs, 26.04.2022, 8/37993);

[TocranoBnenne MuHucTepcTBa 3apaBooxpaHeHus PecnyOnuku benapych
ot 9 utons 2022 r. Ne 52 (HarmonasnbHseiii mpaBoBoit MHTepHeT-MIopTan PecmyOnuku
benapycs, 16.07.2022, 8/38412);

[TocranoBnenne MunucTtepcTBa 3ApaBooxpaHeHus PecnyOmuku benapych
ot 7 mapta 2023 r. Ne 37 (HaunonansHbIi npaBoBoii HTEpHET-TIOpTaN PecmyOnmkn
benapycs, 22.03.2023, 8/39708);

[TocranoBnenne MunucTepcTBa 3apaBooxpaHenus PecnyOnuku benapychk
or 23 amrycra 2023 r. Ne 120 (HaumonanbHelii mpaBoBoii MHTepHeT-mIOpTa
Pecryonuku benapycs, 08.12.2023, 8/40747)

Ha ocnoBanuu wactu BTOpoil myHKkTa 3 IlonokeHus O rocynapcTBEHHOM pEerucTpaiiu
(mepeperucTpanyiv)  M3MENAKA  MEAWIMHCKOTO  HAa3HAYCHHWS W MEIWIMHCKOW  TEXHHKH,
yTBEep)KJIeHHOTo mnocraHoBieHneM Coera Munuctpo PecnyGmuku benapyck ot 2 ceHTAOps
2008T. Ne 1269, mnoamynkTa8.25! mnysxkta8 wmoamynkta 9.1 myskta9 IlomoxeHnus
o MunucrepcTBe 3apaBooxpaHenuss PecnyOnuku benapych, yTBepkKI€HHOIO MOCTaHOBJICHUEM
CoBera MunnctpoB PecnyOmuku Bemapychk ot 28 oktsiopst 2011 r. Ne 1446, MuHHCTEPCTBO
3npaBooxpanenus Pecnyonuku benapycs [IOCTAHOBJIAET:

1. YTBepauTs:

WHCTpYKIMIO O MOpPSIKE MPOBEIEeHHUsI KOMIUIEKCAa MPeIBapUTEeNbHBIX TEXHUYECKUX padoT,
MPEIIECTBYIONINX TOCYIAPCTBEHHON perucTpanuu (TIepeperucTpaliui) u3Ienuid MeTUIITHCKOTO
Ha3HAUYEHUS M MEAMLMHCKOW TEXHUKH, BHECEHHIO M3MEHEHHUH B PEruCTPAllMOHHOE J0Che
Ha W3/ITHsT MEIUIITHCKOTO Ha3HAUYCHUS U MEIUIIMHCKYIO0 TEXHHUKY, paHee 3aperuCTPUPOBAHHEIC
B PecniyOnuke benapycs (npunaraercs).

2. Hacrosimiee mocTaHOBJICHHE BCTYIAET B CHITY TTOCIIE €r0 O(UIIHATBFHOTO Oy OJIMKOBAHHS.

IlepBblii 3amecTuTe b MUHHCTpPA JA.JI.IIuneBuy

Oguyuanvrnas npasosas ungopmayus
STAJIOH Hngpopmayuonno-nouckosas cucmema "9TAJIOH"
Hayuonanvnoui yenmp npasosou unghopmayuu Pecnyonuxu benapyco





YTBEPXXIEHO

[TocTanoBnenue

MuHucTepCcTBa 30PABOOXPAHEHUSA
PecniyOnviku Benapycn
23.04.2015 Ne 55

(B pemaxmyu MoCcTaHOBICHUS
MuHucTepCcTBa 30PABOOXPAHEHUS
Pecniy0Onviku Benapycn
12.10.2020 Ne 84)

HHCTPYKLUA

0 Mops/iKe MPOBeIeHUs KOMILJIEKCA MPeABAPUTEIbHbIX TEXHUYECKHUX padoT,
NpeAIecTBYIONUX FOCYAAPCTBEHHOM perucTpanuu (nmepeperucTpannu) u3aeaui
MeIMUIMHCKOr0 HA3HAYEHHUS U MeIMINHCKON TeXHUKHU, BHECEHUI0 U3MEHEeHU

B PerucTpanuoHHoOe 10Che Ha U3/1e/TUsl MeHIIHHCKOI0 HA3HAYEHHUSI U MeITHLIMHCKYI0
TEXHUKY, paHee 3aperucTpupoBannbie B Pecnydiuke besapych

1. Hacrosmass HMHcTpyKuust ompenenseT MOpsJOK MPOBEAEHUS PeCcIyOJMKaHCKUM
YHUTapHbIM npeanpusitueM «LleHTp skcnepTus U UCIBITAHUN B 3/[paBOOXPaHEHUN (Jasee, ecliu
HE yKa3aHo MHoe, — [lpenmpusrue) KOMIUIEKCa IPEJBApUTENIbHBIX TEXHUUYECKUX padoT,
CBA3AHHBIX C POBEJCHUEM IEPBUYHOW MW CHECLUAIM3UPOBAHHOM JKCIIEPTU3 JIOKYMEHTOB,
MHCIEKTUPOBAHUS [TPOU3BOJCTBA U3IEINN MEAUIIMHCKOIO HA3HAYEHUS U MEIULIMHCKON TEXHUKN
(nanee, eciy He yKa3aHO MHOE, — UHCIIEKTUPOBAHUE), CAHUTAPHO-TUTUEHUUECKUX, TEXHUUECKUX
U KJIMHUYECKHUX UCIBITAHUHN, KIMHUYECKOW OLEHKU U JPYTHX UCCIIEI0BaHUM, IPEIIECTBYOIINX
rOCy/IapCTBEHHOW perucrpanuuu (ImepeperucTpauuy) HU3AeAMid MEAMIMHCKOIO Ha3Ha4YeHUs
U MEJULMHCKOW TEXHUKH, BHECEHUIO H3MEHEHUN B PETMCTPALIMOHHOE [OChE HA U3ICIIHS
MEIULMHCKOTO  HA3HAYEHUs W MEIMIMHCKYKD TEXHUKY, pAaHEEe 3aperucCTpUpPOBAHHBIE
B PecnyOnuke benapycs (nanee — npeBapuTeabHble TEXHUYECKHE PAOOTHI).

HenctBue Hacrosmed MHCTpyKIHMM HE pacIpOCTpaHSAETCs Ha MOPSAJOK ITPOBENCHUS
KOMILIEKCA TEXHHUYECKHUX paboT, CBSI3aHHBIX C MPOBEACHUEM OHKCIEPTH3, HHCIIEKTUPOBAHUS
MIPOU3BOJICTBA MEAUIIUHCKHUX U3EIUHI, UCIIBITAHUN U IPYTUX UCCIIETOBAHUN I OCYIECTBIICHUS
perucTpanyy, BHECEHHUs W3MEHEHUH B PETUCTPALIMOHHOE JIOChE€ U MHBIX  CBSI3aHHBIX
C perucrpanueil MEeIUIMHCKAX M3ACIMA IpoLeayp B paMKax EBpasmiiCKOro 3KOHOMHUYECKOIO
COI03a.

HeiictBue Hacrosimeid MHCTpyKIMH C ydyeToM OCOOEHHOCTEH, MpeayCMOTPEHHBIX
nyHkramu 98—100 IlonoxeHus o cnenuanbHOM IpaBoBoM pexxkuMme Kuraiicko-benopycckoro
UMHIyCTpHalbHOTO napka «Benukuit Kamenby, yreepxaenHoro Ykasom Ilpesunenta PecrryOmmku
benapycs ot 12wmas 2017 r. Ne 166, pacmpocTpaHseTcs Ha KOMIIEKC MpeABApUTEIbHBIX
TEXHUYECKUX pPAOOT B OTHOIIEHUH U3JACIUNA MEAUIIMHCKOTO Ha3HAUYEHUsS W METUIMHCKOM
TEXHUKH, IPOU3BOANMBIX (BBO3UMBIX) pe3usieHTaMu Kutaiicko-benopycckoro HHycTpruanbHOTO
napka «Benmukuii kameHb» (Hanee — pPE3UACHTH WHIYCTPUAIBHOTO TMapKa), MpU HaJIUYUU
3asBJICHHS TOCYJIApCTBEHHOIO yupexaeHus «Anmuuucrpauus Kwuralicko-benopycckoro
VH]TyCTPHAIILHOTO MapKa «Benukuili KaMeHb.

2. B nensix Hacroseit MHCTpyKLMU 1M0oA 3asiBUTENEM TOHUMAETCS:

IOpUANYECKOe JHUIO (MHAMBUAYAIbHBIA MpeANpUHUMATENh), MPOU3BOASIIIEE W3AETUSI
MEIULMHCKOTO Ha3HAYEHUs WU MEIULMHCKYI0 TEXHHMKY, B TOM 4YHUCJIE€ pa3MECTHBIIEE 3aKa3
Ha IPOU3BOACTBO M3JENMM MEIUIUHCKOTO Ha3HAUYEeHUS U MEIUIIMHCKOW TEXHHMKH, JHOO0
IOPUINYECKOEe JIMIO (MHAMBUIYAIbHBIM NpeANpUHUMATENb), BXOJAIIEE B COCTAB OJIHOTO
00bEIMHEHNS C TPOU3BOIUTENIEM U3EIUI METUIIMHCKOTO HA3HAYEHUS U MEIUIIUHCKON TEXHUKH;

IOpUINYECKOe JIMLO (MHAMBHIYaJbHBIM mpeanpuHuMarens) PecnyOnuku benapycs,
IIPOU3BOAAIIEE JICKAPCTBEHHBIE CPEACTBA, PAa3MECTHBILEE 3aKa3 Ha MPOM3BOACTBO U (WIIN)
npuoOpeTeHue  HM3AEAMA  MEAMLUMHCKOTO  HAa3HA4YeHUs  3apyOeXHOro  NpOM3BOJCTBA,
IIPEIHA3HAYEHHBIX UL HCIIOJIB30BAHMS B MIPOMBIIIJICHHOM IPOM3BOACTBE  JIEKApPCTBEHHBIX
CPEACTB, €CIIH JaHHbIE N3/IENUS MEAULIMHCKOTO HA3HAYEHUS HE 3aperucTpupoBansl B PecyOnnke
Benapych 3apyOe:KHBIM POU3BOIUTETIEM;
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IOPUINYECKOE JIMLO (MHAMBHUIYAIbHBIN MPEANpPUHUMATEINB), YUacTBYIOIIEe B 0OpaleH!H
U3/ MEIUIUHCKOTO Ha3HAYEHUS U MEIUIIMHCKON TEXHHUKH, [IOCTaBIISIEMbIX B OTPaHUYEHHOM
KOJIMYECTBE IS TOCYJapCTBEHHBIX OPraHM3alMi 31paBOOXPAHEHMS B LIEIAX BBIIOIHCHUS WMU
MEXIYHApPOAHBIX IPOrpaMM B OOJIACTH 3PaBOOXPAHEHUs, I MEIUIIUHCKOTO TMPUMEHEHHS
B YCJIOBUSIX BO3HMKHOBEHHMs UPE3BBIYAHHOW CUTyallud WJIA AUATHOCTUKH HOBBIX, IPUPOJHO-
OYaroBBIX MJIM OCO0O OMAcHbIX HMH(EKIMOHHBIX 3a00JIeBaHMM, B Ka4eCTBE WHOCTPAHHOU
0e3BO3ME3/IHOM TMOMOILIM (Jlanee, €ecld HE ONPEAEICHO HHOE — W3AEIHs MEIULUHCKOro
Ha3HAYEHUS U MEIUIMHCKAs TEXHUKA, IOCTABIISIEMbIE B OTPAHUYEHHOM KOJIMYECTBE).

3. B Hacrosamei MHCTpyKLIMU HCHONB3YIOTCA TEPMHHBI U UX OIPEJEJICHUS] B 3HAYCHUSX,
yCTaHOBNICHHBIX 3akoHOM PecnyOmuku  bemapyce ot 18 mionss 1993 1. Ne 2435-XII
«O 3apaBooxpaHeHun» U IlomokeHreM O rocylapcTBEHHOM perucrpanuu (mepeperucTparim)
U3JIeIUH MEUIIMHCKOTO Ha3HAUYEHUS U MEIULIMHCKON TEXHUKH.

4. ITpoBeneHue KOMILIEKCA MPEABAPUTEIbHBIX TEXHMYECKMX paboT  HadMHaeTCs
C MIEPBUYHON 3KCIEPTU3bI JOKYMEHTOB PErUCTPALMOHHOIO JJOChE, NIPEACTABICHHBIX 3aBUTEIEM
10 MIEPEYHIO COIIACHO MPUIIOKEHUIO | (Hanee — TOKYMEHTbI), KOTopast IPeyCMaTpUBaeT:

MIPOBEPKY KOMILICKTHOCTH U TPAaBUIIBHOCTH MX O(hOpMIICHUS;

IIPOBEPKY MOJIHOTHI M aKTyaJIbHOCTH YKa3aHHOU B HUX MH(opMaiuu;

YTOYHEHHE TEepedHs U Ha3BaHUS W3JEIMM MEIULMHCKOIO Ha3HAYeHUs W MEAUIMHCKOU
TEXHUKH B COOTBETCTBUM C HOMEHKJIATYpHOM Kiaccuukauued u3aenuil  MeIUIMHCKOTO
Ha3HAYeHUs WM MEJUIMHCKOM  TEXHMKM @0 BUAaM W IO KjlaccaM B 3aBUCHUMOCTHU
OT NOTEHLIMAJILHOTO PUCKA UX IPUMEHEHHS.

[IpoBenenne nEepBUYHON HKCHEPTHU3Bl JOKYMEHTOB OCYLIECTBISETCS Ha OCHOBAHUU
JI0TOBOpa, 3aKIr4eHHOro Mexay IIpeanpustuem u 3assureneM. Cpok IpOBEACHUs NIEPBUYHON
9KCIIEPTU3bl JOKYMEHTOB HE JOJDKEH IpeBbIIIaTh 15 KaJeHAApHBIX JHEH, a Juisd 3asiBUTENs —
pe3uieHTa UHAYCTPUAILHOTO IapKa MU MPOBEIACHUU NPEIBAPUTENbHBIX TEXHUUYECKUX padoT,
yYKa3aHHbIX B 4YacCTU IEpBOM MOANYHKTa 6.1, yacTu mnepBoil mnoxanyHKTa 6.2, 4acTH NEepBOU
MOJINYHKTa 6.3, 4acTH nepBod MOJMyHKTa 6.4, 4acTH NepBOi MOAMyHKTa 6.5, MOMyHKTax 6.6
n 6.7 myHkTa 6, YacTH TepBOM moamyHkra 7.4 myHKTa 7, moamyHkrax 8.8-8.11 myHkTa 8
HacTosAwmerd MHCTpykunu, — He JOJDKEH MPEBBbINATh 3 KaJEHAAPHBIX JHEW CO JHS OIUIAThI
I10 JIOTOBOPY NMEPBUYHON IKCIEPTU3BI JOKYMEHTOB.

B ciyuae ecnu 1o pesyiapTaraM NEPBUYHOM dKCIIEPTU3bl JOKYMEHTOB UMEIOTCSI 3aMEUaHus,
[IpennpusiTie NMUCbMEHHO YBEAOMIISIET 3asBUTENS O HEOOXOAMMOCTH MX YCTPAHEHHS B CPOK,
HE NPEBbIAIOINNA 45 KaJlleHJapHbIX IOHEH CO JHS YBEIOMIICHHUS, a 3asBUTENS — PE3UICHTA
WHJIyCTPUAIIBHOIO TIapKa — B CPOK, HE NPEBBIIAIOIMNA S5 KAJICHJApPHBIX JHEW CO JHS
yBenomieHus. [lociie ycrpaneHus 3asBUTENEM 3aMEYaHUM NEpPBUYHAS DKCIEPTU3A JOKYMEHTOB
MPOBOAUTCS MOBTOPHO. CpOK MpOBENEHUs MOBTOPHOW MMEPBUYHON HKCHEPTU3BI HE JOJKEH
npeBblmaTh 10 KaJeHIapHBIX JHEH, a A 3asBUTENS — Pe3UJIeHTa HHAYCTPHAIbHOIO Napka — 2
KaJICHJIapHBIX JHEH. B cioydae HeyCTpaHEHHMs 3aMeYaHHi B CPOK, YKa3aHHBIM B YBEJOMIICHHH,
pe3ysbTaT NEPBUYHON SKCIIEPTU3bI JOKYMEHTOB MPU3HAETCS OTPULIATEIbHBIM.

[Ipu monoxuTeTsHOM pe3yJibTaTe MEPBUYHOMN SKCIEPTU3bI JOKYMEHTOB, 3a UCKIIOUEHHEM
Clly4aeB, YKa3aHHBIX B 4acTH TpeTbed IyHKTa 5 Hacrosued Mucrpykuum, Ilpeanpusaruem
OTIpEe/ICTISAIOTCS TIpeABapUTENIbHbBIE TEXHUYECKHE PAaOOTHI, IMPOBEIACHHE KOTOPHIX HEOOXOAUMO
JUI IOATBEepKJIeHUsT Oe30macHOCTH, A(G@EKTUBHOCTH M KayecTBa M3JAEIMNA  MEIUIIMHCKOTO
Ha3HAYEHUS W MEAMIIMHCKOW TexXHUKH, oueM llpeanpuarue mnucbMeHHO HWHGOPMUPYET
3asIBUTEIIS.

OTpunaTenbHbld  pe3ysnbTaT  MEPBUYHOM  DKCHEPTU3bl  JIOKYMEHTOB  OTPAXKaeTcs
[IpennpusTHeM B 3aKIIOYEHUHM O COOTBETCTBUM  M3ACIMN  MEIULMHCKOTO  Ha3HAuYeHUs
Y MEJUIIMHCKOM TEXHUKH TpeOOBaHUSM 0€30MacHOCTH, YPPEKTHBHOCTH M KadecTBa 1o Gopme
COTJIACHO MPUJIOKEHUIO 2 (J1anee — 3aKII0YeHUE).

5. IlpeaBaputenbHble TEXHUYECKHE paOOThI BBINOJIHAKOTCS HA OCHOBAaHMU J0TrOBOpAa,
3aKIIO4eHHOro Mexnay llpeampusatueM u 3asBUTENEM, WM CPOK HMX IPOBEIEHUS HE JAOJKEH
npeBblath 150 KajneHOApHBIX [IHEM CO IHS €ro 3akIIOYeHMs, 3a UCKIIOUYEHHEM CIIydaes,
YKa3aHHBIX B YacTAX BTOPOI U TpeTheil HACTOSAIIEro MyHKTa, YacTH NepBoii mynkTa 5 HacTosmeit
HNucTpykuuu.
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IIo cormameHHI0O CTOPOH IOTOBOpPa CPOK IPOBEACHMs IPEABAPUTENBHBIX TEXHHUUYECKHUX
pabot moxet ObITh mpozsieH 10 300 KajdeHIapHBIX JHEH, 3a UCKIIOYCHUEM CIydas, YKa3aHHOTO
B 4aCTH BTOPO# MyHKTa 5 HacTosmeit MHCTpyKIwHy.

Ha ocHoBanuu noroBopa, 3akiitoueHHOro Mexay llpeamnpustuem U 3asBUTENEM, CpPOK
JEUCTBHUSL KOTOPOTO HE JAOJDKEH MpeBbIaTh 70 KaleHAApHBIX IHEH, 3a UCKIIOYEHHEM Cllydas,
YKa3aHHOTO B 4YacTM TpeTbeil mynkra 5! macTosmedt VIHCTPYKIHMH, —OCYIIECTBISIOTCS
[IpeBapUTEIIbHbIE TEXHUYECKHE DPA0OThl (BKIIOYAs IEPBUYHYIO HKCIEPTH3Y JAOKYMEHTOB),
IIPEILIECTBYIOIINE BHECEHUIO CIEAYIOIMX U3MEHEHMH B PErMCTPALlMOHHOE J0ChE Ha U3/ENus
MEIMIMHCKOTO  HA3HAYCHWs W MEJULMHCKYI0 TEXHUKY, paHee 3aperuCTPUPOBAaHHBIC
B Pecrrybnuke benapycs, npu:

W3MEHEHMH Ha3BaHUS U3JENUs MEIULUHCKOIO Ha3HAUYEHUs U MEIUIMHCKON TeXHHKH 0e3
M3MEHEHHSI CBOMCTB U XapaKTEPUCTHUK, BIUSAIOUIMX HA Ka4eCTBO, 3((HEKTUBHOCTh U OE30MaCHOCTD
U3JeIUsl MEJUIMHCKOrO Ha3HA4YCHMsI U MEOULIMHCKOW TEXHUKH, WIA COBEPIICHCTBOBAaHUS MX
CBOWCTB U XapaKTEPUCTUK IPU HEU3MEHHOCTH (DYHKIIMOHATIBHOTO Ha3HAYEHUS U (MJIN) IPUHIHIIA
JNEeUCTBUS — JUIS U3/1eUS MEIUIIMHCKOIO Ha3HAYEeHUs M MEAMLIMHCKOM TEXHHKHU 3apyOeKHOTro
IIPOU3BO/JICTBA;

peopranu3zanyy 1 (Win) U3MEHEHUH HaMEHOBAaHUS I0PUINUECKOTr0 JHULA — IPOU3BOAUTEIIS
W3JIeIMs] METMIIMHCKOTO Ha3HAUYEHUSI U MEIMLIMHCKON TEXHUKH (ajiee — IPOU3BOJUTEND);

BHECEHUHM U3MEHEHHUH B MAPKUPOBKY M (WJIM) YHAKOBKY M3AEIUS MEIULIMHCKOTO
HA3HAYEHUS U METULIUHCKON TEXHUKHU.

[IpenBapuTenbHble TEXHUUECKUE paOOTHI BHIIOIHIIOTCS B OTHOILICHUHU:

U3JIeAUMH  MEQUIIMHCKOTrO0 HA3HAYEHWS M MEIUIMHCKON TEXHUKHM OTE4YECTBEHHOI'O
IIPOU3BOJICTBA;

W3JeIMH  MEAMLIMHCKOIO  HAa3HAUY€HUs U MEIUUUHCKOM  TEXHUKH  3apyO0eKHOro
IIPOU3BOJICTBA;

W3JIeUMH MEIMIMHCKOIO Ha3HAuY€HUs 3apyOeKHOIo IPOU3BOJCTBA, IPEIHA3HAUEHHBIX
JUIS ICIIOJIB30BAHUS B IIPOMBIIIJIEHHOM  IIPOM3BOJCTBE  JIEKAPCTBEHHOIO  CPENCTBA,
MIPEJICTABISIEMOI0  HA FOCYJAapCTBEHHYI0  PErMCTpalUil0  OPUIMYECKHUM  JUIOM  HWIU
WHAMBUYalbHBIM IpeanpuHuMaresneM PecriyOnuku benapychk, mpon3BOASsIIMM JeKapCTBEHHbIE
CpEeACTBa;

U3eNMUH  MEIUIMHCKOIO  Ha3HaueHWs M MEAMIMHCKOM  TEeXHHKH  3apyO0eXHOro
MIPOU3BOJICTBA, HaXoAdIuxcs B oOpamiennu Ha tepputopuu CoennHenHbix llltaToB AmMepuku
WJIY TOCYAApCTB — 4IEHOB EBpONECKOro cor3a;

W3JIeIMH  MEAMIIMHCKOIO Ha3HAYeHHUs U MEIMLMHCKOM TEXHHMKH, IOCTaBISEMBIX
B OTPaHUYEHHOM KOJIMYECTBE.

5. IlpeBapuTenbHble TeXHHYECKHE pPAaOOTHI BBITIONHSIOTCA HA OCHOBAHHH [OTOBOPA,
3aKJII04YeHHOro Mexnay llpennpusarneM u 3asBUTENEM — PE3UIEHTOM HHIYCTPHAIBHOTO Iapka,
U CPOK MX TMPOBEACHUSA HE JoJDKeH mpeBblmarh 30 KaleHIapHbIX JHEH €O JAHS OIUIaThl
I10 IOTOBOPY MEPBUYHOM 3KCHEPTU3bl JTOKYMEHTOB, 3a UCKIIOYEHHEM CIIy4aeB, YyKa3aHHBIX
B YaCTU TPETbEW HACTOALIETO MyHKTA.

[Ipn HamnMuuym 3aMeuyaHWil 1O pe3ysbTaTaM IEPBUYHOM HKCIEPTHU3Bl JTOKYMEHTOB CpOK
MIPOBEJICHUSI KOMILIEKCa MPEBAPUTEIbHBIX TEXHHUYECKUX padoT, YKa3aHHBIX B YaCTH IEPBOM
MOANYyHKTa 6.1, yacTu nepBOM MOANMYHKTa 6.2, 4YaCTH NEpPBOM MOANYHKTA 6.3, 4acTu NepBOU
MOAMNYHKTA 6.4, yacTh mepBOMl MOANyHKTa 6.5, moanmyHKTax 6.6 m 6.7 nmyHKTa 6, 4acTH NEPBOU
noanyHkra 7.4  myHkra 7, noanyHkrax 8.8-8.11 mynkra 8 Hactosmed MHcTpykuuw,
npojuieBaercs Ha 30 KaJeHAApHBIX JHEH €O IHA TOJy4YeHHUsS OT 3asBUTENSI — pe3uJeHTa
MHAYCTPHAIBHOTO Mapka HMH(opManuu o0 yCTpaHEHWH 3aMe4aHud U (WIM) MpeCTaBICHUS
HE0OX0oaMMOM HHpOpMAITHH (MaTEpHUATIOB).

Ha ocHoBanum noroBopa, 3axitoueHHOro wmexnay Ilpennpusituem wu 3asBUTENEM —
PE3UIECHTOM HWHAYCTPHAIBHOTO MapKa, CPOK ACHCTBHS KOTOPOrO HE JOJDKEH MNpeBbIATh 15
KaJIEHAApHBIX JHEH €O AHS OIUIaThl 110 JOTOBOPY HEPBUYHOW JKCHEPTU3BI JIOKYMEHTOB
[IpennpusaTHio, OCYIECTBISAIOTCS IPEBApUTENIbHbIE TEXHUYECKHE paOOThI (BKIOYAs IEPBUYHYIO
9KCIIEPTU3y  JOKYMEHTOB),  MPEIIIECTBYIOIIME  BHECEHUIO  CIEAYIOIIUX  HW3MEHEHUN
B PETUCTPALIMOHHOE [OChE HA M3JEIMS MEIMIMHCKOIO HAa3HAYEHHUS U MEIMLIMHCKYIO TEXHHKY,
paHee 3apeructpupoBannsie B Pecnybnuke benapycs, mpu:
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W3MEHEHHUH Ha3BaHMsI U3JENUsl METUIIMHCKOTO Ha3HAYEeHUS U (MJIM) MEIUIMHCKON TEXHUKH
0e3 W3MEHEHHs CBOWCTB M XapaKTEpUCTHK, BIMSIOMIUX Ha KauecTBO, 3()(HEKTUBHOCTH
1 0€30I1aCHOCTh U3JENUsl MEIUIMHCKOTO HA3HA4YEeHUS M MEJUIMHCKOM TEXHUKH, WM IpH
COBEPIICHCTBOBAHUHM HMX CBOMCTB M XapaKTEPUCTHK HpPU HEU3MEHHOCTH (YHKIHOHAIHLHOTO
Ha3Ha4yeHUs U (WJIK) NPUHLUIIOB ACHCTBUS;

M3MEHEHHH Pa3MEPHOTO0 PsJa U3ACIUN MEAUIMHCKOTO Ha3HAYCHHS M (MJIM) MEIMIIMHCKOM
TEXHUKH, HE BIUSIONIEM Ha NPUHLIUI paboThl M (QYyHKIMOHAJIBHOE Ha3HaueHUe (M3MEHEHHE
napaMeTpoB JUIMHBI, JUaMeTpa, o0beMa, pa3Mepa), B JOIMOJHEHHE K 3apeTrHCTPHPOBAHHBIM
U3JENIUAM METULMHCKOIO Ha3HAYEHUS U (WIM) MEUIIMHCKON TEXHUKE;

peopraHu3anyy ¥ (Win) I3MEHEHUN HAaMMEHOBAHHSI TPOU3BOAUTEIIS;

BHECEHUHM U3MEHEHHUH B MAPKUPOBKY M (WJIM) YHAKOBKY M3AEIUS MEIULMHCKOTO
HA3HAYEHUS ¥ MEAULIMHCKOW TEXHUKH.

[IpenBaputenbHble  TEXHUYECKHE pabOThl B OTHOILIEHUM M3AEIMH  MEJUIIMHCKOIO
HA3HAYEHUS U MEIUIMHCKOM  TEXHHKH, TPOU3BOAMMBIX  (BBO3MMBIX)  PE3HIECHTAMHU
MHAYCTPUAJILHOTO MapKa, BBIIIOJHAIOTCS C y4€TOM IIOJIOKEHUM YacTh 4YeTBEpTOW IyHKTa 5
Hacrosumen MHcTpykuuu.

6. 'ocynapcTBeHHON perucTpaluu U3IeNUid METUIMHCKOIO Ha3HAYeHUS U MEIUIIMHCKOM
TEXHUKH TPEIIECTBYIOT CIEAYIOIINE TPEABAPUTEIbHBIC TEXHUYECKHE PAOOTHI:

6.1. uHCIIEKTHPOBaHUE, KOTOPOE MMPOBOAUTCS B CIyYasX:

NPEJCTaBICHUS 3asBUTENEM U3JCTUH MEIWIUHCKOTO HAa3HAYCHHUS ¢ MEIUIIMHCKOM
TEeXHUKH, [POU3BOAMMBIX  Ha BIEpPBblE  3asABSIEMOM  IPOM3BOJACTBEHHON  IUIOIIAJKE,
32 UCKJIFOUEHHEM H3/CIHH MEIUIIMHCKOTO HAa3HAYCHHS M MEIUIIMHCKON TEeXHHUKHU 3apyOe:KHOTO
IIPOU3BOJICTBA | Kilacca MOTEHUUAIBHOTO pUCKa (KpOME CTEPUIIbHBIX M3AEIHH MEIULUHCKOTO
HA3HAYEHUS ¥ MEAULIMHCKOW TEXHUKH);

NPEJCTAaBICHUS 3asBUTENEM U3JENUil MEIMLUUHCKOrO0 HAa3HAYeHHUS | MEJUIIMHCKOM
TEXHUKH, TPOM3BOJUMBIX Ha MPOM3BOJCTBEHHON IUIOMIAKE, paHee 3asBIIEMON TOJBKO IPH
TOCYJapCTBEHHOIN perucTpaluy U3eIui MEAULIMHCKOTO Ha3HAYEHUS M MEJUIIMHCKON TeXHHUKH
3apy0eKHOTO TPOM3BOJCTBA, HAXOIIIIUXCS B oOpamieHnu Ha Tepputopud  CoeanHEHHBIX
[ItatoB AMepuUKH M rocylapcTB— uieHOB EBpomeiickoro coro3a, a Takke W3AeIui
MEIUIMHCKOTO HA3HAYEHUS W MEIUIIMHCKON TEXHHWKH, MPOM3BEACHHBIX | JIOMYIIEHHBIX

K IPUMEHEHUIO B rOCyJapcTBax —  WwieHaX  EBpasuicKoro  3KOHOMHMYECKOIO  COHO3a
U HaxoAsIuxcst B oOpamienun Ha tepputopun  CoeauHenHbix IlltaToB AMepuku win
rocyapcTs — 4jaeHOB  EBpomenckoro corwsa, H3ACIMA  MEAULMHCKOIO  HAa3HAYCHUS

Y MEIMIIMHCKON TEXHHUKH, TIOCTABISEMbIX B OTPAHHMYCHHOM KOJIMYECTBE, 3a UCKIKOYEHHUEM
W3JIeJN MEIUIIMHCKOTO Ha3HA4YeHHs] M MEIUIIMHCKON TeXHUKH 3apyOeKHOro MpOM3BOACTBa [
KJIacca TOTEHIIMAIBHOTO pPHUCKA (KPOME CTEPUIIBHBIX H3JEIUN MEIUIIMHCKOTO Ha3HAYEHUs
1 MEJUIIMHCKON TEXHUKH),

MPEICTABICHUS 3asIBUTEJIEM U3JETUN MEIUIIMHCKOTO HA3HAYEHHS U METUIIMHCKOW TEXHUKHU
I (crepunpuwie), Ila, 116, III x7accoB TOTEHIMATBHOTO PHCKA, MPOU3BOIUMBIX
Ha MPOW3BOJCTBEHHON IUIOIIAJIKE, paHee 3asABJISIEMOM TOJBKO TIPU TOCYJAapCTBEHHOMN
perucTpauvy HM3ACIUNA  MEIMIMHCKOTO Ha3HA4YeHUs M MEIMLIMHCKOW TexHuku [ Kiacca
MOTEHIIMATBPHOTO pHCKa (KpOME CTEPWIbHBIX  W3JEIUH  MEIUIMHCKOTO  Ha3HAYCHUS
1 MEJUIIMHCKOW TEXHUKH);

W3MEHEHUS aJipeca MPOU3BOJACTBEHHON MIOMIAJKHN Y MPOU3BOIUTENS;

noOaBJIeHMsI  BIEpPBBIE  3asBISEMOr0  ajgpeca  MPOU3BOJICTBEHHOW  IIOMIAAKU
y MPOU3BOAUTENS.

Jns nmpoBenenus uHcnektupoBanus [lpennpusrue:

ONPEACISIET CPOKU U YCITOBUS TPOBEAECHUSI HHCIIEKTUPOBAHMUS;

(dbopMUpYyeT KOMHCCHIO IO MHCIIEKTHPOBAHUIO, COCTOSIIYIO M3 DKCIIEPTOB, SBIISIOIIUXCS
pabotaukamu [Ipeanpusitus.

NHcnekTupoBaHue NPOBOJMTCS HA OCHOBAHWHM OTHAEJIBHOTO JOTOBOPA, 3aKJIKOYEHHOTO
Mexay [lpennpusitueM u 3asBUTENIEM B IEPUOJ CPOKA JEHUCTBUS JI0TOBOpPA, MPEAYyCMOTPEHHOTO
4acThIO NIEPBOM IIyHKTa 5 HacTosAwmen MHcTpyKkuuu.

HNHcnekTupoBaHue BKIIOYACT:

MPOBEPKY OpraHM3aly BXOJHOTO KOHTPOJIS ChIPbSl U MAaTEPHUAJIOB;
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UACHTUDUKALMIO U [IPOCIEKHUBAEMOCTh  W3JCIUH  MEIUIMHCKOIO  Ha3HaueHMs
1 MEJIHUIIMHCKOU TeXHUKH;

IIPOBEPKY YIIPABJICHHs IPOLIECCAMU IPOU3BOJCTBA M3ACINNA MEAMIMHCKOIO HAa3HAYCHUS
1 MEJIHMIIMHCKOU TeXHUKH,

IIPOBEPKY YIIPaBJICHUSA KOHTPOJIbHBIM, MU3MEPUTEIBHBIM Y UCIBITATEIIbHBIM
o0opyoBaHuEM;

U3Y4YCHHE TEXHOJOTMYECKHX IIPOLECCOB IPOM3BOACTBA  HU3JEIMM  MEIULUHCKOTO
Ha3HAYEHUS W MEJUIMHCKOM TEXHHMKH, B TOM UYHCJIE IPOBEPKY HAINYUSA JIOKYMEHTOB
10 OPraHU3alnU TEXHOJIOTHYECKOTO MPOLIECCa;

U3y4EHHE METOJOB KOHTPOJS M UCIBITAHMM Ha BCEX 3Talax IPOU3BOJCTBA H3AEIUN
MEIMIIMHCKOTO Ha3HAYEHUS U MEIULUHCKON TEXHUKU;

IIPOBEPKY YCJIOBHM XpaHEHUs, BUAOB YINAKOBKU, MApKUPOBKU H3JEIMH METUIIMHCKOTO
HA3HAYECHUS U MEJULUHCKON TEXHUKHU;

M3yYeHHUE U OLEHKY 0e30macHOCTH, KauecTBa M 3()(HEKTUBHOCTU M3IEIUNA METUIIMHCKOTO
HA3HAYEHUS U MEIULMHCKON TEXHUKM M UX COOTBETCTBHE MEKIYHAPOIHBIM CTaHJapTaM
Y HOPMaTUBHBIM NpaBOBbIM akTaMm PecnyOnuku benapych (s uzgenuid  MeIULIMHCKOIO
Ha3HAYEHUS U MEAULIMHCKON TEXHUKH 3apyOeKHOT0 MPOU3BOCTBA).

B mpomecce WHCIEKTHPOBAHUS KOMUCCHEW 110 MHCIIEKTHPOBAHHIO MOKET OBITh MPHHSATO
pelleHne O NPU3HAHUU MPOTOKOJIOB CAHUTAPHO-TUTMEHUYECKUX HCIIBITAHWM, IIPEICTaBICHHBIX
IIPOU3BOJIUTENIEM, B KAUECTBE IPOTOKOJIOB U (MJIM) aKTOB CAHUTAPHO-TUTMEHUYECKUX UCIIBITAHUN
U3/ MEIUIMHCKOTO Ha3HA4YCHMs, MEAULIMHCKONW TEXHUKH, BBIJAHHBIX aKKpPEIUTOBAaHHBIMU
nabopaTtopusiMu (IIEHTPaMH), TIPH YCIIOBHH COOTBETCTBUS M3ICIUN METUIIMHCKOTO Ha3HAYCHHS
Y MEULMHCKON TEXHMKH CAaHUTApHBIM HOPMaM M MpaBWIaM, periaMEeHTUPYIOIIUM TpeOOBaHUs
K 0€30MacHOCTH MU3/IENINH MEUIIMHCKOTO Ha3HAYCHUS U METUIIMHCKON TEXHUKH.

Pe3ynbraThl MHCHEKTHPOBAHUS OGOPMIIIOTCS OTYETOM 00 MHCHEKTHPOBAHUU, KOTOPBIH
MOJINKCHIBAETCS BCEMHU WIEHAMH KOMHMCCHM 10 MHCIIEKTUpPOBaHMIO. YJeHbl KOMHCCUU
10 MHCTIEKTUPOBAHUIO 00ECHEeUnBAIOT JJOCTOBEPHOCTh U OOBEKTHUBHOCTH JAHHBIX, BBIBOJIOB,
PEKOMEHIallui, COACPIKAITUXCS B OTUYeTE 00 MHCIIEKTUPOBAHUH.

Ilo pe3ynpTaTaM MHCIIEKTHPOBAaHMS B CPOK, HE IpeBblatomni 10 kaneHJapHbIX IHEH, a
B OTHOUIEHUH H3JI€IUI MEIUIIMHCKOTO HAa3HAUYEHUS W MEAUIMHCKOW TEXHMKH, NMPOU3BOJUMBIX
(BBO3MMBIX) pe3UIeHTaMHU UH/1yCTPHAIBHOIO MTApKa, — B CPOK, HE MPEBBIIIAIOIINHN 2 KaJIeHAapHbIX
THEN, opopMIIsIeTCs OTYET 00 HHCTIEKTUPOBAHUMU.

B cnyuae BwissBneHus HapyuieHuid IlpennpusitTue HampaBiseT 3asBUTENO0 U (WIN)
IIPOU3BOIUTEIIO MIpeIBApUTENbHBII OTYEeT 00 MHCIEKTUPOBAHUU C BBIBOJAMH
U PEKOMEHJAIUAMU 110 YCTPAHEHUIO BBISIBICHHBIX HApYLIEHUH B TeUeHHE |5 KaneHIapHbIX JHEH,
a 3aBUTENIO U (WIM) MPOU3BOIUTEIIO — PE3UIEHTAaM HMHyCTpUAIbHOIO Napka — B TeueHue 10
KaJeHJapHbIX JHell. B yka3zaHHBIH CpoK 3asBHUTENb WU (MJIM) HPOU3BOIUTENb IMPEACTaBISIOT
nH(pOPMaLINIO, CBUAETEIbCTBYIOMIYI0 OO0 YCTpAaHEHMM BBISBICHHBIX HAapyIICHUH, | (WIH)
O MPUHATHIX (IUTAHUPYEMBIX K MPHUHATHIO) MepaX, HalpaBIeHHBIX Ha UX YCTpaHEHHue (Jayee —
uHpopmanusg 00 ycTpaHEHUH HapyLIEHH).

KoMuccueil 1no MHCIEKTUPOBAHUIO B TEUEHUE S5 KaJCHAApPHBIX JHEH CO AHS OKOHYaHUs
CpOKa JUIsl yCTpaHEHUs HapylIeHUl, NpeJyCMOTPEHHOTO B YacTU BOCHMOH HACTOSIIETO
MOAINYHKTA, a IS Pe3UJIEHTOB HHIYCTPUAJIBHOIO IapKa — B TEUEHUE 2 KaJICHIApHBIX JHEU
OCYIIECTBIISIETCS] pACCMOTPEHHUE U OLIEHKA!

NPEJCTaBICHHON 3asBHUTENEeM M (WIM) TNpoU3BoAUTEeNeM HH(opMaruu 00 ycTpaHEHUH
HapyILICHNH;

JOKYMEHTOB, MMEIOIUXCS B PaCHOPSHDKEHMH KOMHUCCHM I10 MHCIIEKTUPOBAHUIO, B Cllydae
HENpeJICTaBICHNUs 3asBUTENEeM U (WIM) TMpOU3BOAUTENEM HHPOpMAIMK 00 yCTpaHEeHHH
HapyUIeHMM B CPOK, NPEIyCMOTPEHHBII B 4YacTH BOCBMOM HacTosmiero nyHkTa. llpum
HEeNpeACTaBlIeHun HH(pOpMalMU 00 YCTPaHEHMHM HApyLIeHHH, a Takke B clIydae ee
HEJOCTOBEPHOCTH (HEIOCTaTOYHOCTH) BO3MOXKHOCTb IPOM3BOAUTENSI NPOU3BOAUTH H3IENIUS
MEIULUHCKOTO Ha3HA4eHUs U MEIULUHCKYI0 TEXHUKY, COOTBETCTBYIOIIHE TpPEOOBaHUIM
1o 6e30macHOCTH, 3((PEKTUBHOCTH U KaYeCTBY, HE MOJATBEPIKIACTCSA, O YeM JeNlaeTcs OTMETKa
B OTYeTE 00 MHCIEKTUPOBAHUU.

ITo uToram paccMOTpeHUs U OLIEHKU MAaTepUaJIOB U CBEICHUH, YKa3aHHBIX B YaCTHU JACBATON
HACTOSILEr0 MOANYHKTa, KOMHMCCHEH I10 MHCIEKTUPOBAHUIO O(QOPMIISETCA 3aKIOYUTEIbHBIN
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oT4YeT 00 UHCIIEKTUPOBAHUH, KOTOPBIN B T€UEHHE 5 KaJICHJAPHBIX JHEH co JTHA ero odopmiieHus
Hanpasisiercs [Ipeanpusituem 3asBUTENIO U (WIM) TPOU3BOAUTEIIO.

WNHcnekTupoBaHue HE NPOBOAUTCS IPU IMPOBEIECHHM KOMIUIEKCA IIPEIBAPUTEIBHBIX
TEXHUYECKUX Pa0OT, MPEIIIECTBYIONUINX rOCY1apCTBEHHON PErUCTPALlIH U3 MEIUITUTHCKOTO
Ha3HA4YEeHMS U MEAULIMHCKON TEXHUKU:

MOCTaBJISIEMbIX B OTPAHUYEHHOM KOJIMYECTBE;

3apy0exHOro MPOU3BOJCTBA, HAXOASIIMUXCS B oOpamiennu Ha tepputopun CoelnHEHHBIX
taToB AMEpPUKHU MM FOCYIapCTB — WiIEHOB EBporneiickoro corosa.

[IpoBeneHne WHCIEKTUPOBAHUS NPOU3BOACTBA M3JAEIMN MEJUUUHCKOIO HAa3HAYCHUs
U MEIUIIMHCKOH TEXHHKH 3apyOeXHOTO TPOM3BOJACTBA IOCPEACTBOM  TUCTAHIIMOHHOTO
B3aUMOJCUCTBUS  IMPOBOJAUTCA B OTHOIIEHUM  M3JEIMM  MEIMLIMHCKOTO  Ha3HAYEHUs
Y MEUIIMHCKONH TEXHMKH 3apyOeKHOTO MPOHM3BOJCTBA KIJIACCOB MOTEHIMAIBHOTO pucka |
(crepunbhebie), Ila, 116 u III B ycmoBusx 0OCTOSATEIHCTB HEMPEOIOJMMON CHUIIBI, HE 3aBUCSIINX
OT BOJIM CTOPOH, KOTOPbIE HECYT YIpo3y IMPUUMHEHUS Bpena *KU3HU U 3JI0POBBI0 MHCIEKTOPOB,
Ha OCHOBaHMM  PEKOMEHJALMK  KOMHMCCHM IO U3JAEIUSAM  MEAMIIMHCKOIO  Ha3HAYEHUs
Y MEJUIIMHCKOM TeXHUKE (aee — KOMUCCHUSI TI0 METUIIMHCKUM U3JICTTUSIM);

6.2. CAHUTApPHO-TUTUCHUYECKNE  HCMBITAHUS  HM3JCNUNA  MEJULIMHCKOrO  Ha3HAYCHUS
U MEIMIIMHCKONW TEXHMKH OTEUYECTBEHHOI'O M 3apyOeX HOro MpOM3BOACTBA HA COOTBETCTBUE
TpeOOBaHUSIM CaHUTApHBIX HOpM W mpaBui PecnyOmuku benapych, periiaMeHTUPYIOIIUX
TpeOOBaHUsI K OE30MAaCHOCTH H3ACTUA METUIIMHCKOTO Ha3HAYCHHsS] M MEIMIMHCKOM TEXHHKH
OTEUYECTBEHHOT'O U 3apy0eKHOTr0 MPOU3BOJICTBA, B aKKPEIUTOBAHHBIX Jaboparopusx (LEHTpax),
3a UCKJIIOUYEHUEM CITy4aeB, YKa3aHHBIX B 4YaCTU BTOPOI HACTOSILIETO MOAMYHKTA.

CaHUTapHO-TUTMEHUYECKHE HCIIBITAaHUSI HE MPOBOAATCS MPU NPOBEICHUM KOMILJIEKCA
MPEIBAPUTEIIBHBIX TEXHUYECKUX pPadoT, MPEAIMISCTBYIONIMX TOCYAApCTBEHHON PETUCTpaInn
W3JIeN MEIUIIMHCKOTO Ha3HAYCHUS WM MEIUIMHCKOM TEXHUKU 3apyOeHOro MpPOHU3BOJCTBA,
HaXOJAIIMXCs B oOpameHnu Ha Tepputopun CoenquHeHHBIX [LITaToB AMEpUKH WM TOCYIapCTB —
ywieHOB EBpomeickoro corosa, a Takke M3AeINil MEIUUMHCKOTrO Ha3HAuY€HUs U MEIULIMHCKOU
TEXHHUKH, MTOCTABIIIEMbIX B OTPAHMYEHHOM KOJMYECTBE, a TAK)XKE B CIydyae, yKa3aHHOM B YacTH
ATOM NOAMyHKTa 6.1 HAcTOAIIEro MyHKTA,

6.3. TeXHUYECKHE WCIBITAHUS W3S MEIUITMHCKOTO Ha3HAYCHHS W MEIUIIMHCKON
TEXHUKH OTEYECTBEHHOTO IPOU3BOJICTBA, MPOBOJUMBIC AKKPEAUTOBAHHBIMH J1a0OpaTOPUSIMU
B 00bEME MPUEMOYHO TEXHUUYECKHX HCIBITAHUN B COOTBETCTBUHU C TPEOOBAHHUSIMHU TEXHUYECKUX
HOPMATUBHBIX TPABOBBIX AaKTOB U (WJIM) TEXHUYECKHMX HOPMATUBHBIX TIPABOBHIX aKTOB
MIPOU3BOIUTEISI, PETJIAMEHTUPYIOIIUX MPEAbIBISIEMbIC K U3/IETUSIM MEIUIIMHCKOTO Ha3HAYEHUS
Y MEIMIIMHCKON TEXHUKE TEXHUUECKHEe TpeOOBaHMs U TpeOOBaHUs K O€30MaCHOCTH U KaueCTBY.

TexHuueckue WCMBITAHUSA HE MPOBOJATCA B OTHONICHWW M3ACIUM  MEAUITUHCKOTO
Ha3HA4YEeHUS U MEAUIIMHCKON TEXHUKHU, TOCTABIISIEMBIX B OTPAaHUYEHHOM KOJIMYECTBE;

6.4. cnenuanu3upoBaHHAs ~ OKCIEPTH3a  JIOKYMEHTOB  HA M3JCIHS  MEIUIIUMHCKOTO
Ha3HAYEHUS ¥ METUIIMHCKYIO TEXHUKY 3apyO0eKHOTO IIPOU3BOICTBA.

Criennanu3upoBaHHas SKCIEPTH3a JOKYMEHTOB IMIPeyCMaTpUBAET OLIEHKY CoJeprKaliencs
B HUX MH(OpPMAIMKU HA COOTBETCTBHE TPeOOBaHUSAM d(P(HEKTUBHOCTH, O€30MAaCHOCTH M KaueCcTBa
C YUETOM OCOOCHHOCTEW NTPUMEHEHUS W3eINi MEIUIIMHCKOTO Ha3HAYCHUS W MEIUITMHCKOU
TEXHUKU B KIMHUYECKOM MPaKTHKE.

Cpoxk mpoBeJieHus CTIeHUaTu3UPOBAHHON AKCIIEPTH3bI IOKYMEHTOB HE JIOJKEH MPEBBIIATD:

15 kaneHgapHBIX JHEW — JUIS U3 MEAWIIMHCKOTO Ha3HAYCHHS, 32 UCKIIOYCHHEM
clly4asi, pelyCMOTPEHHOT0 ab3a1ieM YeTBEPThIM HAcTOSIIEeH YacTy;

20 xaneHIapHBIX JHEW — A7 MEAMIMHCKOW TEXHHWKH, 32 UCKIIOYEHHEM  ciydas,
MIPelyCMOTPEHHOI0 ab3a1leM YeTBEPTHIM HACTOSMIEH YacTH;

2 KaNeHJapHBIX THEH — A7 U3eNIUi MeTUIIMHCKOTO Ha3HAYCHHS U MEAUIIMHCKON TEXHUKH,
MIPOU3BOJIUMBIX (BBO3UMBIX) PE3UEHTAMH WHIYCTPHAIBHOTO MapKa.

Crenmnanu3upoBaHHas IKCIEPTU3a JOKYMEHTOB IPOBOIUTCS:

IByMsl U Oojnee sKkcmepTamu, omnpeznenseMbiMu [IpeanpustueM wu3 yucia pabOTHUKOB
[Ipennpustus U npu HEOOXOTUMOCTU IKCIEPTOB, BKIIOUEHHBIX B COCTaB TPYII IKCIIEPTOB
KOMHUCCHHU 0 MEAMIIMHCKUM H3AETUsM, U (WIM) NPUBICYCHHBIX CIEHUAINCTOB OpTaHU3alul
CHUCTEMBI 3/[paBOOXPaHEHUsI, K KOMIIETEHIIMN KOTOPBIX OTHOCATCSI BOIIPOCHI CIIEUATU3UPOBAHHON
JKCHEPTU3BI TOKYMEHTOB;
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OJIHUM 3KCIEPTOM, SBJISIFOIIMMCS IVIABHBIM BHELITAaTHBIM CIIELUMAINCTOM MUHHCTEpPCTBA
3IpaBOOXPAHEHUS WIH CIICIUATUCTOM MHUHHUCTEPCTBA 3APABOOXPAHECHUS 110 TIPODUITIO, TTIABHBIM
BHEIITATHBIM CHENUATMCTOM WM CHELUAIMCTOM IJIABHOTO YIPABIEHUS IO 3paBOOXPAHEHUIO
00JJACTHOTO  HCIIOJIHUTEIHHOTO KOMHTETa, KOMHTETa IO 3PaBOOXPAHCHUIO MUHCKOTO
TOPOJICKOTO UCIOJIHUTENILHOTO KOMUTETA 10 MPOGUII0, — B OTHOLIECHUH U3ACTUN MEAUIIMHCKOTO
Ha3HAYCHHUS U MEAUIIMHCKOW TEXHUKH, IMOCTABISEMBIX B OTPAHUYCHHOM KOJIMYECTBE, U3ICIIHA
MEAUIIMHCKOTO Ha3HAYeHUS U MEAUIIMHCKOW TEXHUKH, TPOU3BOAUMBIX (BBO3UMBIX) PE3UACHTAMU
WHTyCTPUAIILHOTO MapKa.

[lo pe3ynpraraMm crneuuaau3MpOBAHHOM 3KCHIEPTU3bl JTOKYMEHTOB KaXKIbIM 3KCIEPTOM
odopmIIsIeTCst FIKCIIEPTHOE 3aKITIOUEHHE 110 ()OPME COTJIACHO MPUIIOKCHHIO 3.

[Ipyu HanMuMu NPOTUBOPEUUI B SKCIIEPTHBIX 3aKITIOUEHUSAX IKCIIEPTOB, YKa3aHHBIX B a03alie
BTOPOM YaCTH YETBEPTOM HACTOALIEIO MOANYHKTa, lIpennpusarve Ha3HavyaeT MNpOBEACHUE
MMOBTOPHOW CHELUAIU3UPOBAHHON 3KCHEPTU3bl JOKYMEHTOB C yYaCTUEM JIOIOJHHUTEIBHOIO
JKCMepTa, BKIIOYEHHOTO B COCTaB TPYII AKCIEPTOB KOMHCCHH IO MEAUIIMHCKUM H3ICIIUSIM.
1o pe3ynpTaram MOBTOPHOM CHELMATIU3UPOBAHHON SKCHEPTU3bI JOKYMEHTOB JONOIHUTEIbHBIM
9KCIIEPTOM COCTABJISIETCSI AKCIIEPTHOE 3aKJIIOYEHHME, B TOM YMCIIE COJAEpXKalllee €ro IMO3ULUI0
110 BO3HUKIINM MNpoTHBOpeuusiM. CpoK NpOBEIECHUsS] IOBTOPHOW HKCIEPTU3bl JIOKYMEHTOB
HE JIOJDKEH TIPEBBIIATH CO JHS €€ Ha3HaueHHs 15 KajneHAapHBIX JHEW — IS U3
MEIULHUHCKOr0 Ha3HaueHus U 20 KaJIeHJapHbIX JHEH — 11 MEAUIUHCKON TEXHUKH.

[Ipu Hanuumyu 3aMevaHuii B SKCIIEPTHBIX 3aKiII0ueHUsIX [Ipennpusitne micbMeHHO 3HAKOMUT
3asiBUTENSI C COJIEP KAaHUEM SKCIEPTHBIX 3aKIIOUYEHUN M C TIepedHeM 3aMedanuil (0e3 yka3aHus
JKCIIEPTOB).

3agButens nucbMeHHO HH(popmupyet [Ipeanpusitue o0 ycTpaHeHHHM 3amMedaHud U (WIIK)
npejacrapiser HeoOxomumyro wuH(popMmammio (MaTepuanbl) B CPOK, HE IMPEBBINIAOIINN
30 xaneHIapHbIX JTHEH CO JHS O3HAKOMIICHHS C STUMHU 3aMEYaHUSIMH, a 3aSBUTEIb — PE3UACHT
WHJyCTPUAIILHOTO TIApKa — B CPOK, HE MPEBBIMIAIOMMNA 2 KaJCHJAPHBIX JIHEW CO JHS
03HAKOMJICHHUS C 3TUMHU 3aMEUaHUSIMHU.

[Tocne ycTpaHeHusi 3aMeuaHUid TMPOBOAMTCS OKOHUATEIbHAs —CIEIUATU3UPOBAHHAS
JKCIIEepPTH3a JOKYMEHTOB, CPOK IPOBENEHUS KOTOpOH cocTaBiseT He O6onee 10 kaneHTapHBIX
JTHEW — IS U3ACNUM  MEAMIIMHCKOTO Ha3HaueHus | He O6ojee 15 KajneHAapHBIX JHEH —
JUISL MEIMIIMHCKOM TEXHUKH, a JJId U3ACNIUA MEIUIMHCKOTO Ha3HAYeHUs U MEIULHUHCKOU
TEXHUKHU, MPOU3BOAMMBIX (BBO3MMBIX) pEe3UJIEHTaAaMH HHAYCTpUAIbHOIO Mapka, — He Ooiyee |
KaJICHIAapHOTO [JIHA, OKOHYAaTEeJIbHOE PEIICHHE IO pe3yJibTaTaM KOTOpPOMl MpPUHUMAETCA
Ha OCHOBaHUHU PEKOMEHIAINN KOMUCCHU 110 METUITMHCKUM U3JETHSIM.

Cnennanu3upoBaHHas SKCIEPTU3a HE MPOBOAUTCS B OTHOLICHUH M3JEIHN MEAUIIMHCKOTO
Ha3HA4YCHHS W MEIUIIMHCKON TEXHUKH, MOCTABISIEMbIX B OTPAHMYEHHOM KOJUYECTBE B KaU€CTBE
MHOCTpPAaHHOW 0€3BO3ME3/IHOI MTOMOIIIH;

6.5. KIMHWYeCKUEe WCTBITAaHUS W3ACIUH  MEJIUIIMHCKOTO HA3HAYCHHUS W MEIUIMHCKON
TEXHUKH, Ha3HauaeMmble MUHUCTEPCTBOM 3/IpaBOOXPAHEHUS, 32 HCKIIOYEHHEM MEAMIIMHCKON
TEXHUKH, YKa3aHHOMN B NOJAINYHKTE 6.6 HACTOSAIIETO ITyHKTA:

W3eNMid  MEIUUMHCKOTO Ha3HAYeHUs U MEIUIMHCKOM TEXHUKHM OTEUYECTBEHHOIO
MPOU3BOJICTBA. Pe3ynbTaThl paHee MPOBEICHHBIX KIIMHNYECKUX UCTTBITAHUN MOTYT OBITh 3aYTEHBI,
€CIM M3JENHS MEIUIMHCKOTO Ha3HAYEHUsS W MEIULMHCKAs TEXHHKA IPOU3BEIAEHBI OIHUM
MIPOU3BOIUTENIEM IO OJJTHOMY TEXHHUYECKOMY HOPMAaTHBHOMY IPABOBOMY aKTy M HE TIPUMEHSIOTCS
HEMOCPEACTBEHHO B TUATHOCTHUYECKHX, JTCUSOHBIX HENSIX WU JUIsl MEIUIIMHCKUX HCCIIEeIOBaHUH,
a TAaK)KE€ HE OKA3bIBAIOT TPSMOTO BIUSHUS Ha KIMHUYECKYIO OIICHKY COCTOSIHHS TIallMeHTA,
PE3yNbTaThl UCCIEIOBAHUH WU X0/ JI€4e0HOTO MPOIIecca;

W3/1eTTUIA METUIIMHCKOTO Ha3HAYCHHS U METUITMHCKONW TEXHUKH 3apyOeKHOTO MPOU3BOJICTBA
Ha OCHOBaHUM PEKOMEHJAlMi KOMHUCCUM [0 MEJULUMUHCKUM  HU3JENUsM O IPOBEACHUU
KJIMHUYECKUX UCTIBITAHUH IO pe3yJIbTaTaM CIIEHHAIN3UPOBAHHON HKCIIEPTU3BI JOKYMEHTOB.

B ciyyae HazHaueHUs] KIMHUYECKUX HCIBITAHUN CPOK MPOBEACHUS MpPEIBaAPUTEIbHBIX
TEXHUYECKUX pabdOT, yCTAaHOBICHHBIH B YacTH TEPBOM MyHKTa 5 Hactosmed WMucTpykimwy,
MPUOCTAHABIMBACTCS HA CPOK MPOBEACHHS KIMHHUECKUX UCTIBITAHUHN, HO He OoJee ueM Ha 1 ron
C MOMEHTA Ha3HAYEHUsI KIMHUYECKUX UCTIBITAHUN.

Knunnueckue ucnbITaHus U3AEAUN MEAUIIMHCKOTO Ha3HAYEHUS! U MEIULIUHCKON TEeXHUKHU
MPOBOAATCS B ABYX U 00Jiee TOCYAapCTBEHHBIX OpraHU3alUsAX 3paBOOXpPAHEHHS, a U3EIUN
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MEIUIIMHCKOTO Ha3HAYCHHS U MEAUIIMHCKOW TEXHUKH, TPOU3BOAUMBIX (BBO3UMBIX) PE3UICHTAMU
WHJyCTPUAILHOTO TapKa, — B OJHOW TOCYJapCTBEHHOW OpraHU3alMM  3/IPAaBOOXPAaHEHUS
B COOTBETCTBUM C MyHKTOM 98 [lojokeHus o crenuaibHOM MpaBoBOM pexkuMme Kuraiicko-
benopycckoro nnaycrpuansHoro napka «Benukuit Kamenpy;

6.6. KJIMHWYeCcKash OLEHKAa Ha OCHOBE KIMHUYECKHMX JAaHHBIX U JI0Ka3aTelbCTBa
SKBHBAJIICHTHOCTH MEIUIIMHCKON TEXHHUKH, paHee 3aperucTpupoBanHoil B Pecrrybnuke bemapych
(mnst KpynHOTa0apUTHOM TEXHUKH, TpeOyIOIIel M0 1B01a KOMMYHHUKAIIUM, CTPOUTEIBHBIX U (HJIH)
MOHTa)XHBIX padoT);

6.7. npyrue uccinenoBanus (Ipx HEOOXOTUMOCTH).

7. l'ocynapcTBeHHOM IepePErucTpauu U3Jenui MEIUIIUHCKOI'O Ha3Ha4YCHUSI
¥ MEIUITMHCKON TEXHUKH, 32 HCKITIOUEHHEM CIIyJaes, IPeIyCMOTPEHHBIX B ITyHKTE 7' HacTOsIIei
WNHcTpyKimu, TpeaIecTBYIOT CICAYIOIINE TPEIBAPUTEILHBIC TEXHIUYECKHUE PAOOTHI:

7.1. UHCTIEKTUPOBAaHUE B COOTBETCTBMM C TpeOOBAaHUSIMU  MOANYHKTa 6.1  myHKTa 6
Hactosmielt WHCTpyKIuMH B Ciiydae HaIW4Yus HHQOPMAIMH OT FOCYAApCTBEHHBIX OPraHOB,
opraHuzaiuii 00 yCTaHOBJIEHHBIX HApyIICHUAX MPOU3BOACTBA HU3JEIHH MEIUIIUHCKOTO
Ha3HAYCHHUS W MEAMIIMHCKON TEXHHMKH, TMOMJIEKAIIeH TMPOBEPKE B LEIAX YCTAHOBIICHUS
(mOATBEPKACHMS) HATMYUS WIA OTCYTCTBUS TAKUX HAPYIICHHIA;

7.2. CAHUTApPHO-TUTUCHHYECKNE WCTBITAHUS  W3ICIUHA  MEIWIUHCKOTO  Ha3HAYCHHS
Y MEIMIIMHCKOW TEXHUKH OTEUECTBEHHOTO TPOM3BOJICTBA Ha COOTBETCTBHE TpPEeOOBAHMSIM,
MPeAYCMOTPEHHBIM B YaCTH MEPBOM MoANMyHKTa 6.2 myHkTa 6 HacTosieit MacTpykimu.

JlomyckaeTcsi MpeACTaBICHUE PE3YJIbTAaTOB CAHUTAPHO-TUTMEHUYECKUX HUCIBITAHUMH,
MIPOBE/ICHHBIX paHee, B CIydae OTCYTCTBHS OOBEKTHBHOW HH(MOpMAIMH 3a IMOCIEAHHUE S JeT
0 HEOJIaroNMpUSTHBIX MOCIEACTBUSX, CBA3AHHBIX C MPUYMHEHHEM Bpeda XHU3HU U 3I0POBBIO
YeJIOBeKa MPU MPUMEHEHUHM H3JICIUH MEIUIIMHCKOTO HA3HAYEHUS M MEAUIIMHCKOW TEXHUKH,
a TaKkKe O BBIBIICHHBIX HEIOCTATKaX B YacTU WX (PYHKIIMOHAIBHOCTH, KaueCTBa, HAJIC)KHOCTH;

7.3. TEXHUYECKHE WCIBITAHUS W3JCIUHA MEIUIIMHCKOTO Ha3HAYCHHUS W MEIUIIMHCKON
TEXHUKH OTEUECTBEHHOTO MPOU3BOJICTBA HAa COOTBETCTBHE TPEOOBAHUSIM, MPEIYCMOTPEHHBIM
B noAnyHkTe 6.3 nyHkrta 6 Hacrosmed WHcTpykuuu, 3a UCKIIOYEHMEM CIIy4aeB, YKa3aHHBIX
B YACTSAX BTOPOM U TPEThEN HACTOAIIETO MOANYHKTA.

JlomyckaeTcst mpeicTaBIeHUE Pe3yIbTaTOB TEXHUYECKUX UCIIBITAHUMN, IPOBE/IEHHBIX paHee,
B CIy4ae OTCYTCTBHS OOBEKTHBHON HWH(MOpMAlMK 3a MOCIeNHHE 5 JIeT o HeOIarompusTHHIX
MOCJIE/ICTBHSIX, CBI3AHHBIX C IPUYMHEHUEM BpPE/Ia )KU3HH U 3/I0POBBIO YEIOBEKA ITPU MPUMEHEHUH
W31eIMd MEIULMHCKOTO Ha3HAYeHUs W MEIULMHCKOM TEXHUKH, a TaKKe O BBISIBIECHHBIX
HEJ0CTaTKax B YaCTH UX (QYHKIMOHAJIbHOCTHU, KAUECTBA, HA/I€KHOCTH.

TexHudyeckue UCIBITAHUS TOJDKHBI OBITH POBEICHBI B 00beMe MEPUOINIECKUX UCTIBITAHUIN
B COOTBETCTBUU C TEXHUYECKUMHU HOPMATHBHBIMU IMPABOBBIMU aKTaMH U (WJIH) TEXHUYECKUMHU
HOPMaTUBHBIMU NPABOBBIMHM AKTAMU MPOU3BOJUTEINS], PErTIAMEHTUPYIOIIMMHU MPEAbIBISEMbIE K
W3/IeNASAM MEIUIIMHCKOTO HAa3HAYEHUsS W MEIUIIMHCKOW TEXHUKE TEXHUYECKHE TpeOOBaHUS
1 TpeOoBaHMsI K 6€30MaCHOCTH U Ka4eCTBY;

7.4. cnenyanu3upOBaHHAs AKCIEPTH3a JTOKYMEHTOB B COOTBETCTBUH C IOAIYHKTOM 6.4
nyHKkTa 6 Hactosmeid WHCTpYyKIMM B OTHOLIEHWU U3JEIMH MEAMIMHCKOTO Ha3HAYeHUs
1 MEIMIIMHCKON TEXHUKH 3apyOexHOTO U OTEUECTBEHHOTO TPOU3BOJICTBA.

Criennanu3upoBaHHasl HKCIEPTHU3a JOKYMEHTOB MPOBOJIUTCS JABYMs U 0oJiee dKCIEpTaMH,
onpenensieMmbiMu [Ipennpustuem u3 yrcia pabotauxos [Ipennpustus;

7.5. KIMHWYeCKUE WCTBITAaHUS W3ACTUH MEAMIMHCKOTO Ha3HAYeHHS W MEIUIUHCKON
TEXHUKHM OTE€YECTBEHHOI'O U 3apy0eKXHOr0 TMPOM3BOJACTBA, Ha3Hayaemble MHHHCTEPCTBOM
31paBOOXPAHEHHUs, HA OCHOBAaHMU PEKOMEHJAUMNA KOMHUCCHM IO MEIWLIHUHCKUM U3JEIUAM
O MPOBEJICHUN KIMHUYECKUX HCIBITAHUH IO pe3yJbTaTaM CHEIUATH3NPOBAHHON AIKCIIEPTU3HI
JIOKYMEHTOB, 32 UCKIIFOUEHUEM MEIUIIMHCKON TEXHUKU, YKA3aHHOW B MOANYHKTE 7.6 HACTOSILETO
MTyHKTA;

7.6. KJIMHUYEeCKasT OIEHKa Ha OCHOBE KIMHUYECKUX JAaHHBIX U JIOKa3aTelbCTBA
SKBUBAJICHTHOCTH MEIUITMHCKOW TEXHHUKH, paHee 3aperucTpupoBanHoil B Peciyonuke benapych
(mnst KpynmHOTa0apUTHOM TEXHUKH, TPEOYIOIIEH T0IB0/1a KOMMYHHUKAIIHA, CTPOUTEIBHBIX U (HJIH)
MOHTaXXHBIX PaboT);

7.7. npyrue uccienoBaHus (Ipu HEOOXOIUMOCTH).
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7. TpenBapuTenbHbIE TEXHUUECKHE PabOTHI, TPETyCMOTPEHHBIE B IyHKTE 7 HACTOSIIEH
WHcTpykuny, — HE NPOBOJATCS B OTHOIIEHWM — M3JENMM  MEOUIMHCKOTO  Ha3HAuYeHUs
Y MEMIIMHCKON TEXHUKH:

IIOCTABJIIEMBIX B OTPAHUUEHHOM KOJIMYECTBE;

IIPOU3BOUMBIX (BBO3HUMBIX) PE3UAECHTAMHM HHAYCTPHAIBHOIO MapKa, 3a UCKIHYEHUEM
CIELMATIM3UPOBAHHON SKCIIEPTU3BI, IPELYCMOTPEHHON YacThIO NIEPBOM MOANYHKTA 7.4 MyHKTA /
Hacrosel MHcTpyKiuu.

8. BHeceHHI0O HM3MEHEHWIl B PETHCTPAllMOHHOE JIOChE Ha M3JENUS  MEAMIMHCKOTO
Ha3HA4YEHUS U MEIUIMHCKYI0 TEXHUKY, paHee 3aperucrpupoBaHHble B PecnyOinke benapycs,
32 UCKJIIOUEHUEM M3/1ETIUI MEIULIMHCKOTO HA3HAUYEHUS U MEAUIIMHCKON TEXHUKH, TOCTABIISIEMBIX
B OTPAaHMYEHHOM KOJIMYECTBE, IPEIUICCTBYIOT CIEAYIOIIUE IPEABAPUTENbHBIE TEXHUYECKUE
paboThI:

8.1. npu BHECEHNU HOBOIO MEAMLIMHCKOTO MOKa3aHUs — KIMHUYECKNUE UCTIBITAHUS U3AETHN
MEIULUHCKOTO Ha3HAYCHHS U MEIUIIMHCKOH TEXHUKH B COOTBETCTBUH C MOIITYHKTOM 6.5
nyHkrta 6 Hactosmed MHcTpykuuy;

8.2. mpy M3MEHEHNH MPOW3BOICTBEHHOW IUIOMIAKN W3NS MEAUIMHCKOTO HAa3HAYCHUS
U MEIULIMHCKON TEXHUKH:

MHCIEKTUPOBAHNE B COOTBETCTBUU C MOAMYHKTOM 6.1 myHKkTa 6 HacToswel MHcTpykmy;

CIELMANN3UPOBAHHAs  JKCIEPTH3a JIOKYMEHTOB B COOTBETCTBUU  C MOANYHKTOM 6.4
nyHkTa 6 Hacrosuie Mucrpykuuy;

UHbIE TpEeABAPUTEIbHbIE TEXHUYECKHE DPAOOThI, MPEAyCMOTPEHHbIE IYHKTOM 6 wiau 7
Hacrosulen MHCTpykumM, B ciaydae, €ClIM IO pe3yJbTaTaM CHEUUaIN3UpPOBAHHOM JKCIEPTHU3BI
JOKYMEHTOB YCTaHOBJIEHO, YTO BHOCHUMBIE HM3MEHEHHMS B PErMCTPAlMOHHOE JOChE MOTYT
MOBIIMSTh Ha 0€30MaCHOCTD, YPPEKTUBHOCTh U KaYECTBO H3JEIUNA MEIUIIMHCKOTO Ha3HAYCHHS
U MEIULIMHCKON TEXHUKH;

8.3. mpu BHECEHUHW M3MEHEHHH B TEXHUYECKHE HOPMATHBHBIC MTPABOBBIC aKThI HA M3/ICITHA
MEIULMHCKOTO HA3HAUY€HUs M MEIAMLMHCKYI0 TEXHHMKY (32 UCKIIOYEHHEM H3MEHEHHUil,
Kacaroluxcsl pa3padOTKH HOBOTrO BHJa (MOAM(UKAMK) W3AEIUs MEAUIMHCKOIO Ha3HaueHUs
U MEUIIMHCKON TEXHUKH) — JJIS U3/A€IHsI MEAULMHCKOTO Ha3HAUEHHsI U MEIUIIUHCKON TEXHUKH
OTEYECTBEHHOT'O IPOU3BO/ICTBA:

CaHUTAPHO-TUTMEHWYECKUE  WCIBITAHUA  U3JEIUA  MEAMIMHCKOIO  Ha3HA4YCHMUs
U MEIMIIMHCKOW TEXHUKM OTEUECTBEHHOTO IPOM3BOJCTBA Ha COOTBETCTBHE TpPEOOBAHMSIM,
IIPEIyCMOTPEHHBIM B 4acTU IE€PBOM MOANYHKTa 6.2 myHKTa 6 Hacrosmend WHCTpyKuuy.
Pe3ynbpTaThl CaHUTAPHO-TUTMEHWYECKUX MCIBITAHUM M3AEIUN MEAMIIMHCKOIO Ha3HaueHUs
Y MEIMLIMHCKON TEXHUKH, MIPOBEIEHHBIX paHee, HO HE MO3/HEE S5 JIET C MOMEHTA INPOBEIEHUS
UCIBITAaHUN, MOTYT OBITh 3aYT€Hbl NPU BHECEHWU H3MEHEHUH B TEXHUYECKHUE HOpPMaTHBHbBIE
[IPaBOBbIE€ AKTBHl Ha U3AEIUS MEIULMHCKOIO HAa3HAUYEHUsS W MEAMIMHCKYIO TEXHHUKY B 4acTU
W3MEHEHUS WU J00aBJICHUS TUIIOpa3MEepOB 03 W3MEHEHHs IPOU3BOJIUTENIECH MaTepHaioB
1 KOMIUIEKTYIOIIHX;

TEXHUUYECKHUE HCTBITAaHUS W3EIUI MEIUIIMHCKOrO Ha3HAYeHUS U MEAMIIMHCKOW TEXHUKU
OTEYECTBEHHOTO  IPOM3BOJCTBA  HA COOTBETCTBME  TPEOOBAaHUSAM,  MPEAYCMOTPEHHBIM
B MoANyHKTEe 6.3 myHKTa 6 Hacrosmed WHcrpyknmu. B cimyyae BHECEHMS B TEXHUYECKHE
HOPMAaTHBHBIE IIPABOBBIE aKThI HA U3/1EIMS MEJUIIMHCKOTO HA3HAYEHHS U MEAUIIMHCKYIO TEXHUKY
W3MEHEHUH, He Kacalolmxcsd (QYHKIHMOHAJIBHOIO Ha3HaueHus U (WIM) NpUHIUNA JeWCTBUSA,
CBOWCTB U XapaKTEPUCTHUK, BIHUSIOUIMX HA KauecTBO, 3(PPEeKTUBHOCTD M OE30MaCHOCTh M3JIENHUs
MEIUIIMHCKOTO HAa3HAYeHUsS M MEIULMHCKON TEXHHMKH, MOTYT OBbITh 3a4YT€Hbl TEXHHUYECKHE
Y CAaHUTAPHO-TUTMEHNYECKUE HCIIBITAHNS IPOBEICHHBIX paHee, HO HE MO3AHEE 5 JIET ¢ MOMEHTA
MPOBEICHUS UCTIBITAHUI;

CMELUANIN3UPOBAHHAS  JKCIEPTH3a JIOKYMEHTOB B COOTBETCTBUU  C MOANYHKTOM 6.4
nyHkTa 6 Hactosimend MHCTpykuu;

WHBIC TIpEABAPUTEIbHBIC TEXHUYECKHE DPAa0OTHI, MPEAYCMOTPEHHBbIE ITyYHKTOM 6 Wi 7
HacToAmen MHCTpyKnuu, B ciiydae, €ClIM IO pe3yJibTaTaM CICLUAIN3UPOBAHHON HKCIEPTHU3BI
JOKYMEHTOB YCTaHOBJIEHO, YTO BHOCHUMBIE HM3MEHEHHMS B PErMCTPALMOHHOE JOChE MOTYT
MOBJIUATh Ha 0€30IaCHOCTb, IPPEKTUBHOCTh U KaYECTBO H3JENUNH MEIUIUHCKOIO Ha3HAuCHHs
1 MEIUIIMHCKOMN TeXHUKHU,
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8.4. mpu nobGaBiaeHUM (WCKIIOUEHWH) TPUHAMICKHOCTEH K M3ACIUSIM MEAUITUTHCKOTO
Ha3HA4YeHUS U (UJIM) MEAUIIMHCKON TEXHUKE WM U3MEHEHUH UX HAUMEHOBAHUS:

TEXHUYECKHUE HCTBITAaHUS W3AETUI MEIUIIMHCKOrO Ha3HAYEHUS U MEAMIIMHCKOW TEXHUKU
OTEUECTBEHHOI0  IPOU3BOJICTBA  HA COOTBETCTBUE  TPEOOBAHMSM,  MPETyCMOTPEHHBIM
B nojmyHkTe 6.3 myHkTa 6 Hacrosmedn MHCTpyKInH;

CAaHUTAPHO-TUTMECHUYECKUE  HUCIBITAaHUS  U3JEJIUH  MEIUIMHCKOrO0  Ha3HAYCHUs
U MEIMIIMHCKOW TEXHMKH OTEUYECTBEHHOI'O MU 3apy0eHOro MpPOM3BOACTBA HA COOTBETCTBUE
TpeOOBaHUSAM, MPEIYCMOTPCHHBIM B YacTH IEPBOM MOMAMYHKTA 6.2 TyHKTa 6 HacTosIIen
WNuctpykuuu. MoryT ObITh IPEICTaBICHBI MPOTOKOJIBI CAHUTAPHO-TUTHEHUYECKUX HCIIBITAaHUN
TOJILKO B YacTH JOOABJIICHHBIX NPHHAUICKHOCTEH K M3JICIHSIM MEIUIIMHCKOTO Ha3HAYCHUS
1 (W) METMIIMHCKOW TEXHUKE,

CHCIMAIM3UPOBAHHASL  DKCIEPTHU3a JOKYMEHTOB B COOTBETCTBUHU C MOJMyHKTOM 6.4
nyHkTa 6 Hactosimend MHCTpykuu;

WHBIE TpeIBapUTEIIbHbIE TEXHUYECKUE pPabOThl, MPETyCMOTPEHHBIE MYHKTOM 6 wiud 7
HacTosmed MHCTpyKuuu, B ciiydae, €ciy MO pe3ylibTaTaM CHEeHaTu3UPOBAHHON HKCIEPTHU3BI
JIOKYMEHTOB YCTAHOBJIEHO, YTO BHOCHUMBIC HW3MEHEHHS B PETUCTPAIMOHHOE JIOChE€ MOTYT
MOBJIMSATH Ha 0€30MacHOCTh, d(H(PEKTUBHOCTh U KaYECTBO U3JEIMA METUIIMHCKOTO Ha3HauYeHUs
Y MEJUIIMHCKOU TEXHUKH.

CaHUTapHO-TUTHEHUYECKUE U TEXHUYECKHWE WCIBITAaHUS MOTYT HE IPOBOJUTHCA MPHU
HCKJIIOYCHUH TTPUHAJICKHOCTEN K U3ICTUSIM MEIUIIMHCKOTO Ha3HAYCHUS U (M) MEIUIIMHCKOM
TEXHHUKE WM U3MEHEHUU UX HAaUMEHOBAHUS,

8.5. nmpu u3MeHEeHN CPOKOB FOJTHOCTH U (WJIN) YCIOBHIA XpaHEHUS U3CIUS MEAUIIHHCKOTO
HA3HAYEHUS U METUIIUHCKON TeXHUKU:

CHCIMAIM3UPOBAHHASL  DKCIEPTH3a JOKYMEHTOB B COOTBETCTBUHU C MOJIMyHKTOM 6.4
nyHkrta 6 Hactosmed MHcTpykuuy;

WHBIE TPEJABAPUTEIIbHBIE TEXHUYECKUE pPabOThI, MPETyCMOTPEHHBIE YHKTOM 6 wiu 7
Hacrosimiell MHCTpyKuuu, B ciiydae, €ciii MO pe3yibTaTaM CHEUUaTu3UpPOBAHHON HKCIEPTU3BI
JIOKyMEHTOB YCTAHOBJIEHO, YTO BHOCHMBIE HW3MEHEHHS B PETUCTPAIMOHHOE JIOChE€ MOTYT
MOBJIMSTH Ha 0€30MacHOCTh, d(H(PEKTUBHOCTH M KaYECTBO U3JIEIMA METUIIMHCKOTO Ha3HauYeHUs
Y MEJTUIIMHCKON TEeXHUKH;

8.6. mpu M3MEHEHUH KJIacca MOTEHIIMAIBHOTO PUCKA U3JIETUS MEIUIMHCKOTO Ha3HAYECHUS
Y MEJTUIIMHCKON TEeXHUKH:

CHEIHATM3UPOBAHHAsT DKCIEPTHU3a JOKYMEHTOB B COOTBETCTBUHU C MOJMYHKTOM 6.4
nmyHkTa 6 Hactosuet MHcTpykuuy;

WHBIE TPEABAPUTENbHBIE TEXHUYECKHE paOOThI, MPEIyCMOTPEHHbIE MYHKTOM 6 umu 7
Hacrosiiedl MHCTpyKIMKU, B ciiydae, €cliid IO pe3yibTaTaM CHEelUaTu3UpPOBAHHON HKCIIEPTU3BI
JIOKYMEHTOB YCTAHOBJIEHO, YTO BHOCHMbBIE HW3MEHEHHS B PETHCTPALMOHHOE JIOChE MOTYT
MOBIUATH Ha 0€30MacHOCTh, 3((HEKTUBHOCTh W KaUeCTBO W3JCIUNA MEIUIMHCKOTO Ha3HAYCHUS
Y MEJMLUHCKON TEXHUKH;

8.7. mpu BHECEHMHM W3MCHCHWU B WHCTPYKIIHMIO ITO TIPUMEHEHUIO W3JICITHS METUITTHCKOTO
Ha3HA4YeHHs WIK PYKOBOJCTBO M0 HKCIUTyaTalluyd MEAUIIUHCKON TEXHUKHU:

CHCIMAIM3UPOBAHHAS  DKCIEPTH3a JOKYMEHTOB B COOTBETCTBHH € MOJIMyHKTOM 6.4
nyHKTa 6 Hacrosuie MucTpykuuy;

WHBIE TIPEIBAPUTEIbHBIE TEXHUYECKHUE DPAOOTHI, MPEAyCMOTPEHHBIE MYHKTOM 6 Wi 7
Hacrosimiell MHCTpykuMH, B ciaydae, €Clid IO pe3yJbTaTaM CHENUAIN3UPOBAHHON SKCHEPTU3BI
JIOKYMEHTOB YCTAHOBJIEHO, YTO BHOCHMBIC HW3MEHECHHS B PETUCTPAIIMOHHOE JIOChE€ MOTYT
MOBJIHUSTH Ha 0€30MacHOCTh, d(H(PEKTUBHOCTh M KaYECTBO U3JEIMA METUIIMHCKOTO Ha3HAuYeHUS
Y MEJUIIMHCKOW TeXHUKH;

8.8. mpu BHECEHMM W3MEHEHUH B pa3MEpPHBIM PsA W3JIEIHA MEIUIIMHCKOTO HAa3HAYCHUS
1 (M1M) MEIWIIMHCKON TEXHUKH, HE BIMSIONIMX Ha IPUHIUN PabOoThl ¥ (GyHKIIMOHAIBHOE
Ha3HaueHWe (M3MEHEHWE MapaMeTpOB JUIMHBI, AWaMeTpa, oObeMa, pasMepa), B JOMOITHCHHE
K 3aperucCTpUPOBAHHBIM U3AETUSAM MEAULIMHCKOTO Ha3HAYeHUS U (WJIM) MEAUIIMHCKON TEXHUKHU:

TEXHUYECKUE MCIBITAHUS U3ACIUM MEIUIIMHCKOrO0 HAa3HAUYECHHS] U MEAMIIMHCKOM TEXHUKHU
OTEYECTBEHHOT'O TMPOM3BOJACTBA, 3a UCKIIOYEHHEM U3JEIUA MEIULUHCKOrO Ha3HaueHUus
Y MEJUIUHCKOM TEXHUKH KJIACCOB MOTEHLIMAILHOIO PUCKA NMpUMeHeHus 1, 2a (HecTepuibHBIE),
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IPOU3BOAUMBIX  (BBO3MMBIX) PE3MJIEHTAMU MHIYCTPUAIBHOTO IIapKa, Ha COOTBETCTBUE
TpeOOBaHUAM, ITPETyCMOTPEHHBIM B MOJAMYHKTE 6.3 myHKTa 6 HacTosmel MHcTpykuuy;

CIELMAIIM3UPOBAHHAs  JKCIEPTH3a JIOKYMEHTOB B COOTBETCTBUU  C MOANYHKTOM 6.4
nyHkTa 6 Hacrosuiet MHcTpykuuy;

UHBIE TpPEABAPUTEIbHBIC TEXHUYECKHE DPAOOThI, MPEAYCMOTPEHHbIE IYHKTOM 6 niau 7
Hacrosmern  MHCTpyKuuMu, 3a  HCKIOYEHUEM  CAHUTAPHO-TUTMEHWYECKUX  UCIBITAHUI
B OTHOLICHUM U3JEIUIl MEAMLMHCKOTO Ha3HAUYeHUs W MEAMLMHCKOM TEXHUKU KJIACCOB
IIOTEHLIMAJIBHOTO pPHUCKA INpuMeHeHUs 1, 2a (HecTepWIbHBIE), IPOU3BOAMMBIX (BBO3HMBIX)
pEe3UICHTaMH MHJIyCTPUAIbHOIO IapKa, B Cllyyae, €ciau IO pe3yibTaTaM CHEelHaIU3UPOBAHHOM
HKCHEPTH3bl JOKYMEHTOB YCTAHOBJICHO, YTO BHOCHUMBIC M3MEHEHUS B PETUCTPAI[IOHHOE JI0ChE
MOTYT MOBJIUATH Ha 0€30MacHOCTb, 3(P(PEKTUBHOCTH U KAYECTBO M3AEIMH MEIUIMHCKOTO
Ha3HAYEHUS ¥ MEAULIMHCKOW TEXHUKHU;

8.9. npy M3MEHEHUM Ha3BaHUS MW3JENHUS MEIUIMHCKOIO Ha3HA4YeHUs M MEIUIMHCKOM
TEXHUKU 0€3 M3MEHEHHUs] CBOMCTB M XapaKTEPUCTHUK, BIUSIOUIMX HA Ka4eCTBO, Y(PPEKTUBHOCTD
1 0€30IaCHOCTh  W3JENUs  MEIMIMHCKOIO Ha3HAYeHWs W MEAMLMHCKOW TEXHUKH, WM
COBEPIICHCTBOBAHMSI MX CBOWCTB W XapaKTEPUCTUK NPU HEU3MEHHOCTH (YHKIMOHAIHLHOTO
Ha3HaueHUs U (UIM) MNPUHLMIOB JeHcTBUA (U1 U3JEeNusl MEAMLMHCKOrO Ha3HaueHHs
Y METUIIMHCKON TEXHUKH 3apyOeKHOTO IPOM3BOJICTBA) — EPBUYHAS SKCIIEPTH3a JIOKYMEHTOB;

8.10. mpu peopranuzanuu u (MIM) HM3MEHEHWH HAWUMEHOBAHHMS IOPUAMYECKOTO JIUIIA
(mpou3BoAMTENS ) — IEPBUYHAS SKCIIEPTU3A JOKYMEHTOB;

8.11. npu BHECEHHH U3MEHEHUI B MAapKUPOBKY M (WJIH) YIIAKOBKY M3AETUS MEIUIIMHCKOTO
Ha3HAYEHUS ¥ MEAULIUHCKONW TEXHUKH — TIEPBUYHAS SKCIIEPTHU3a JJOKYMEHTOB.

9.Ilpu ycraHOBIIEHMH OOCTOSITENLCTB, MNPENATCTBYIOIIMX JAajJbHEHUIIEMY IPOBEACHUIO
MPEIBAPUTEILHBIX TEXHUYECKUX PAa0OT (B TOM YHUCIIE MPEICTABICHHE JTOKYMEHTOB M 00pa3loB
U3JeNUH  MEIMIMHCKOIO HAa3HAuYeHUs U MEIUIMHCKOM TEXHHKH, HE COOTBETCTBYIOIIUX
TpeOOBAaHUSAM 3aKOHO/IATEIILCTBA, & PABHO UX HETPE/ICTABICHUE), © HENPUHSATHH 3asBUTEIIEM MEp
10 UX YCTPAHEHUIO MPOBEJICHHE TaKUX padoT MpeKpalaeTcs.

10. [To pesymbraTaMm TPOBEACHHS KOMILIEKCA MPEIBAPUTEIFHBIX TEXHUYECKUX pPadOT
[Ipennpusituem odopmisieTcss 3aKioueHHe, B KOTOPOM OTpa)kaeTcs MOAPOOHBINM aHaIu3
nH(OpMAIINH, TTOTyYeHHOH! IPH MPOBEJICHUN KOMITJIEKCA MPEIBAPUTEIILHBIX TEXHUYECKUX paboT.

11. 3akroyeHne COCTaBIIAETCS B JIBYX SK3E€MIUIIpax, MOIMHMCHIBAETCS YIOJIHOMOYEHHBIM
JOJDKHOCTHBIM JIMIIOM | CKperuisieTcs nevarsio [Ipennpusatus. OIuH 5K3eMIUISp 3aKIIOYeHHS
B TEUEHHE 5 KaJleHJApHbIX AHEW CO AHS €ro MOJIMMCAaHUS YHNOJHOMOYEHHBIM JOJKHOCTHBIM
munoM [Ipennpusitust BBIZaeTCs 3asBUTEIIO, BTOPOH SK3eMIUIsip Xpanutcs B [Ipenmpustun.

Cpok neiicTBuUs 3aKII0UEHUS — 6 MECSIIEB C 1aThl €r0 BbIIAYH.
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IIpunoxenue 1

K MHCTpYKIIMK 0 IOpsAKE MPOBEICHNS KOMITIEKCa
IpeABAPUTETIbHBIX TEXHUIECKHX padoT,
MPEIIECTBYIOMNX TOCYAaPCTBEHHON perucTpanun
(mepeperucTpannu) U3AeINi MeTULIMHCKOTO
Ha3HAYEHHS U METUIIMHCKON TEXHUKH, BHECCHHIO
HW3MEHEHUH B PETUCTPALIMOHHOE 10ChE HA U3CTIHS
MEAULUHCKOTO Ha3HAUYEHHS 1 MEJUIUHCKYIO
TEXHHKY, paHee 3apeTHCTPHPOBAHHBIC

B PecrryOnmke bemapych

(B penakuuu MoCTaHOBJICHUS

MuHuCcTepCTBa 31PaBOOXPAHEHUS

Pecrry6nmku bemapych

19.10.2021 Ne 110)

IHEPEYEHD
AOKYMEHTOB PerucTPpauMOHHOIO 10Che
Ne
W HasBanue nokymenra TpeboBaHus K JOKYMEHTY
1 2 3

1 |loxyMeHTHI ATl IPEeABAPUTENBHBIX TEXHHUECKHX Pa0OT, PEAIIECTBYIONINX FOCYIapCTBCHHON PETUCTPALIH
(mepeperucTpaiyy) u3enuid MeTUIIMHCKOT0 Ha3HAUCHUS U MEAUIIMHCKON TEXHUKH OT€YECTBEHHOTO
IIPOU3BOJICTBA, 338 UCKJIIOYCHHEM MPETyCMOTPEHHBIX MYHKTOM 5 HACTOSIIEr0 NPHIIOKEHHS:

1.1 BasBKa Ha IIPOBEACHUE KOMIUIEKCA MPEIBAPUTEIBHBIX TEXHUUECKUX pabOT  |1OJDKHA COAEPIKaTh
CIIeYIONIYI0 HH(pOPMAITUIO:
HavMEHOBaHUE U3JEIUI
METUITMHCKOTO Ha3HAYEHUS

1 MEIMIIMHCKON TEXHUKH,
BKITIOYAst THITBL, MOJICITH,
[pa3MepHl, KaTaloXKHBIE HOMEPa,
KOJBI B COOTBETCTBUH

C HOMCHKIIATYPHOU
Kiaccu(puKarue n3nenuit
METUITMHCKOTO Ha3HAYEHUS

1 METMLIMHCKOM TEXHUKHU

[0 BUJIaM U TI0 KJlaccam

B 3aBUCMOCTH

OT MOTEHIIMAIILHOTO PUCKA UX
MPUMEHEHHUS; OCHOBHBIE
MMOKa3aHUs IS IPUMCHEHUS,
crioco0 IPUMEHEHUS, yCIOBHUS
XpaHCHWUs, IICHA B CTPaHE
[IPOU3BOIUTEIS;
HAaUMEHOBAHME 3asiBUTEJIS, €T0
MECTOHAXO0XKJECHUE, HOMEP
renedona (dpakca),
PIIEKTPOHHBIN aapec;
HaUMEHOBaHUE

1 MECTOHAXOXICHNE
MIPOU3BOTUTEIS
(pom3BoamTENEH),
[IPOU3BOJICTBEHHON IO IKH
(TUTOMIAIOK); OTBETCTBECHHOCTH
3asBUTEN 32 3()(PEKTUBHOCTb,
0C30MaCHOCTh U KA4eCTBO
M31eIHsI MEULTHCKOTO
Ha3HAYCHUS U MEIUIIIHCKOM
TeXHUKU; TAPAHTHU

0 TOCTOBEPHOCTH
MHPOPMAIINH, COAepKAIIEHCS
B PETHCTPALMOHHOM JOChE,

0 TOM, YTO MpaBa TPETben
CTOpPOHBI, 3aIIUIICHHON
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[aTEHTOM, HE HapyILAOTCs
B CBSI3H C IPEBAPUTEIILHBIMU
TEXHUYECKUMH PabOTaMH.
Odopmisercs Ha GUPMEHHOM
Onanke 3asBUTENS (IPU
HaJIMYUH), HOAHCHIBACTCS
3asBUTEIIEM WIIH
YIIOTHOMOYEHHBIM UM JIUIIOM

C yKa3aHHEeM JOJDKHOCTH,
(baMIIMU W MHULHAJIOB, aTHI.
[TpexncraBnsiercst Ha OyMaXKHOM
HOCHTEJE U B 3JIEKTPOHHOM
BUjIC

1.2

TeXHUYEeCKHe HOPMATUBHBIC IPABOBbIE aKThl IPOU3BOAUTENS HA U3AETHS
MEIULUHCKOrO Ha3HAYEHUS, METUIIMHCKYIO TEXHUKY C METOJUKOH OBEPKHU
(U1 CpeICTB U3MEPEHUIA)

OpPHUTHHAJI WIIH KOTIHS,
3aBEpEHHAs! TPOM3BOANUTEIICM.
J10IDKHBI OBITH pa3paboTaHbl
B TIOpsAKE, YCTAHOBJICHHOM
3aKOHOJIATEILCTBOM

13

MHCTPYKIHA 10 NPUMCHCHHUIO U3ACIINA MCAUIIMHCKOTO HAa3HAYCHU WIN
[DPYKOBOJACTBO IO 3KCILTyaTallun Me,I[PIL[HHCKOﬁ TCXHHUKH

OpUTHHAJ WIH KOIUS,
3aBepEHHAas! IPOM3BOAUTEIIEM.
JIOKyMEHT IPOU3BOIUTENS,
colep KAl CBEICHUS,
AKTyaJIbHbIE HA ATy
[IPOBEJICHUS NPEABAPUTEIbHBIX
TeXHUYECKHUX padoT, BKIIOUas
TeXHUYECKHE XapaKTePUCTUKU.
/171 peareHTHBIX KOMIIOHEHTOB
MHCTPYKLHUSA TI0 IPUMEHEHUIO
311 MEJUIUHCKOTO
Ha3HAUCHHS JOJDKHA BKIIIOYATh
00IIME CBENECHUSA
(HanMeHOBaHUE TECTa, THII
aHATM3UpPYEeMOTo 00pasiia,
€IMHULIBI U3MEPEHUS
OIpeaesIeMOro napaMmerpa
(TTapameTpoB), oIHcaHue
LIEJIEBOTO aHAJINTA, YKa3aHUE
Ha KaueCTBEHHBIM,
[10JTyKOJINYECTBEHHBIH,
KOJIMYECTBEHHBIM METOJ
MCCIICAOBAHIST; THUII
aHATM3UPYEeMOTo 00pasiia;
OIMCaHWEe NIPUHIINIIA
QHAIMTUYECKOTO0 METO/1a,
[OPSIIOK IPUTOTOBJICHUS
[pEareHToB mepes
MCTIONIb30BAHHUEM (€CITH
MIPUMEHHUMO ); CPOK
CTaOMIIBHOCTH peareHTa mocie
BCKPBITHS, aHATUTHICCKHE
XapaKTepUCTHKH
(4yBCTBHUTEIIBHOCTH,
CHeU(pUIHOCTD, TOYHOCTb,
ITMHEHHOCTD, PAaOOUMid
IMuanasoH,
BOCIIPOU3BOAUMOCTH)

14

O6p33611 WK MAaKE€T MapKUPOBKHU, YIIAKOBKU PI3,Z[CJ'II/II71 MEIUIITUHCKOI'O
Ha3Ha4YCHU, MCHHHHHCKOﬁ TCXHUKH

OpUTHHAI WJTH MAKeET,
3aBEPCHHBIN TIPOU3BOIUTEICM.
[Mpenocrapnsercs

Ha KOHKPETHYIO MOJIEIb
M3eIHsl MEMIIUHCKOTO
HA3HAYCHHSI, MEIUIIHTHCKON
TEXHUKH B BHJIE
[OJTHOLIBETHOTO MaKeTa
(0Opasiia), KOTOPBIA JOIHKEH
collepKaTh CBEICHUS,
AKTyaJbHBIC HA ATy

MMPOBCACHUS MPCABAPUTCIIbHBIX
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TEXHUYECKHUX PadOT.
MapkupoBKa u3fenuit
MEIUIUHCKOTO Ha3HAYEHHUS,
MEAUIUHCKON TEXHUKH JOJKHA|
coZlepkKaTh CIEAYIOIINe
CBEIICHNS: HANMEHOBaHHE

1 0003HAYECHUE U3ACITHSA
MEIUIIMHCKOTO Ha3HAYCHUS,
MEIUIMHCKON TEXHUKH (THIL,
MapKa, MOJIEIb);
HalMEHOBAHUE IPOU3BOAUTEINS
11 IPOU3BOACTBEHHON
MIOINAAKY U (MJIM) TOBApHBIN
3HaK; 1ary (ToJ M MecsI)
M3TOTOBIICHUS U3ETIHUS
MEIUIIUHCKOTO Ha3HAYEeHUS,
MEIUIMHCKOHN TEXHUKH; ATy
(Tox M MecsIT), 10 KOTOPOH
ImoryckaeTcst Oe3onacHoe
MPUMEHEHNE U3CIIHS
MEIUIIMHCKOTO Ha3HAYCHUS,
MEIUIMHCKON TEXHUKH, €CIIN
71 HEeTO yCTaHaBJIMBACTCS
OrpaHUYEHHBINA CPOK
[IPUMEHEHHUS; CEPUIHBIIA HOMEP
MK KOl TapTHH (TIpH
HaJIMYUN); CJIOBO
«CTEPUJIBHO» nns uznenust
MEIUIIMHCKOTO Ha3HAYCHUS,
MOCTABIIEMOT0 B CTEPHIBHOM
COCTOSIHHH; CIIOCO0
CTEPHIIM3AINH IS N3AETHS
MEIMIIMHCKOTO Ha3HAYEHUS;
MHPOPMALIUIO O TOM, YTO
n3enue MeIUIIMHCKOTO
Ha3HAYCHHS, MEIUITTHCKAS
TeXHUKa IpeAHAa3HAYEeHO
(TpenHa3HaYeHa)

I 0JTHOPAa30BOTO
MCTIONIb30BaHMS

(U1 OTHOPA30BBIX M3JEIHH
MEIMIIMHCKOTO Ha3HAYEHUs,
MEIUIINHCKON TEXHHUKN);
YCITOBHS XpaHEeHUS U (WIIN)
HKcIITyatanyun. Ecmu
YKa3aHHBIE CBEJICHHUS YaCTHIHO
WY TIOJTHOCTBIO HEBO3MOYKHO
HAaHECTH HEMOCPEICTBEHHO

Ha W3/IeHe METUIIMHCKOTO
Ha3HAYEHHS, MEIUITTHCKYIO
TEXHUKY, TOTPEOUTEITBCKYIO
YIaKOBKY MJIU TPAHCHOPTHYIO
Tapy, OHU MOTYT YKa3bIBaTbCA
B UHCTPYKLUH 110 IPUMEHEHHIO
37Ul MEIULIUHCKOTO
Ha3HAUEHUs, PYKOBOJCTBE

10 SKCILTyaTaIliH
MEIUITUHCKON TEXHHUKH.
HanmenoBanune
[IPOU3BOIUTEINS,
HAaNMEHOBAHUE U 0003HAYCHHUE
M3AETHS MEIULITHCKOTO
Ha3HAUEHUsI, MEAUIIUHCKON
TEXHUKH (TUII, MapKa, MOJEINb),
CepUITHBII HOMED UIIH KOJT
MapTHU JIOIDKHBI OBITH
HaHECEHBI Ha UX

MHJIMBUIYIBHYIO U (MIIH)






16

IPYIIIOBYIO YIaKOBKY.
MapKHpOBKa M3JIETHs
MEIMIIMHCKOTO Ha3HAYEHUs,
MEIUIMHCKOM TEXHUKHU JI0JDKHA
OBITH pa30OPUMBOM, JIETKO
[IUTaEMON

1.5

oT4eT 00 MCCIeIOBAHUAX CPOKOB TOJHOCTH (CTAOMIBHOCTH) (J1ajiee — OTYET
0 CpPOKax TOJHOCTH) JUTS U3/ICINAN MEAUIIMHCKOTO HAa3HAYCHHUS, UMEIOIINX
CPOK TOJIHOCTH

OpUTHHAJI WITH KOTIHS,
3aBepeHHAs IIPOU3BOAHUTEIICM.
OTYeT 0 CPOKAX TOTHOCTH
ITOJKEH OBITH COCTaBIIEH
MIPOM3BOIUTEIIEM JTHOO
OpraHu3alueii, IPOBOAUBILIECH
MCCIICIOBAHMS CPOKOB
rogHOCTH (cTaOMIIBHOCTH),

B COOTBETCTBHHU

c TpeOOBaHUSAMU JOKYMEHTOB,
MPUMEHUMBIX

K PETUCTPHPYEMOMY
MEIUITTHCKOMY H3JIEITHIO,
ITOJDKEH TTOATBEPKAATH
CrI0COOHOCTh MEIUIIMHCKOTO
W3JICITUS COXPAHATh
XUMHYECKIE, (PU3MICCKUC
CBOICTBA B OIIPENEICHHBIX
rpaHyulax Ha MPOTSXKCHUN
CpOKa rOJTHOCTH (C yYKa3aHHEeM
TEMIICPaTyPHOTO PEIKUMA,
BJIAXXHOCTH, KOJIMYCCTBA
00pasIoB, MapTUH, JaThl UX
n3rotoBieHus). OTdeT

0 CPOKax TOJHOCTH JODKEH
collepKaTh CBEICHUS,
HEOOXOUMBIE

IUTST TOATBEPIKACHHS
CTaOUILHOCTH M3JCIIHS,

@ TAK)KE €ro COCTaBHBIX YacTei
BO BPEMS UX IIJIAaHOBOT'O
[IPUMEHEHNUS (B peabHBIX MIN
MCKYCCTBEHHO CO3J[aHHBIX
ycioBusx). B oTder o cpokax
TOIHOCTH JIOIYCKaeTCs
BKITIOYCHHE TaHHBIX

0 CTaOMIIBHOCTH OTKPBITHIX
(h1akOHOB U (WJIH)
CTaOMIIEHOCTH PEareHTOB,
MMOMEIICHHBIX B IPHOOP.

B otueT o0 cpokax rogHOCTH,
KaK [IPaBUJI0, BKIIFOUAFOTCS
oOoCcHOBaHME BEIOOpA
IPOBEACHHBIX HCCJ’[C}IOBaHHﬁ;
BCE MOJIyYECHHBIE PE3YIbTATHI
MPOBEICHHBIX UCCIICIOBAHUIA,
aHAITN3 JTaHHBIX, 000CHOBAaHUE
KPUTEPHEB MPUEMIIEMOCTH;
000CHOBAaHHE TOTO, YTO
0e30aCHOCTD WA

A GEKTHBHOCTD METUITUHCKOTO
M3CIJINS HE MCHSIOTCA

B YCTAaHOBJICHHBIX
ITOKyMEHTaI1e
MIPOM3BOTUTENS YCIIOBHIX
XpaHCHHS.

JIJIST METUTTMHCKUX W3,
IS KOTOPBIX

HE YCTaHABJIMBACTCS CPOK
FOHOCTH (B TOM YHCIIC
DIICKTPOMETUIITHCKOE

o0opyioBaHuEe WM JpyTHe






17

M3/1€I1s1, IPUTOIHBIC
U1 MHOTOPa30BOTO
MCIIOIb30BAHMS ), MOXKET OBITH
Npe/cTaBIeHa HHPOPMALHs
OTHOCHTEJILHO OLICHKU
CpPEeIHETOo CpOKa CIIyKOBI MTH
nHpOpMAaLUs

00 HCCIIETOBAHUAX METOIOM
[YCKOPEHHOT'O CTapEHHS.
MHupopmanus 0 Cpoke cIyKObI
MOXeT OBITh IIPeCTaBlICHA
CBEJICHUSIMH O KOJIMUECTBE
MpoLeayp, KOTOPbIE MOKHO
BBITIOJHUTH C IIOMOIIBIO
ITAaHHOTO MEIMIIHCKOTO
M371eJIMs B ONIPENeIICHHBIN
MEPHO/ BPEMEHH.

OT4eT 0 CpoKax TOAHOCTH
IMTOJDKEH OBITh MOIHCaH
NUIIaMH, €70 COCTaBUBLINMH

1 pyKOBOANTEIEM
OpTaHHU3aINH, TPOBOANBIICH
MCCIIeJOBaHUSI CPOKOB
rOAHOCTH (CTaOWIIBHOCTH),

4 TaK)KE 3aBEPEH ME€YaThIO 3TOM
opraHu3aiy (Ipu ee
HCTIONIb30BaHUN)

1.6

OTYCT O MPOBCACHUHN alaliTalilun (BaJ'II/I]IaIlI/II/I) PEArcHTHOro KOMIIOHEHTA

Ha KOHerTHOﬁ MOACTIN aBTOMATUYCCKOI'0O aHAJIUTHYCCKOT'O 060py}10BaHHH
B CJIy4dac COBMCCTHOI'O UCIOJb30BAHUSA PCArCHTHOTO U HHCTPYMCHTAJILHOI'O
KOMIIOHCHTA PA3JIMIHbIX MEKAY coboit HpOHSBO,Z[I/ITCJIeﬁ (,HJ'I?I PpearcHTHbIX
KOMITIOHCHTOB I/IS,I[GJ'H/Iﬁ MECIHUIIMHCKOT'O HaSHa‘IeHI/IH)

OpUTHHAJIBI WA KOTIHH,
3aBEPCHHBIC MIPOM3BOTUTEIICM.
OTYeT 0 MPOBECHUN
anmanTanuy (BaJHIAINH)
[peareHTHOro0 KOMIIOHEHTA
ITOJDKEH OBITH COCTABIICH
[IPOU3BOTUTEIIEM JTHOO
OopraHu3anueil, MPOBOAUBILIEH
amanTanuio (Baauaalinio)

1 JIOJKEH COJIEPIKaTh:
HAaMMEHOBAHUE OpPraHU3aIIUH,
[IPOBOAMBILEH aaNTaLIUIO
(BanmIanuio), CpoKu
MIPOBEICHUS aanTaIluH
(BayMIaIIMK ); HANMEHOBaHUE
AHATUTHYECKOTO
000pyIOBaHUS C yKa3aHHEM
MOJIeNH; OOIINE CBEICHHUS
(HaMEHOBaHUE TECTA, THII
AHATM3UPYEMOT0 00pasIia,
CAMHUIBI H3MEPEHUS
OTIpEIeNIIEMOTO TTapaMeTpa
(mapameTpoB), pedhepeHCcHbIE
BHAYCHHS); TaHHBIE

00 U3yYCHUH aHATTUTUICCKUX
XapaKTEPUCTHK
(4yBCTBHUTEIILHOCTH,
crenu(UIHOCTh, TOYHOCTH,
ITMHEHHOCTD, PaOOUMid
ImuamasoH,
BOCTIPOM3BOINMOCTH);
XapaKTEepUCTHKH,
HEOO0XOANMBIE

T IPOT paMMHUPOBAHHS
QHATTUTHYECKOTO
o0opynoBanus (Tipu
HEOOXOIUMOCTH).

K otuery o mpoBencHUU
anantanuy (BaJvaluu)
[pearecHTHOr0 KOMIIOHCHTA

MpujiaratoTcs aianTalluOHHbIC
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METOJIMKH, B KOTOPBIX
COJZICPIKUTCS CIIEIyIoIas
nH(opManus: HaUMEHOBaHNE
1 MOJIEJIN AHAJTUTUYECKOTO
000pyIOBaHMUs; OOIIUX
CBeJICHUH (HAUMEHOBAHHE
TecTa, THIT aHAIN3UPYEMOTO
oOpasiia, eIMHAIBI H3MEPEHHS
OTIpEIEIIEMOr0 TTapaMeTpa
(TrapameTpoB), pedepeHCHBIX
3HAYEHMS1; YyBCTBUTEIILHOCTD,
CHeU(pUIHOCTD, TOYHOCTb,
NTMHEHHOCTD, PaOOUMii
ImranasoH,
BOCIIPOM3BOIMMOCTB;
rapameTpsbl
MPOTrPaMMHUPOBAHUS
KOHKPETHON MOJICITH
MHCTPYMEHTAIBHOTO
KOMITOHEHTA (€CIIH
[IPUMEHUMO); TIApAMETPHI
KaTMOPOBKN KOHKPETHOH
MOECJIN UHCTPYMEHTAJIBHOT'O
KOMITOHEHTa (ecin
[IPUMEHHMO), €CITH TaKas
nH(opManus He yka3zaHa

B MHCTPYKLIUU 110 IPUMEHEHUIO
M30CJTINA MCOUITMHCKOT'O
Ha3HAYCHUS

1.7

JICKJIapalusa Uil HHOM JAOKYMCHT O THUIIC AHAIMTHICCKOM na60paT0pH0-
Z[I/IaFHOCTI/I‘IeCKoﬁ CHUCTEMBI (I[J'ISI J'Ia60paTOpH0',E[I/IaFHOCTI/I‘IeCKI/IX CI/ICTeM)

OpUTHHAJ WIH KOIUS,
3aBepEHHAas! IPOU3BOAUTEIIEM.
Jlexnapanus niv HHOM
ITOKYMEHT POU3BOJUTENS,
YKa3bIBaIOIMN Ha OTKPBITOCTh
WJTH 3aKPBITOCTh Jab0paTopHO-
TMarHOCTUYECKON CUCTEMBI

1.8

OTUYCT O BaJIMJalluu (I[J'ISI AHAJITUTHYCCKUX J'Ia60paT0pHO-I[I/IaFHOCTI/I‘IeCKI/IX
cucTem)

OpHUT'MHAJI UJIN KON,
3aBepeHHAas! TPOM3BOAUTEIICM.
OTyer 0 BAIUIAIMH JOJIKEH
coziepKaTh O0IIUE CBEICHUS
(HarMeHOBaHHE
AHAJTMTHYECKHUX J1a00PaTOPHO-
ITHArHOCTHYECKUX CHUCTEM,
CPOKH IPOBEICHHUS,
[peepeHCHEBIC 3HAYCHU);
ITaHHBIE 00 U3yYCHHUU
4yBCTBUTEIHHOCTH,
CcrierUUIHOCTH, THHEHHOCTH,
TOYHOCTH, pabodero
ImranasoHa,
BOCIIPON3BOJINUMOCTH; JJTAHHBIC
00 OIICHKE HEOIPEIEIICHHOCTH,
MHbBIC TApaMETPHI,
crieluuIHbIE IS JAHHOTO
TUITa aHATUTHIECKOU
mabopaTopHO-
[THarHOCTHYECKOM CUCTEMBI

1.9

MH(POPMAIMOHHOE TUCEMO MPOU3BOIUTENS MIIH HHOW JOKYMCHT,
MOATBEPKAAIOIINHN pa3MelleHUE 3aKa3a Ha MPOU3BOJCTBO U3AETUI
METUITTHCKOTO Ha3HAYEHUS, MEIUITMHCKON TEXHUKH Ha TIPOU3BOACTBCHHON
MJIOMIAIKE JTUOO YTO MPOU3BOACTBEHHAS TUIOIAIKA U3 METUITTHCKOTO
Ha3HAYE€HHUs, MEIUIIMHCKON TEXHUKHM BXOIMT B COCTAB OQHOTO 00BEINHEHNUS

OpUTHHAI WU KOTIHS,
3aBEepCHHAS 3asBUTCIICM.
JIOKyMEHTBI, COCTABJICHHBIC
HA HHOCTPAHHOM SI3bIKE,
COMPOBOXKIAIOTCSI IEPEBOIOM
Ha OETOPYCCKUH WIH PYyCCKUN
SI3BIK, 3aBEPEHHBIM
[POU3BOTUTENIEM WU
YIOJTHOMOYCHHBIM MM JIUIIOM
[TyTEM COBEPIICHUS HAITHCU

«HepeBon COOTBETCTBYCT
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OpHUT'MHAJY» C IIPOCTABJICHUCM
TMOANNCH U YKa3aHUEM
JIOJIDKHOCTH, (l)aMI/I.]'H/II/I

1 MHUIWAJ10B, 1aThl

1.10

ITOKYMEHTHI Ha PaBO MPOU3BOJICTBA M3/IENTUH MEJUIIMHCKOTO Ha3HAYEHUS,
MEIUIIMHCKON TeXHUKH (JIMLIEH3HS U (WIN) cepTU(HUKAT COOTBETCTBHS
CHCTEMbI MCHEDKMEHTA KauyeCcTBa IIPOM3BOJUTEILS U IPOU3BOICTBEHHON
TUTOINAAKY U (WITH) MHOHM aHAIOTWYHEIN JOKYMEHT) B CIIydae pa3MelICHUs
3aKa3a Ha IPOM3BOJCTBO M3JCIHI MEIUIIMHCKOTO Ha3HAYCHUS, METULIUHCKON
TeXHHUKH y 3apy0eKHOTO MPOU3BOAUTEIIS

OpHUTHHAIIBI WU KOTIHH,
3aBEepeHHbIC HOTApPUAILHO.
O0s13aTEIPHO HATMIHNE
Teranu3auy WiIn
[IPOCTABIICHNUS AMTOCTHIIS, ECIIH
WHOE HE MIPEAyCMOTPEHO
ME>KTyHapOIHBIMH
imoroBopamu PecryGnuku
benapych. JJOKyMEHTHI,
COCTaBJICHHBIE

Ha HHOCTPAaHHOM SI3BIKE,
ITOJDKHBI COMPOBOXKIATHCS UX
MepeBoIOM Ha OeIopyCCKHi
VUTH PYCCKHH SI3BIK.

BepHocTh nepeBosia uiH
MOJTNHHOCTD MOZINCH
MepeBOAUNKA TOJDKHA OBITH
3aCBH/ICTEILCTBOBAHA
HOTapHaJIbHO

1.11

OT3BIBBI TOTPEOUTENEH M OpTaHU3ALNH 3ApaBoOXpaHeHus PecryOmiKu
Benapych — i1t IpeABapUTEIbHBIX TEXHUYECKUX PA0OT, MPEIIIECTBYOLIHX
TOCYyTapCTBEHHOM MepeperucTpanuy u3eIui MeIUIIMHCKOTO Ha3HAYeHNS,
MEIULUHCKON TEXHUKH (TIPU UX HATHYUH)

OpUTHHAJI WITH KOTIHS,
3aBEepeHHAs! TPOM3BOAUTEIICM.
O opMIISIOTCS B BUJIE TACHMA,
3a TIO/MKICKIO TOTPEOHTEIS,
PYKOBOIUTENS OpraHU3alUN
3IpaBoOXpaHeHUs PecyOmuku
benapyce unu
[YIOJTHOMOYEHHOT'O MM JIHIIA

C YKa3aHHEM JOJKHOCTH,
(haMITIH 1 MTHATTAAIIOB, JAThI
1 COIEPIKaT aKTyalbHYIO
MHPOPMALINIO HA ATy
MMPOBEACHUA MMPECABAPUTEIbHBIX
TeXHUYECKHUX paboT

1.12

OTYETHI O TOKIMHIUYECKUX UCCIENOBAHUAX U (WIIH) KIMHUIECKUX
MCTIBITAHUAX U (MJIH) KITMHUYECKHX OIIEHKAX, B TOM YHCIIE Ha pacXOIHBIE
MaTepHabl ¥ KOMIUIEKTYOIHe (TIPH HAJTMYUH)

OpPHUTHHAII WK KOTIHS,
3aBepeHHAas! TPOM3BOAUTEIICM.
[IpencraBisoTcs pe3yJibTaThl
ITOKJIMHUYECKHUX UCCIIEJOBAaHUI
1 (MIK) pe3yNIbTaThl
KITMHIYCCKUX HCITBITAaHUHA

1 (WITM) KIIMHAYECKUX OICHOK,
B TOM 4YHCJIC HA PACXOJIHbIE
MaTepualibl B KOMIUIEKTYIOIINE

1.13

MIPOTOKOJIBI ¥ (MJTH) aKThl TEXHUYECKUX HCIIBITAHUH N3AEIUI MEANIIMHCKOTO
Ha3HAYEHUsI, MEJUIIMHCKOW TEXHUKH, BBIJAHHBIC aKKPEJUTOBAHHBIMU
MCIIBITATEIbHBIMH JTa00PaTOPUSIMH (LIEHTPAMH)

OpPHUTHHAIIBI JOKYMEHTOB — IPU
[POBEJICHUH KOMIUIEKCa
MpeBapUTEIbHBIX
TeXHUYECKHUX padoT,
[pe/IIeCTBYIOIINX
rOCyAapCTBEHHOU
[pErHCTpAIMHU; KOIIHH,
3aBepeHHbIE 3asIBUTENEM, — IPU
MPOBEJICHUH KOMIUIEKCa
MpeBapUTEIbHBIX
TEXHUYECKNX padoT,
[pEeAIIEeCTBYIOINX
rOCYyJapCTBEHHOM
[epeperucTpariy.
/IOKyMEHTBI yTBEPIKIAFOTCS
[PYKOBOAUTEIEM OpraHu3allvy,
[POBO/IMBILICH UCTIBITAHMS,
IT0O0 JTUIIOM, M
[YIIOJIHOMOYEHHBIM,
[O/IMHUCHIBAIOTCS
MCIIOJTHUTEISIMU M COJIEPIKaT:

HAMMCHOBAHUEC U aJIpeC
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AKKpPCIUTOBAHHOU
MCIIBITATEIBHOM JTabopaTopuun
(ueHTpa); MecTo
OCYIIECTBIICHUS JTa00PaTOPHOM
e TeTbHOCTH; HOMEP
[POTOKOJIA, HYMEPAIHIO
CTpaHUI], HAUMEHOBAHHUE

M KOHTAKTHBIC JaHHbBIC
3asBUTENS, 0003HAYEHNE

M HANMEHOBaHHE TEXHHUYECKUX
HOPMATHBHBIX MPABOBBIX
AKTOB, HA COOTBETCTBHC
KOTOPBIM MPOBOIMIUCH
MCTIBITAHUS; 0003HAYCHUE

1 HAUMCHOBAHKE JOKYMCHTOB
HA METO]TbI UCTIBITAHU,
OIMCAaHNUE U3IENUN
MEIUIIMHCKOTO HAa3HAYCHUS,
MEIUIIMHCKON TEXHHKH,
obecrieunBaronee
0THO3HAYHYFO
MACHTU(DUKALUIO U TIPU
HEOOXOIUMOCTH COCTOSTHHE
o0Opasua (MoIHoe U TOYHOE
Ha3BaHUE U3AEIUN
MEIUITUHCKOTO Ha3HAYCHHUS,
MEIUITMHCKON TEXHUKH,
KOTOpPBIC OBLIH MOBEPTHYTHI
MCIIBITAHUSAM, U HANMEHOBaHHE
WX TIPOU3BOUTENSN); ATy
MmoJTydeHus1 oOpasna (00pasIoB)
ISt ICOIBITAHUM U 1aTy 0TOOpa
0Opasma (00pa3IoB); naTy
(IaThl) OCYIIECTBIICHUS
mabopaTopHOH AESITeTbHOCTH;
[PE3yJIBTATHI, TJC 3TO
[IPUMEHHMO, C CAUHUIIAMU
M3MEPEHUs; 1aTy BhIIAYU
[IPOTOKOJIA.

B ciiy4yae UCIBITAHUS] TUIIOBOTO
00pasiia 3asBUTEIEM
[PE/ICTABISIETCSI K POTOKOITY':
000CHOBaHKE BHIOOPA
TUTIOBOTO 00pa3ia (eciu
[IPUMEHUMO) O BO3MOXKHOCTH
MO0 HEBO3MOKHOCTH
[PacPOCTPaHCHHUS MOy ICHHBIX
[pE3YyJIbTaTOB UCIIBITAHUMN

Ha IPYTUe OJHOTHUITHBIC
M3CITUS] MEIUIIMHCKOTO
Ha3HAYCHHS, MEAUIIHHCKYIO
TEXHUKY; 000CHOBAaHHOE
3aKIIIOYEHHE O COOTBETCTBHHU
(HECOOTBETCTBUM) U3ICTUI
MEIUITUHCKOTO Ha3HAYCHHUS,
MEIUITUHCKON TeXHHUKH
TPeOOBAHUSIM TEXHUIECKUX
HOPMATHBHBIX MPABOBBIX aKTOB

1.14

[POTOKOJIBI U (MITH) aKThl CAHUTAPHO-TMTMEHHUYECKUAX UCTIBITAHUHN W3S
MEIUIIMHCKOTO HAa3HAYCHUS, MEUIIMHCKOI TEXHUKH, BbIJAHHBIE
AKKPENTOBAHHBIMH HCIIBITATEILHBIMU JTA00PATOPUSAMU (LIEHTPAMH )

OpPHUTHHAIIBI JOKYMEHTOB — U
[POBEICHUH KOMIUIEKCA
[peABaPUTEIBHBIX
TeXHUYECKHUX padoT,
[PEALIECTBYIOIINX
rOCYyJapCTBEHHOU
[PETHCTPALMHU; KOIIHH,
3aBEpEHHBIC 3asIBUTENICM, — IIPH
MPOBEJCHUH KOMILIEKCA

MpCcABAPUTCIILHBIX
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TEXHUYECKUX padoT,
[PE/IIICCTBYOIINX
rOCYyJapCTBEHHOU
MepeperucTpannu, KOTOPhIS
ITOJDKHBI OBITH YTBEPKICHBI
[PYKOBOIUTEIIEM OpTaHU3AIIH,
MIPOBOIUBIICH MCITBITAHS,
ITOO0 JTUIIOM, M
YIOJTHOMOYEHHBIM, TTOITHCAHBI
MICTIOTHUTEIIIMUA 1 JOJKHBI
CollepKaTh: HAMMCHOBAHUC

M aJipec aKKpeIUTOBAaHHOU
MCTIBITATEIBHOM JabopaTopuun
(ueHTpa); MecTo
OCYIIECTBIICHNUS J1TAOOPaTOPHOM
eI TeTbHOCTH; HOMEP
MIPOTOKOJIA, HyMEpaInio
CTpaHUI; HANMEHOBAHUE

M KOHTaKTHBIC JTAHHBIC
BasIBUTEIS; 0003HAUCHIEC

1 HAUMCHOBAaHHE TEXHUICCKUX
HOPMATHUBHBIX IIPABOBBIX
AKTOB, HA COOTBETCTBUE
KOTOPBIM POBOAWINCH
WCIIBITAHUS, 0003HAYCHUE

M1 HAUMCHOBAHNUE TOKYMCHTOB
Ha MCTO/bI HCHBITaHHﬁ;
ONMCcaHue U3enun
METUITMHCKOTO Ha3HAYCHHUS,
METUITTHCKOW TEXHHKH,
oOecrieynBaroniee
0THO3HAYHYIO
WICHTU(DHUKALNAIO U TIPH
HE0OXOTUMOCTH COCTOSTHUE
o0Opasia (MoHOoe ¥ TOYHOE
Ha3BaHUE U3/EJIUN
MCIUITUHCKOI'O Ha3HAYCHUA,
MEIUITMHCKON TEXHHUKH,
KOTOpBIE OBUIN MOJBEPTHYTHI
MCIIBITAHNSAM, 1 HAHMEHOBaHUE
WX TIPOU3BOIUTEN); OaTy
moy4deHus1 o0pasna (00pasIoB)
TS ICTIBITAHUHN | JaTy oTOOopa
0Opasma (00pas3IoB); KaTy
(1aThI) OCYIIECTBICHUS
mabopaTopHOH AEITEITHLHOCTH;
PE3yJIBTATHI, TIC 3TO
MMPUMEHNUMO, C CAMHUITAMUN
M3MEPCHUA, 1aTy BblAa4n
[IPOTOKOJIA; PEKOMEHIAINN
(eci IPUMEHNMO)

0 BO3MOKHOCTH JTHOO
HEBO3MOKHOCTHU
[PacTIPOCTPaHCHUS TOTYICHHBIX
[PE3yIBTATOB UCIIBITAHUI

Ha IPYTHe OJHOTHITHBIC
M30CJINSI MEAUITUHCKOT'O
Ha3HAYCHUA, MEAUITUHCKYTO
TEXHUKY; 000CHOBaHHOE
BaKJIIOYEHHE O COOTBETCTBUU
(HECOOTBETCTBYH) U3JICITHIA
METUITMHCKOTO Ha3HAYCHUS,
MEIUITUHCKON TEXHHUKH
TpeOOBAHUSIM TEXHUICCKHUX
HOPMATHBHBIX MPABOBBIX
AKTOB; PCKOMECH/IAIIUH

0 BO3MOKHOCTH JHOO

HCBO3MOXXHOCTH
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rOCyAapCTBEHHOM perHcTpaluin
(epeperucTparym)

1.15

IIPOTOKOJIBI U (MJIH) aKThI KIMHUYECKUX UCTIBITAHUI H3IICIUNA METUIIMHCKOTO
HA3HAYCHUS, MEAUIUHCKON TEXHHUKH, BBIJAHHBIC TOCYJAPCTBCHHBIMHU
OpraHU3aIlUsIMH 3IPABOOXPAHCHHUS UITH OTYET O KJIMHUYCCKOH OICHKE

(1711 KpyTTHOTA0APUTHOW TEXHHUKH, TPEOYIOIICH MOABOa KOMMYHHKAIIHH,
BEITIOTHEHHSI CTPOUTEIBHBIX U (MIIN) MOHTAXKHBIX paboT)

OpPHUTHHAIIBI JOKYMEHTOB,
KOTOpBIE TOJDKHBI OBITH
YTBEPIKIE€HBI PYKOBOAUTEIIEM
OpraHHU3aliy, TPOBOAMBIICH
WCTIBITaHHS, O(OPMIICHBI

Ha QUPMEHHOM OJlaHKe,
MOZNMCAHBI BCEMH WICHAMH
KOMHCCHH, IPOBOIUBIINMHA
WCTIBITAHHNS, U TOJDKHBI
CoJlepkKaTh: OCHOBAHUE

ISt TIPOBE/ICHUS UCTIBITAHUIL;
IMaThl HaYasa v 3aBepLICHUS
MCIIBITaHUI; LIeNb U 33/1a41
WCIIBITAaHN; yKa3aHue
MPOrpaMMbI U METOAMKH
MEIUIIMHCKUX UCTIBITAaHWH,

B COOTBETCTBHHU C KOTOPOH OHH
[IPOBOINIINCE; IEPEUCHB
M3AETUH MEAUITHHCKOTO
Ha3HAYCHUS 1 MEAUIIMHCKON
TEXHUKH, KOTOPbIE ObIIH
[OIBEPTHY ThI HCTIBITAHHSIM,

C YKa3aHHUEM HX
[POM3BOIUTEINS
[PEKOMEHAAINH (eCITu
MIPUMEHNMO) O BO3MOXKHOCTH
MO0 HEBO3MOXKHOCTH
[pacIpocTpaHeHHsI OTyYCHHBIX
[PE3YJIBTaTOB UCTIBITAHNH

Ha JpyTrHe OAHOTHUITHBIC
M31€THs MEIUIITHCKOTO
Ha3HAYCHUS W (WJIH)
METUIIMHCKYIO TEXHUKY;
000CHOBAHHBIA BEIBOJ

0 COOTBETCTBUHU
(HECOOTBETCTBUM) U3IEIHIT
MEITUIIMHCKOTO Ha3HAYEHUsI

1 (W) METUITTHCKOW TEXHUKHU
TpeOOBaHMSAM MPOTPaMMBbI

1 METOAMKH MEIUIIMHCKUX
MCIBITAHUN U X

A PEKTHBHOCTH;
[PEKOMEHAAINH O BO3MOKHOCTH
m160 HEBO3MOXKHOCTH
FOCYAApCTBEHHOW PErucTpanuu
(TIepeperucTparim)

W IPUMEHEHHS B MEMIIUHCKOM
MpaKTHKE.

OT4YeT 0 KIMHUYECKON OILIEHKE
(71 KpynHOTabapuUTHON
TeXHHUKH, TpeOyIoIei mosoaa
KOMMYHHUKAIW, BBIIOJTHEHUS
CTPOUTENBHBIX U (WIIN)
MOHTaXHBIX paboT) —
ITOKyMEHTaIbHO 0(hOPMIICHHBII
[pe3yIbTaT Ha OCHOBE
KITMHUYECKUX JaHHBIX

1 10Ka3aTeIbCTBA
SKBHBAJICHTHOCTH
MEIUIMHCKOHN TEXHUKH, paHee
BaperucCTpUPOBAHHOMN

B PecniyOmmike Benapychb

(711 KpynHOrabapuTHOU

TEXHUKH, TPeOyFOIIeH mo1BoIa
KOMMYHUKAIIHHA, BHITTOJTHCHUS
CTPOWTENBHBIX U (VITH)






23

MOHTaXHBIX PadoT).

OT4YeT 0 KIMHUYECKOM OLICHKE
ITOJDKEH OBITH YTBEPIKICH
[IPOU3BOUTENIEM
MEIULIMHCKON TEXHUKU UIH
[PYKOBOIUTEIIEM OpTaHU3AIIH
3IPaBOOXPAHEHNUS, KOTOPAs
MpoBeJia KIMHHYECKYIO OIICHKY

1.16

TTOBEPEHHOCTb, MOATBEPIK/IAOIIAs TIOJIHOMOYHS Ha TIPE/ICTABICHHE
MHTEPECOB 3asBHUTENS (PH HEOOXOAMMOCTH)

OpHUTMHAJI WJIX HOTapHUaJIbHO

3aBCPCHHAA KOITHUA

JIOKyMEHTBI ISl IPEABAPUTEIBHBIX TEXHUIECKUX PaboT, MPEIIICCTBYIOMINX TOCYAaPCTBEHHON PETHCTPAIN
(TIepeperucTpanum) u3AeIui METUINHCKOTO Ha3HAYEHHUS M MEIULIUHCKON TEXHUKH 3apyOeKHOTO
[IPOM3BOJICTBA, 338 UCKJIIOYEHHEM NPEYCMOTPEHHBIX TYHKTaMH 3—5 HACTOSIIEr0 MPUIIOKEHHUSI:

21

3asBKa Ha MPOBCACHUC KOMIIJICKCA NPEABAPUTCIIbHBIX TEXHUYCCKUX pa60T

odopmiIsieTcst B COOTBETCTBUH
c moxmyHkToM 1.1 mynkra 1
HACTOSIIET0 NPHJIOKCHUS

2.2

nH(pOpMaMOHHOE MUCEMO POU3BOIUTEIS HIIM MHOH JOKYMEHT,
MOJTBEPIKNAIOIIUI T'apaHTUIHHOE U CEPBUCHOE 00CITY)KMBaHUE U3/IEIUS
MEIUIMHCKOTO Ha3HAYeHUS, METUIIMHCKOM TEXHUKU

OpPHUTHHA WM HOTapUaJIbHO
3aBepeHHas KOIHSI.
HudopmanmoHHOE MHCEMO
[POM3BOIUTEINS WIIK HHOK
ITOKyMEHT JOJIXKHBI OBITh
opopMIICHEI Ha (GPUPMEHHOM
OaHKe IPOU3BOJUTEINS,
MOZNMCAHBI IPON3BOIUTEIIEM
VUTH YTIOJTHOMOYEHHBIM UM
ITMIIOM C yKa3aHHUEM
IMOJDKHOCTH, (haMHITUU

1 MHULIMAJIOB. B ciyyae ecnu
M3eI1e MEAUIHCKOTO
Ha3HAYEHUsI HE MOJUIC)KUT
rapaHTUHHOMY U (MJIH)
CEepBUCHOMY OOCITY’KHBaHHIO,
ImaHHast HGOpMAanus TOKHA
OBITH OTpa)kKeHa B 3THX
ITOKyMEHTaX ¢ yKa3aHHEeM
HaMMEHOBAHUS IOPHIMYECKOTO
NUIa, YIIOJIHOMOYEHHOTO
[IPOM3BOJIUTENIEM Ha IIPHHSATHE
MIPEeTEH3MUI 0T MOoTpeOuTENeH,
ero MecTa HaXOK/ICHHSI.
J/IOKyMEHTBI, COCTaBJICHHbIE
Ha HHOCTPAHHOM SI3bIKE,
ITOJDKHBI COMPOBOXKIATHCS UX
MepeBoOIOM Ha OeIopyCcCKUi
VUT PYCCKHH SI3BIK.

BepHocTh nepeBoia WK
MOJJTMHHOCTD MOIUCH
MepeBoIYMKa JI0JDKHA OBITh
3aCBH/IETEIILCTBOBAHA
HOTapHaJIbHO

2.3

JTOKYMEHT O PErMCTPALUK U3/IENUsl MEAUIIMHCKOTO Ha3HAUCHHSI,
MEIUIIMHCKON TEXHUKH U (MJIH) JOKYMEHT, pa3peIiaonuii oopamieHne
M3eIIHsl MEAMIMHCKOTO Ha3HAUYEHHsI, MEIUI[MHCKON TEXHUKH B CTpaHE
MIPOU3BOIUTENS (B TOM YHCIIE PETHCTPALMOHHOE YIOCTOBEPEHNUE, U (TIITH)
cepTuduKaT Ha CBOOOTHYIO MPOJIAXKY, U (UJIH) JeKIapaIus 0 COOTBETCTBHUH,
n (Wn) cepTudUKaT COOTBETCTBHS) MO0 pacriedaTka rpadnaecKkoro
M300pakeHHs 3KpaHa (CKPUHILIOT) HHTEPHET-CTPAHUIBI OPUIHATEHOTO
caiiTa peryJIsTOpHOro OpraHa B INI00abHOW KOMITbIOTepHOH cetr MHTepHeT
c uHpOpMaIeH, NOATBEP KAl oOpallieHne 3eHsl METUIUHCKOTO
Ha3HAYEHUsI, MEJULIMHCKON TEXHUKU B CTPAaHE IPON3BOIUTEIS

OpHUTMHAJIBI WA KOIINU,
BaBepeHHbIE HOTAPHAIBHO.
O0s3aTeNbHO HATHYNE
IerajJiu3anuu ujin
[IPOCTABJICHNS allOCTHIIS, €CIIN
MHOE HE NPEyCMOTPEHO
MEKTyHAPOTHBIMH
imoroBopamu PecryOinku
benapyck. JIokyMeHTHI,
COCTaBJICHHbIE

HA HHOCTPAHHOM SI3BIKE,
ITOJDKHBI COTIPOBOKIATHCS MX
MepeBOIOM Ha OEITOPYCCKUH
U PYCCKUH SI3BIK.
Bepnoctb nepesoja mwim
MIOUTHHHOCTB TTOIITUCH

NEPEBOTIMKA JOJKHA OBIThH
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3aCBH/ICTEIILCTBOBAHA
HOTapHajbHO.

PacriedaTka rpaduiyeckoro
M300paKeHMs SKpaHa
(CKpHMHIIIOT) MHTEPHET-
CTpaHUIIBI OPHUIINATIBHOTO
caiiTa peryJIsiTOPHOTO OpraHa
B TII00aJIFHON KOMITBIOTEPHOM
cetu MIHTEpHET NOKHA OBITh
cIieNlaHa He paHee 3 MecsIeB
CO JIHSI IIPEJICTaBIICHHS
ITOKyMEHTOB U 3aBEepeHa
3asBUTENEM, a IIPH HAJTUIUN

B HEel MH(pOpMaIN

Ha HHOCTPAHHOM SI3bIKE
ITOJDKHA COTIPOBOKAATHCS
MepeBOIOM Ha OeropyccKuit
I pycCKUil a3bIK. BepHOCTh
MepeBOAa MM MOIJIMHHOCTD
MOZNMCH TIEPEBOTINKA TOJDKHA
OBITH 3aCBHIETEILCTBOBAHA
HOTapHaJIbHO

24

cepTU(HUKAT COOTBETCTBHUS CHCTEMBI MEHEDKMEHTA Ka4eCTBa IMPOU3BOIUTENS
1 IPOM3BOICTBEHHOM TUTOMIAKK (TIPpU HEOOXOUMOCTH) U3ACTHUS
METUITTHCKOTO Ha3HAYEHUS, METUITUHCKOM TEXHUKH (TIPU HAJTUIHH)

OpPHUTHHAIIBI WIIH KOTIHH,
3aBepEHHBIE HOTApPUAIBHO.
O06s13aTeIbHO HATHYHE
JICraJiu3anuu Ui
[IPOCTABJICHUS allOCTUIIS, €CIIU
HOE HE MPETyCMOTPEHO
MEKIYHAPOIHBIMHU
imoroBopamu PecrryGnuku
benapyck. JlokyMeHTHI,
COCTaBIICHHBIE

Ha HHOCTPAHHOM SI3BIKE,
ITOJDKHBI COMIPOBOXKAATHCS UX
MepeBOIOM Ha 0eJIopyCCKUit
UM PYCCKU SI3BIK.

BepHocTh epeBoja Win
MOJJIMHHOCTD IIOAITHNCH
MepeBOUNKA TOJKHA OBITH
3aCBUIETENHCTBOBAHA
HOTapHaIbHO

25

MHCTPYKIHA 10 HPUMCHECHHNIO U3ACIINA MEIUIIMHCKOTO Ha3HAYCHU S WIN
[DYKOBOJCTBO I10 3KCILTyaTallun MeZ[HIIPIHCKOﬁ TCXHUKH

odopmiIsieTcst B COOTBETCTBUH
c moamyHkToM 1.3 myHkTa 1
HACTOSIIIETO MPUIIOKCHHUS.
JIOKyMEHTBI, COCTaBJICHHBIE
Ha MHOCTPAHHOM SI3bIKE,
CONIPOBOXKIAIOTCS IEPEBOJIOM
Ha OeTopyCCKUN MITH PyCCKHN
SI3BIK, 3aBEPCHHBIM
MIPON3BOIUTEIIEM HIH
[YIIOJTHOMOYEHHBIM MM JIHIIOM
[TyTEM COBEPIICHUS HAIICH
«IIepeBof COOTBETCTBYET
OpUTHHAITY» C IPOCTABICHUEM
MOJINICU U yKa3aHUEM
IMTOJDKHOCTH, (haMHIIHT

W MHUIIMAJIOB, IaThI

2.6

O6p33611 WK MAaKE€T MapKUPOBKHU, YIIAKOBKU PI3,Z[CJ'II/II71 MEIUIITUHCKOI'O
Ha3Ha4YCHU, MC,Z[PIIIPIHCKOEI TCXHUKHU

OpUTHHAI WU KOTIHS,
3aBEpPCHHAS POU3BOIMUTEIICM.
[IpencraBnsiercs

Ha KOHKPETHYIO MOJIEITh
M3ETUs MEIUIIMHCKOTO
Ha3HAYECHHS, MEIMIMHCKOMN
TEXHUKH B BHJE
MMOJIHOIIBETHOTO 00pa3siia,
3aBEPCHHOTO MIPOU3BOIUTEIICM,

KOTOpLIﬁ JAOJIZKCH COACPIKATDH
CBCACHUS, dAKTYAJIbHBIC HA AATy
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[10/1a4M 3asIBKU Ha MPOBEJCHUE
KOMIUIEKCa MpeABAPUTETbHBIX
TEXHUYECKHUX padoT, BKIFOYAsS
TeXHUYECKHE XapaKTEPUCTHUKHU.
MapKupoBKa U3IETHi
MEIUITTHCKOTO Ha3HAUCHMUS,
MEIUITUTHCKON TEXHUKH JOJDKHA|
CONlepKaTh CIEAYIOINE
CBEJICHNUS: HANMCHOBAaHHUE

1 0003HAUYCHHUE U3IEITAS
METUIIMHCKOTO Ha3HAYEHUS,
METUITMHCKOW TEXHUKH (THII,
MapKa, MOJIENb, aPTUKYI);
HAaUMEHOBAHHE MTPOU3BOIUTEIS
11 IPOU3BOACTBEHHON
[JI0IIAa/IKH; HAMUMEHOBAaHUE

1 MECTO HaXOXKACHUS
YIOJTHOMOYEHHOTO
MPEICTaBUTEIS TIPOU3BOAUTEIS
Ha TPUHATHE TIPETCH3NH

Ha TeppuTopun PeciryOnmkn
Benapych mimm uMmopTepa —
IJIs1 IMITOPTUPYEMBIX U3JIETHIA
METUITMHCKOTO Ha3HAYEeHUS,
METUIIMHCKOW TEXHUKH; ATy
(roa u Mecsll) U3TOTOBJICHUS
M37eNTUs] MEIUIIMHCKOTO
Ha3HAYCHUS, MEIUITUHCKOMN
TeXHUKH; AaTy (TOX ¥ MecsI),
M0 KOTOPO¥ TOITyCcKaeTcst
Oe30macHOe MPUMEHEHHE
M3ICITUS MEIUIIMHCKOTO
Ha3HAYCHS, MEIAIITHCKOM
TeXHUKH, €CITU JIJIS1 HETO
YCTaHaBJIHMBAETCS
OrpaHUYEHHBINA CPOK
[IPUMEHEHHUS; CEPUITHBII
(KaTaJI0XKHBII) HOMEp WIIH KO
mapTuH (IpU HAJTHMYUH); CIIOBO
«CTEPUJIBHO» nnsa nsnenust
MEIUITTHCKOTO Ha3HAYCHHUS,
MOCTaBJIIEMOTO B CTEPIIIBHOM
COCTOSIHUH; CITOCO0
CTepIIIA3AIIUY [T U3ICITUSI
MEIUITTHCKOTO Ha3HAYCHHUS,
MHGOPMALIUIO O TOM, YTO
ITaHHOE M3eNne
METUITMHCKOTO Ha3HAYEHUS,
METUITMHCKAs TEXHUKA
MpeIHa3HAYeHO
(mpenHa3zHavYeHa)

U1 OJTHOPa30BOT0
MCIIOJIb30BAHUS

(17151 OTHOPA30BBIX U3ICITUI
MEIUIIMHCKOTO Ha3HAaYeHUs,
MEIUITUHCKON TEXHUKH);
[YCIIOBHS XpaHEHHUS U (MIIN)
bKcrutyaTanuu. Ecnu nanneie
CBECHUS YaCTUIHO FITH
[TOJTHOCTHIO HEBO3MOXKHO
HAaHECTH HEMOCPEICTBCHHO

Ha W3[IeIHe METUIIMHCKOTO
Ha3HAYEHUSI, METULITHCKYIO
TEXHUKY, TOTPEOUTEIBCKYIO
[YIIAKOBKY HJIK TPAHCIIOPTHYIO
Tapy, OHU MOTYT YKa3bIBaTbCs
B MHCTPYKLIUHU MO IPUMEHEHHIO

M3 0CTINA MCIUITMHCKOI'O
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Ha3HAYEHUsI, PyKOBOJICTBE
10 DKCILTyaTaluu
METMIMHCKOM TEXHHUKH.
HanmeHnoBaHue POU3BOUTES
1 (MIM) ero TOBAPHBI 3HAK,
HaNMEHOBAHUE U 0003HAYCHHUE
M3AETHS MEIUIITHCKOTO
Ha3HAYCHHSI, MEIUIITHCKON
TeXHUKH (THI, MapKa, MOJEIB),
CEpUIHBII HOMEP UIIH KOJ
MapTUU OJDKHBI OBITH
HaHECEHBI Ha X
MHAVBUAYAIBHYIO U (UIIH)
IPYIIIOBYIO YIaKOBKY.
MapKHpOBKa H3IETHs
MEIUIIMHCKOTO Ha3HAYEHUS,
MEIUIMHCKON TEXHUKU TOJDKHA
OBITH Pa30OPUMBOIL, JTETKO
UUTAEMOMU.

O0pazer MapKHPOBKH
(YIIaKOBKH) U3IEIIHHA
MEIUIIMHCKOTO Ha3HAYCHUS,
MEIUITMHCKON TEXHUKH,
COCTABJICHHBIN

Ha HHOCTPAHHOM SI3bIKE,
COTIPOBOKIAETCS IEPEBOAOM
Ha OEJIOPYCCKUil NI PYCCKHUIA
SI3BIK, 3aBEPEHHBIM
MIPONU3BOIUTENEM HIIH
YIIOJIHOMOYEHHBIM UM JIHIIOM
[TyTEM COBEPIICHHS HAIIIHNCH
«IlepeBoj cOOTBETCTBYET
OpUTHHAITY» C IPOCTAaBICHUEM
[OJINTUCH U yKa3aHUEM
IMOJDKHOCTH, (haMHITUU

W MHHUIIMAJIOB, 1AThI

2.7

OTYET O CPOKAX TOJHOCTH JUIS U3JEIINN MEAULIIMHCKOIO HA3HAYCHMS],
MMEIOLUX CPOK XPAHEHHUS

0(hOPMIISIETCSI B COOTBETCTBUU
c moamyHKToM 1.5 myHkTa 1
HACTOSIIETO MPHIOKEHHS.
JIOKyMEHT, COCTaBJIEHHBII

Ha HHOCTPAHHOM SI3BIKE,
COIIPOBOXKIAETCS TIEPEBOIOM
Ha OeIOpyCCKHI MITH PyCCKHUN
SI3BIK, 3aBEPEHHBIM
MIPONU3BOIUTENEM HIIN
YIOJTHOMOYEHHBIM UM JULIOM
[TyTE€M COBEPIICHUS HAIICH
«IlepeBon cOOTBETCTBYET
OpUTHHAITY» C IPOCTABICHHEM
MIOJIIIFICH M YKa3aHUEM
ITOJKHOCTH, (paMHUITAN

W MHUIIMAJIOB, IaThI

2.8

OTYCT O MPOBCJACHUHN aJlaliTalilun (BaJ'II/IZ[aIII/II/I) PEarecHTHOro KOMIIOHCHTA

Ha KOHerTHOﬁ MOACTIN aBTOMATUYCCKOI'oO aHaJIUTHYCCKOI'O 060py}10BaH1/m
B CJIy4ac COBMECTHOI'O UCIOJb30BAHUSA PCAr€HTHOTO U MHCTPYMEHTAJILHOI'O
[KOMIIOHCHTA PA3JIMIHbIX MEXKIY 00010 HpOPI3BO,Z[HTeJ'ICﬁ (Z[J'IH PpearcHTHbIX
KOMIIOHCHTOB I/I3,HCJII/Iﬁ MCIHUIIMHCKOT'O Ha3Ha‘{CHI/IH)

oopMIIIOTCS. B COOTBETCTBUHU
c moyHKToM 1.6 myHkTa 1
HACTOSIIIETO MPUIIOKEHHUS.
J/IOKyMEHTBI, COCTaBJICHHBIE
Ha HHOCTPAHHOM SI3BIKE,
COTIPOBOXKIAIOTCS IEPEBOJIOM
Ha OETOPYCCKUI WIIH PYyCCKUN
SI3BIK, 3aBEPEHHBIM
MIPON3BOIUTEIIEM HJIH
YIOJTHOMOYEHHBIM MM JIHIIOM
TyTE€M COBEPIICHUS HAIIICH
«IlepeBos cooTBETCTBYET
OpUTHHAITY» C IPOCTAaBICHUEM
[OJNUCH U yKa3aHUEeM
IMOJDKHOCTH, (haMHITHA

W MHUIUAJIOB, JAThI
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2.9

JCKJIapalus Ui HHOI JAOKYMCHT O TUIIC AHAJIMTHYCCKOM na60paTopH0-
HHaFHOCTH‘IeCKOﬁ CHUCTCMBbI (,HJ'IH J'Ia60paT0pHO-HI/IaFHOCTI/I‘IeCKI/IX CI/ICTGM)

odopmiIsieTcst B COOTBETCTBUH
c moxyHkToM 1.7 mynkra 1
HACTOSILETr0 MPUIOKEHHSL.
J/IOKyMEHTBI, COCTaBJICHHBIC
Ha MHOCTPAHHOM SI3bIKE,
COIIPOBOXKIAIOTCS IEPEBOAOM
Ha OeTopyCCKUI TN PyCCKHAN
SI3BIK, 3aBEPEHHBIM
MIPOHU3BOIUTENIEM HITH
YIIOJIHOMOYEHHBIM UM JHIIOM
[TyTEM COBEPIICHHS HAIIIHUCH
«IIepeBoj COOTBETCTBYET
OpUTHHAITY» C IPOCTAaBICHUEM
MOJNUCH U yKa3aHUEeM
IMOJDKHOCTH, (haMHITUA

W MHULIMAJIOB, 1aThI

2.10

OTYETHI O BaJIMJAUWH U (WIN) BepupHUKaIUK (JUIsl aHATUTHYECKUX
TabopaTOPHO-AMATHOCTHYECKUX CHCTEM)

0opMIIIOTCS. B COOTBETCTBUHU
c mommyHKTOM 1.8 myHKTa 1
HACTOSILETO MPUIOKEHHS.
JIOKYyMEHTBI, COCTaBJICHHBIE
Ha HHOCTPAHHOM SI3BIKE,
CONIPOBOXKIAIOTCS IEPEBOJOM
Ha OeTopyCCKHUI MITH PyCCKHUN
SI3BIK, 3aBEPEHHBIM
MIPOU3BOIUTENIEM WU
[YIIOJTHOMOYEHHBIM MM JHILIOM
[TyTE€M COBEPIICHUS HAIHCH
«IIepeBon cOOTBETCTBYET
OpUTHHAITY» C IPOCTAaBICHUEM
MOJIHICH U yKa3aHUEM
IMOJDKHOCTH, (haMHITHT

U MHUALUAJIOB, JAThI

2.11

nH(pOPMAIIMOHHOE TUCEMO TIPOU3BOIUTEIS HITH HHOM JOKYMEHT,
[OJITBEPIKTAIOIIUI pa3MEIleHHE 3aKa3a Ha MPOU3BOJICTBO U3/ICTHIA
MEIMIIMHCKOTO HAa3HAYCHUS], MEUIIMHCKOM TEXHUKU HA IPOU3BOJICTBEHHOM
[UTOIAAKE JTHOO YTO MPOU3BOACTBEHHAS IUIOIIAAKA U3ICIUNA METHUIIMHCKOTO
Ha3HAYEHHS, MEJUIIMHCKOM TEXHUKH BXOJUT B COCTAB OJHOI0 O0LEIUHEHNS,
MJTH TOKYMEHT, [TOITBEPKIAOIIHNN, YTO MPOU3BOIUTEb BXOUT B COCTaB
00BEIMHECHHUS, B KOTOPOE TAK)KE BXOAUT MPOU3BOICTBECHHAS TUIONIAIKA
M3eITMI MEUIIMHCKOTO HAa3HAYCHHS, MEIUITHHCKON TEXHUKH, B Cllydae,
€CJTU MPOU3BOANTEIb U MPOU3BOJICTBEHHAS TUIOIIAAKA U3CITUI
METUITMHCKOTO Ha3HAYEHUs, MEIUIIMHCKON TEXHUKH BXOIAT B COCTaB OJHOTO
00BEeTUHEHUS

MPECTABISICTCS OPUTHHAT HITH
3aBepecHHAs 3asBUTEIEM KOTIHS
WHPOPMAMOHHOTO TUCHMa
rpou3BouTeNs. JJOKyMeHTHI,
COCTaBJICHHBIE

Ha UHOCTPAHHOM SI3BIKE,
COTIPOBOXKIAIOTCS TIEPEBOIOM
Ha OeIopyCCKUI MIIN PyCCKUN
SI3BIK, 3aBEPEHHBIM
MIPOU3BOTUTEIICM HITH
YIOJTHOMOYECHHBIM MM JIHIIOM
ITyTEeM COBEPIICHHUS HAIICH
«IlepeBoj cOOTBETCTBYET
OpUTHHAITY» C IPOCTABIEHUEM
[TOJNKCHU U YKa3aHUEM
ITOJDKHOCTH CITy KAIero,
(dhaMuIKM ¥ MHUIMATIOB, JIATHI.
MHO¥ TOKYMEHT 0pOopMITSIETCS
COJIOBHOM KOMITaHHEH
00BEAUHEHNS U TOJDKEH
collepKaTh UHPOPMALTUIO

0 TOM, YTO MPOU3BOJIUTEID
BXOJIUT B COCTaB O0OBCINHCHHUS,
B KOTOPOE TAKXKE BXOJIUT
[IPOU3BOJICTBEHHAS TUIOIIAJKA
M3J1eIU METUIMTHCKOTO
Ha3HAYCHHS, MEIUIITHCKOM
TeXHUKH. JJoKyMeHT,
COCTABJICHHBIN

Ha MHOCTPAHHOM SI3bIKE,
ITOJDKEH COIPOBOXKIATHCS €ro
MepeBOIOM Ha OEITOPYCCKUH
UK pycckui s3eIk. BepHOCTB
[epeBo/ia WK NOJIMHHOCTh

MOJANNCH IEPCBOAYMKA JOJKHA
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OBLITH 3aCBUACTCIILCTBOBAHA
HOTapUaJIbHO

2.12 jucxioueH

2.13 |oT3BIBBI OT MOTpeOUTENEH U OpraHU3aIii 3ApaBoOXpaHeHus PecrryOmuku  [0(OPMIISIOTCS B COOTBETCTBUH
benapych npu MpoOBEJCHUHN KOMIUIEKCA ITPEABAPUTEIBHBIX TEXHUUECKUX c moxmyHkToM 1.11 mynkra 1
[paboT, MPEeANIECTBYIOIINX TOCY JapCTBEHHON IIepeperucTpanuu (Ipu ux HACTOSIIIETO MPUIOKCHUS
HaJIMIHUH)

2.14 [npoToxoNB! U (MIIN) aKTHl CAHUTAPHO-TUTHCHHICCKUX MCIBITAHINA U3ACTHH  [0(OPMIISIOTCS B COOTBETCTBUHI
MEIUIMHCKOTO Ha3HAYCHUS, MEIUINHCKOM TEXHUKH, BBITAaHHBIE c moxmyHKTOM 1.14 mynkTa 1
AKKPEAMTOBAaHHBIMU HCHBITATEIBHBIMU JIA00PAaTOPUAMHE (LIEHTPaMu) IpU HACTOSIIETO MPUI0KSHUS
MIPOBEJCHNH KOMIUIEKCA MIPEABAPUTEIBHBIX TEXHHYECKHUX PadoOT,

[PEALIECTBYIOINX TOCY IapCTBEHHOM perncTpaiyuu

2.15 [npoToKouBI ¥ (MITH) aKThl KIMHUYECKUX UCTIBITAHUN M3JEITUH METUIMHCKOTO [0(OPMIISIOTCS B COOTBETCTBUU
Ha3HAYEHUsI, MEIUIIMHCKON TEXHHUKH, BBIJAHHBIE TOCYJAPCTBEHHBIMHU c moxmyHkToM 1.15 myHkra 1
OpraHU3aUsIMU 3/IpaBOOXPAHEHNUS, WIIN OTYET O KIMHUYECKOH OIICHKE HACTOSIIIETO MPUIO0KSHUS
(111 KpyTTHOTAa0APUTHON TEXHUKH, TPEOYIOIIeH T0ABOAa KOMMYHHKAIIHH,

BBITIOJTHEHUS CTPOUTEIBHBIX ¥ (HMJIM) MOHTaXKHBIX padboT)

2.16 [1OBEepEHHOCTH ITPOU3BOAUTENS Ha IIPEACTABICHNE HHTEPECOB B PecyOnike |[0puruHai nim HOTapualbHO

benapyco 3aBEpEHHAs KOTIHS.
JIoBEpEHHOCTB,
MOATBEPKIArOIIast
[TOJTHOMOYHS
Ha [PEeACTaBICHUE HHTEPECOB
3asgBUTENA (TIPH
HEOOXO0AUMOCTH)
MO/NUCHIBACTCS
[YIIOJIHOMOYEHHBIM JINIIOM
MPOU3BOTUTEIS.
J/IOKyMEHTBI, COCTaBJICHHBIC
Ha HHOCTPAHHOM SI3BIKE,
COIIPOBOXKIAIOTCSI HOTAPHATIHHO
3aBEPEHHBIM I1€PEBOJIOM
Ha OeIOpyCCKHUI WITH PyCCKHI
SI3BIK

3 |lokyMeHTHI J1s TpeBapUTENILHBIX TEXHUUECKHX Pa0OT, NPEAIIECTBYIONIMX FOCYJapCTBEHHON PEruCTpaluu

(TepeperucTpannm) U3Ieust MEIUIIMHCKOTO Ha3HAYEeHUsI 3apy0eKHOT0 IIPOU3BOICTBA, IPEIHA3HAYEHHOT'0

JIS1 MCTIOJIb30BaHUsSI B IPOMBILIJICHHOM ITPOM3BOICTBE JIEKAPCTBEHHBIX CPEJICTB, IPE/ICTABISIEMOTO

Ha rOCYAapCTBEHHYIO PErUCTPALIUIO FOPHIMYECKUM JIMLIOM HIIM MHIMBHIYaJIbHBIM NpeANpUHUMATEIEM

PecnyOnnku benapych, IpOU3BOSIIIMM JIEKAPCTBEHHBIE CPEICTBA:

3.1 jBasiBKa Ha NpOBEJICHUE KOMIUIEKCA MPEABAPUTENBHBIX TEXHHUECKUX PaboT  [oopmiisieTcsi B COOTBETCTBUH

c moamyHkToM 1.1 myHkra 1
HACTOSIIIETO MPUIIOKCHHUS

3.2 |TOKYMEHT O PErHCTpalny U (MJIN) CepTH(OUKALMN U3EIHSI MEIUIIMHCKOTO  [opopMiIsieTcsi B COOTBETCTBUH
Ha3HA4YEHUsI, JOKYMEHTBI, pa3peliaionye oopamieHue u3aenus C TTOJIITYHKTOM 2.3 IyHKTa 2
MEIMIIMHCKOTO Ha3HAYEHUS B CTPaHE MPOU3BOAMTENS (B TOM YHCIIE HACTOSIIET0 MPUIIOKSHUS
[PETHCTPAIIMIOHHOE YAOCTOBEPEHUE, U (M) cepTU(HKAT HAa CBOOOHYIO
MpoJaxy, U (MIM) JeKJIapalys O COOTBETCTBHY, U (WIN) cepTUUKAT
COOTBETCTBUSI)

3.3 |cepTU(HKAT COOTBETCTBUS CUCTEMBI MEHE/DKMEHTA Ka4eCTBa MPOU3BOIUTENI[0OpMIIIETCSI B COOTBETCTBUH
1 TIPOU3BOACTBEHHOH IIOMIAIKK (TIPH HEOOXOAUMOCTH) U3AEIIHS C MOJIYHKTOM 2.4 MyHKTa 2
MEJIMIIMHCKOTO Ha3Ha4YeHusl (IIPU HATUYUH) HACTOSIIIETO MPUIIOKESHHUS

3.4 |[MHCTPYKIHS IO IPUMEHEHUIO U3/EIHsI MEIMIUHCKOTO Ha3HAYCHHS odopmIIsieTcs: B COOTBETCTBUH

c moamyHkToM 1.3 myHkTa 1
HACTOSIIETO TPUIOKEHUSI.
JIOKyMEHT, COCTaBJICHHBIHI

Ha UHOCTPaHHOM SI3bIKE,
CONPOBOXKIAETCSI IEPEBOJIOM
Ha 0eJI0pyCCKUI MM PYCCKHUN
SI3BIK, 3aBEPEHHBIM
[IPOU3BOUTENIEM WIIH
[YIIOJTHOMOYEHHBIM UM JIMLIOM
TyTEM COBEPIICHUS HAIIICH
«IlepeBos cooTBETCTBYET
OpUTHHAITY» C IPOCTABICHHEM
MOJIIIVICH M YKa3aHUEM
ITOJDKHOCTH, (paMHUITAN

1 MHUIHAJIOB, 1aThl
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3.5 |[uHpOpMaIMOHHOE THCHMO MTPOU3BOAMTENS MIIM HHOW JIOKYMEHT, odopmiIsieTcst B COOTBETCTBUH
MOJTBEPIKNAIOIINH Pa3MEIeHNE 3aKa3a Ha IPOU3BOJICTBO U3JIECTIHI c moxmyHkToM 2.11 myHkra 2
MEIMIIMHCKOTO Ha3HAYEHUS, MEJUIMHCKOM TEXHUKN HA IPOU3BOJCTBEHHOW |HACTOSIIIETO MPHUII0KEHHS
TUTOLIaKe MO0 YTO MPOU3BOJCTBEHHAS IUIOIIA/IKA H3IEIIUH METUIMHCKOTO
Ha3HAYEHUsI, MEIUIMHCKOM TEXHUKN BXOJHUT B COCTaB OJTHOTO OOBEIUHEHHUS,

WIN TOKyMEHT, TIOATBEP KIAIONINHN, YTO MPOU3BOANTEND BXOAUT B COCTAB
00BEMHEHNS, B KOTOPOE TAK)K€ BXOJUT NPOU3BOACTBEHHAS IUIOMIA KA
M3AETNH MEANIIMHCKOTO Ha3HAUYCHNS, MEIUIIMHCKOIN TEXHUKH, B CIydac,
€CIIM IPON3BOIUTENb U IPOU3BOACTBEHHAS TUIOIIAAKA U3/ACINI
MEIUIIMHCKOTO Ha3HAYCHNUS, MEIUINHCKON TEXHUKH BXOST B COCTAaB OHOTO
00beIMHeHNUS

3.6 |uckiroueH

3.7 [POTOKOIBI U (MJIM) aKTHl CAHUTAPHO-TUTUEHNYECKUX UCTIBITAHUH H3Iennuii  |0(hOpMIIIIOTCS B COOTBETCTBUU
MEIUIIMHCKOTO Ha3HAYCHUS, BBIJAHHBIE aKKPEJUTOBaHHBIMHU c moxmyHkToM 1.14 myHkra 1
MCIIBITATEIbHBIMH J1a00paTOpUsIMH (LIEHTPAMH) HACTOSIIIET0 MPUIIOKCHHUS

3.8 |[mpoTOKOMIBI M (MIIM) aKThl KIMHUYECKUX HCIIBITAHUH W3AEIUH MEAUIIMHCKOTO [0hOpMIIIOTCSI B COOTBETCTBUHI
Ha3HAYEHUsI, BBIIAHHbBIE TOCY1apCTBEHHBIMH OpPraHNU3aIHsIMU c moxmyHkToM 1.15 myHkra 1
3PaBOOXPaHECHUSI HACTOSIIIETO MPUIIOKESHHUS

3.9 |moBepeHHOCTH, MOATBEPIKAAIOIIAS TOJTHOMOYMS Ha MPECTaBICHHE odopmiIsieTcst B COOTBETCTBUH
MHTEPECOB 3asBUTENS (IIPU HEOOXOIUMOCTH) c noamyHkToM 1.16 mynkra 1

HACTOSIIIETrO MPUIIOKSHHUS
4 |JToKkyMeHTHI JJIs IPeIBAPUTEIbHBIX TEXHUUECKHX paboT, MPEIIEeCTBYIOINX IOCy1apCTBEHHOMN perucTpariuu
(TIepeperucTpanum) U3AeIui MeTUIMHCKOTO Ha3HAYEHUS M MEJULIUHCKON TEXHUKH 3apyOexKHOTO
MIPOM3BOJICTBA, HAXOMAIMXCS B oOpammeHnn Ha Teppuropun CoennHeHHbIX 1lITaToB AMepuKy nim
rocymapcTs — wieHOB EBpormeiickoro corosa:

4.1 pasBKa Ha IIPOBEJCHNE KOMIUIEKCA IPEABAPUTEIBHBIX TEXHUUECKHX Pad0T  [opopMirsieTcsi B COOTBETCTBUH

c mommyHkToM 1.1 myHkTa 1
HACTOSIIIETO MPUIIOKCHUS

4.2 [TOKYMEHT O MOJATBEPKACHUH COOTBETCTBHS H3IEJIUSI MEIUIIMHCKOTO oopMIIIOTCS B COOTBETCTBUHU
Ha3HAYCHUS, MEAUIIMHCKON TeXHUKH TpeboBaHmsM Permamenra ((EU) C TIOAITYHKTOM 2.3 TyHKTa 2
2017/746 wnu (EU) 2017/745) EBpomneiickoro nmapiamenrta u CoBera OT HACTOSIIETO MPUITIOKCHHSI
5 anpesns 2017 . WM TOKYMEHT, pa3peliaroiui 00panieHne u3einus
MCIUITMHCKOI'O Ha3HA4YCHUA, Me}lHHHHCKOﬁ TEXHUKHU B COC}II/IHCHHLIX
[Tatax AMepuKH (B TOM 4uclie cepTU(UKAT HA CBOOOAHYO MPOJIAXKY, MK
MeKJIapanus 0 COOTBETCTBHH, HIIH CepPTUHUKAT COOTBETCTBHUSA), THO0
nH(popManus ¢ opUIHMANTEHOTO caiiTa peryIsITOPHOTO OpraHa B TI100aIbHOM
KOMITbIOTEpHOM ceTu MIHTepHeT, TOATBep KIAI0NIas BhIICYKa3aHHbIE JaHHbIE

4.2 [1oKyMEHT O PETHCTPALMH U3/IETUS METUIMHCKOTO HA3HAYEHHUS, oopMIISTIOTCS B COOTBETCTBUHU
MEIMIIMHCKON TEXHUKH U (MITN) TOKYMEHT, pa3pellalomunii oopamieHue C TTOJUITYHKTOM 2.3 IyHKTa 2
M3AeIHs MEAUIIMHCKOTO Ha3HAYEHHSI, MEANIIMHCKON TEXHUKH B CTPaHe HACTOSIIIETO MPUIIOKCHUS
MIPOU3BOAUTENS (B TOM YHCIIE PETHCTPAlMOHHOE YI0CTOBEPEHHE, U (MIIN)
cepTu(duKaT Ha CBOOOAHYIO IPOJAXYy, U (MIIN) JeKJIapanus O COOTBETCTBHH,

1 (Wn) cepTu(dUKAT COOTBETCTBHS), TNOO pacredyaTka rpagruecKoro
M300pakeHHs 3KpaHa (CKPUHILOT) MHTEPHET-CTPAHUIIBI OPUIHATEHOTO
caiiTa peryJsITOpHOTO OpraHa B rI100aJbHON KOMITBIOTEpHOU ceTn MHTepHET
c nHpOpMaIeH, MOATBEPKAArOIIEH oOpaleHne U3eNrs MEIUIIHHCKOTO
HAa3HAYCHU, Me)IHHHHCKOﬁ TEXHUKHU B CTPAHC MPOU3BOJAUTEIA

43 CepTI/Iq)I/IKaT COOTBETCTBUA CUCTEMBI MEHCDKMEHTA KA4€CTBA IIPOU3BOANUTEIIA O(i)OpMJ'IS{eTCH B COOTBETCTBHUHN
154 HpOHSBO}lCTBeHHOﬁ TUIOIMAAKW U3CITHUI MCOAUITUMHCKOIO HAa3HAYCHUA, C ITIOAITYHKTOM 2.4 ITYHKTa 2
MEIMIIMHCKON TeXHHUKH (TIpH HAJIMYHH) HACTOSIIIETr0 MPUIIOKEHHUS

4.4 WMHCTPYKIUS 10 NPUMEHEHUIO M3/IeIHS MEIUIMHCKOTO Ha3HAYECHUS WIIN odopmiIsieTcst B COOTBETCTBUH

[DYKOBOJICTBO IT10 3KCILTyaTallun MC,HI/IIII/IHCKOﬁ TCXHHUKH

c moyHKToM 1.3 mynkTa 1
HACTOSILETr0 MPUIOKEHHSL.
JIOKyMEHTBI, COCTaBJICHHBIE
Ha MHOCTPAHHOM SI3bIKE,
COIPOBOXKIAIOTCS HEPEBOIOM
Ha 0eTopyCCKUI MITH PyCCKHN
SI3BIK, 3aBEPCHHBIM
MIPOHU3BOUTENEM HITH
YIIOJIHOMOYEHHBIM UM JIHLIOM
[TyTEM COBEPIICHUS HAIIHUCH
«IIepeBo COOTBETCTBYET
OpUTHHAITY» C IPOCTABICHUEM
MOJINICH U yKa3aHUEM
IMOJDKHOCTH, (haMHITHA

1 MHUIWAJ10B, 1aThl
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4.5

06pa3eu WK MAaKET MapKUPOBKHU, YIIAKOBKU H3ﬂ€ﬂl/ll7[ MCIUIITUHCKOI'O
Ha3Ha4YCHU, MC,Z[PIIIPIHCKOEI TCXHUKHU

odopmiIsieTcst B COOTBETCTBUH
C IMOJITYHKTOM 2.6 IyHKTa 2
HACTOSIILEr0 NPUJIOKEHUS

4.6

OTYCT O CPOKAX IroAHOCTU IJId H3H€J’IHI7[ MCIUIMHCKOI'O Ha3HA4YCHUA,
MMCIOLINX CPOK XpaHCHUA

odopmiIsieTcst B COOTBETCTBUH
c moxmyHKToM 1.5 myHkTa 1
HACTOSIIETO MPUIIOKSHHUSI.
J/{oKyMeHT, cocTaBIeHHBIN

Ha HHOCTPAHHOM SI3BIKE,
COIIPOBOXKIACTCS TIEPEBOIOM
Ha OeTopyCcCKUN MITH PyCCKHN
SI3BIK, 3aBEPEHHBIM
MPOU3BOTUTENEM HIIH
[YIIOJIHOMOYEHHBIM UM JIULOM
[TyTEM COBEPIICHHS HAITHCH
«IIepeBos COOTBETCTBYET
OpUTHHAITY» C IPOCTAaBICHUEM
MOJNUCH U yKa3aHUEeM
IMOIDKHOCTH, (haMHITHN

W MHUINAJIOB, TaThI

4.7

OTYCT O MNPOBCACHUHN alallTalilun (Bannnaunn) PEarcHTHOro KOMIIOHCHTA

Ha KOHerTHOﬁ MOACTIN aBTOMATHUYCCKOIo aHaAJIUTHYICCKOT'O O60pyHOBaHI/I$[
B CJIy4dac COBMCCTHOI'O MUCIOJb30BAHUSA PCArCHTHOTO U HHCTPYMCHTAJIbHOI'O
KOMIIOHCHTA PA3JIMIHbIX MEKAY 00010 HpOPISBO,Z[PITCJ'Ieﬁ (,HJ'I?I PpearcHTHbIX
KOMITIOHCHTOB I/IB,I[GJ'H/Iﬁ MCIHUIIMHCKOTO HaBHa‘ICHI/IH)

oopMIIIOTCS B COOTBETCTBUHT
c TomIyHKTOM 1.6 myHKTa 1
HACTOSIIIETO MPUIIOKCHHS.
J/IOKyMEHTBI, COCTaBJICHHBIC
Ha HHOCTPAHHOM SI3BIKE,
COIPOBOXKIAIOTCS HEPEBOIOM
Ha 0EJIOPYCCKUl M PYCCKHUIA
SI3BIK, 3aBEPEHHBIM
MPOU3BOTUTENIEM HIIH
YIIOJIHOMOYEHHBIM UM JIULOM
[yTeM COBEPIICHHS HAIIIHUCH
«IlepeBoj cOOTBETCTBYET
OpUTHHAITY» C IPOCTAaBICHUEM
MOJNNCH U yKa3aHUEeM
IMOIDKHOCTH, (haMHITHU

W MHUINAJIOB, TaThI

4.8

eKJIapalys WIH HHOW JOKYMEHT O THIIe aHAJTUTUIECKOH 1abopaTopHO-
TUArHOCTHYECKON CHUCTEMBI (JIsl TaOOPaTOPHO-AMArHOCTUIECKUX CUCTEM )

odopmirsieTcst B COOTBETCTBUH
c moamyHkToM 1.7 myHkTa 1
HACTOSIIETO MPHIOKEHHS.
J{OKyMEHTBI, COCTaBJICHHbBIE
Ha MHOCTPAHHOM SA3BIKEC,
COTIPOBOXKIAIOTCS TIEPEBOIOM
Ha OeIopyCCKUI MIIN PyCCKUN
SI3BIK, 3aBEPEHHBIM
MIPONU3BOIUTENEM HIIH
YIIOJIHOMOYEHHBIM UM JIHLIOM
[TyTeM COBEPIICHHS HAITHCH
«IlepeBoj cOOTBETCTBYET
OpUTHHAITY» C IPOCTaBICHUEM
TMOJAIHNCH 1 YKAa3aHUEM
ITOJKHOCTH, (hpaMHUITAN

1 MHUIUAJI0B, 1AaThI

4.9

OTYETHI O BATUAAINH U (WJIH) BepruUKANH (IS aHATUTHIECKUX
mabopaTopHO-ANATHOCTUIECKUX CUCTEM)

0(hOPMIISIOTCS B COOTBETCTBUH
c moamyHkToM 1.8 myHkTa 1
HACTOSIIETO TPUIOKEHUSI.
JIOKYMEHTBI, COCTaBIICHHBIC
Ha HHOCTPAHHOM SI3BIKE,
COTIPOBOKIAIOTCS IEPEBOIOM
Ha 0eJI0pyCCKUI MM PYCCKHUN
SI3BIK, 3aBEPECHHBIM
MIPOU3BOIUTEIICM MM
[YIOJTHOMOYEHHBIM MM JIHIIOM
TyTEM COBEPIICHUS HAIICH
«IlepeBos cooTBETCTBYET
OpUTHHAITY» C IPOCTABICHHEM
MOJIIIVICH M YKa3aHUEM
ITOJDKHOCTH, (paMHITAN

1 MHUIWAJ10B, 1aThl
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4.10 uHpOpMAIMOHHOE MUCHMO MPOU3BOANTENS WIIX HHOHM TOKYMEHT, odopmiIsieTcst B COOTBETCTBUH
MOTBEPKNAIOIINN pa3MEIIeHUE 3aKa3a Ha IPOU3BOJICTBO U3AEIHI c moxmyHkToM 2.11 myHkra 2
MEIULUHCKOTO Ha3HAYEHMs, MEULIMHCKOM TEXHUKU HA MIPOU3BOJICTBEHHON [HACTOALIETO MPUI0KEHUSL
TUTOLIaKe MO0 YTO MPOU3BOJCTBEHHAS IUIOIIA/IKA H3IEIIUH METUIMHCKOTO
Ha3HAYEHUsI, MEIUIMHCKOM TEXHUKN BXOJHUT B COCTaB OJTHOTO OOBEIUHEHHUS,

WIN TOKyMEHT, TIOATBEP KIAIONINHN, YTO MPOU3BOANTEND BXOAUT B COCTAB
00BEMHEHNS, B KOTOPOE TAK)K€ BXOJUT NPOU3BOACTBEHHAS IUIOMIA KA
M3AETNH MEANIIMHCKOTO Ha3HAUYCHNS, MEIUIIMHCKOIN TEXHUKH, B CIydac,
€CIIM IPON3BOIUTENb U IPOU3BOACTBEHHAS TUIOIIAAKA U3/ACINI
MEIUIIMHCKOTO Ha3HAYCHNUS, MEIUINHCKON TEXHUKH BXOST B COCTAaB OHOTO
00beIMHeHNUS

4.11 juckioyeH

4.12 |mOKyMEeHT, BEITaBaE€MBIil IPON3BOAUTEIIEM, ITOITBEPKIAIOIINN TapaHTHITHOE [0(hOpMIIIETCS B COOTBETCTBUHI
M cepBUCHOE 00CITYKMBAaHHUE M3IENUsSI METUIIMHCKOTO Ha3HAYCHUS, C MOJITYHKTOM 2.2 IyHKTa 2
MEIULIUHCKON TEXHUKH HACTOSIIET0 NPUJIOKCHUS

4.13 |0T3BIBBI OT OTpEOUTENICH M OpraHHU3alii 3ApaBooxpaneHus PecriyOonmiku  [0(hOPMIISIOTCS B COOTBETCTBUH
benapych npu nepeperucTpaniy u3aeauil MeIMIIUMHCKOrO Ha3HAUCHHUS, c moxmyHkroMm 1.11 mynkra 1
MEIMIIMHCKON TeXHHUKH (TIPHU MX HAIUYWH) HACTOSIIIET0 NPUIOKEHHS

4.14 \noBepeHHOCTH MPOM3BOAMTENS Ha MpECTaBICHHE HHTepecoB B PecriyOnuke |0(hopMIIseTcst B COOTBETCTBHU
benapych c moxyHKToM 2.16 myHkTa 2

HACTOSIIIET0 NPUJIOKEHHS
5 |loKkyMeHTHI AJs IPeIBapUTEIIbHBIX TEXHUYECKUX paboT, MpeAIeCTBYIOINX FOCY JapCTBEHHON perucTpanun
M3AETUH MEAUIIMHCKOTO Ha3HAYCHMS M MEIUIIMHCKON TEXHHUKH, IOCTaBIISIEMBIX B OTPaHMYCHHOM
KOJIMYECTBE:
5.1 |1 rocyiapCTBEHHBIX OpPraHU3alNi 3[PaBOOXPAHEHNUS B LIEJIAX BHIIOIHEHNS IMU MEXIyHapOIHBIX
[IporpamMM B 00JIACTH 3J]paBOOXPAHEHHS:
5.1.1 asiBKa Ha MPOBEJICHUE KOMIUIEKCA IIPEABAPUTENBHBIX TEXHHUECKHX pad0T  [oopmisieTcsi B COOTBETCTBUH
c mommyHkToM 1.1 myHkTa 1
HACTOSIIIETO MPUIIOKCHUS
C JIOTIOJTHUTEIbHBIM YKa3aHUEM
CBEJICHUI O HOMEpE IapTuu
(cepum) MM CEPUHHOTO
HOMeEpa MIIN KOJIMYECTBa
M3/1EJINH MEIUIIMHCKOTO
Ha3HAYCHUS WM MEIUITUHCKON
TEXHHUKH
5.1.2 |noroBop Ha OCYIIECTBIEHHE MEXIyHapOJHOM NPOrpaMMEI KOTINSI, 3aBEPEHHAS
3asBUTEIIEM.
J/IOKyMEHTBI, COCTaBJICHHBIC
Ha HHOCTPAHHOM SI3BIKE,
COTIPOBOXKIAIOTCSI IEPEBOIOM
Ha OeIOpyCCKHI MITH PyCCKHUN
SI3BIK, 3aBEPEHHBIM 3asIBUTEIEM

5.1.3 [uH(pOpMaIOHHOE TTHCHMO O HAIWYUHU OPraHU3aLUi, OCYIIECTBISFOIIIX MHGOPMALMOHHOE TUCHMO
rapaHTUIHOE M CEPBUCHOE OOCITy>KUBaHHE MEIUITMHCKON TEXHUKN ITOJDKHO OBITH 0(OPMIIEHO
Ha Tepputopun Pecrrybnmku benapych Ha QUPMEHHOM OJlaHKe

BastBUTENS

5.1.4 [noKyMeHT O perHucTpanuy H3eNNs MEIUIIHHCKOTO Ha3HAYCHNS, KOTIVSI, 3aBEpEHHAS

MEIUIIMHCKON TEXHUKH U (MITH) JOKYMEHT, pa3peIiaonui oopamieHne 3asBUTEIIEM.
M3ENTNS MEJUIIMHCKOTO Ha3HAUYEHUS, MEIUIINHCKON TEXHUKH B CTpaHe JIOKyMEHTBI, COCTaBJICHHBIE
MIPOU3BOAUTENS (B TOM YHCIIE PETHCTPAlMOHHOE YI0CTOBEPEHHE, U (MIIN) Ha MHOCTPAHHOM SI3bIKE,
cepTu(dUKaT Ha CBOOOAHYIO IPOJAXKY, U (MIIN) JeKIapannsi 0 COOTBETCTBUH, |[COTPOBOXIAIOTCS IEPEBOJIOM
n (Wn) cepTuUKaT COOTBETCTBHS) Ha 0eJI0pyCCKUI MM PYCCKHUN
SI3BIK, 3aBEPEHHBIM 3asIBUTEIEM
5.1.5 |cepTudurar cooTBETCTBHS CUCTEMBI MEHEDKMEHTA Ka4eCTBa ITPOU3BOANTEIISI [KOTINS, 3aBEPEHHAS
1 TIPOM3BOACTBEHHOM IIJIOIIA/IKU (IIPYU HEOOXOJMMOCTH) H3IEIUS 3asBUTEIIEM.
MEIUIIMHCKOTO Ha3HAYCHHS, MEIUIIMHCKON TEXHUKH (IIPH HAJIUIHN) JIOKyMEHTBI, COCTaBJICHHBIE
Ha MHOCTPAHHOM SI3bIKE,
COIPOBOXKIAIOTCS IEPEBOAOM
Ha OETTOPYCCKUH WIH PYyCCKUN
SI3BIK, 3aBEPEHHBIM 3asIBUTEIIEM
5.1.6 MHCTPYKIHMSA 110 TPUMEHEHUIO U3 MEAUIIMHCKOTO Ha3HAYCHHS HIIN KOTINSI, 3aBEPEHHAS

PYKOBOJCTBO 110 OKCILTyaTallun MCZ[PIHHHCKOﬁ TCXHUKHA

BasgBUTCIICM. I[OKyMeHTBI,
COCTaBJICHHBIC
Ha MHOCTPAHHOM S3bIKC,

COITPOBOXKIAAKOTCS IIEPEBOAOM
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Ha OEJI0PYCCKUI WM PYCCKHUI
SI3BIK, 3aBEPEHHBIM 3asiBUTEIEM

517

06pa3eu WK MAaKE€T MapKUPOBKHU, YIIAKOBKU H3ﬂ€ﬂl/ll7[ MCIUIITUHCKOI'O
Ha3Ha4YCHU, MC,Z[I/IHHHCKOﬁ TCXHUKHU

KOIINSI, 3aBEPEHHAs
3asiBUTENEM. JIOKYMEHTHI,
COCTaBJICHHBIE

Ha HHOCTPAaHHOM SI3BIKE,
COIPOBOXKIAIOTCS IEPEBOJIOM
Ha OeTopyCCKUI TN PyCCKHAN

M3BIK, 3ABCPCHHBIM 3asBUTCICM

5.2 |1 MeIUIMHCKOrO NPUMEHEHNS B YCIOBUSIX BOZHUKHOBEHUS YPE3BBIYANHOM
CUTYyallMM WY JUAarHOCTUKH HOBBIX, IPUPOJHO-0YArOBBIX HIIH 0C000
OIacHbIX MH(EKINOHHBIX 3a00JIeBaHUA:
5.2.1 BasiBKa Ha MpOBECHNE KOMITICKCA MPEIBAPUTEIBHBIX TEXHUIECKUX PadoT  (0popMIIsieTcss B COOTBETCTBHU
c moxmyHkToM 1.1 mynkra 1
HACTOSIET0 NPHIOKEHUS
C IOTOJIHUTENBHBIM YKa3aHHEM
CBeICHUIl 0 HOMepe MapTuu
(cepun) HWIIU CEpUHHOTO
HOMEpa WK KOJNYECTBa
M3AETNH MEAUITTHCKOTO
Ha3HAYEHUSI WIIM MEANIIMHCKON
TEXHHUKH
5.2.2 |[TOKyMeHTBHI, TOATBEPKJAIOIIHE HEOOXOAUMOCTE pealn3aiuy U (FIIH) opopMIIIOTCS Ha OJTaHKax
MEIUIIMHCKOTO ITPUMEHEHHS U3/eNINi MEIUIIMHCKOTO Ha3HAYCHUS OpTaHHU3aIi
1 MEAWUIIMHCKON TEXHUKH 3IpaBOOXPAHEHUS CO BCEMHU
[PEKBH3HTaMHU ¢ 0OOCHOBaHUEM
HEOOXO0ANMOCTH IPUMEHEHUSI
M31CIINI MEIUIIMHCKOTO
Ha3HAUCHUS U MEIUIMHCKOM
TeXHUKHU JJIS1 METUIIMHCKOTO
[PUMEHEHHUS B YCIOBUAX
BO3HUKHOBEHUS Upe3BbIYAtHON
CUTYaIlMH WU JUArHOCTHKH
HOBBIX, IPUPOHO-0YaroBhIX
I 0c000 OTACHBIX
MHQEKITMOHHBIX 3a001eBaHUI
5.2.3 [uH(pOpMaIIOHHOE THCHMO O HAINYNHU OPTaHU3ALUH, OCYIIECTBIISIONINX odopmiIsieTcst B COOTBETCTBUH
rapaHTHHHOE W CEPBUCHOE 00CITyKMBaHNE METUIIMHCKON TEXHUKN c moyHKTOM 5.1.3
Ha Tepputopun Pecnybnuku benapyce HACTOSIIIETO MYHKTA
5.2.4 [1OKYMEHT 0 perucTpaly U3l MeTUIIMHCKOTO Ha3HAYCHUS, KOTIMSI, 3aBEpEHHAs
MEIUIMHCKON TEXHUKH U (MJIH) JOKYMEHT, pa3peliaoniui oopamieHne 3asIBUTEIIEM.
M37eNTNS MEJUIIMHCKOTO Ha3HAUYEHHs, MEIUIINHCKON TEXHUKU B CTpaHe JIOKyMEHTBI, COCTaBJICHHBIE
MIPOU3BOIUTENS (B TOM YHCIIE PETHCTPALMOHHOE YIOCTOBEPEHNUE, U (TITH) Ha MHOCTPAHHOM SI3bIKE,
cepTuduKaT Ha CBOOOAHYIO IPOJAXKY, U (MJIM) JeKJIapalus O COOTBETCTBHH, |CONPOBOMKAAIOTCS IIEPEBOJIOM
1 (nm) cepTu(UKAT COOTBETCTBHA) (HE TpeOyeTcs s u3enuit Ha OeTopyCCKUN MITH PyCCKHN
MeIuIMHCKOro HazHadeHus ¢ MmapkupoBkoit RUO (Research Use Only), SI3BIK, 3ABEPEHHBIM 3asBUTEIIEM
NpejHa3HAYCHHBIX B CTPaHe MPOM3BOANTEINS ISl HAYYHBIX HCCIIEJOBAaHHUHN)
5.2.5 |cepTudurar cooTBETCTBHS CUCTEMBI MEHEDKMEHTA KaueCcTBa ITPOU3BOINTEIISI [KOTINS, 3aBEPEHHAS
1 TIPOM3BOACTBEHHOM IIJIOIIA/IKHK (TP HEOOXOJMMOCTH) H3I1EIHUS 3asBUTEIIEM.
MEIMIIMHCKOTO Ha3HAYEeHUS, METUIMHCKOM TEXHUKHU (IIPU HAINYHH) J/IOKyMEHTBI, COCTaBJICHHBIE
Ha HHOCTPAHHOM SI3BIKE,
COTIPOBOKIAIOTCS TIEPEBOJIOM
Ha 0eTopyCCKUI MITH PyCCKHN
SI3BIK, 3aBEPEHHBIM 3asiBUTEIIEM
5.2.6 [AHCTPYKLMSI IO IPUMEHEHHUIO U3/ISIHST MEJUIIMHCKOTO Ha3HAYCHUS UITH 0(GOPMIISIOTCS B COOTBETCTBHUHI
[PYKOBOJICTBO IO 3KCIUTyaTalluy METUIIMHCKOIN TEXHUKN c moanyHkToM 5.1.6
HACTOSIIIETO MyHKTA
5.2.7 onucanue (oOpa3zel Wik MakeT) MapKUPOBKH, YIIAKOBKH U3/IEINI KOIUS, 3aBEPEHHAs
MEIUIMHCKOTO Ha3HAYCHUS, MEIUIUHCKON TEXHUKN BasBUTEIIEM.
JIOKyMEHTBI, COCTaBJICHHBIE
Ha HHOCTPAHHOM SI3bIKE,
COTIPOBOXKIAIOTCS IEPEBOJIOM
Ha 0eJI0PyCCKUI WM PYCCKHUIA
SI3bIK, 3aBEPEHHBIM 3asIBUTEIIEM
5.2.8 |oTuer o Baymanmu 1 (Mian) BepuUKaLnuy TMO0 HHCTPYKIUS pa3paboTaHHBIH(as)
[0 IPUMEHECHHUIO METO/1a MCCIICI0OBAHMSL, TIOATBEP)KIAIONINE COOTBETCTBUE  |M YTBEP)KJICHHbIH(as)
XapaKTEPUCTHK (CBOMCTB) M3EIUs MEIUIIMHCKOTO Ha3HAYCHHSI 00JIACTH opraHu3aruei
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PUMEHEHHUSI B OPraHU3aIlUK 3PaBOOXPAHEHHS (TOJIBKO JUTS U3CTHid
MEIUIIMHCKOTO Ha3HaueHus ¢ MapkupoBkoit RUO (Research Use Only),
MpeHA3HAYECHHBIX B CTPAaHE MTPOM3BOJAUTEIS ISl HAYYHBIX UCCIIEJOBAHMA)

31paBOOXpaHEHHs MO0
MUHUCTEPCTBOM
31PaBOOXPAaHEHUS

(U1 MHCTPYKUIMI

[0 IPUMEHEHUIO) C YKa3aHuEeM
3asBISIEMOTO H3ICIHS
MEIUITTHCKOTO Ha3HAUCHMUS,
OpUTHHAJI WITH KOTIHS,
3aBepeHHAs 3asBUTEIICM.
OTder 0 BaIMAAK U (WITH)
Bepu(UKAIUU TOKECH
cofiepKaTh: 00IIME CBEACHUS
(HauMMeHOBaHHE M3JEIUS
METUIIMHCKOTO Ha3HAYEHUS,
CPOKH IIPOBECHHS, YUCIIO
MCCIIeJOBaHHBIX
Orosornaeckux 00pasmoB);
ImaHHbIC 00 M3yYCHUN
CTaOMIIEHOCTH aHAIHTA

B Ipo0e, COTIOCTABIMOCTH

c pedepeHCHBIM METOJIOM,
[IyBCTBUTEIHHOCTH,
crennUIHOCTH, THHCHHOCTH,
TO‘IHOCTI/I/BOCHPOI/I?)BO[[I/IMOCTI/I,
pabouero auamasoHa,

(B 3aBHCHMOCTH OT MeTOJa
VICCIIeTOBaHMS ); UHBIE
rapameTpsl, crienuprIHbIe
TSI TAHHOTO M3ICITUS
MEIUITTHCKOTO
Ha3HAYCHISI/METO1a

C IPUMEHEHHEM JaHHOTO
M3ICITUS MEIUIIMHCKOTO
HAa3HAYCHUS.

I[OKyMeHTBI, COCTAaBJICHHBIC
Ha MHOCTPAHHOM SA3BIKEC,
COMPOBOXKIAIOTCSI IEPEBOIOM
Ha OeIopyCCKUI MIIN PyCCKUN
A3BIK, 3ABCPCHHBIM 3asIBUTCIICM

5.3 [B KauecTBE HHOCTPAHHOW OE3BO3ME3THON TTOMOIITH:
5.3.1 BasiBka Ha NPOBEJICHUE KOMIUIEKCA MTPEABAPUTENLHBIX TEXHUUECKHX Pa00T  [oopmiisieTcsi B COOTBETCTBUH
c moamyHkToM 1.1 myHkra 1
HACTOSIIIETO MPUIIOKCHUS
C JIOTIOJTHUTEbHBIM YKa3aHUEM
CBEICHUIl 0 HOMEpe MapTuu
(cepum) WM CEpUIHOTO
HOMEpAa WIN KOJUYECTBA
37U MEAUIIUHCKOTO
Ha3HAYCHUS WM MEIUITMTHCKON
TEXHUKH
5.3.2 |1oOKyMEeHT, HOATBEPIKIAFOLIHI TIOCTYIUICHHE H3IeJNil METUIIMHCKOTO KOTIVSI, 3aBEPEHHAs 3asIBUTEIEM
Ha3HAYEHUS ¥ MEIUIIMHCKON TEXHUKHU B aJIpec MOIydaTesss HHOCTPAaHHOM
0€3BO3ME3IHOM TIOMOIITH, C YKa3aHHEeM HAaUMEHOBAHHUS U CTPAHBI-
MIPOU3BOIUTENS, KOJIMYIECTBA, CPOKA TOAHOCTH, TATHI M3TOTOBICHUS U UX
CTOMMOCTH (B TOM 4nclie crenuukanus, cuer-hakTypa, akT MIPHEMKH
0€3B03ME3/THOI MHOCTPaHHOM MOMOIIN)
5.3.3 [nnaH 1e1eBoro MCIoIb30BaHNsI HHOCTPaHHO! 0€3BO3ME3IHOM TTOMOIIN KOIIMsI, 3aBEPEHHAs 3asIBUTEIEM
C YKa3zaHHEeM NepeyHsl IOpUANYECKUX JINI U (WIN) UHIUBHIYJIBHBIX
MpeArprHIMAaTE e, UMEIOLIMX CIEIUaIbHOE Pa3pelieHue (JIMLEH3HIO)
Ha OCYILECTBICHHE MEAMLIMHCKOM e TEIbHOCTH (32 HCKIIIOUEHUEM CITydaeB,
[IpeIyCMOTPEHHBIX 3aKOHOATEIBCTBOM O JIMLEH3UPOBAHUY, IIPU KOTOPBIX
MOTy4EHHE CIIEIMAIBHOTO pa3peIeHus (JINLEH3NH) TSI OCYIECTBICHUS
MEIUIIMHCKOHN AESTEILHOCTH HE TpeOyeTcs), KOTOPBIM NEPefacTCs
MHOCTpaHHast 0€3B03ME3/HAas TIOMOILb B LIEJIAX OKa3aHUA MEIUINHCKOM
MIOMOIIX TPAXKJaHAM
5.3.4 [HOKyMEHT, IOATBEP)KAAIOMIHMH TOCTYIUICHHE W3S MEAULIMHCKOTO KOTINSI, 3aBEPEHHAS

HAa3HAYCHUS U MEOUIIMHCKOW TEXHUKH B AapecC MoaydarTeiid PIHOCTpaHHOfI

BasgBUTCIICM.
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0€3B03ME3IHOI TOMOIIH, C YKa3aHHEM CTPaHbI-TPOM3BOANUTEIL,
MIPOU3BOIUTENS], KOIUYECTBA, CPOKA TOAHOCTH, JaThl U3TOTOBJICHUS U UX
CTOMMOCTH (B TOM 4Hnclie crennukanus, cuer-hakTypa, JOroBop OKa3aHHs
MHOCTPAaHHOM 0e3BO3ME3/IHON IMOMOIIH (J1apeHHs)

JIOKyMEHTBI, COCTaBJICHHBIE

HA MHOCTPAHHOM SI3bIKE,
COIPOBOKIAIOTCS IEPEBOTOM
Ha 0EJIOPYCCKUI WM PYCCKHUI
SI3BIK, 3aBEPEHHBIM 3asIBUTEIEM

5.3.5

MH(POPMAIIMOHHOE MTUCHMO O HAJTMYWHU OPTaHU3alUi, OCYIISCTRIISFONIIX
rapaHTUIHOE ¥ CEPBUCHOE OOCITy)KUBaHUE MEIUITMHCKON TEXHUKN
Ha Tepputopun Pecryonuku benmapych

0(opMIIETCS B COOTBETCTBHH
c moarmyskrTom 5.1.3
HACTOSIIETO IMyHKTA

5.3.6

WHCTPYKIHS IO IPUMEHEHHUIO M3/ICHS MEIUIIMTHCKOTO Ha3HAYCHHUS MITH
[PYKOBOJICTBO TIO AKCILTyaTallu METUIIMHCKOHN TEXHUKN

0OpMIISIOTCS B COOTBETCTBUHU
c moAIryHKToM 5.1.6
HACTOSIIETO IMyHKTa

5.3.7

oOpaser Wi MakeT MapKUPOBKH, YITAKOBKH U3AETHI MEAUITHHCKOTO
Ha3HAYCHUS, MEIUIMHCKON TEXHUKN

KON, 3aBEPEHHAs
3asBUTENIEM.

JIOKyMEHTBI, COCTaBIICHHBIE
Ha UHOCTPAHHOM SI3BIKE,
CONPOBOKIAIOTCS TIEPEBOJIOM
Ha 0EJI0PYCCKUI MM PYCCKHUI
M3BIK, 3aBCPCHHBIM
MMPOU3BOAUTECIICEM WIN
YIIOJTHOMOYEHHBIM MM JHLIOM
[TyTE€M COBEPLICHUS HAJINCH
«IIepeBo COOTBETCTBYET
OpUTHHAITY» C IPOCTABICHHEM
MOJIKICH U yKa3aHUEM
IMOIDKHOCTH, (haMHITHN

1 MHUIMAJIOB, JIaThI

3apeructpupoBaHHble B Pecniybnuke benapyce:

HOKyMeHTI)I JJI TpE€ABapUTECIIbHBIX TEXHUYCCKUX pa60T, MpEeAUICCTBYIOINX BHECCHUTIO H3MEHCHHI
B PETUCTPAIMOHHOC NJOCHE Ha U3ACTIUA MCAUIIMHCKOTO HAa3HAYCHUA U MEAUITUHCKYIO TCXHUKY, paHCC

6.1

[IpY U3MEHEHUH HA3BaHMsI U3/I€TUS MEIUIIMHCKOTO Ha3HAUYCHUS U MEJUIIMHCKOW TEXHUKH 0€3 N3MEHEHUs
CBOMCTB M XapaKTEPUCTHK, BIHUSIONINX HAa Ka4eCTBO, 3D(HEKTUBHOCTh U 0€30IaCHOCTh U3ICIIHSI
METUITMHCKOTO Ha3HAYEHUS M MEIUITUHCKON TEXHUKH, HJIM COBEPIIICHCTBOBAHUS UX CBONCTB

M XapaKTEPHUCTHUK IIPH HEU3MEHHOCTH (DYHKIIHOHATHHOTO Ha3HAYCHUS U (WIJIH) IPUHIUTIOB JCHCTBUSL
(U1t M3IeNTMi MEMIIMHCKOTO Ha3HAUCHIS 1 MEIHUITMHCKON TEXHHUKH 3apyOEKHOTO IPOU3BOICTBA):

6.1.1

3asBKa HA IMPOBCACHUC KOMIIJICKCA NPEABAPUTCIIbHBIX TEXHUYCCKUX pa60T

odopmisiercss Ha GUPMEHHOM
Omanke 3asBUTENS (TIPH
HAJTMYIHH ), TOIIFCEIBACTCS
3asBUTEIIEM HITH
YIOJTHOMOYECHHBIM MM JIHIIOM
C yKa3aHHEeM JOJIKHOCTH,
(baMUIIMKM ¥ MHUIIMAIIOB, IAThI.
[IpencraBusercs Ha OyMa)kKHOM
HOCHTENE U B 3JICKTPOHHOM
BUJIE U COACPIKUT:
HaMCHOBaHHUE U3JICITUI
MEIMIIMHCKOTO Ha3HAYECHUS

1 MEANIIMHCKON TEXHUKH,
BKJTFOYast THITBI, MOJIEITH,
pa3Mepbl, KaTaJIoKHbIE HOMepa,
B KOTOpBIE HEOOXOANMO BHECTH
M3MEHEHHS;

HOMEp PEruCTPalMOHHOTO
yIOCTOBEpEHHMSI, & TAKIKE

B 4AaCTH Yero BHOCSITCS
M3MEHEHHS;

HAMMEHOBAHHUE 3asBUTEIIS, €r0
MECTOHaX0X/IEHHE, TeJIe(OH
(baxc), aMEKTPOHHBIN ajipec;
HalMEHOBaHUE

1 MECTOHAXOJK/ICHHE
[POMU3BOIUTEINS
(pousBoaMTENCH),
[IPOM3BOJICTBEHHON TUIOIAAKI
(TUTOIIIATOK);
OTBETCTBEHHOCTD 3asSBUTEIIS
3a 3P PEKTUBHOCTD,

0€30I1aCHOCTh M KA4ECTBO






35

M3/1eJIUs. MEIUIIMHCKOTO
Ha3HAYCHUS U MEIUIIUHCKON
TEXHUKWU;

rapaHTHUH O JOCTOBEPHOCTH
MH(pOPMALIUH, COepKaIIeHCs
B PETHCTPALMOHHOM
VAOCTOBEPEHHH, O TOM, UTO
[IpaBa TPETHEN CTOPOHBIL,
BAIHUIICHHON ITAaTSHTOM,

HE HapYIIAIOTCS B CBSA3H

C IpeIBaPUTEIbHBIMU
[TCXHUYECKAMU paboTaMu

6.1.2

CHpaBKa-OGOCHOBaHI/Ie BHOCHMBIX I/I3M€HCHPII>1, BblJaHHAasA MPOU3BOAUTCIICM

odopmisiercst Ha pUPMEHHOM
OyaHKe IIPOU3BOJUTEIIS,
MOJNUCHIBACTCS
MPOU3BOTUTENEM HIIH
[YIIOJIHOMOYEHHBIM UM JIUIOM
C yKa3aHHEeM JIOJDKHOCTH,
(haMIIMU W MHULHAJIOB, IAThI

6.1.3

I/IH(i)OpMaL[I/IOHHOC MMUCHMO MMPOU3BOAUTEIIA NI HHOM JAOKYMCHT,
HOZ[TBep)KZ[a}OH.[I/Iﬁ FapaHTHﬁHOC " CCPBHUCHOC O6CJ'Iy)KI/IBaHI/Ie n3aciuAa
MCIUITMHCKOIO Ha3HA4YCHU A, Me,HI/H_II/IHCKOI\/’I TCXHHUKH

odopmiIsieTcst B COOTBETCTBUH
C TIOAITYHKTOM 2.2 TyHKTa 2
HACTOSIIIETO MPUIIOKCHHUS

6.1.4

TTOKYMEHT O PErUCTPALUK U (WIIH) CEPTUPHUKALINH U3/ACINS MEAUIIHHCKOTO
Ha3HAYCHUS, MCAUIMHCKOW TEXHUKU MM JOKYMEHT, Pa3pelIalonii
oOpareHne u31emust MeIUIIMHCKOTO Ha3HAYCHUS, MEUINHCKON TEXHUKN
B CTpaHE IIPOU3BOAUTENS (B TOM YHCIIE PETHCTPAIIMOHHOE YAOCTOBEPEHHE,
u (1K) cepTUdUKAT Ha CBOOOIHYIO MPOIAKY, U (HIH) ICKIapaIus o
COOTBETCTBUH, U (MJIH) cepTH(UKAT COOTBETCTBUSI)

odopmiIsieTcss B COOTBETCTBUH
C TIOAITYHKTOM 2.3 TyHKTa 2
HACTOSIIIETO MPUIOKCHUS

6.1.5

cepTu(dUKAT COOTBETCTBUSI CUCTEMbI MEHEPKMEHTA KaueCTBa IIPOU3BOJUTENS
1 TIPOU3BOACTBEHHOH IUTOMIAKH (TIPH HEOOXOAUMOCTH) U3EITUSL
MEIMIIMHCKOTO Ha3HAYeHMS, MEIUIIMHCKOM TeXHUKH (IIPU HAJIMYHH)

o(opMIIETCS B COOTBETCTBHH
C MOJITYHKTOM 2.4 yHKTa 2
HACTOSIIIIETO IPHI0KCHHUSI

6.1.6

MHCTPYKIHA 110 TPUMEHCHUIO U3ACITINA MEIUIITMHCKOTO HA3HAYCHU W
[PYKOBOJCTBO IT10 3KCILTyaTallun MeZ[HIIPIHCKOﬁ TCXHUKH

0(hOPMIISIETCSI B COOTBETCTBUU
c moammyHkToM 1.3 myHkTa 1
HACTOSIIIIETO MPUIIOKCHHUS.
JloxymeHT, cocTaBIeHHbIN

Ha HHOCTPAHHOM SI3BIKE,
COIIPOBOXKIAETCS TIEPEBOIOM
Ha OeIOpyCCKHI MITH PyCCKHUN
SI3BIK, 3aBEPEHHBIM
MIPOU3BOIUTEIIEM HUIIH
[YIIOJTHOMOYEHHBIM HM JIHIIOM
[TyTE€M COBEPIICHUS HAIIICH
«IlepeBon cOOTBETCTBYET
OpUTHHAITY» C IPOCTAaBIICHUEM
MOJINICH U yKa3aHUEM
IMOJDKHOCTH, (haMHIIHU

W MHUIIMAJIOB, 1aThI

6.1.7

O6p33611 WK MAakKeT MapKUPOBKHU, YIIAKOBKU PI3,Z[€J'II/II71 MEIUIITUMHCKOI'O
Ha3Ha4YCHU, MCHHHHHCKOﬁ TCXHUKH

odopmiIsieTcst B COOTBETCTBUH
C TTOJIITYHKTOM 2.6 ITyHKTa 2
HACTOSIILETO NPUIOKEHUS

6.1.8

MH(POPMAIMOHHOE TUCEMO MPOU3BOIUTEIS MIIA HHOW JJOKYMCHT,
MOATBEPKAAIOIINI pa3MelIeHNe 3aKa3a Ha MPOU3BOJICTBO U3/1EIIUN
MECIUIITMHCKOI'O Ha3HAYCHUA, MGHHHHHCKOﬁ TEXHUKHU Ha HpOHBBO}ICTBGHHOﬁ
MJI0MIAIKe TUOO YTO MPOU3BOACTBEHHAS TUIOMIAIKA U3ACTTHI METUITTHCKOTO
Ha3HA4YCHU, MGHHHHHCKOﬁ TE€XHUKH BXOJUT B COCTaB OJHOT'O 06’I)CJII/IHCHI/I$[,
TN TOKYMEHT, HO}ITBGp)K}I&}OH_IHﬁ, YTO NPOU3BOJUTEIIL BXOJUT B COCTAB
06BCHI/IHCHH$[, B KOTOPOE€ TAKKE€ BXOAUT IMPOU3BOJACTBCHHAA TIJIOIIA/IKa
M3IEeTIUI METUIMHCKOrO Ha3HAUYEHUs, MEIULIMHCKON TEXHUKH, B CiIydae,
€CJIM MTPOU3BOJUTEINb U IPOU3BOCTBEHHAS IJIOIIAAKA U3
METUIIMHCKOTO Ha3HAYEHUS, MEIMLIUHCKON TEXHUKU BXOJSAT B COCTAB OJIHOTO
0OBeIMHCHHS

0 opMIIETCS B COOTBETCTBHH
¢ moamyHkToMm 2.11 myHkra 2
HACTOSIIETO TMPUIOKEHUS

6.1.9

MCKJIFOUCH

6.1.10

NTOBEPEHHOCTH ITPOM3BOINTENSI Ha MTPEACTaBIICHUE HHTEpecoB B PecryOinuke
benapych

odopmiIsieTcst B COOTBETCTBUH
c moxyHKTOM 2.16 myHKTa 2

HACTOANLICTO MPUJIOKCHUSA

6.2

IIPpY BHCCCHUHW HOBOI'O MCAUIIMHCKOT'O MMOKAa3aHUsI:
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6.2.1

3asBKa Ha MPOBCACHUC KOMIIJICKCA NPEABAPUTCIIbHBIX TEXHUYCCKUX pa60T

odopmiIsieTcst B COOTBETCTBUH
c moxmyHkToM 6.1.1
HACTOSIIIETO MYHKTA

6.2.2

CHpaBKa-O6OCHOBaHI/I€ BHOCHMBIX H3M€HeHPII>i, BblAaHHAsA MPOU3BOAUTCIIEM

odopmiIsieTcst B COOTBETCTBUH
c moxmyHKToM 6.1.2
HACTOSIIIEr0 MYHKTa

6.2.3

MHCTPYKIHA 10 NPUMCHCHUIO U3ACITIUA MCIUIIMHCKOTO HAa3HAYCHU S WIN
IPYKOBOZCTBO IO 3KCIIITyaTallnu MGHHHHHCKOﬁ TCXHHUKHU

odopmiIsieTcst B COOTBETCTBUH
c moammyHkToM 1.3 myHkTa 1
HACTOSILETO MPUIIOKEHHS.
JIOKyMEHTBI, COCTaBJICHHBIE
Ha HHOCTPAHHOM SI3BIKE,
CONPOBOXKIAIOTCS IEPEBOJOM
Ha 0EJI0PYCCKUI WM PYCCKHUI
SI3BIK, 3aBEPEHHBIM
[IPOU3BOUTENEM UIH
[YIOJTHOMOYEHHBIM MM JHILIOM

6.2.4

MPOTOKOJIbI KIIMHUYCCKUX HUCIBITAaHUM U3ACIUN MEIULIMHCKOTO Ha3Ha4YCHUs,
MEIUITUHCKOM TCXHUKH, BbIIAHHBIC OpTraHU3alluAMU 3PpaBOOXPAHCHU

0opMIISIOTCSI B COOTBETCTBUU
c noamyHkToM 1.15 mynkra 1
HACTOSIIIET0 NPUIIOKEHHS

6.2.5

NTOBEPEHHOCTH [TPOM3BOINTENSI Ha MTPEACTaBIICHUE HHTEpecoB B PecnyOinuke
benapychb

0(opMIIIETCS B COOTBETCTBHH
c:

moamyHkToM 1.16 myHKTa 1
HACTOSIIETO MPUIIOKCHUS —
ISt OTEYECTBEHHBIX
3assBUTCIICH;

MOIITyHKTOM 2.16 myHKTa 2
HACTOSIIETO NPHIOKCHUS —

151 3apyOEKHBIX 3asBUTETICH

6.3

[IPU PeOpraHU3alUK U (UIM) U3MEHEHUH HAaUMEHOBaHUS IOPHINYECKOTr0 JHIa
M3MEHEHHUS] MECTa HAXOKICHMUSL:

— MMPOU3BOAUTECIIA, B TOM YHCJIIC

6.3.1

3asgBKa Ha IMPOBCACHUC KOMIIJICKCA NPEABAPUTCIBHBIX TEXHUYECKUX pa60T

o(opMIIETCS B COOTBETCTBHH
c moxmyHkTom 6.1.1
HACTOSIIIETO MYHKTA

6.3.2

CHpaBKa-O6OCHOBaHI/Ie BHOCHMBIX HSMGHCHHﬁ, BbIJaHHAA IMPOU3BOAUTECIIEM

0(hOPMIISIETCSI B COOTBETCTBUU
c moarryHkTom 6.1.2
HACTOSIIErO MYHKTA

6.3.3

JTOKYMCHT, HOI[TBep)K,I[aIOH.[I/Iﬁ peopranusanunro UJin N3MCHCHUEC
HAMMCHOBAHUS [IPONU3BOJUTECIIA

OpPHUTHHAJI WIIH KOTINS,
3aBEepeHHAs] HOTapUaJIbHO.
/115 3apyOeKHBIX
[IPOMU3BOUTENEH HA TOKYMEHTE
00s13aTeNBbHO HATTMIHE
Ieranu3anuy uim
[IPOCTABJICHUS allOCTHIIS, €CIIN
MHOE HE MPETyCMOTPEHO
MeKTyHapOIHBIMH
imoroBopamu PecryGimkn
benapyce. JlokymeHT,
COCTaBJICHHBII

Ha MHOCTPAHHOM SI3bIKE,
CONIPOBOXKIAETCS IEPEBOAOM
Ha 0eJI0pyCCKUI M PYCCKHUN
SI3BIK, BEPHOCTH MIEPEBOAA
KOTOPOTO HJIH ITOJUTHHHOCTh
MOJIIIHICH TIEPEBOJINKA

Ha KOTOPOM
BacBHIETEIHCTBOBAHA
HOTapHaJIbHO

6.3.4

nH(pOpPMAIMOHHOE MTUCHMO TIPOU3BOIUTEIS T UHOM JOKYMEHT,
MOATBEP>KNAFOLINI FrApaHTUIHOE U CEPBUCHOE 00CITYKUBAaHHE H3ACIHU
MEIMIIMHCKOTO Ha3HAYCHUS, METUIMHCKOM TEXHUKHU (IU1s1 M3eJns
MEIMIIMHCKOTO Ha3HAYCHUS U MEJULIUHCKON TEXHUKH 3apyOex HOTO
[IPOM3BOJICTBA)

0hOPMIISIETCSI B COOTBETCTBUH
C TOAMYHKTOM 2.2 IyHKTa 2
HACTOSILETO MPIIOKCHHS

6.3.5

TOKYMEHT O PETHCTPALUU U3/EN1s MEIUIIMHCKOTO Ha3HAYEHUS,
MEIMIIMHCKOM TEXHUKH U (MJIN) JTOKYMEHT, pa3pelialomuii oopamienme
M3eNUsl MEJUIIMHCKOTO HA3HAUYEHUsI, MEAUIIUHCKON TEXHUKU B CTpaHe

odopmiIsieTcst B COOTBETCTBUH
C MOJITYHKTOM 2.3 IyHKTa 2
HACTOSILET0 NPUIOKEHUS

ITPOU3BOAUTCIIA (B TOM YHUCJIC PETUCTPALIMOHHOC YIOCTOBCPCHUC, U (I/IJ'II/I)
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cepTuduKaT Ha CBOOOAHYIO IPOJAXKY, U (WIM) JeKJIapanus O COOTBETCTBUH,
u (wn) cepTuUKaT COOTBETCTBHS)

6.3.6

cepTU(hHUKAT COOTBETCTBHUS CHCTEMBI MCHEDKMEHTA KAUeCTBA MPOU3BOIUTEIS
Y TIPOU3BOICTBEHHOM IUIOMIAKHU (TIPH HEOOXOIUMOCTH) U3HCIIHS
MEIUIIUHCKOTO Ha3HAYCHHMS, MCTUIIMHCKOM TEXHUKH (TIPU HATUYHH )

(s U37IeNTUST METUIIMHCKOTO HA3HAYCHUS U MEIUIIUHCKON TEXHUKH
3apy0eKHOTO MPOU3BOJICTBA)

odopmiIsieTcst B COOTBETCTBUH
C MOJITYHKTOM 2.4 IyHKTa 2
HACTOSIET0 NPHIOKEHUS

6.3.7

MHCTPYKIUA IO IIPUMEHECHUTIO U3ACTIUS MEANIIUHCKOTO HA3HAYCHUS UITA
[PYKOBOZCTBO IO 3KCIIITyaTallnu MeHHHHHCKOﬁ TCXHHUKU

odopmiIsieTcss B COOTBETCTBUH
c moammyHkToM 1.3 myHkTa 1
HACTOSILETO MPUIIOKEHHS.
JIOKyMEHTBI, COCTaBJICHHBIE
Ha HHOCTPAHHOM SI3BIKE,
CONIPOBOKIAIOTCS TIEPEBOJIOM
Ha 0EJIOPYCCKUI WM PYCCKHUI
SI3BIK, 3aBEPEHHBIM
MIPOU3BOIUTENEM UIH
[YIIOJTHOMOYEHHBIM UM JHLIOM
[TyTE€M COBEPIICHUS HAIHCH
«IIepeBo COOTBETCTBYET
OpUTHHAITY» C IPOCTABICHHEM
MOJIKICH U YKa3aHUEM
IMTOIDKHOCTH, (haMHITHN

W MHHALUAJIOB, JAThI

6.3.8

O6p8.3€].[ WX MAakCeT MAapKUPOBKHU, YIIAKOBKHN PI3,Z[€J'IPII>1 MEIUIIMHCKOI'O
Ha3Ha4YCHU, Me,Z[PII.[PIHCKOﬁ TCXHUKH

odopmiIsieTcst B COOTBETCTBUH
c:

moamyHkToM 1.4 mynkra 1
HACTOSIIIETO MPUIIOKEHUS —
ISl OTEYECTBEHHBIX
[IPOU3BOJUTENEH;
MOJITYHKTOM 2.6 TyHKTa 2
HACTOSIIETO MPUIIOKCHUS —
TS 3apyOEIKHBIX
MpOM3BOIUTENEH

6.3.9

nH(pOPMAIIMOHHOE TUCHMO TIPOU3BOIUTEIS I UHOM JOKYMEHT,
[O/ITBEPIKTAIOIIUI pa3MEIleHNE 3aKa3a Ha POU3BOJICTBO U3/ICTHI
MEIMIIMHCKOTO HAa3HAYCHUSI, MEIUIIMHCKOM TEXHUKU HA IPOU3BOJICTBEHHOM
[IoIaKe 100 YTO MPOU3BOICTBEHHAS IUIOIIAIKA M3 METUIIMHCKOTO
Ha3HAYEHHS, MEJUIIMHCKOM TEXHUKH BXOJUT B COCTAB OJHOI0 O0LEIUHEHNS,
MJTH TOKYMEHT, [TOITBEPKIAOIIHNN, YTO MPOU3BOIUTEb BXOUT B COCTaB
00BEIMHECHHUS, B KOTOPOE TAK)KE BXOAUT MPOU3BOICTBCHHAS TUIONIAIKA
3TN MEIUIIMHCKOTO HAa3HAYCHHS, MEIUITHHCKON TEXHUKH, B Cllydae,
€CJTU MPOU3BONTEIb U MPOU3BOACTBEHHAS TUIOIIAAKA U3CITUI
MEIUIMHCKOTO HAa3HAYEHMS, MEAUIIMHCKON TEXHUKH BXOAAT B COCTaB OJHOIO
00BEeTUHEHNS

odopmiIsieTcst B COOTBETCTBUH
c moammyHkToM 2.11 myHkra 2
HACTOSIIIETO MPUIIOKCHUS

6.3.10

MCKJIFOUCH

6.3.11

TOBEPEHHOCTH IIPOU3BOANTEINS Ha MPEICTaBICHIE HHTEPEeCcOB B PeciryOmmke
benapychb

0(hOPMIISIETCSI B COOTBETCTBUH
c:

nommyHkroM 1.16 mynkra 1
HACTOSILETO NPHIOKEHHS —
1 OT€4ECTBEHHBIX
BasiBUTEIICH;

MoITyHKTOM 2.16 myHKTa 2
HACTOSIIETO MPIIOKCHHS —
151 3apyOEIKHBIX 3asBHTEICH

6.4 |[npu U3MEHEHHU NMPOM3BOACTBEHHOM IUIOIIAJAKN H3IENUsI MEJUIIMHCKOTO HA3HAYCHUS U MEIUIIMHCKOM
TeXHUKHU:

6.4.1 BasiBKa Ha MPOBE/ICHUE KOMIUIEKCA MTPEABAPUTENILHBIX TEXHUUECKUX PA00T  [oopmiisieTcsi B COOTBETCTBUH
c moamyHkrom 6.1.1
HACTOSIIIIETO MTyHKTA

6.4.2 [cnpaBka-000CHOBaHHE BHOCHMBIX H3MEHEHUH, BEIJAHHAS IPOU3BOJUTENIEM |0(OPMIIETCS B COOTBETCTBUH
c moyHKToM 6.1.2
HACTOSIILEro MyHKTA

6.4.3 [uH(pOpMaIIOHHOE TTHCHMO MTPOU3BOAMTENS WM HHOW JIOKYMEHT, odopmiIsieTcst B COOTBETCTBUH

HOHTBCp)KHaIOHII/Iﬁ FapaHTHﬁHOG " CCPBHUCHOC O6CJ'Iy)KI/IBaHI/Ie nu3aciusa
MCIUIITMHCKOI'O Ha3HA4YCHUA, MGHHHHHCKOﬁ TCXHUKH (ﬂ.]'[}l U3 acius
MCIUIITMHCKOI'O Ha3HA4YCHUSA U MeﬂI/IHHHCKOﬁ TCXHUKH 3apy6e>1<Horo

[IPOM3BOJICTBA)

C MOJITYHKTOM 2.2 IyHKTa 2
HACTOSILET0 NPUIOKEHUS
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6.4.4

TOKYMEHT O PETHCTPALUU H3]ICIUSI MEIUIIMHCKOTO HA3HAUYCHUS,
MEIUIIUHCKON TEXHHUKH U (MJIH) JOKYMEHT, pa3peliatoliuii o0OpanicHue
M3ICITUS] METUIIMHCKOTO HA3HAYCHUS, MEIUIIUHCKON TEXHUKH B CTPaHE
MIPOU3BOIUTENS (B TOM YHCIIC PETHCTPALMOHHOE YIOCTOBEPCHUE, U (TLITH)
cepTudUKAT HAa CBOOOIHYIO MPOJAXKY, U (WIH) IEKIapalys O COOTBETCTBUH,
M (Wr) cepTUHHUKAT COOTBETCTBHS)

odopmiIsieTcst B COOTBETCTBUH
C MOJITYHKTOM 2.3 IyHKTa 2
HACTOSILET0 NPUIOKEHUS

6.4.5

cepTu(dUKAT COOTBETCTBHSI CHCTEMbI MEHEPKMEHTA KaueCTBa IPOU3BOIUTEIS
W TIPOU3BOACTBEHHOH IUIOMIAIKHU (TIPH HEOOXOIUMOCTH) U3HEIIHS
MEIUIIMHCKOTO HAa3HAYCHUS, METUIIMHCKOM TEXHUKHU (IIPU HATUYHH)

(ISt M3IeTTHS METUIIMHCKOTO HA3HAYCHUS M MEAUIIMHCKON TEXHUKH
3apy0eKHOTO NMPOMU3BOJICTBA)

oopMIIIETCS B COOTBETCTBHU
C TIOAITYHKTOM 2.4 TIyHKTa 2
HACTOSIIIEr0 NPHII0KSHUS

6.4.6

MHCTPYKIUA IO IIPUMEHECHUTIO U3ACTINS MEAUITUHCKOTO HA3HAYCHUS UITA
[DYKOBOJCTBO IO 3KCILTyaTalilun MEJIUIIMHCKON TEXHUKHU

odopmiIsieTcss B COOTBETCTBUH
c moxmyHkToM 1.3 myHkTa 1
HACTOSIIETO MPUIIOKSHHUSI.
J/IOKyMEHTBI, COCTaBJICHHbIC
Ha HHOCTPAaHHOM SI3BIKE,
COIPOBOXKIAIOTCS IEPEBOJIOM
Ha 0EJIOPYCCKUil M PYCCKHUIA
SI3BIK, 3aBEPEHHBIM
MPONU3BOIUTENEM HIIH
YIIOJIHOMOYEHHBIM UM JIHIIOM
[TyTEM COBEPIICHHS HAIIIHUCH
«IlepeBoj cOOTBETCTBYET
OPUTHHAITY» C IPOCTAaBICHUEM
MOJNUCH U yKa3aHUEeM
IMOJDKHOCTH, (haMHITUU

W MHUILIMAJIOB, AThI

6.4.7

0Opasell Wik MakeT MapKUPOBKH, YITAKOBKHU U3JICIUH METUIIMHCKOTO
Ha3HAYEHUS, METUITUTHCKON TeXHUKU

o(opMIIETCS B COOTBETCTBHH
c:

moamyHkToM 1.4 mynkra 1
HACTOSIIETO MPUIIOKCHUS —
ISt OTEYECTBEHHBIX
[IPOMU3BOIUTENEH;
MOIITYHKTOM 2.6 IMyHKTa 2
HACTOSIIIETO MPUIIOKCHUS —
TS 3apyOEIKHBIX
[Ipou3BOaUTENEH

6.4.8

nH(pOpPMAIMOHHOE MTUCEMO TIPOU3BOUTEIS HIIM UHOM JOKYMEHT,
[OITBEPIKIAFOIIUI Pa3MEIEHHE 3aKa3a Ha IPOU3BOJICTBO U3/
MCIUIITMHCKOI'O Ha3HA4YCHUA, MCHHHHHCKOﬁ TCXHHUKHU HA HpOPI3BO}:[CTBeHHOI>i
[ToIIaAKe JM00 YTO MPOU3BOCTBEHHAS MIOIIAIKA M3 METUIIMHCKOTO
Ha3HA4YCHUI, Me}:[PIHHHCKOﬁ TEXHUKU BXOOUT B COCTAB OAHOI'O O6’LGI[I/IHeHI/Iﬂ,
15051 I[OKyMeHT, HOI[TBep)KI[aIOH_[I/Iﬁ, qTO l'[pOI/I3B0}II/ITeJ'Ib BXOOUT B COCTAaB
00BETMHEHHUS, B KOTOPOE TAKXKE BXOAUT IPOU3BOICTBEHHAS TUIOIIA KA
M31eni MEAUIMHCKOTO Ha3HAUEHHUS, METUIIMHCKON TEXHUKH, B CIIy4ae,
€CIIM IPOU3BOTUTEIND U MPOU3BOICTBEHHAS TUIONIAIKA U3IETUI
MEIUITMHCKOTO Ha3HAYEHUs!, MEIUIIMHCKON TEXHUKH BXOIAT B COCTAB OJHOTO
00BbeIMHEHUS

0hOPMIISIETCSI B COOTBETCTBUU
c moxyHkToM 2.11 myHkra 2
HACTOSIIIETO MPUIIOKESHHUS

6.4.9

MCKJIFOUCH

6.4.10

NTOBEPEHHOCTH ITPOM3BOINTENSI Ha ITPEACTaBIICHUE HHTEpecoB B PecryOiike
benapychb

0 opMIIETCS B COOTBETCTBHH
c:

nommyHkroM 1.16 mynkra 1
HACTOSIIETO TPUIOKEHUSI —
ITJIsT OTEYECTBEHHBIX
BassBUTEIICH;

moayHKToM 2.16 myHKTa 2
HACTOSIIETO TPUIOKEHUSI —

JUIst 3apyOEXKHBIX 3asBUTEICH

6.5

IMPU BHCCCHUN HM3MEHCHHUM B TEXHUYECKHE HOpMAaTHUBHBIC IPABOBBIC AKTbl HA U3ACTINA MCAULIUHCKOTO
Ha3HAYCHUA U MCAULIUHCKYIO TCXHUKY (3a HUCKIIIOUCHHUEM H3MCH€HHﬁ, Kacaromuxcs pa3pa60TKM HOBOI'O BHJ1a
(MO[[I/I(I)I/IK&III/II/I) u3aciauga MCAUIUHCKOTI'O Ha3HAYCHUA U MCHHHHHCKOﬁ TCXHI/IKI/I) (L[J'IH U3 aCIus
MCIUIIMHCKOIO Ha3HAa4YCHUA U MeﬂHHHHCKOﬁ TCXHHUKH OTCYCCTBCHHOI'O HpOI/I3BO,HCTBa)Z

6.5.1

3asBKa Ha MPOBCACHUC KOMIIJICKCA NPEABAPUTCIIbHBIX TEXHUYCCKUX pa60T

odopmiIsieTcst B COOTBETCTBUH
c moxmyHkToM 6.1.1

HACTOANICTO ITYHKTA






39

6.5.2

CHpaBKa-O6OCHOBaHI/I€ BHOCHMBIX H3M€HeHPII>i, BblJaHHAasA MPOU3BOAUTCIIEM

odopmiIsieTcst B COOTBETCTBUH
c moyHKToM 6.1.2
HACTOSIIIETO MYHKTA

6.5.3

M3MEHEHUS WIN NPOEKT U3MEHEHUN B TEXHUYECKHE HOPMATUBHBIE IPABOBHIE
AKTBI IPOU3BOJUTENS HA U3AETIHUS MEAUIIMHCKOTO Ha3HAYCHHUS,
MEIMIIMHCKYIO TEXHUKY C METOJMKOHN ITOBEPKH (JUIsSL CPEACTB U3MEPEHUH)

odopmiIsieTcst B COOTBETCTBUH
c moxmyHKToM 1.2 myHkTa 1
HACTOSIIETO NPHJIOKCHUS

6.5.4

MHCTPYKIHA 10 NPUMCHCHUIO U3ACITIUA MCIUIIMHCKOTO HAa3HAYCHU S WIN
IPYKOBOZCTBO IO 3KCIIITyaTallnu MGHHHHHCKOﬁ TCXHHUKHU

odopmiIsieTcst B COOTBETCTBUH
c moammyHkToM 1.3 myHkTa 1
HACTOSIIIEr0 NPHII0KCHHUS

6.5.5

oOpaser Wi MakeT MapKUPOBKH, YITAKOBKH MU3AETHIl MEAUITHHCKOTO
Ha3HAYCHUS, MEIUIUHCKON TEXHUKN

oopMIIIETCS B COOTBETCTBHU
c moammyHKkToM 1.4 myHkTa 1
HACTOSIIIEr0 NPHII0KCHHUS

6.5.6

MIPOTOKOJIBI U (MJTH) aKThl TEXHUIECKUX HCIBITAHUH W3AEIUI MEAUIIMHCKOTO
Ha3HAYCHUSI, MCAUIMHCKOW TEXHUKH, BEIJAHHBIC aKKPEIUTOBAHHBIMHA
MCIIBITATEIbHBIMH J1a00paTOpUsIMH (LIEHTPAMH)

0OPMIIAIOTCS B COOTBETCTBHH
c moamyskToM 1.13 mynkra 1
HACTOSIIIETr0 MPUIIOKSHHUS

6.5.7

IIPOTOKOJIBI U (M) aKThl CAHUTAPHO-TUTHEHUUECKUX UCTIBITAHUHN U3/enuit
MEIULUHCKOTO Ha3HAYEeHUs, METUIIMHCKOM TEXHUKH, BHIIAHHBIE
AKKpeIUTOBAaHHBIMHU HCIBITATEIbHBIMU J1A00PaTOPUSIMH (IICHTPaMHU)

0opMIISIOTCS. B COOTBETCTBUHU
c moxmyHkToM 1.14 myHkra 1
HACTOSIIIET0 NPUJIOKEHHS

6.5.8

TOBEPEHHOCTH MPOU3BOAMTEIIS Ha MPEICTABICHHE HHTEPECOB B PecmyOrrke
benapych

0(opMIIETCS B COOTBETCTBHH
c noamyHkToM 1.16 mynkra 1
HACTOSIIIETO MPUIIOKESHHUS

6.6 |[mpu mobaBieHMN (MCKIIIOUEHUN) TPUHAISKHOCTEH K M3JIENTUSIM MEJULIIMHCKOTO Ha3HAYEeHHS U (UITN)
MEIMIIMHCKON TeXHMKE WM N3MCHEHUHU UX HAaUMECHOBAHMS:
6.6.1 BasiBKa Ha MPOBEJICHUE KOMIUIEKCA MTPEABAPUTENBLHBIX TEXHHUECKHX Pad0T  [oopmiisieTcsi B COOTBETCTBUH
c moamyskrom 6.1.1
HACTOSIIIETO MyHKTa
6.6.2 |cipaBka-000CHOBaHIE BHOCHMBIX W3MEHEHHH, BEIJaHHASI IPOU3BOAUTENEM [0hopMIIsieTCs] B COOTBETCTBUH
c moamryHkTom 6.1.2
HACTOSIIIETO MYHKTA
6.6.3 [rTexHUUECKHE HOPMAaTHBHBIE IPABOBBIC aKThHI IPON3BOIUTEIS HA M3/AEINS oopMIIIOTCS B COOTBETCTBUHI
MEIMIIMHCKOTO Ha3HAYECHUS, METUINHCKYIO TEXHUKY OT€YECTBEHHOTO c momyHKTOM 1.2 myHkTa 1
IIPOM3BOJICTBA C METOAMKOM MOBEPKHU (JUI CPEICTB U3MEPEHHIT) HACTOSIIIETO NPHIOKEHHS
6.6.4 [mpOTOKOJIBI U (MJIH) AKThl TEXHHYCSCKUX MCIIBITAHUHA U3/ICTUI MEAUIIUMHCKOTO |(0(hOPMIISIFOTCS B COOTBETCTBHH
Ha3HAYCHUS], MEIMIIUHCKON TEXHUKH, BbIJAHHBIE AKKPEAUTOBAHHBIMU c moamyHkToM 1.13 mynkra 1
MCTBITATEIbHBIMHU J1A00PaTOPUSIMHU (IICHTPAMH) HaCTOSILIETO IPUII0KEHUS
6.6.5 [mpoTOKOJIBI M (MJIM) aKThl CAHUTAPHO-TUTUEHNYECKUX MCIBITAHUM U3/IeNuil  [0popMIIIOTCS B COOTBETCTBUU
MEIULMHCKOrO0 Ha3HAYEHUs, MEIULIUHCKON TEXHUKH, BbIJAaHHbIC c moamyHkToM 1.14 mynkra 1
AKKpeINTOBAaHHBIMH HCIIBITATEIbHBIMHY JJA00PATOPUSIMH (IICHTPAMH) HACTOSIIIETO MPUJIOKEHHS
6.6.6 |moBepeHHOCTh IPOM3BOUTEIIS HA TIpEJICTaBIeHHE HHTepecoB B PecriyOnnke [odopmisiercsi B COOTBETCTBUH
benapych (oH
moaryHkToM 1.16 myHKTa 1
HACTOSIIIETO MPUIIOKEHUS —
U1t OTEYECTBEHHBIX
3assBUTCIICH;
MoITyHKTOM 2.16 myHKTa 2
HACTOSILETO NPUIOKEHUS —
151 3apyOEIKHBIX 3asiBUTEICH
6.7 |[npu BHECEHMH M3MEHEHUI B MAPKUPOBKY U (WJIM) YIIAKOBKY M3JEJHS METUIIMHCKOTO Ha3HAYCHUSI
M METUITMHCKOM TeXHUKH:
6.7.1 BasiBKa Ha MPOBE/ICHUE KOMIUIEKCA MTPEABAPUTENILHBIX TEXHHUECKUX PAa00T  [opopmiisieTcsi B COOTBETCTBUH
c moamyHkrom 6.1.1
HACTOSIIIETO MyHKTA
6.7.2 |cipaBka-000CHOBaHHE BHOCHUMBIX W3MEHEHHH, BbIJAHHAS IPOU3BOUTENEM [0(OpMIIETCSI B COOTBETCTBUH
c moamyHkrom 6.1.2
HACTOSIILEro MyHKTa
6.7.3 |oOpasen Wi MakeT MapKUPOBKH, YITAKOBKH M3JIEJINI METUIIMHCKOTO odopmiIsieTcst B COOTBETCTBUH
HA3HAYEHUS, MEAUIUHCKON TEXHUKH c:
nommyHkroM 1.4 myHkra 1
HACTOSILET0 NPUIOKEHUS —
71 OT€4EeCTBEHHBIX
[IPOU3BOUTENEH;
[TOIIyHKTOM 2.6 IMyHKTa 2
HACTOSIIETO MPUIIOKCHUS —
ST 3apyOEIKHBIX
[MPON3BOIUTENEH
6.7.4 [TOBepeHHOCTH IPOU3BOAMTEIIS Ha TPEACTABICHHE HHTEPECOB B Pecmy0imke |(0hopMiIsieTcst B COOTBETCTBUU

benapych

C.
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noamyHkroM 1.16 mynkra 1
HACTOSILET0 NPUIOKEHUS —
71 OT€4EeCTBEHHBIX
BasiBUTEIICH;

MoImyHKToM 2.16 myHKTa 2
HACTOSIIETO MPUIIOKCHUS —
ISt 3apyOEXKHBIX 3asgBUTEICH

6.8

TP N3MEHECHNH CPOKOB TOAHOCTH 1 (I/IJH/I) yCJIOBI/Iﬁ XpaHCHUA N3OSN MEAUIUHCKOTO Ha3HAYCHUA

14§ Me,I[I/IHPIHCKOﬁ TCXHHUKH.

6.8.1

3asBKa Ha IMPOBEACHNE KOMIUICKCA MPEABAPUTEIBHBIX TEXHUICCKUX pa60T

odopmIIsieTcs: B COOTBETCTBUH
c moamyskrom 6.1.1
HACTOSIIETO IMyHKTA

6.8.2

CHpaBKa-O6OCHOBaHI/I€ BHOCHMBIX I/I3MCHeHI/If/'I, BbIJaHHAs TPOU3BOAUTEIIEM

odopmIIsieTcs: B COOTBETCTBUH
c moAmyHkTom 6.1.2
HACTOSIIETO MyHKTA

6.8.3

MHCTPYKIHA IO NPUMCHCHUIO U3ACITIUA MCIUIITMHCKOTO HAa3HAYCHU S WIN
IDYKOBOJCTBO IO 3KCILTyaTalilun MEJIUIIMHCKON TeXHUKHU

odopmiIsieTcst B COOTBETCTBUH
c moxmyHkToM 1.3 myHkTa 1
HACTOSILET0 MPIIOKEHHS.
JIOKyMEHTBI, COCTaBJICHHBIE
Ha MHOCTPAHHOM SI3bIKE,
CONIPOBOXKIAIOTCS IEPEBOJOM
Ha OeTopyCCKHUI MITH PyCCKUN
SI3BIK, 3aBEPEHHBIM
MIPOU3BOIUTENEM HIH
YIIOJTHOMOYEHHBIM MM JTHLIOM
[TyTE€M COBEPLICHUS HAIIHCH
«IIepeBon cOOTBETCTBYET
OpUTHHAITY» C IPOCTABICHUEM
[OJIIHCH U YKa3aHUEM
IMOJDKHOCTH, (haMHITUU

1 MTHUITNAJIOB, AAThI

6.8.4

0Opasell Wik MakeT MapKUPOBKH, YIIAKOBKHU U3/ICJINS METUIIMHCKOTO
HAa3HAYCHUS U MEIUIIMHCKON TeXHUKA

0(hOPMIISIETCSI B COOTBETCTBUU
c:

moanyHkToM 1.4 mynkra 1
HACTOSIIIETO MPUIIOKCHUS —
U1t OTEYECTBEHHBIX
[IPOHU3BOIUTENEH;
MOIITYHKTOM 2.6 IMyHKTa 2
HACTOSIIETO NMPHIOKCHHS —
15T 3apyOEKHBIX
[Ipou3BOaUTENEH

6.8.5

OTYCT O CPOKAX IroAHOCTH IJId H3)1€HHﬁ MCINIHWHCKOI'O Ha3HAYCHUA B Cliy4dac
M3MEHCHHA CpOKa r'OJHOCTHU

0hOPMIISIETCSI B COOTBETCTBUU
c moamyHKToM 1.5 myHkTa 1
HACTOSIIETO MPHIOKEHHS.
JIOKyMEHT, COCTaBJICHHBIHI

Ha MHOCTPAHHOM SI3bIKE,
CONIPOBOXKIAETCS IEPEBOAOM
Ha 0eJI0pyCCKUI M PYCCKUN
SI3BIK, 3aBEPEHHBIM
MIPOU3BOIUTENEM UIH
YIIOJTHOMOYEHHBIM UM JULIOM
[TyTE€M COBEPIICHUS HAIICH
«IlepeBon cOOTBETCTBYET
OpUTHHAITY» C IPOCTABICHHEM
MIOJIIIFICH M YKa3aHUEM
ITOJKHOCTH, (paMHUITAN

W MHUIIMAJIOB, IaThI

6.8.6

NTOBEPEHHOCTDH ITPOM3BOINTENSI Ha ITPEACTaBIICHUE HHTEpecoB B PecryOiike
benapych

odopmiIsieTcst B COOTBETCTBUH
c:

noamyHkroM 1.16 mynkra 1
HACTOSILET0 NPUIOKEHUS —
71 OT€4EeCTBEHHBIX
BasiBUTEIICH;

oAy HKTOM 2.16 myHKTa 2
HACTOSIIETO TPIIIOKCHHS —

TS 3apyOCKHBIX 3asBHTENEH
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6.9 |[npu M3MeHeHMH Kilacca MOTEHIMAIBHOTO PUCKA U3/IETHS MEUIIMHCKOTO Ha3HAYEHHUs U MEJULIMHCKOM
[TEXHUKH:
6.9.1 BasiBKa Ha NPOBEJICHUE KOMIUIEKCA IIPEABAPUTENBHBIX TEXHUUECKHX padoT  [odopmiisieTcsi B COOTBETCTBUH
c moamyHkrom 6.1.1
HACTOSIIIEr0 MYHKTa
6.9.2 |cipaBka-000CHOBaHNE BHOCUMBIX W3MEHEHHH, BBIJaHHASI IPOU3BOUTENIEM [0hopMIsieTCs] B COOTBETCTBUH
c moAmyHkTom 6.1.2
HACTOSIIIETO MTYHKTa
6.9.3 [TOKyMEHT O perHCcTpanuy H3IENHsI MEIUIIHHCKOTO Ha3HAUCHNS, 0(QOPMIISIOTCS B COOTBETCTBUH
MEIUIIMHCKON TEXHHUKH U (WITH) JOKYMEHT, pa3pemiaonuii oOpamieHne C TIOAITYHKTOM 2.3 TyHKTa 2
M3AETHs MEAULMHCKOTO Ha3HAYCHHSI, MEANIIMHCKON TEXHUKH B CTPaHE HACTOSIIIETO MPUIOKCHUS
MPOU3BOIUTENS (B TOM YHCIIE PETHCTPAMOHHOE YIOCTOBEPECHNUE, U (TITH)
cepTU(HUKAT Ha CBOOOIHYIO IPOJAKy, U (WIH) IEKIapaus O COOTBETCTBUH,
u (WIn) cepTUUKaT COOTBETCTBHS), — JUIST U3 METUIIMHCKOTO
Ha3HAYEHUsI U MEAMIIMHCKOW TEXHUKH 3apy0eXHOT0 IPOU3BOJICTBA
6.9.4 |noBepeHHOCTH IPOM3BOUTEIIS HA TIpEJICTaBIeHE HHTepecoB B PecriyOnuke [odopmisieTcsi B COOTBETCTBUH
benapych C:
moamyHkToM 1.16 myHkTa 1
HACTOSIIIETO MPUIIOKEHUS —
U1t OTEYECTBEHHBIX
3asgBUTCIICH;
MOIITyHKTOM 2.16 myHKTa 2
HACTOSIIETO MPUIIOKCHUS —
UL 3apyOEXKHBIX 3asgBUTEICH
6.10 [mpu BHECEHUM M3MEHEHHH B HHCTPYKIIMIO 10 IPUMEHEHHIO N3AETHS MEIUIMHCKOTO Ha3HAYCHHS HITH
[PYKOBOZCTBO I10 SKCITYaTAIMH MEIMINHCKON TEXHHUKH!
6.10.13asBka Ha MPOBEICHUE KOMIUIEKCA IPEIBAPUTEIBHBIX TEXHUIECKUX paboT  |0()OpMIIIETCSI B COOTBETCTBHU
c moamyskrom 6.1.1
HACTOSIIIEr0 MYHKTA
6.10.2cnpaBka-000CHOBaHNE BHOCUMBIX M3MEHEHUH, BbIIaHHASI IPOU3BOUTENIEM  |0(OPMILSIETCSI B COOTBETCTBHU
c moamyHkrom 6.1.2
HACTOSIIIEr0 MYHKTA
6.10.3uHCTPYKIMS 11O TPUMEHEHHIO U3/IENUS MEIMIIMHCKOTO HA3HAUCHUS HITH odopmiIsieTcs: B COOTBETCTBUH
[PYKOBOJICTBO I10 SKCILTYaTallui MEIUIIMHCKOM TEXHUKU c:
moamyHkToM 1.3 mynkra 1
HACTOSIIIETO MPUIIOKCHUS —
ISt OTEYECTBEHHBIX
[IPOHU3BOIUTENEH;
MOIITYHKTOM 2.5 IMyHKTa 2
HACTOSIIIETO MPUIIOKEHUS —
TS 3apyOEIKHBIX
[Ipou3BOAUTENEH
6.10.4n0BepeHHOCTH TPOM3BOANTENS Ha MTPECTaBlIeHHE HHTepecoB B PecniyOinuke |0(opMILsIeTCst B COOTBETCTBHU
benapych c:
moamyHkToM 1.16 myHkra 1
HACTOSIIIETO MPUIOKEHUS —
1Sl OTEYECTBEHHBIX
BassBUTEIICH;
MoITyHKTOM 2.16 myHKTa 2
HACTOSIIIET0 MPHUI0KEHHS —
JUIst 3apyOEXKHBIX 3asBUTEICH
6.11 [npu BHECEHUM U3MEHEHHH B Pa3MEPHBIN Psi/I M3/1EJINI METUIIMHCKOTO Ha3HAYCHUS U (MIIN) MEANLIMHCKON
TEXHHUKH, HE BIMSIONMX HA IPUHIMI paboThl M (yHKINOHAIBFHOE Ha3HaYeHHe (M3MEHEHHE TapaMeTpoB
TUTUHBL, TMaMeTpa, 00beMa, pa3Mepa), B JONOJIHEHNE K 3apEerHCTPUPOBAHHBIM U3/IENINSM MEIUIIMHCKOTO
Ha3HAYeHU U (MIIH) MEIUITMHCKON TeXHHUKE!
6.11.13asBka Ha IPOBe/ICHHE KOMILIEKCA IPEIBAPUTEIbHBIX TEXHUYECKUX paboT  |0(OpMIISIETCsI B COOTBETCTBHU
c moamyHkrom 6.1.1
HACTOSIIIETrO MYHKTA
6.11.2,cripaBka-000CHOBAHIE BHOCHMBIX M3MECHCHHI, BBIIAHHAS IIPOU3BOAUTEIEM |0()DOPMIIIETCSI B COOTBETCTBHHU
c moamyHkrom 6.1.2
HACTOSIIIETO MTYHKTA
6.11.3urpOopMaIIHOHHOE TMCEMO IPOU3BOIUTEIIS MM HHON JOKYMEHT, 0(hOPMIISIETCSI B COOTBETCTBHH

MTOITBEPKNAIOIINN TapaHTHITHOE U CEPBUCHOE 0OCTYKUBAaHUE H3IEIHS
METUIIMHCKOTO Ha3HAYEHUS], METUIIUHCKON TEXHUKU

c:

noarmyHkToM 5.1.3 myHkra 5
HACTOSILET0 NPUIOKEHUS —
71 OT€4EeCTBEHHBIX
IpOU3BOUTENEH;
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MOITYHKTOM 2.2 TyHKTa 2
HACTOSILET0 NPUIOKEHUS —
ISt 3apyOeHKHBIX
IpOU3BOUTENEH

6.11.4

MHCTPYKIHA IO NPUMCHCHUIO U3ACITINA MCIUIITMHCKOTO HAa3HAYCHU S WIN
[DYKOBOJCTBO IO 3KCILTyaTalilun MEJIUIIMHCKON TEXHUKHU

odopmiIsieTcst B COOTBETCTBUH
c:

moamyHkToM 1.3 mynkra 1
HACTOSIIETO MPUIIOKCHUS —
IUISl OTEYECTBEHHBIX
[IPOU3BOJUTEINEH;
MOITYHKTOM 2.5 IMyHKTa 2
HACTOSIIETr0 MPUIIOKEHUS —
ISt 3apyOeIKHBIX
poM3BOIUTENEH

6.11.5

MIPOTOKOJIBI U (MJTH) aKThl TEXHUYECKUX MCIIBITAHUH N3AEIUH MEANIIMHCKOTO
Ha3HAYEHUsI, MEJULIIMHCKOW TEXHUKH, BBIJAHHBIE aKKPEIUTOBAHHBIMU
MCIIBITATEIbHBIMH J1a00paTOpUsIMH (LIEHTPAMH)

0opMIISIOTCSI B COOTBETCTBUHU
c moxmyHkToM 1.13 myHkra 1
HACTOSIIET0 NPUJIOKCHUS

6.11.6

0Opasell Wik MakeT MapKUPOBKH, YITAKOBKHU M3/ICIUH METUIIMHCKOTO
Ha3HAYEHUS, METUITTHCKON TeXHUKU

o(opMIIETCS B COOTBETCTBHH
c:

moanyHkToM 1.4 mynkra 1
HACTOSIIETO MPUIIOKCHUS —
ISt OTEYECTBEHHBIX
[IPOU3BOIUTENEH;
MOIITYHKTOM 2.6 IMyHKTa 2
HACTOSIIETO MPUIIOKCHUS —
7151 3apyOEKHBIX
[IpoU3BOAUTENICH

6.11.7

TOBEPEHHOCTH MPOU3BOAMTEIIS Ha MPEICTABICHHE HHTEPECcOB B PecmyOinke
benapych

0(opMIIIETCS B COOTBETCTBHH
c:

moamyHkToM 1.16 myHkTa 1
HACTOSIET0 NPHIOKCHUS —
U1t OTEYECTBEHHBIX
3assBUTCIICH;

MOITyHKTOM 2.16 myHKTa 2
HACTOSIIIETO MPUIIOKCHUS —

JuIst 3apyOEXHBIX 3asgBUTEICH
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[Ipunoxenue 2

K MHCTpYKIIMH 0 TOpSAKE IPOBEICHNS KOMITIEKca
IpeBapUTEIbHBIX TEXHUIECKUX PadoT,
MPEECTBYIOINX TOCYAaPCTBEHHOM perucTpaunu
(mepeperucTpanum) u3AeIni METUIIMHCKOTO
Ha3HAYEHHS ¥ METUINHCKON TEXHUKH, BHECCHUIO
W3MEHEHHUI B perUCTPallMOHHOE JTOChE Ha U3ACTHSA
MEAUIMHCKOTO HA3HAUYEHHS U MEIUIIMHCKYIO
TEXHHKY, paHee 3apeTrUCTPUPOBAHHEIC

B PecnryOmmke benapycs

(B peakiy MOCTAaHOBJICHHS

MunmcTepcTBa 31paBOOXPAHEHHS

PecrrybOnmkm benapycs

19.10.2021 Ne 110)

®opma

PecryOmmKaHCKOE yHHTAPHOE IPCANPUSTHE
«IEHTP OSKCIIEPTU3 N UCIIBITAHUU B 3IPABOOXPAHEHUWN»

3AKJIIOYEHHUE
0 COOTBETCTBUH H3/1eJIUH MEeJUIIMHCKOI0 HA3HAYEHHUSI U MeIUIMHCKON TeXHUKH
TpeOOBaAHUAM 0€30MACHOCTH, I(P(PEeKTHBHOCTH U KaUeCTBA

20 T. r. MuHCK

Hacrosimee 3akiroueHue MOATOTOBJIEHO IO PE3yJbTaTaM KOMILJIEKCA MPEABAPUTEIIbHBIX
TEXHUYECKUX PabOT, CBSI3aHHBIX C MPOBEIACHHEM OSKCIIEPTH3, WHCIEKTUPOBAHUS MPOU3BOJICTBA
H321€J'II/II>1 MCEOUIITUHCKOT'O HA3HA4YCHUSI H MC}II/IHI/IHCKOfI TEXHUKU, I/ICHI)ITaHI/If/'I n )IpyFI/IX
HCCIIeIOBaHU M

(HaI/IMeHOBaHI/Ie I/ISZ[eJ'H/Iﬁ MCIHMIIMHCKOI'O Ha3HAYCHUA U Me,I[PILIPIHCKOﬁ TCXHHUKHU,

BKJIIOYAsI TUIIBI, MOJIENH, Pa3MEPhI, KaTalloKHbIe HOMepa (KOJIMYECTBO, CEpUIHHBIN HOMED, HOMEp MapTHH (J10Ta),

JaTa U3roTOBJICHUS — AJII MECAUITMHCKUX H3I[eJ'IPIfI, TMOCTaBJIAEMbIX B OI'PaAaHUYCHHOM KOJ'II/I‘IGCTBe)

(HaI/IMeHOBaHI/IC 1 MECTOHAXOXIACHUC 3asABUTCIIA, CTpaHa)

(HamMeHOBaHWE M MECTOHAXOXK/ICHUE TIPONU3BOIUTEIS)

(HaI/IMeHOBaHI/IG U MCCTOHAXO0XIACHHUEC HpOH3BO,HCTBCHHOI>i rmoma[ucn)
MPeIIIECTBYIOMUX (HYKHOE OTMETHUTD )
O TOCYAapCTBEHHOW perucTpauuu (MepeperucTpanun) H3IeNuid METUIMHCKOIO Ha3Ha4YeHUs
Y MEIUIIMHCKON TEXHUKH;
O roCcyAapCTBEHHOM perucTpanuy U3 MEJUIIMHCKOTO HA3HAYEHNSI 1 MEIULIMHCKON TEXHUKH,
MOCTABIIEMbIX B OFPAaHUYEHHOM  KOJIMYECTBE IS TOCYJAapCTBEHHBIX  OpraHu3anuil
3/IpABOOXPAHEHMs] B LENAX BBIIOJHEHHUS UMM MEXIYHAPOJHBIX MpOrpaMMm B 00JacTu
3/IpaBOOXpaHEHUs, U1l MEJUIIMHCKOTO MIPUMEHEHHUS B YCIOBUSX BOSHUKHOBEHUS YPE3BbIYAHOMN
CUTYalluH WM JTUArHOCTUKU HOBBIX, IPUPOJHO-0YArOBBIX WJIM 0CO0O OMACHBIX MWH(EKIMOHHBIX
3a00JIeBaHUH, TIOCTABIISIEMBIX B KAUECTBE HHOCTPAHHOM 6€3BO3ME3/IHOI MOMOIIIH;
O BHECEHUIO HM3MEHEHMH B PErMCTPALlMOHHOE J0ChE Ha U3AEIUS MEAMIMHCKOrO Ha3HauYeHUs
U MEIUIMHCKYIO TEXHHMKY, paHee 3aperucrpupoBaHHble B PecryOnmke benapychk, Bkimrouas
aHaIu3 MHQPOPMAIUH, TOTYYSHHOH MPHU MPOBEACHUU:
1. nepBUYHON SKCIIEPTHU3BI JOKYMEHTOB

(yxa3aTb pe3ynbTaThl)
2. UHCTICKTUPOBAHMS TIPOU3BOJICTBA

(yka3aTh pe3ybTaThl)
3. CAHUTAPHO-TUTHEHUYECKUX UCIIBITAHUN
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(Yxa3zarb pe3yJbTaThl)
4. TeXHUYECKUX UCIBITAaHUI

(yka3zaThb pe3yibTaThl)
5. CHeUaIn3UPOBAaHHON IKCIEPTU3BI JOKYMEHTOB

(Yka3aTb pe3ysbTaThl)
6. KIIMHUYECKHUX UCIIBITAHUH

(YyKa3aTp pe3ysbTaThl)
7. KJIMHUYECKOM OLICHKM HAa OCHOBE KIMHUYECKUX JaHHBIX W JI0KA3aTEIbCTBA SKBUBAJIECHTHOCTH
MEIHUIUHCKOMN TEXHUKH, paHee 3aperucTpUPOBaAHHOM B PecniyOnuke benapych
(mns KpynHOTabapUTHOM TEXHUKH, TPeOYyIOIIe MoIBoAa KOMMYHHUKAIUM, CTPOUTENbHBIX U (MIIN)
MOHTa)KHBIX paboT)

(Yka3atTb pe3ysbTaThl)
8. Ipyrux mccienoBaHui

(YyKa3aTp pe3ysbTaThl)

3AKIIIOYEHUE

(HaI/IMeHOBaHI/Ie I/I3,IleJ'II/II71 MEIUITMHCKOI'O Ha3HA4YCHUA U Me,Z[HLlHHCKOfI TCXHHUKH,

BKJTIOYast TUIIBI, MOJICJIH, pa3Mephl, KaTal0XKHbIE HOMEpa)
OTHOCHUTCA K KJ1acCy INOTCHIMAJIbHOI'O pHUCKa,

(cooTBeTCTBYET (HE COOTBETCTBYET) TPEOOBaHHSM 110 O€30MaCHOCTH, 3P(HEKTUBHOCTH M KaYECTBY)
BO3MOXHA(0)/HEBO3MOXKHA(0) (HY>KHOE OTMETHUTBD)
O TOCYJapCTBEHHAsl peructpauus (MepeperucTpanusi) H3AeTud MEAUIIMHCKOTO Ha3HAYCHUS
Y MEIUIMHCKON TEXHUKHU;
O TOCYIapCTBEHHAsl PErUCTPALIUS U3AETUNA MEAUIIMHCKOTO HA3HAYECHHUS U MEIULIMHCKOW TEXHUKHU,
IOCTABIIIEMBIX B OI'PaHUYEHHOM KOJINYECTBE JUISL TOCYTapCTBEHHBIX OpraHu3alui
3[paBOOXPAHEHUS] B IENSIX BBIMOTHEHUS HMMH MEXKIYHApOJIHBIX MPOrpaMM B 00JIacTH
3APaBOOXPAHEHUS, 11 MEAUIIMHCKOTO TPUMEHEHUS B YCIOBUSAX BOZHUKHOBEHUS YPE3BbIYAMHON
CUTYall{ WJIM JUAarHOCTUKHU HOBBIX, IPUPOJAHO-0YATOBBIX MJIM 0COOO OMACHBIX MH(EKINOHHBIX
3a00J1€BaHUM, TOCTABISIEMBIX B KAU€CTBE HHOCTPAHHON O€3BO3ME3THOM MTOMOIIIH;
O BHECEHHE W3MEHEHUU B PETMCTPALIMOHHOE J0ChE€ HA U3JENUs MEAULUMHCKOIO Ha3HAYEHUs
Y MEJUIIMHCKYIO TEXHUKY, paHee 3aperucTpupoBannbie B Pecryonmke benapych.

Hacrostiee 3akntoueHne eHCTBUTENLHO 6 MECSIIEB C JaThl €r0 BLIAAYH.

(IOMKHOCTD YITOTHOMOYEHHOTO (Toamuck) (MHATIAITBL, (haMUITHST)
JIOJDKHOCTHOTO JIATA)

M.IL

[Tpunoxenue 3

K MHCTpYKIIMHK O OPsIKE MPOBEICHUS KOMILICKCA
MpeIBapUTEIbHBIX TEXHHYECKUX padoT,
MPEIIIECTBYIONINX TOCYAaPCTBEHHON pPEruCTpaluu
(IepeperucTpanim) u3aeanii MeTUIIMHCKOTO
HA3HAYCHHS U MEIUIIMHCKOW TEXHUKH, BHECCHHIO
W3MEHEHUI B PETUCTPALIMOHHOE JIOChE HA M3CITUS
MEUIIMHCKOTO Ha3HAYCHUS U MEUIIMHCKYIO
TEXHHKY, paHee 3apeTrUCTPHPOBAHHBIE

B Pecniy0Onmke Benapych

(B peAaKIiu MoCTaHOBIICHUS

MunncTepcTBa 3paBOOXPAHEHUS

Pecniy0svku Benapycn

23.08.2023 Ne 120)

dopma
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Okcnept

(pamuust, cOGCTBEHHOE UMSI, OTYECTBO
(ecnu TakOBOE MMEETCSI)

(IOMMKHOCTD CITy’KaIllero)
9KCIIEPTHOE 3AKJIIOYEHUE

[IpoBenena crenuanu3upoOBaHHAsE ASKCIEPTU3a JIOKYMEHTOB PETHCTPAIIMOHHOTO JI0ChE
No , XapakTepu3ymIIux O0e30MacHOCTh, 3(PPEKTUBHOCTh ¥ KAYECTBO  H3JCTHUI
MEUIIMHCKOTO Ha3HAYCHUS U (MJIN) MEAUIIUMHCKOW TEXHUKH.

1. HaumeHnoBanue u3naenuii MEAMIIMHCKOTO Ha3HAYCHHS W (MJIM) MEAUIIMHCKON TEXHUKH,
MIPOU3BOJIUTEIISI, HOMEP JIOTOBOPA Ha OKa3aHHWE YCIYyr (BBIMOJHEHHE PabOT) MO MPOBEACHUIO
KOMIIJICKCA NPCABAPUTCIbHBIX TCXHUYCCKUX pa60T

2. Hanmmuue v nHGOPMATHBHOCTD CEPTU(PUKATOB COOTBETCTBUS HA CUCTEMY MEHEKMCHTA
KayecTBa, CepTU(UKATOB COOTBETCTBHUS HA MPOIYKIHIO, CEPTH(PHUKATOB CBOOOIHOW MPOIAXKH,
JeKJIapanui 0 COOTBETCTBUU  TPOM3BOJUTENS,  PETHUCTPAIIMOHHBIX  YIOCTOBEPCHHIA

3. Kpatkoe omnucanue wu3A€IMi MEIUMIMHCKOIO Ha3HAa4eHUs WU (WIKM) MEIULIUHCKON
TEXHUKH U 00JIACTH UX IPUMEHEHHS
4. Hannuue oOT3bIBOB moTpeOuteneir, mnyOnukanuii B Pecnybnuke benapych wumm
3a pyoexom
5. Hanmune nOKyMEHTOB, OTpaskarolMx HH(popMalnuio o0 o0beMax peanu3aluu U3enui
MEIMIMHCKOrO0 Ha3HaueHus U (WiM) MeTUIMHCKOM TexHuku B PecnyOnuke benapych (mpu
rOCyJJapCTBEHHOM MepeperucTparym)
6. Amamu3 gaHHBIX 00 3(p(peKTHBHOCTH W KadyecTBE HM3AEIHA MEAMIMHCKOTO HAa3HAYCHUS
U (MIM) MEAMLMHCKOW TEXHUKH, MOJATBEPXKIAIONIMX MpPOBEIEHUE KIMHUYECKUX HCIBITAHUN
B CTpaHe-NIPOU3BOINTENE, U (MIM) pe3yJbTaTOB KIMHUYECKOW OLEHKH, U (MJIM) JApYrHx
JOKYMEHTOB, TIOATBEP)KIAIOMINX KIMHUYECKYI0 AS((EKTUBHOCTh 3asABISIEMBIX  W3JEIUN
MEIULMHCKOTO  Ha3HaueHuss U (WIM)  MEAMIMHCKOM  TeXHUKH  (HayuyHble  CTaThbU
U3 PELEH3UPYEMBIX MEXTyHAPOIHBIX HCTOYHUKOB)

7. AHamu3 Hamuuus (OTCYTCTBHS) MH(OpManuu o0 HEOJIArONpUATHBIX MOCIEICTBUSIX,
CBSI3aHHBIX C MPUYMHEHHEM Bpela >KU3HU | 3/I0POBBIO UEIIOBEKA INMPH MPUMEHEHUH W3IEIUi
MEIULMHCKOTO Ha3HaueHUs M (WIM) MEIUIMHCKOM TeXHUKH, a TakkKe O BBIABICHHBIX
HE/IOCTAaTKaX B YaCTH MX (PYHKIMOHATHHOCTH, Ka4eCTBA, HAJAECKHOCTH

8. Ananus JOCTAaTOYHOCTH uHpopManuy, HOJTBEPKIAIOIIeH COOTBETCTBUE
HKCILTYaTalMOHHBIX XapaKTEPUCTUK M3/ACTIHA MEIUIIMHCKOTO Ha3HAYCHHS U (MJIH) MEIUIINHCKON
TEXHUKU TpeOOBAHUSAM, YCTAaHOBJICHHBIM IPOU3BOJUTENEM (MHCTPYKIMS I10 IPUMEHEHHUIO
W3JIENNsT MEIUITUHCKOTO HA3HAYEHUS, TAaCIOpT, PYKOBOJCTBO IO SKCIUTyaTallud MeEIUIIUHCKON
TEXHUKHU U [IpOUee)

9. Ananu3 or4era 00 HHCIIEKTHPOBAHUH (TIPH HATWIHH)

10. Onenka odopmieHHs NPEACTaBIEHHBIX JIOKYMEHTOB PETHUCTPAIlMOHHOTO J0ChE, €e
00OCHOBaHHE CO CCBUIKOH Ha HOPMATHUBHBIC TIPABOBBIE AaKTHI, B TOM WYHCJIE TEXHHYECKUE
HOpMAaTHBHBIE ITPaBOBbIE aKThl Pecybnuku benapych

BriBoanr:

PexomeHayto  (HE peKOMEHIyI0)  TPOBEIACHHE  TOCYJAapCTBEHHOHM  perucTpaunuu
(epeperucTpanii) W3S METUIIMHCKOTO Ha3Ha4YeHHWs | (WIM) MEAWIWHCKOW TEXHUKH,
BHECEHHE H3MEHEHUH B PETUCTPAIIMOHHOE JI0Che Ha M3JeNUi MEIUIMHCKOrO Ha3Ha4YeHHUs
u (W1HM) MEIMIIMHCKYI0 ~TEXHUKY, paHee 3apeructpupoBaHHble B PecryOnmuke bemapych
(c mpoBeneHueM (0e3 MPOBECHNUS ) KIIMHUYECKUX UCTIBITAHUIN )

Bce naHHBlE, NpUBENEHHBIE B HACTOSILEM OSKCIEPTHOM 3aKJIIOYEHHH, JIOCTOBEPHBI
Y OOBEKTUBHBI, YTO MOATBEPHKIAI0 JIMYHOH MOAINHUCHIO.

Okcnept

(mara) (Tmomuch) (MHUIHAATBI, (aMUITHS)
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1

Pa3nennl nepeqns: [Ipunoxenue 1

akrwnE

OteuectBennsie MU

3apybexunsie MU

MU mist ynakoBkH (YKYITOPKH) JIEK.CP-B
3apybexubie MU 1o yrpoieHHo! nporeaype
3apybexnbie MU, nocrasisieMbic B
OIPaHUYEHHOM KOJIMYECTBE

6. BHeceHre M3MEHEHHI B PETUCTPAIMOHHOE J10ChE

K MHCTpyKIINK 0 TopsiiKe MPOBEAEHNS KOMILIEKCa
MPEABAPUTENBHBIX TEXHUYECKUX PadoT,
MIPEIIECTBYIOIUX FOCYIapCTBEHHON perucTpanuu
(mepepeructpalui) U3ACIUNH MEIULIUHCKOTO
Ha3HA4YeHUs U METUIIMHCKON TEXHUKU, BHECEHUIO
M3MEHEHU B pErncTpalMOHHOE JOChE Ha U3IETHS
MEIUIUHCKOr0 Ha3HAUYeHHs U MEAULIUHCKYIO

TEXHHUKY, paHee 3apPEeruCTPUPOBAHHbIC
B Pecnyonuke benapych

IMEPEYEHDb
AOKYMEHTOB PETrUCTPAIIMOHHOIO J0CHE
Ne
W Ha3Banue noxymeHra TpeboBaHMs K JOKYMEHTY
1 2 3
1 |[lokyMeHTBI AJIsl TPEABAPUTENBHBIX TEXHUUECKUX Pa0OOT, PEIIIECTBYIONMX FOCYAapCTBEHHOW PErnCTpaliu
(TepeperucTpanum) U31eNui METUIIMHCKOTO Ha3HAYSHUS U METUIIMHCKOH TEXHUKU 0Te€4€eCTBEHHOT 0
MPOU3BOJCTBA, 32 NCKJIIOYEHHEM MPEIYCMOTPEHHBIX ITYHKTOM 5 HACTOSIIEr0 MPUJIOKEHUSI:
1.1 BasBka Ha NpOBeIEHHE KOMILIEKCA IPEBAPUTEILHBIX TEXHUYECKHX paboT  |[TOMKHA CONlepKaTh

CIIETYIOLTYI0 HH(POPMAIHIO:
HalIMEHOBaHHE W3JICTINI
MCIUITMHCKOI'O Ha3HAYCHUA

1 MEIUIIMHCKON TEXHHUKHU,
BKJIKOYas THIIbI, MOJCIIN,
pa3Mephbl, KaTaIoKHBIC HOMEPa,
KOAbl B COOTBETCTBHUU

C HOMEHKJIaTypHOH
KiaccuduKanmei n3aenui
MEIUIMHCKOr0 Ha3HAYCHUS

1 MEIUIIMHCKON TEXHUKH

[10 BUJAM M I10 KjlaccaM

B 3aBUCMOCTH

0T IOTEHIUATBHOTO PUCKA UX
[IPUMEHEHHS; OCHOBHBIC
MMOKa3aHUs ISl IPUMEHEHHUS,
CrI0cO0 TIPUMEHEHHUSI, YCIOBHS
XpaHEeHHs, IIeHa B CTpaHe
[IPOM3BOIUTELS,;
HaMMCHOBAHHUE 3asIBUTEIS, €TO
MECTOHAXO0XICHUE, HOMEp
renedona (daxca),
JIEKTPOHHBIN a/Ipec;
HAaMMCHOBaHHE

I MECTOHAX OJKJICHHE
[IPOM3BOUTENS
(Tpon3BoAHTEIEH),
[IPOM3BOJCTBEHHON TUTOMIAKHI
(TUTOIIAIOK); OTBETCTBEHHOCTH
3as;BUTENA 32 3PPEKTUBHOCTE,
0€30IIaCHOCTh U Ka4eCTBO
M30eIHs MEIUIIMHCKOTO
Ha3HAYCHUSA U MEIUIMHCKOM
TEXHUKU; TaApaHTHSA

0 TOCTOBEPHOCTH
MHPOPMALINH, CoepKaIIeics
B PETUCTPAIMOHHOM JIOCHE,

0 TOM, 4TO IIPaBa TPEThEH
CTOPOHEI, 3aIUIIICHHON
MATCHTOM, HE HAPYIIAIOTCS

B CBSI3H C IIPEIBAPUTEIIEHBIMU
TEXHUIECKAMHU pa0OTaMH.
Odopmirsercss Ha GUPMEHHOM
OnaHKke 3asBUTEIS (TIPU

HaJ'II/I‘II/II/I), oA CBhIBACTCS






3asBUTENIEM WU
YIIOTHOMOYEHHBIM UM JTUIIOM

C yKazaHHUEM JIOJIKHOCTH,
(haMITHK ¥ HHUIUATIOB, JATHI.
[pescraBisieTcst Ha OyMasKHOM
HOCHTEIIE U B JIEKTPOHHOM
BHIIE

1.2

TEXHUYECKHE HOPMATHUBHBIE IPABOBBIEC AKThI TPOU3BOIUTEIIS HA U3JICITHS
MEIUIIMHCKOrO Ha3HAYEHHUS, MEIUIIMHCKYIO TEXHUKY ¢ METOIUKOMN MOBEPKH
(1711 CPenCTB U3MEPCHUI )

OpPHUT'MHAIT WU KOTINS,
3aBepeHHas IPOU3BOJUTENEM.
J10MKHBI OBITH pa3padoTaHbI
B MIOpsIIKE, YCTAaHOBJIICHHOM
3aKOHOIATENbCTBOM

1.3

IMHCTPYKIO WA 10 MPUMEHCHUIO U3JACIIUA MEAUIIMHCKOTI'O Ha3HAYCHU WIN
[PYKOBOACTBO IT1O 3KCIIITyaTallun MeZ[I/IHI/IHCKoﬁ TCXHUKH

OpPHUTI'MHAIT WU KOTIHS,
3aBepeHHAast IPOU3BOUTEIIEM.
JIOKyMEHT TIPOM3BOAMTEII,
CoJIepIKalluil CBelleHus,
aKTyaJIbHBIC Ha JIaTy
[POBEICHHSI TPEABAPUTEIBHBIX
TEXHUYECKUX Pa0OT, BKITFOYAs
TEXHHYECKHE XapaKTEPUCTHUKH.
J1J1s1 peareHTHbIX KOMITOHEHTOB
MHCTPYKIUS 110 NPUMEHEHHIO
M3ETHH MEAUIHHCKOTO
HAa3HAYCHUS JOJIKHA BKIIOUYATh
001I[1IE CBEICHHUS
(HauMEHOBaHUE TeCTa, TUII
AHaM3UpYyeMoro oopasiia,
CAMHHIbI U3MEPCHUSA
OIpeIeIeMOro napaMerpa
(TTapameTpoB), onucaHue
LIEIEBOTO aHAJINTA, YKa3aHHE
Ha KaueCTBCHHBIN,
[10J1YKOJINYECTBEHHBIH,
KOJIMYECTBEHHBIN METO/,
MICCTICIOBAHIT; THUIT
aHAJIM3UPYEeMOTO 00pasiia;
oIMcaHue PUHIIHIIA
AHAJIUTHYECKOT0 METOIa,
[TOPSIIOK TIPUTOTOBJICHUS
[peareHToB mepex
MCIIOJIb30BaHUEM (€CITH
[IPUMEHIMO); CPOK
CTaOMIBHOCTH peareHTa 1ocie
BCKPBITHSI, aHATUTHYECKHE
XapaKTePUCTHKH
(1yBCTBUTEIEHOCTD,
crenn(pUIHOCTH, TOYHOCTH,
MUHEHHOCTH, pabounit
TarmasoH,
BOCITPOM3BOJIMMOCTH )

1.4

00paserl Wik MakeT MapKUPOBKH, YIAKOBKH U3IETNH MEIUIIHHCKOTO
Ha3HAYEHUS, MEAUIIMHCKON TEXHUKN

OPUTHHAI WA MAKeT,
3aBEPEHHBIN MIPOU3BOAUTEIIEM.
[Ipenocrasisiercs

Ha KOHKPETHYIO MOJIEITb
M3EIUsT MEAUIIMHCKOIO
HAa3HAYCHUS, MEIUIMHCKON
TEXHUKH B BHIE
[MOJTHOI[BETHOI'O MaKeTa
(0Opasma), KOTOPBIN TOIDKEH
COJIEP>KATh CBEJCHMUSI,
aKTyaJbHEIC Ha 1Ty
MIPOBEIICHIS TIPEIBAPUTEIIEHBIX
TEXHUIECKUX paboT.
MapkupoBka n3aenuil
MeIUIMHCKOrO Ha3HAYCHMS,
MeIULMHCKON TEXHHUKHU JOJIKHA
COZIEPKATh CIEYIOIINE
CBEJICHMS: HAUMEHOBAHME






11 0003HAYCHHE M3/1CINs
METUIIMHCKOTO Ha3HAUCHUS,
MEIUIMHCKON TEXHHUKH (THIL,
Mapka, MOJIETIb);
HaMMEHOBAHHUE TP ON3BOIUTEIS
1 TIPOM3BOICTBEHHON
TUTOIIA KK 1 (WJIN) TOBAPHBIN
3HAK; MaTy (TOJ U MECSIT)
M3TOTOBIICHUS M3]IEITHS
MEIUIIMHCKOTO Ha3HAUCHUS,
METUIIMHCKOM TEXHHUKH; IaTy
(Tom ¥ MecsIT), 10 KOTOPOr
oIycKaeTcs Oe30macHoe
MPUMEHEHUE U3/IETHs
MEIUIIMHCKOTO Ha3HAUCHUS,
MEIUIMHCKON TEXHUKH, €CITU
TUISl HETO yCTaHaBIIMBAETCS
OrpaHMYEHHBII CPOK
[IPUMEHEHHUS; CEpUIHBII HOMep
I KOZL TapTru (TIpU
HaJIU4YKMH); CIIOBO
«CTEPUJIBHO» mnst uznenus
MEIUIIMHCKOTrO Ha3HAUCHUS,
MOCTaBJISIEMOT0 B CTEPHILHOM
COCTOSIHUU; CITOCO0
CTePUIIN3AIMHN JUTS N3JCIHS
MEIUIIMHCKOTrO Ha3HAUCHUS;
MH(OpMaINIO O TOM, 4TO
M37e11e MEAUIMHCKOTO
Ha3HAYCHUSI, MEJUIIUHCKAS
TEXHHKa IpEeTHa3HAYEHO
(TpenHa3HaYEHA)

IUIs OHOPA30BOr0
HCIIOTIb30BaHMS

(11 OTHOPA30BBIX U3JEIUH
MEIUIMHCKOTO Ha3HAUCHUS,
METUITMHCKOW TEXHHUKH);
YCTIOBHSL XpaHEeHUS U (MIIN)
DKCIUTyaTauuu. Ecinu
YKa3aHHBIE CBEICHUSI YACTUYHO
VUTH TTOJTHOCTBIO HEBO3MOYKHO
HaHECTH HEIOCPEICTBEHHO

Ha U3/eTI1e MEJULITHCKOTO
Ha3HAYCHUS, MEIULIUHCKYIO
TEXHUKY, IOTPEOUTEIHCKYIO
YIIAKOBKY MJIM TPAHCIIOPTHYIO
Tapy, OHH MOT'YT yKa3bIBaThCS
B MHCTPYKLIUH 110 IPUMEHEHHUIO
M37ETHs MEIUIIHCKOTO
Ha3HAYCHUS, PYKOBOACTBE

10 3KCIUTyaTaluu
MEIUIMHCKON TEXHHUKH.
HanmenoBanue
MPON3BOIUTEIS,
HaNMEHOBAaHHE U 0003HAYCHHUE
W37ETHS MEIUIIHCKOTO
Ha3HAYECHUSI, MEIHIIITHCKON
TEXHUKH (THII, MapKa, MOJIEI),
CEpUIHBII HOMEpP MU KOJ
MapTHN JTOJKHBI OBITH
HaHECEHBI Ha UX
WHINBUAYAIGHYIO U (FITH)
TPYITIOBYIO YIaKOBKY.
MapKHpOBKa M3/1eNHs
METUIIMHCKOT O Ha3HAYCHUS,
MEIUIMHCKON TEXHUKH JI0JDKHA
OBITH Pa30OPUMBOIA, JIETKO
unuTaeMON
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1.5

O0TYET 00 MCCIIEOBAHUSX CPOKOB I'OTHOCTH (cTaOMIBHOCTH) (1anee — OT4eT
0 CpPOKax TOIHOCTH) JUTSl U3/ENNI MEIUIIMHCKOTO Ha3HAYECHU S, NMEIOIINX
CPOK FOJHOCTU

OpPHUT'MHAIT UITH KOIIHSI,
3aBepeHHAs IIPOM3BOANTEIIEM.
OT4er 0 cpoKax roJHOCTH
TOJDKEH OBITh COCTaBIICH
[PON3BOTUTENEM JINOO
OpraHu3anel, IpOBOAUBIIEH
MCCIIEIOBAHMSI CPOKOB
rogHOCTH (CTaOMIIBHOCTH),

B COOTBETCTBHHU

c TpeOOBaHMSIMH JTOKYMEHTOB,
PUMEHUMBIX

K PETUCTPHPYEMOMY
MEITUIIMHCKOMY H3]IEJIHIO,
TOJDKEH TTOATBEPIKIATh
CIIOCOOHOCTH METUIIMHCKOTO
371NNl COXPAHSITh
XUMUUYECKUe, (puznueckre
CBOICTBA B ONpe/IeTICHHBIX
paHUIaX HA MPOTSHKEHUH
CpOKa TOJTHOCTH (C yKa3aHHeM
TEMITEPaTYPHOTO PEKUMA,
BIIa)KHOCTH, KOJHYECTBA
00pa3IoB, MAPTUH, AATHI UX
3rotoBieHus). OTaer

0 CpPOKax TOAHOCTH JOJKEH
COJIep)KaTh CBEJICHUS,
HEOOXOUMBIE

I TIOATBEPIKACHU A
CTAaOMILHOCTH M3 IENHS,

@ TaKXKe €ro COCTaBHbBIX YacTeu
BO BpEMsI MX ILIAHOBOT'O
MpUMEHEeHUs! (B PeaIbHBIX HIIH
MCKYCCTBEHHO CO3JJaHHBIX
ycioBusX). B order o cpokax
OTHOCTH JIOITYCKaeTCsl
BKJIFOUCHUE TAHHBIX

0 CTaOMIIBHOCTH OTKPBITBIX
(h1akoHOB U (WITH)
CTaOMJIBHOCTH PEarcHTOB,
[MOMEIICHHBIX B TIPHOOD.

B oTuer 0 cpokax rogHoOCTH,
KaK IPaBUIIO, BKITFOYAOTCS:
000CHOBaHHUE BBIOOpa
MPOBEICHHBIX HCCIIETOBAHUIL;
BCE MOTYYEHHBIC Pe3yIbTaThl
[POBEICHHBIX HCCIICTOBAHUIM,
AHATN3 JAHHBIX, 000CHOBAHKE
KpUTEPHEB MPUEMIIEMOCTH;
00O0CHOBAHME TOT'O, YTO
0e30macHOCTD WITH

AP PEKTHBHOCTH MEAUIIMHCKOTO
M37IeITHsl HE MEHSIIOTCS

B YCTaHOBJICHHBIX

TOKyM €HTaluei
[IPOU3BOIUTENS YCIOBHSIX
XpaHCHHSI.

J1J11 METUITMHCKUX U3JIEITAH,
IUTsT KOTOPBIX

HE YCTaHABJIMBAETCS] CPOK
rOAHOCTH (B TOM YHCIIE
PIIEKTPOMEIUIIMHCKOE
000pyIOBaHHE WITH Jpyrye
W3/1eIHsl, TIPUTOTHBIC

UTS. MHOTOPA30BOr0
HCIIOIB30BaHUS ), MOXKET OBITH
pejicTaBieHa HHGOpMAaIHs
OTHOCHUTEITEHO OIICHKU

CPEIHET'0 CpOKa CIYKOBI HIH






nH(opmanms

00 HCCIIeTOBAaHMAX METOIOM
YCKOPEHHOT'O CTapEHHS.
Hudopmanust o cpoxe ciryxObl
MOXeET OBITh ITPEACTABICHA
CBEJICHUSIMH O KOJTHYECTBE
MpoLeTyp, KOTOPBIE MOYKHO
BBIITOJTHUTD C TIOMOIIBIO
TAHHOT'O MEANIIMHCKOTO
M37eUs B OIPEAETIeHHBIN
Meprol BpEMEHH.

OT4eT 0 cpoKkax roJJHOCTH
TOJDKEH OBITh ITOJITHCaH
ITIIAMH, €T0 COCTaBHBIINMH
1 pyKOBOJIUTEIEM
OpraHu3aliy, MPOBOANBIIEH
MCCIIEIOBAHHSI CPOKOB
romHOCTH (CTaOMIBHOCTH),

a TaK)Ke 3aBEPEH Te4aThI0 ATOH
opranuzaiyy (1pu ee
MCIIO0JIb30BaHHH)

1.6

OTYET O MPOBEJCHUH aJAaNTALH (BaJMIalNH) PeareHTHOro KOMIIOHEHTA

Ha KOHKPETHOM MOJIENTM aBTOMAaTHYECKOTr0 aHAIIMTHYECKOTr0 000pyI0BaHHS
B Clly4ae COBMECTHOI'O MCIIOIb30BaHHs PEAr€HTHOIO M MHCTPYMEHTAIILHOIO
KOMITOHEHTA Pa3lIMuHbIX MKy COOO0H POU3BOIUTENEH (ISl peareHTHBIX
KOMITOHEHTOB M3JIe/INI MEIUIIMHCKOTO0 Ha3HAYEHUS)

OPUTHHAJIBI WM KOTIHH,
3aBEPCHHBIC MTPOU3BOTUTEIICM.
OT4eT 0 MPOBENCHUN
amanTanuy (BaluIaIim)
peareHTHoro KOMIIOHCHTA
TOJKEH OBITh COCTaBJIEH
[POU3BOIUTENEM JINOO
OpraHu3aluel, MpoBOIMBILIEH
aanTanuio (Bajauaalnio)

1 JIOJDKEH COZIepKATh:
HAMMEHOBaHUE OPTaHU3ALIUH,
[IPOBOAMBILIEH aJaNTaLUIO
(BanMMOanuio), CPOKN
[POBEICHHS aaNTaluK
(Banmuanuyr); HANMEHOBaHUE
AHATTUTHYECKOTO
000pYIOBaHUSI C YKa3aHUEM
MOJENN; OOIINE CBENEHUS
(HaMMEHOBaHUE TeCTa, THIT
aHAIM3UpYyeMOoTo obpasiia,
e/IMHHIBI I3MEPEHUS
OIpeIeIeMOro napaMmerpa
(mapameTpoB), pedepeHCHbIE
3HAYCHNS); JaHHbBIE

00 M3Y4CHUH aHATUTHICCKUX
XapaKTePUCTUK
(1yBCTBUTEIEHOCTD,
CreupUIHOCTh, TOYHOCTb,
MUHEHHOCTH, pabounit
THara3oH,
BOCIIPOM3BOIIMOCTE);
XapaKTePUCTUKH,
HEO0OXOJUMBIE

IUTSL TIPOrPaMMHUPOBAHHS
AHATTUTHYECKOTO
00opynoBaHus (IIpH
HEO0OXOTUMOCTH).

K otuery o npoBeaeHun
ananTtanyy (BalTuIaim)
[peareHTHOr0 KOMITOHEHTa
MIPIJIATAIOTCS aalTaIlIOHHEIC
METO/INKH, B KOTOPBIX
COZICPIKUTCS CIICIYIOIIAs
MHPOpMAII: HAUMEHOBAHHE
I MOJCIIH aHAIMTHYECKOrO
000pyIOBaHMS; OOIIINX
CBe/IeHUH (HaMMEHOBaHUE






TecTa, THIT aHATM3HPYEMOT o
oOpasiia, eIUHUIIBI H3MEPEHHS
OIIpeIeIIEMOro ImapaMeTpa
(TrapameTpoB), peepeHCHBIX
3HAYEHHs1; TyBCTBUTEIILHOCTB,
criepUIHOCTD, TOYHOCTb,
ITMHEHHOCTD, Padoumii
rarna3oH,
BOCIIPON3BOJTUMOCTE;
MapameTpsbl
[pOrpaMMHPOBAaHUS
KOHKPETHON MOAENH
MHCTPYMEHTAILHOTO
KOMITOHEHTa (eciu
[IPUMEHNMO); TTapaMeTphl
KaTMOPOBKH KOHKPETHOM
MOJIETH UHCTPYMEHTAIBHOTO
KOMITOHEHTA (eciu
MPUMEHNMO), €CJIN TaKas
nH(opManus He yKa3zaHa

B MHCTPYKIIUH 110 TPUMEHEHHUIO
M3/IEIHsT MEMIIHCKOTO
Ha3HAYCHUs

1.7

INeKJIapanys Wik UHOW JIOKYMEHT O TUIIe aHAJIMTHYECKO# J1abopaTopHO-
IMMarHOCTHYECKOW CHUCTEMBI (JIJ1s1 Ja00paTOPHO-THATHOCTUUECKHX CUCTEM)

OpUTHHAJ WK KOITHS,
3aBEpEHHas IPOMU3BOIUTEIIEM.
Jlexmapanus i1 UHON
TOKYMEHT TIPOM3BOUTEINS,
YKa3bIBAIOIIMK HA OTKPBITOCTD
WA 3aKPBITOCTh J1a00paTOPHO-
TMarHOCTUYECKON CUCTEMBI

1.8

OTYET O BaJMIALUH (JUIs aHATUTHYECKUX JIAOOPATOPHO-THATHOCTHYECKHX
CHCTEM)

OpPHUI'MHAJI WU KOIIHS,
3aBepeHHAsI IPOU3BOUTEIIEM.
OTuer O BaUIAIMHU JIOJDKECH
coZiepKaTh OOLIHMe CBEACHHS
(HauMeHOBaHUE
AHAIUTHYECKHUX JIaO0OpaTOpPHO-
TMarHOCTHYECKHUX CHCTEM,
CPOKH TIPOBE/ICHHS,
pedepeHcHbIe 3HAUCHUS);
TaHHBIE 00 M3Yy4EeHUU
4YBCTBUTEIBHOCTH,
crieupUIHOCTH, JTMHEHHOCTH,
TOYHOCTH, pabodero
rana3oHa,
BOCIIPOU3BOIMMOCTH; IAHHBIC
00 OIICHKE HEOMPE/ICIICHHOCTH;
WHBIC TApaMETPBI,
crieluIHbIC JUTS JaHHOTO
TUIA AHATUTHYECKOU
nmabopaTopHO-
TMArHOCTHYECKOM CUCTEMBI

1.9

MHPOPMAMOHHOE IICEMO IMPOU3BOAUTEIS WK MHOH JOKYMEHT,
MOATBEPKAAIOIIMHI pa3MEILICHUE 3aKa3a Ha MPOU3BOJCTBO U3AETHIL
MEIUIIMHCKOTO Ha3HAUCHHS, MEIUIIMHCKOW TEXHUKHU Ha MIPOU3BOJICTBEHHON
TUIOIAAKE MO0 YTO MPOU3BOACTBEHHAS IDIOMIAKA M3ACTHNA MEITUIIMHCKOT O
Ha3HAYEHUS, MEIUIIUHCKOM TEXHUKH BXOJUT B COCTaB OAHOr0 O0bCAUHEHUS

OPHUTMHAJ WU KOIIHS,
3aBEpEeHHAs 3asBUTEIICM.
JIOKYMEHTBI, COCTaBJICHHBIC
Ha UHOCTPAHHOM SI3BIKE,
COIIPOBOXKAAIOTCS MIEPEBOJIOM
Ha OeIopyCCKHU MITH PYCCKUN
SI3BIK, 3aBEPEHHBIM
POM3BOIUTENEM HITH
YITOTHOMOYEHHBIM UM JIUIIOM
[TyTeM COBEPILICHUS HAINCH
«IlepeBox cOOTBETCTBYET
OPUT'HHAITY» C IPOCTABICHUEM
MOATINCH U YKa3aHHEM
TTOIDKHOCTH, (hamuiin

1 MHULIMAJIOB, 1aThl

1.10

JIOKYMCHTBI Ha ITPAaBO IMPOU3BOACTBA I/IB,HGJ'H/Iﬁ MCIUIIMHCKOI'O HA3HAYCHMN,

MEIMIIMHCKON TeXHHUKH (JIMIEH3US U (WIn) cepTH(HUKAT COOTBETCTBUS

OpUT'MHAJIbI I KOIINU,

3aBCPCHHBIC HOTAPUAJIBHO.
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CHCTEMBI MEHE/PKMEHTA KaueCcTBa IPOU3BOAUTENS U IPOU3BOACTBEHHON
TUTOIIAIKH 1 (W) WHOM aHAJIOTMYHBIN TOKYMEHT) B CIIydae pa3MeneHHs
3aka3a Ha IPOU3BOACTBO U3JEINI METULIMHCKOTO HA3HAUEHUS, MEULIMHCKON
TEXHUKH y 3apyO€KHOTO IIPOU3BOIUTENS

O0s13aTeNTbHO HAJTNYHUE
neranu3anu Win
[POCTABIICHHUS ATTOCTHIIS, €CITH
WHOE HE MPEyCMOTPEHO
MEKTYHAPOTHBIMH
morosopamu PecrryOmuku
benapych. JJOKyMeHTHI,
COCTaBJICHHBIC

Ha MHOCTPAHHOM SI3BIKE,
TTOJDKHBI COMPOBOXKAATHCS UX
MepeBoIoM Ha OeNopycCKuii
VTN PYCCKHH SI3BIK.
BepHoCTh nepeBoaa uiu
MOTTHHHOCTD MOATINCH
MepeBOTIHKa JI0JKHA OBITh
3aCBU/IETENBCTBOBAHA
HOTapHaJIbHO

1.11

OT3BIBBI ITOTPEOUTENEH U OpraHu3alyii 3paBooxpaneHus Pecryonuku
benapych — 1i1s MpeABapUTENBHBIX TEXHUYECKUX Pa0OT, PEIIIECTBYIOINX
FOCYIApCTBEHHOM MepeperucTpaluy U3Aenui MeAUIIMHCKOrO Ha3HAYeHHUS,
MEITUIMHCKOH TEXHUKH (IIPU UX HAIWYUH)

OpPHUI'MHAIT WU KOTIUS,
3aBepeHHAast IPOU3BOUTEIIEM.
OdopMIISIOTCS B BUJIE TMCHMA,
3a MOAIICHIO TIOTPEOHTEIS,
[PYKOBOIIUTEINS OPTaHU3ALIUH
3napaBooOXpaHeHus PecmyOmuku
benapych uinu
yHOHHOMO'{eHHOFO UM JIMIa

C yKazaHHEM JJOJKHOCTH,
q)aMI/IJ'lI/II/I 1 MHUIHUAJIOB, JaThI
W colepiKaT aKTyallbHYIO
nH(opMaluio Ha 1aTy
IIPOBEACHUA MTPECABAPUTEIIBbHBIX
TEXHUYECKUX PadOT

1.12

OTYETHI O JOKIMHUYECKHUX HUCCISIOBaHUAX U (WIN) KIMHUYECKHX
MCHBITAaHUAX U (MIN) KIMHAYECKUX OLIEHKAX, B TOM YHCIIE Ha PACXOAHbBIE
MaTepHabl ¥ KOMIUIEKTYIOLTHE (TIPH HAJTHINH)

OpPHUI'MHAJI WUITU KOIIHS,
3aBepeHHAsI IPOU3BOUTEIIEM.
[TpencTaBsFoTCs pe3yJIbTaTh
TOKJIMHIYECKUX UCCIIEI0BaHUI
1 (WIH) Pe3yAbTAThI
KJIMHUYECKUX UCTIBITAaHUI

1 (M) KIMHAYECKUX OICHOK,
B TOM 4HCIIe Ha PACXO/IHbIC
MaTepHalibl 1 KOMIUICKTYIOIINE

1.13

MPOTOKOJBI ¥ (MJIM) aKThl TEXHUYECKUX UCTIBITAHUN U3IENUIl MEIULIHCKOTO
Ha3HAYEHUS, MEAUIMHCKON TEXHUKH, BBIIAHHBIE AKKPEIUTOBAHHBIMH
MCTIBITATENLHBIMU JTa00paTOpusiMu (LIEHTPAMH )

OpPUI'MHANBI JOKyMEHTOB — IIPU
[IPOBEECHIH KOMILIEKCA
[peBapUTEIBHBIX
TEXHHUYECKUX PadoT,
[PEIIECTBYIOIINX
rocy1apCTBEHHOU
peruCTpanyu; KOI1H,
3aBEpEHHBIC 3asBUTENIEM, — IPU
[IPOBEACHIH KOMILIEKCA
[peBapPUTEIBHBIX
TEXHUIECKHUX paboT,
[IPEIIECTBYIOIINX
rocy1apCTBEHHOU
repeperncTparyy.

JIOKyMEHTBI YTBEPKIAAKOTCS
PYKOBOZIMTEIEM OpraHW3alINH,
[POBOIMBILICH UCIIBITAHNS,
MO0 JIUIIOM, UM
YITOTHOMOYEHHBIM,
MO/TTNCHIBAIOTCS
VICTIOJTHUTEISIMU M COEpIKaT:
HaMMEHOBAHHUE U aJIpec
AKKpEIUTOBAHHOM
MCIIBITATEILHON JTabopaTopun
(eHTpa); MecTo
OCYIIECTBICHHUS J1TAO0PaTOPHOH
eI TEIbHOCTH; HOMEp

IMPOTOKOJId, HYMCpaIluO






CTpaHUI], HANMEHOBAHHUE
1l KOHTAKTHBIE JaHHbBIE
3asBUTEIIS, 0003HAUCHHE

M HANMEHOBAHUE TEXHUUYECKUX
HOPMATHBHBIX MTPABOBBIX
AKTOB, HA COOTBETCTBHUE
KOTOPBIM MPOBOIMIIHCH
MCIIBITAHUS; 0003HAYECHHUE

1 HAUMEHOBaHHE TOKYMEHTOB
Ha METOJIBI UCIIBITAHHIA;

oMM CcaHue U3JIENN
METUIIMHCKOrO Ha3HAYCHUS,
METUIIMHCKON TEXHUKH,
obecreunBaroree
OJTHO3HAYHYIO
IEHTH(DUKALIUIO M IPU
HEOOXOUMOCTH COCTOSIHHE
obpasiia (MoITHOe 1 TOYHOE
Ha3BaHHE W3IEHIA
METUIIMHCKOrO Ha3HAYCHUS,
METUINHCKON TEXHUKH,
KOTOpPBIE OBLTH MOBEPTHYTHI
WCIIBITAHUSAM, 1 HAUMEHOBAHHE
X IPOM3BOIUTENS); JaTy
nonyueHus: oopasua (o0pasuos)
TUIsl ICTIBITAHUH M aTy 0TOOpa
oOpasiia (00pa3ioB); AaTy
(1aThI) OCYIIECTBIICHUS
1abopaTOPHOI JESATEIbHOCTH;
pE3yAbTaTHI, TJIe 3TO
[PUMEHUMO, C SIMHUIIAMHU
M3MEpEeHUs; IaTy BbIAAYH
[POTOKOJIA.

B ciydae ucnbITaHUsI THITOBOTO
0Opasiia 3asBUTENEM
[pe/ICTAaBISIeTCS K IPOTOKONY:
00OCHOBaHHUE BBIOOpa
TUITOBOTO 00pasia (eciu
MIPUMEHIMO) O BO3MOXKHOCTH
100 HEBO3MOXKHOCTH
pactpoCTpaHeH s ONTYYEHHBIX
pe3yJIbTaTOB UCIIBITAHUI

Ha JIPyryue OJHOTHITHBIE
M3/IeIHsT MEMIIHCKOTO
HA3HAYCHUSI, MEIUIIUHCKYIO
TEXHUKY; 0OOCHOBAaHHOE
3aKIIIOUCHUE O COOTBETCTBUH
(HECOOTBETCTBHH) M3
MEIUIIMHCKOTrO Ha3HAUCHUS,
METUIIMHCKOM TeXHUKU
TpeOOBAHUSIM TEXHUIECKUX
HOPMATHBHBIX MIPABOBBIX aKTOB

1.14

POTOKOJBI ¥ (MJIHM) aKThl CAHUTApPHO-TUTUEHIMYECKUX UCTIBITAHUI M3IeTHI
MEIUIIMTHCKOTO Ha3HAYSHUsI, MEAUIINHCKON TEXHUKH, BBIAHHBIE
AKKPEIUTOBAHHBIMHU HCIBITATEIHHBIME Ja00paTOpUsSIMU (LIEHTPaAMH)

OpPHUTHHAIIBI JOKyMEHTOB — ITPH
[POBEACHIH KOMILIEKCA
MpeBAPUTEIBHBIX
TEXHUIECKHUX pabdoT,
[PE/IIECTBYIOIINX
rocy1apCTBEHHOU
[peruCcTpanyu; KOIHH,
3aBepEHHBIE 3asBUTEIIEM, — IPU
[POBEACHIH KOMILIEKCA
MpeBAPUTEIBHBIX
TEXHUIECKHX PadoT,
[PE/IIIECTBYIOIINX
TOCY/IapCTBEHHOH
MepeperucTpaIiy, KOTopble
JTOJDKHBI OBITH YTBEP)KICHBI
YKOBOAMTEIIEM OpPTaHHU3ALIIH,






[POBO/IUBIIICH UCIIBITAHUS,
0O JIUIIOM, UM
YITOJTHOMOYEHHBIM, TTOIITHCAHbI
HCIIOJIHUTEISIMH M JOJDKHEI
CoJIepKaTh: HANMCHOBAHUE

1 azipec aKKpeIUTOBaHHOI
MCIIBITATEILHOMU JTabopaTopuu
(11eHTpa); MecTo
OCYIIIECTBIICHUS JTa00paTOPHOM
eI TEILHOCTH; HOMED
MPOTOKOJIA, HyMEPAIIHIO
CTpaHUI], HANMEHOBAHHUE

1 KOHTAKTHEIE JAHHEIE
3asBHUTENS; 0003HAUCHHE

1 HAMMEHOBAHHE TEXHUYECKUX
HOPMATHBHBIX MTPAaBOBBIX
AKTOB, HAa COOTBETCTBHE
KOTOPBIM MPOBOIMIIHCH
HCIIBITAHUS; 0003HAYEHUE

1 HAUMEHOBAHHE JOKYMEHTOB
Ha METOJbI UCIILITAHUIA;
OIMMCaHWE U3/ICTUN
MEIMIUHCKOrO Ha3HAUCHMS,
MEIUIIMHCKON TEXHUKH,
o0ecrieunBaroee
OJJTHO3HAYHYIO
MACHTHU(HUKALNIO U TIPU
HEOOXOUMOCTH COCTOSIHHE
00pasia (IoJIHOE U TOUHOE
Ha3BaHUE U3ACINUMN
METUIIMHCKOr0 Ha3HAYEHHS,
MEIUITMHCKON TEXHHUKH,
KOTOpbIE OBLTU MOJIBEPTHYTHI
HMCIBITAHUSAM, 1 HAMMEHOBAHUE
X TIPOU3BOAMTEINS); AATy
nonyueHus: oopasua (o0pasuos)
IUIsl ICTIBITAHUI U ATy 0TOOpa
0Opasiia (00pa3IoB); AaTy
(1aThI) OCYIIECTBIICHHUS
1a00paTOPHON JIESITENBHOCTH;
pe3yJIbTaThI, TIE 3TO
[PUMEHUMO, C SIMHUIIAMHU
M3MEpEeHUsI; IaTy BbIAAYH
[POTOKOIIA; PEKOMEHAAINN
(eciu MPUMEHNMO)

0 BO3MOKHOCTH JINOO
HEBO3MOKHOCTH
pacpoCTpaHeHHs ONTYYCHHBIX
pe3yJIbTaTOB UCIIBITAHUI

Ha IPyryue OJHOTHITHBIE

W3 IEHS] METUITHHCKOTO
HA3HAYCHUSI, MEIUIIUHCKYIO
TEXHUKY; 0OOCHOBAaHHOE
3aKIIOYEHNE O COOTBETCTBUN
(HECOOTBETCTBHH) M3
METUIIMHCKOr0 Ha3HAYEHUS,
METUIIMHCKOM TEXHUKH
TPeOOBAHMSIM TEXHUIECKUX
HOPMATHBHBIX MPABOBBIX
AKTOB; PEKOMEH/IAIIH

0 BO3MOKHOCTH JINOO
HEBO3MOXKHOCTH
rOCY/IapCTBEHHON PETrHCTPAIN
(mepeperucrpannm)

1.15

IMTPOTOKOJIbI 1 (I/I.]'II/I) aKThl KIMHUYCCKUX HCIIBITaHUHA I/IBZ[GJ'H/Iﬁ MCIUIIMHCKOI'O
Ha3HA4YCHMU, MeZ[PIL[HHCKOﬁ TEXHHUKH, BbIJAHHBIC T'OCYAapPCTBCHHBIMU
OpraHu3alusaIMi 31paBOOXPAaHCHUS WU OTUCT O KIMHIYECKOU OIICHKC

OpUTMHAJIBI JOKYMEHTOB,
KOTOpBIE JTOIKHBI OBITH

YTBEPKJIEHBI PYKOBOAUTEIEM
OpraHu3alMK, IPOBOAUBLIEH
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(U1 KpynHOTrabapuUTHON TEXHUKH, TpeOYIOIIEeH MoBOAa KOMMYHHUKAIINH,
BBITTOJTHEHHSI CTPOUTENBHBIX U (MJIM) MOHTaXHBIX paboT)

WCIIBITAHNUSI, OOPMIICHBI

Ha pupmMeHHOM OaHKe,
[O/NTMCAaHBl BCEMH WICHAMHU
KOMHUCCHH, TIPOBOIUBILINMHA
WCTIBITAHUS, M JOJDKHBI
CoZIepKaTh: OCHOBaHHE

TUTSL TIPOBEJICHNS] HCTIBITAHHI;
TaThl Havasla u 3aBEepIICHNUS
WCIIBITAHNH; LIENb ¥ 337a4H
WCITBITAHNH; YKa3aHHe
MpOrpaMMBbI 1 METOANKHI
METUIIMHCKAX UCTIBITaHNH,

B COOTBETCTBHHU C KOTOPOI OHU
[POBO/IMITNCE; NIEPEUECHB
M37IeTUH MEAUIIMHCKOTO
Ha3HAYCHUS U MEIMIIHCKON
TEXHUKH, KOTOPbIE ObLIH
[OIBEPTHYTHI UCIIBITAaHUSIM,

C yKa3zaHHEM HX
[PON3BOTUTEIST;
[peKOMEeHAaINH (eciu
MPUMEHNMO) O BO3MOXXHOCTH
100 HEBO3MOXKHOCTH
paclpoCTpaHEHMs MOYYEHHBIX
[PE3YJIBTaTOB UCIIBITAHUI

Ha Ipyrue OJHOTHUIIHbBIE

N3 1CJIUsI MEIULTMHCKOI'O
Ha3HAYCHUs U (MIIN)
MEIUIMHCKYIO TEXHHUKY;
000CHOBAHHEIN BBIBOJT

0 COOTBETCTBHHU
(HECOOTBETCTBHMHU) M3IEIUI
MEIUIIMHCKOTO Ha3HAUCHUS

1 (MITM) MEAUITUHCKOM TEXHUKH
TpeOOBAHHUSIM ITPOTrPAMMBbI

1 METOAMKH MEIULIHCKHX
MCIBITAHUI U UX

AP PEeKTUBHOCTH;
PEKOMEHIAIMN O BO3MOXXHOCTH
1160 HEBO3MOKHOCTH
FOCYIapCTBEHHON PETUCTpaLiu
(TIepeperucTparym)

Y IPUMEHEHHS B MEIHLIFHCKOMH
[paKTHUKE.

OTyeT 0 KIMHUYECKOH OIIEHKE
(17151 KpymHOTA0aPUTHOM
TEeXHUKH, TpeOyromei monsona
KOMMYHUKALIUH, BBITTOTHEHUS
CTPOUTENBHBIX U (FIITH)
MOHTa)KHBIX paboT) —
TOKYMEHTAJILHO 0(hOpMIICHHBI
[pe3yabTaT Ha OCHOBE
KIIMHUYECKHX JaHHBIX

1 T0Ka3aTeNbCTBa
9KBHBaJICHTHOCTH
MEUIIMHCKOH TEXHUKH, paHee
3apEeruCTpUPOBAHHON

B PecrryOmke benapychb

(17151 KpymHOTA0apUTHOM
TEXHHUKH, TPeOYIOIIEeH moaBoia
KOMMYHUKALUi, BBITOTHEHUS
CTPOUTENBHBIX U (MITH)
MOHTaXXHBIX pa0oT).

OTyeT 0 KIIMHUYECKOH OIIeHKE
TOJDKEH OBITh YTBEPXK/ICH
MPON3BOIUTEIIEM
MEIUIMHCKON TEXHUKU WK

YKOBOAUTCJIICM OpraHru3alunn
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31PpaBOOXPAaHCHUS, KOTOpas
IMPOBECJIa KIMHUYCCKYIO OLICHKY

1.16

IMOBEpEHHOCTb, MOATBEPKIAIOIAst IOJTHOMOYHS Ha TIPE/ICTaBIICHUE
MHTEpECcOB 3asBUTENS (IIPU HEOOXOANMOCTH)

OpUT'MHAJI WJIN HOTapHUaJIbHO

3aBCPCHHAA KOIUA

Z[OKyMeHTBI JUTA IPEABAPUTCIIbHBIX TCXHUYCCKUX pa60T, IpeAUICCTBYIOIINX FOC}’)IapCTBCHHOﬁ perucrpannunu
(r[epeperHCTpauHH) I/I3J_'[6J'II/II\/’I MCIUIIMHCKOI'O Ha3HAYCHUA U MeﬂHHHHCKOﬁ TCXHHUKHU 3apy6e>KH0r0
IMPOU3BOACTBA, 34 UCKIKOYCHUEM IMPEAYCMOTPECHHBIX ITYHKTAMH 3-5 HACTOAICTO NPUITOKCHUS

2.1

BasBKa Ha MPOBCACHUC KOMIUJICKCA NPEABAPUTCIbHBIX TEXHUYCCKUX pa60T

0(hopMIISIETCSI B COOTBETCTBHA
c mognyHkroM 1.1 mynkra 1
HACTOSIILET0 NPHIOKEHHS

2.2

I/IH(l)OpMaHI/IOHHOG MU CBbMO MMPOU3BOAUTEIIA UITN HHOH JOKYMCHT,
HOZ[TBep)KZ[aIOIJ_II/Iﬁ FapaHTHﬁHOe " CCPBHUCHOEC 06CJ'I}7)KI/IBaHI/Ie U3
MCIUIIMHCKOI'O Ha3HAUYCHUSI, MeZ[HHPIHCKOﬁ TCXHHUKH

OpPUTHHAJ WITH HOTApUAIbHO
3aBepeHHas KOTIHSI.
HHbopMamoHHOE MTHCHMO
[POM3BOIUTENS MITH HHOM
TTOKYMEHT JIOJDKHBI OBITh
o(hopMITeHb Ha (HUPMEHHOM
OJ1aHKE MPOU3BOIUTEII,
[O/IIIMCAHBI POU3BOIUTETIEM
WITH YIIOJTHOMOYCHHBIM UM
JTMIIOM C YKa3aHUEM
TOJDKHOCTH, hamuinn

1 MHUIMANOB. B ciyuae ecnu
M37e11e MEAUIMHCKOTO
HAa3HAYCHUS HE MMOIJICKHUT
rapaHTHHHOMY U (WJIN)
CEPBUCHOMY OOCITY)KUBaHHIO,
maHHast KHPOpPMAITUS TO/DKHA
OBITH OTpa’keHa B 3THX
TOKyMEHTaX C yKa3aHHueM
HaUMCHOBAHUA IOPUINYCCKOI'O
nHIa, YIIOJTHOMOYEHHOTO
[POM3BOIUTENIEM Ha NPUHATHE
[pETEeH3Mii OT MOTpeduTeNe,
ero MecTa HaXO)KICHHS.
J{OKyMEHTBI, COCTaBIICHHBIE
Ha MHOCTPAHHOM SI3BIKE,
TOJDKHBI COMPOBOXKIATHCS UX
[epeBOIOM Ha OeNOpyCCKuit
MM PYCCKUM SA3BIK.

BepHocTh nepeoga uinu
[OJUTMHHOCTD HOIHCH
[EepeBOAYMKA JIOJKHA OBITh
3aCBHIETENECTBOBAHA
HOTapUaJIbHO

2.3

ITOKYMEHT O PEruCTpaliy U3AEINA MEIUIIMHCKOr0 Ha3HAUEHH,
MEIULIMHCKON TEXHUKH U (WIIH) JOKYMEHT, pa3pelIaronuil oopamenme
M3JETHs MEJULIMHCKOT0 Ha3HAYECHUS, MEIULIMHCKON TEXHUKHU B CTPaHE
MPOM3BOIUTENS (B TOM YHCIIE PETHCTPALMOHHOE YOCTOBEPEHNE, U (MITN)
cepTr(duKaT Ha CBOOOIHYIO MPOAAXKY, U (WIN) IEKIapaIus O COOTBETCTBHH,
M (WH) cepTr(dUKaT COOTBETCTBHSA) JINOO pacmedaTka rpaduaecKoro
M300pakeHns SKpaHa (CKPUHILIOT) HHTEPHET-CTPAHHUIIBI OQHUIIHAIHFHOTO CaiTa)
[PETYISTOPHOT O OpraHa B III00aIbHON KOMITBIOTEpHOU cet IHTEpHET

c nH(pOpMaIreH, TOATBEPXKAAOIEH 0OpalieHNe N3AENs MEAUIIIHCKOT0
Ha3HAYCHUS, MEIUIMHCKOH TEXHUKU B CTPAHE POU3BOIUTEIS

OPHUT'MHAJIBI WJIN KOIIHH,
3aBEpPEHHBIE HOTApUAIIBHO.
O0s13aTENTPHO HAJTMYHE
neranu3anui Win
[IPOCTABJICHNUS ATTOCTHIISL, €CITH
MHOE HE MPEyCMOTPEHO
MEKTYHAPOTHBIMH
imoroBopamu Pecrryonuku
benapyce. JJOKyMeHTHI,
COCTaBJICHHBIC

Ha MHOCTPAHHOM SI3BIKE,
TOJDKHBI COMPOBOXKAATHCS X
MepEeBOIOM Ha OEJIOpYCCKHi
UM PYCCKHUM SI3BIK.
BepHocTh nepeBoga uim
MOTTMHHOCTD MOATINCH
MepeBOTINKA JT0JKHA OBITh
3aCBUJICTEILCTBOBAHA
HOTapHAaJIBHO.

PacriedaTka rpaguyeckoro
N300pakeHNsT KpaHa
(CKPHHIIIOT) HHTEPHET-

CTpaHUIIbI Oq)HHHaHLHOFO
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caiiTa peryisTopHOro opraHa
B T7100aJTbHON KOMITBIOTEPHOM
cetu MIHTEpHET OIKHA OBITH
cenaHa He paHee 3 MecALeB
CO JHS IPECTaBICHUS
TOKYMEHTOB U 3aBEpEHa
3asiBUTENEM, a IPH HAINYUU

B Hell HH(pOpMaIn

Ha MHOCTPAHHOM SI3BIKE
TOJKHA COMPOBOXKIATHCA
MepeBoIoM Ha OeNopycCKuii
WM PYCCKU s3bIK. BepHOCTh
MepeBo/ia WU MOTMHHOCTh
MOJIMCH TIEPEBOUNKA JOJIKHA
OBITH 3aCBHJIETEILCTBOBAHA
HOTapUaIbHO

2.4

CepTI/I(l)I/IKaT COOTBCTCTBHA CUCTEMbI MCHECIPKMCHTA Ka4€CTBa IIPOU3BOAUTCIIA
14 HpOPI3BO):[CTBeHHOI>i TIomaaxKu (HpI/I H606XOI[I/IMOCTI/I) n3aciuAa
MCAUIMHCKOI'O HAa3HAYCHUA, MeI[I/ILII/IHCKOﬁ TCXHHUKH (l'[pI/I HaJ'II/I'-II/II/I)

OPUTHHAJIBI WM KOIIHH,
3aBEpEHHBIC HOTAPHUAJIBHO.
O0s3aTENLHO HATMYUE
JTeraau3anyy Win
[POCTABJICHUS allOCTHJIS, €CITH
MHOE HE PEAYCMOTPEHO
MEXTYHAPOTHBIMH
noroBopamu PecrryOnuku
benapycs. [JIokyMeHTHI,
COCTaBJICHHEIE

Ha MHOCTPAHHOM SI3bIKE,
ITOJKHBI COMTPOBOXKAATHCS MX
MepeBoIoM Ha OeNopycCKuii
WA PYCCKHI S3BIK.

BepHocTh nepesoga uinu
[MOUTHHHOCTh ITOAIINCH
[epeBOIINKA JOIDKHA OBITh
3aCBUIETEILCTBOBAHA
HOTapUaIbHO

2.5

MHCTPYKLUS 110 IPUMEHCHHUIO U3IENHUsI MEIUIIMHCKOTO Ha3HAYCHUS WU
[PYKOBOJZICTBO I10 9KCILTyaTallMl MEJULINHCKOMN TEXHUKU

0(hOpPMIIIETCS B COOTBETCTBUH
c noamyskToM 1.3 mynkra 1
HACTOSLIETr 0 NPHIIOKCHUS.
JIOKYMEHTBI, COCTABJICHHBIE
Ha UHOCTPAHHOM SI3BIKE,
COIPOBOXKAAIOTCS [IEPEBOJIOM
Ha OEJIOPYCCKUI UM PYCCKUI
S3bIK, 3aBEPEHHBIM
[POM3BOIUTENEM HITH
YITOJTHOMOYEHHBIM UM JIHLIOM
[IyTeM COBEPILCHHS HAAIICH
«IlepeBon cooTBETCTBYET
OpPUTUHATY» C IIPOCTaBICHHEM
[OJIIMCH U YKa3aHHEM
TOJDKHOCTH, (PaMUIin

1 MHHLAAJIOB, JaThI

2.6

00paserl Wik MakeT MapKUPOBKH, YIAKOBKH U3ICTNH MEIUIIHHCKOTO
Ha3HAYEHUS, MEAUIIMHCKON TEXHUKA

OpUTHMHAI WA KOIIHS,
3aBEpEHHAS IIPOU3BOAUTEIICM.
[IpencraBasiercs

Ha KOHKPETHYIO MOJIEITb
M3EIUsT MEAUIIMHCKOIO
HAa3HAYCHUS, MEIUIMHCKON
TEXHUKH B BHIE
MTOJTHOIIBETHOTO 00pasiia,
3aBEPEHHOrO MPOU3BOIUTENEM,
KOTOPBII TOJKEH COZIepKaTh
CBE/ICHUS, aKTyaJbHBIC HA JaTy
[MOJ]a9M 3asSBKU Ha MMPOBEICHUE
KOMILIICKCA TIPEIBAPUTEIIEHBIX
TEXHUIECKHUX padoT, BKITFOYAs
TEXHUIECKHUE XapaKTCPUCTUKH.
MapxkupoBKa U3enuit

MCIUIIMHCKOI'O Ha3HAYCHUA,
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METMIMHCKON TEXHUKH JI0JDKHA
COZIepIKaTh CIIeyIoIIne
CBEJICHUS: HANMEHOBaHNE

1 0003HAYCHHE M3/1eINs
METUIIMHCKOTO Ha3HAUCHUS,
MEIUIMHCKON TEXHHUKH (THIL,
Mapka, MOJIENb, apTHKY);
HaMMEHOBAaHHUE TP OU3BOTUTEIS
1 TIPOM3BOICTBEHHON

[UTOIIA KK, HAaMEHOBaHUE

1 MECTO HaXOXJICHHS
YIIOJTHOMOYEHHOT'O
[pe/ICTABUTENSI IPOU3BOIUTEIS
Ha MPUHSTHE PETEH3UH

Ha TeppuTopun PecrryOnmuku
benapyce wiu uMnopTepa —
IUTS1 IMITOPTUPYEMBIX U3AEIHI
MEIUIIMHCKOTO Ha3HAUCHUS,
METUIIMHCKON TEXHHUKHU; IATy
(Toz 1 MecsIIT) U3TOTOBJICHHS
M37EIHsT MEMIIHCKOTO
Ha3HAYCHUsI, MEIHIIIHCKON
TEXHHUKH; AaTy (TOJ U MEcCsIi),
10 KOTOPOH IOIYCKAaeTCsl
Oe3omnacHoe MPUMEHEHNE

N3 1CJIUsI MECIULTMHCKOI'O
Ha3HAYCHUS, MEIUIIMHCKOM
TEXHHUKH, €CITH JIJIsl HETO
yCTaHaBIIMBaETCs
OrpaHUYEHHBIH CPOK
[IPUMEHEHHUS; CEPUMHBIN
(KaTaI0KHBIN) HOMEp WIH KOJ
napTuM (IpY HAJTMYKH); CIIOBO
«CTEPUJIbHO» mnsa uzgenus
MEIUIIMHCKOTO Ha3HAUCHUS,
[OCTaBIISIEMOTO B CTEPHIIBHOM
COCTOSIHHU; CIIOCO0
CTEPUIIN3ALIHN TSI U3ETHS
MEIUIMHCKOTO Ha3HAuCHUS,;
MH(OpMALINIO O TOM, 4TO
TaHHOE M3JIeIIHe
MEIUIMHCKOTO Ha3HAUCHUS,
MeIUIMHCKAs TEXHUKA
[peHa3HaYeHO
(TIpenHa3HAYEHA)

TUIS OMHOPA30BOT0
MCIIOTIH30BaHMS

(U1 OTHOPA30BbIX M3IETUH
MEIUIMHCKOTO Ha3HAUCHUS,
MEIUIMHCKON TEXHHUKN);
YCIIOBHSL XpaHEHUS U (WIIN)
pKcIuTyatanyu. Ecnu nanHbIe
CBEJICHUS] YaCTUYHO HIIH
MOJIHOCTHIO HEBO3MOXKHO
HAHECTH HEMOCPEICTBEHHO

Ha W3]IeTIHE MEJUIITHCKOTO
Ha3HAYCHUS, METUIIUHCKYIO
TEXHHKY, OTPEOUTENBCKYIO
YIIAKOBKY WJIM TPAHCIOPTHYIO
Tapy, OHM MOTYT yKa3bIBaThCS
B MHCTPYKIIUH 11O IPUMEHEHHUIO
M37IETHST MEHUIIHCKOTO
Ha3HAYCHUS, PYKOBOACTBE

0 SKCIUTyaTalnu
METUIMHCKON TEXHHUKH.
HanmeHnoBaHue MPOU3BOIUTENS
1 (WIN) €ero TOBapHbIHA 3HAK,

HaMMEHOBAHHE U 0003HAUCHHE
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M37EIHST MEIHUIIHCKOTO
Ha3HAYCHUSI, MEIHUIIIHCKON
TEXHUKH (TUII, MapKa, MOJIEIb),
CepUIHBII HOMEpP WU KO
MapTHU JTOJDKHBI OBITH
HaHECEHBI Ha UX
MHIMBHIYAJIBHYIO U (VIJIH)
TPYIIIOBYIO YIaKOBKY.
MapKHpoBKa H3/1eNus
MEIUIIMHCKOTO Ha3HAUCHUS,
MEITUIMHCKON TEXHUKH JI0JDKHA
OBITH Pa30OPYHBOIA, JIETKO
YUTAaEeMOH.

O0pazern MapKHUPOBKU
(yIIaKOBKH) U3JCITHIA
METUIIMHCKOTO Ha3HAUCHUS,
METUIIMHCKOM TEXHHKH,
COCTaBIICHHBII

Ha MHOCTPAaHHOM SI3BIKE,
CONPOBOXKAAETCS TIEPEBOJIOM
Ha OEJIOPYCCKUI WM PYCCKUN
SI3BIK, 3aBEPEHHBIM
MPON3BOTUTEIIEM HIIH
YITOTHOMOYEHHBIM UM JIHIIOM
[TyTeM COBEPILECHUS HAIMUCH
«IlepeBon cooTBETCTBYET
OPHI'HHAITY» C IPOCTABICHUEM
MOATNUCH U YKa3aHUEM
TOJDKHOCTH, (haMuIin

W MHUIIMAJIOB, JIaThI

2.7

OTYET O CPOKAX TOJHOCTH JUISl M3/1ENIUI MEIUIMHCKOTO Ha3HAYCHUS,
MMEIOIINX CPOK XPAHEHUS

0(hOpPMIIETCS B COOTBETCTBUH
c moamyHkToM 1.5 myHkra 1
HACTOSIILIETO MPUIOKECHUS.
J{oKyMEeHT, cocTaBIECHHBII

Ha MHOCTPAHHOM SI3BIKE,
COIPOBOKIAETCS IIEPEBOIOM
Ha OEJIOPYCCKUIA WM PYCCKUI
SI3BIK, 3aBEPEHHBIM
[IPOU3BOJUTENIEM HIIH
YIIOTHOMOYEHHBIM UM JIULIOM
[TyTEM COBEPILECHUS HAIIUCH
«IlepeBon cooTBETCTBYET
OPUI'MHAILY» C IPOCTABICHUEM
[OATINCH U YKa3aHHEM
ITOJDKHOCTH, (hamuinn

1 MHULIAJIOB, 1aThl

2.8

OTYET O MPOBEJCHUH AAANTALNH (BAJIMJAINH) PEarecHTHOr0 KOMIIOHEHTA
Ha KOHKPETHOW MOJIETM aBTOMaTHYECKOTr0 aHAIMTUIECKOTr0 000pyI0BaHHS
B CJIy4ae COBMECTHOI'O HCIIONb30BaHMS PEareHTHOTO U MHCTPYMEHTAIBHOTO

KOMITOHEHTa Pa3InYHBIX MEKAY COOOI0 MPOU3BOAUTENEHN (/11 pearcHTHBIX
KOMITOHEHTOB M3/ICTIMI MEAUIIMHCKOTO HA3HAYEHHM)

0(hOPMIIIOTCS B COOTBETCTBHU
c moamyskToM 1.6 myHkra 1
HACTOSIIIIETO MPWIIOKCHUSL.
JIOKyMEHTBI, COCTaBJICHHBIC
Ha MHOCTPAHHOM SI3BIKE,
COIIPOBOKAAIOTCS TIEPEBOIOM
Ha OeIopyCCKHU MITH PYCCKUN
SI3BIK, 3aBEPEHHBIM
[PON3BOIUTEIIEM HIIH
YITOTHOMOYEHHBIM UM JIIIIOM
[TyTeM COBEPILCHUS HAINCH
«IlepeBon cOOTBETCTBYET
OPHTHHAIY» C IPOCTABICHUEM
MOATINCH U YKa3aHHEM
TOIDKHOCTH, (hamumin

1 MHULIMAJIOB, 1aThl

2.9

JCKITapalnus Uin HHOU JOKYMCHT O THUIIC aHATUTHYICCKOMN na60paTopH0—
,I[I/IaFHOCTI/I‘IeCKOﬁ CUCTEMBI (,Z[J'Iﬂ J'Ia60paT0pHO-Z[I/IaFHOCTI/I‘IeCKI/IX CI/ICTGM)

0(hOpMIISIETCSI B COOTBETCTBHU
c moaIyHKToM 1.7 myHkTa 1
HACTOSIILETO MPHIIOKECHHUS.
JIOKYMEHTBI, COCTaBJICHHBIE
HAa MHOCTPAHHOM SI3BIKE,

COMMPOBOXKJAAKOTCA MEPEBOAOM
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Ha OEJIOPYCCKUH MM PYCCKUN
SI3BIK, 3aBEPEHHBIM
[IPOU3BOJUTENEM WU
YIIOJIHOMOYEHHBIM UM JIUIIOM
[TyTE€M COBEPILIECHUS HaIHUCU
«IIepeBox COOTBETCTBYET
OpPUTHHAILY» C IPOCTAaBICHHEM
MOJINCH U YKa3aHUEM
TOIDKHOCTH, (hamuiin

11 MTHUIIMAJIOB, JAThI

2.10

OTYETHI O BaJIMJAIWH U (WIIN) BEpUPHUKAIHN (U1 aHATUTHYECKUX
iTabopaTOPHO-AUATHOCTUYECKUX CUCTEM)

0(hOpMILSIOTCSL B COOTBETCTBUH
c mogmyHkToM 1.8 myHkTa 1
HACTOSIIIETO MPUIIOKEHUS.
JIOKyMEHTBI, COCTaBJICHHBIC
Ha MHOCTPAHHOM SI3BIKE,
COIPOBOXKAAIOTCS IEPEBOJIOM
Ha OEJIOPYCCKUI WM PYCCKUI
SI3BIK, 3aBEPEHHBIM
[PON3BOTUTENIEM HIIH
YITOTHOMOYEHHBIM UM JTULIOM
[TyTeM COBEPILECHUS HAIIUCH
«IlepeBox COOTBETCTBYET
OPHI'HHAITY» C IPOCTABICHUEM
TMOANNCH U YKa3aHUEM
TOJDKHOCTH, (haMuIin

1 MHUIHAJIOB, 1aThl

211

MH()OPMALIMOHHOE TMCHMO POU3BOIUTENS HIIH UHOM JOKYMEHT,

MO TBEPKIAIOLITNI pa3MelleHre 3aKa3a Ha MTPOU3BOACTBO U3/IEUN
MEIUIIMHCKOT0 Ha3HAUEHUS, MEIUITUHCKON TEXHUKH Ha MPOU3BOICTBEHHOM
[UTOMIAIKE MO0 YTO IMPOU3BOICTBEHHAS IIIOIMIAKA H3ACIUIA METUIIMHCKOTO
Ha3HAYEHUS, MEIUIIMHCKON TeXHUKU BXOAUT B COCTAaB OHOTO 0OBEIUHECHHUS,
WM TOKYMEHT, MOATBEP K IAIOIINM, YTO IPOU3BOAMUTENb BXOJHUT B COCTaB
00beIMHEeHUs, B KOTOPOE TaKKe BXOAUT ITPOM3BOICTBEHHAS ILUIOLIA KA
M3JeTTNI MEAUIIMHCKOTO Ha3HAUCHHS, MEAUIITHCKON TeXHUKH, B CIIydae, eCiu
MPOU3BOIUTEND U MPOU3BOJACTBEHHAS IJIOIMIAKA U3ACTHNA MEIUIIMHCKOT O
HA3HAYEHUS, MEIUIIMHCKON TEXHUKU BXOJAT B COCTAaB OHOT'O 0ObEIUHECHUS

MIPCACTABIIACTCA OPUTHHA U
3aBepeHHast 3asBUTENIEM KOIHSI
MH(OPMAaLIMOHHOrO MIChMa
rpousBoauTeNs. JlOKyMEHTHI,
COCTaBJICHHBIE

Ha MHOCTPAHHOM SI3BIKE,
COIIPOBOKAAIOTCS IIEPEBOIOM
Ha OEJIOPYCCKUIA MM PYCCKUIA
SI3BIK, 3aBEPEHHBIM
[IPOU3BOJUTEIIEM UIIH
YIIOTHOMOYEHHBIM UM JIULIOM
[TyTeM COBEPILECHUS HAIIUCH
«IlepeBon cooTBETCTBYET
OPUI'MHAILY» C IPOCTABICHUEM
[OATINCH U YKa3aHUEM
TOJKHOCTH CITY’KalLEero,
(haMmINK 1 MHULUAJIOB, AATHL.
Hoit nokyMeHT ohopMItsieTcs
TOJIOBHOW KOMITAHHEH
00BEIMHEHNS U TOIDKEH
coziepKaTh NHPOPMALIIIO

0 TOM, YTO IIPONU3BOIUTEND
BXOJIUT B COCTaB OOBEIMHEHMS,
B KOTOPOE TaK)K€ BXOANUT
[PON3BOCTBEHHAS TIOMAAKA
W30ETIUH MeIUIIMHCKOI O
Ha3HAYECHUSI, MEIHIIITHCKON
TeXHUKH. JJOKyMEHT,
COCTaBJICHHBII

Ha MHOCTPAHHOM SI3BIKE,
TTOJDKEH COTPOBOXKIATHCS €T
MepEeBOIOM Ha OEJI0pyCCKHi
WM PYyCCKUM A3BIK. BepHOCTh
MepeBo/ia M MOATMHHOCTD
MOATIMCH TIEPEBOTINKA JIOIDKHA
OBITH 3aCBHIETEILCTBOBAHA
HOTapHAIbHO

212

IMCKJTFOYCH

2.13

OT3BIBBI OT TIOTpEOHTENEH M OpraHu3anunii 31paBooxpaHeHus Pecyonnkn
bemapych nipu ITpoBeIeHNH KOMIUIEKCa MPEABAPUTENBHBIX TEXHUIECKHX

0(hOpMILSIOTCSI B COOTBETCTBUH
c moamyHkroM 1.11 mynkra 1

HACTOAIICTO MPUITOKCHUS
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[padoT, MPeAIeCTBYIOIIX IOCyJapCTBEHHOM NepeperucTpauy (IIpu ux
HAJTHIVN)

2.14 [npoTOKOMbI U (WITH) aKThl CAHUTAPHO-TUTHEHUYECKUX MCTIBITAHHUI U3ACTUid [0 OPMIISIOTCS B COOTBETCTBHU
MEIUIIMHCKOTO HA3HAYCHUSI, MEAUIIMHCKON TEXHUKH, BbIAHHBIC c moamyHkToM 1.14 myHkTa 1
AKKPETUTOBAHHBIMHU HCITBITATENILHBIMU JIAOOPATOPUAMHE (LICHTPAMHE) IIPU HACTOSIIIErO NPHIIOKCHUS
[POBEICHUH KOMILIEKCA MPEeIBAPUTEIbHBIX TEXHHYECKHX PadorT,

MpeIIeCcTBYIONIMX TOCYIAPCTBEHHOM PErHCTPALIH

2.15 [npoTOKOMbI U (MITK) aKThl KIIMHUYECKUX UCTIBITAHUN M3/ICNTUA METUIIMHCKOTO [0)OPMIISIOTCS B COOTBETCTBHU
HA3HAYCHUSI, MEAUIIMHCKON TEXHUKH, BBIIAHHBIC TOCYIaPCTBEHHBIMH c moamyHkToM 1.15 myHkTa 1
OpraHM3asAMU 3/IpaBOOXPAHEHUS, WK OTYET O KIMHUYECKOH OLICHKE HACTOSIIIET O MPUIIOKESHUS
(11 KpyMHOTabapUTHOMN TEXHUKH, TPEOYIOIIEH MOIBO1a KOMMYHHUKAITHI,

BBINIOJTHEHHSI CTPOUTENBHBIX U (WMJIM) MOHTaXHBIX paboT)

2.16 |nOBepeHHOCTH ITPOU3BOIUTEINS Ha MPEACTaBIICHUE HHTEpecoB B PecryOirke |OpuUruHai 1M HOTapHaIbHO

benapycs 3aBepeHHast KOTIHS.
JloBepeHHOCTb,
MOATBEPKIAtoIas
[TOJTHOMOYH S
Ha MpeCTaBlIeHNE HHTEPECOB
3asiBUTENS (PU
HEOOXO0IMMOCTH)
[O/IITHCHIBACTCS
YITOTHOMOYEHHBIM JTHLIOM
[PON3BOTUTEIIS.
J{OKyMEHTBI, COCTaBIICHHBIE
Ha MHOCTPAHHOM SI3BIKE,
COMPOBOXKIAIOTCS HOTAPHAIBHO
3aBCPCHHBIM IIEPEBOJIOM
Ha OEeJIOPYCCKUIl M PYCCKHIA
SI3BIK

3 JlokyMeHTHI Juisl IpeBAPUTENILHBIX TEXHUUECKHX PaboT, MPEAIIECTBYIOIINX TOCYJapCTBEHHON PErncTpaluu

(mepeperucTpanyn) U3Aenus MEAUIMHCKOI0 Ha3HAYEeHHS 3apyOeKHOTO IPOU3BOJICTBA, IIPEIHA3HAYEHHOTO

/17151 NCIO/IB30BAHUS B IPOMBILLIEHHOM NPOU3BOJCTBE JIEKAPCTBEHHbIX CPEACTB, IPEACTaBIIIEMOrO

Ha TOCYAAPCTBEHHYIO PETHCTPALMIO IOPHANYECKUM JIMLIOM MM MHIMBUIYaJIbHBIM NIPEAIPHHUMATEIEM

Pecniybnuku benapych, Ipon3BOSIIIMM JIEKAPCTBEHHBIE CPEJICTBA:

3.1 pasBKa Ha MPOBEAEHME KOMIUIEKCA MIPEIBapUTEIbHBIX TEXHHYECKUX paboT  [oopMIsieTcss B COOTBETCTBHU
c moamyskToM 1.1 mynkra 1
HACTOSLIEr 0 NPHIIOKCHUS
3.2 |mOKyMeHT O perucTpauuu u (Win) cepTuUKALUU U3 MEUIIUHCKOTO  |0()OPMIISIETCS B COOTBETCTBUU
Ha3HAUYEHUs, JOKYMEHTBI, pa3pellaroniye o0paieHne u3aenus C MOAITYHKTOM 2.3 IyHKTa 2
MEIULIMHCKOTO Ha3HAUeHHUs B CTpaHe MPOU3BOAUTENS (B TOM YHCIIe HACTOSIIETr 0 NPHIIOKCHUS
[PETHCTPAIIMOHHOE YIOCTOBEpEHHe, U (1K) cepTU(PHKAT HAa CBOOOHYIO
mponaxy, u (KIK) AeKJIapaiys 0 COOTBETCTBHH, U (WIK) cepTHdUKAT
COOTBETCTBHS)
3.3 |cepTHdUKAT COOTBETCTBHSI CHCTEMbBI MEHE/PKMEHTA KaueCTBa MPOU3BOHTES [0 OPMIISIETCS B COOTBETCTBUU
1 IPOU3BOACTBEHHOH IUTOIIAIKHU (TIPH HEOOXOMUMOCTH) U3 SIS C MOJITYHKTOM 2.4 MyHKTa 2
MEIMIIMHCKOr0 Ha3HaueHUs (IPU HAJIMYHH) HACTOSIIEr0 NPHIIOKCHUS
3.4 MHCTPYKUUS MO MPUMEHEHHIO U3/IeHsl MEAUIIMHCKOrO Ha3HAYCHHUS 0(hOPMIIETCSI B COOTBETCTBUH
c moamyskToM 1.3 myHkra 1
HACTOSIIETr 0 NPHIIOKCHUS.
J{oKyMEeHT, cocTaBIECHHBIN
Ha WHOCTPAHHOM SI3BIKE,
COIIPOBOXKAACTCS MIEPEBOJIOM
Ha OeIopyCCKHU MITH PYCCKUN
SI3BIK, 3aBEPEHHBIM
POM3BOIUTENEM HITH
YIIOJTHOMOYEHHBIM MM JIHLIOM
[yTeM COBEPILCHHS HaAIICH
«IlepeBon cOOTBETCTBYET
OpPUTHUHATY» C IPOCTaBICHHEM
MOMIHCH U YKa3aHHEM
OJKHOCTH, (haMUITHH
W MHHLAAJIOB, aThI

3.5 MH(pOPMaIMOHHOE MUCHMO MPOU3BOAUTEIS HIIM HHOH JOKYMEHT, 0(hOpPMIISETCS B COOTBETCTBUH

HO,I[TBGP)K,I[EIIOIIIPIFI PAa3MCIICHUE 3daKa3a Ha IPOU3BOACTBO HB,Z[GHI/II;’I
MCIUIIMHCKOI'O Ha3HAYCHU, Me,Z[PIIIHHCKOﬁ TCXHHUKH Ha HpOI/I3BOZ[CTBeHHOI>’I
TIonIaaxke 100 4TO MMPOU3BOACTBCHHAA IJIOIIaJIKa I/I3,Z[€.]'IPII7[ MCIUIIMHCKOI'O
Ha3HA4YCHM, MGHHHHHCKOﬁ TCXHHUKH BXOAUT B COCTAaB OJHOI'O 06'LGI[I/IHGHI/I$I,

c moamyHkToM 2.11 myHkTa 2
HACTOSIIIIETO MPUJIOKCHUS
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IMJIN TOKYMCHT, HOZ[TBGp)KHaIOHIHﬁ, YTO NPOU3BOAUTCIIb BXOAUT B COCTAB
O6'I>GZ[I/IHCHI/I$I, B KOTOPOC TAKKE€ BXOAUT IMPOMU3BOACTBCHHAA IUIOMIAKaA
I/I3Z[GJ'II/II71 MCIUIIMHCKOI'O Ha3HAYCHUS, Me[[HIIHHCKOfI TEXHUKH, B Cliy1dac, €ClIn
MIPOMU3BOAUTECIIb U TPOU3BOACTBCHHAS ITUTOMIAJKA PI3)1€J'IPII>1 MCIUIMHCKOI'O
Ha3HA4YCHMUI, MGZ[I/IHI/IHCKOfl TCXHHUKH BXOIAT B COCTAaB OJHOT'O 06’BGZ[I/IHCHI/UI

3.6 |ucxioueH
3.7 |MpOTOKOJBI U (WJIN) aKThl CAHUTAPHO-TUTHEHUYECKUX UCTIBITAHUN M3/1ENUi |0 OPMIISIFOTCSI B COOTBETCTBHA
MEIMIIMHCKOT O Ha3HAUCHNUS, BBIJITAaHHBIE aKKPEUTOBAHHBIMU c moamyHkToM 1.14 mynkra 1
MCIIBITATENbHBIMH J1a00paTopusiMu (LIEHTPAMH) HACTOSIIIET 0 MPUJIOKESHUS
3.8 |MpOTOKOIMEI U (MIIN) aKThl KIMHUYECKUX MCIBITAHUN M3/IETUI MEANUIIMHCKOTO [0 OPMIISIFOTCSI B COOTBETCTBHUU
Ha3HauYeHWs, BBIJAHHBIE TOCYIapCTBEHHBIMH OpPTraHN3aHsIMHU c moamyHkToM 1.15 mynkra 1
BIpaBOOXpaHEHUsI HACTOSIIIET O MPUJIOKESHUS
3.9 |noBepeHHOCTH, MOATBEP KIAIOIAs! TOJTHOMOYHS Ha MPEACTaBIICHHE 0(hopMIISIETCS] B COOTBETCTBHA
MHTEPECOB 3asBUTENS (IIPU HEOOXOAUMOCTH) c moayHkToM 1.16 myHkra 1
HACTOSIIIIET0 MPUJIOKESHUS
4 |[TokyMeHTHI JUIsl IpEeIBAPUTENbHBIX TEXHUYECKHX padoT, MPeAIecTBYIOIINX TOCYIapCTBEHHOM perucTpannu
(TepeperucTpanum) U3AeNIui MEIUIIMHCKOTO Ha3HAUCHUS 1 METMIIMHCKOM TEXHUKH 3apyOeHOT0
MPOW3BO/ICTBA, HAXOAAIIMXCS B o0pamenun Ha Tepputopun CoennHenubix llITaToB AMepuku uin
rocynapcts — 4wieHoB EBponeiickoro corsa:
4.1 BasBKa Ha IPOBEJEHUE KOMIUIEKCA MIPEABAPUTEIBHBIX TEXHUUECKUX PadOT  (0(hOpMIISIETCSI B COOTBETCTBHU
c moamyHkToM 1.1 mynkra 1
HACTOSIIIET 0 MPUJIOKESHUS
4.2 |MOKYMEHT O MOATBEP)KICHUU COOTBETCTBYS U3/ICIUSI MEIUIIMHCKOTO 0(hOPMIISTIOTCS B COOTBETCTBHH
Ha3HaYCHUsI, MEJMIIMHCKON TeXHUKH TpeboBanusM Perinamenra ((EU) C MOJITYHKTOM 2.3 MyHKTa 2
2017/746 v (EU) 2017/745) EBporneiickoro mapiamenta u CoBera OT HACTOSIIIIETO MPHIOKCHHS
5 anpenst 2017 r. WM TOKyMEHT, pa3pellaroiiui o0palieHue n3aeus
MCAUIMHCKOI'O HAa3HAYCHUA, MC}]I/ILII/IHCKOﬁ TEXHUKHU B COC}II/IHCHHI)IX
[lITatax AMepukH (B TOM 4uciie cepTU(UKAT Ha CBOOOAHYIO POJAKY, HITH
INeKJapaiys O COOTBETCTBUH, WIIN CEPTH(UKAT COOTBETCTBUS), TNOO
mH(OpMaLUs ¢ OPHUIMATEHOTO calfiTa PEryJIsITOPHOrO OpraHa B III00abHOM
KOMIIBIOTEpHOH ceTd VIHTepHeT, OATBEep K AaloIast BhIIIeyKa3aHHbIE JaHHbIE
4.2 |TOKyMEHT 0 PETHCTPAIMK U3/ MEAUIMHCKOTO HA3HAYEHMS, 0(hOPMIIAIOTCS B COOTBETCTBHU
MEIUIMHCKON TEXHUKU | (MJIM) IOKYMEHT, pa3peliaionuii ooparieHne C MOJITYHKTOM 2.3 MyHKTa 2
W3/eNHs MEAUIIMHCKOIO Ha3HAYEHHUS, MEJUIIMHCKOW TEXHUKH B CTPaHe HACTOSALIETr0 NPHIIOKCHUS
MPOU3BOIAUTENS (B TOM YHCIIE PETHCTPAIIIOHHOE YAOCTOBEpEHHUE, U (HJIIH)
cepTU(UKAT Ha CBOOOIHYIO MPOAIAXKY, U (MIIK) JeKIIapalus O COOTBETCTBUH,
U (WIK) cepTU(HKAT COOTBETCTBUS ), JINOO pacnedyarka rpaduueckoro
M300pakeHus IKpaHa (CKPUHILIOT) HHTEPHET-CTPAHUIIBI OPUIIHATIBHOrO cCaifTa
[PETYASTOPHOT 0 OpraHa B riio0abHON KOMITBIOTEpHOU cetu MHTEpHET
c nH(opManueli, NOATBEpKAAroNIeil oOpaleHre H3AEINUsI METUIUHCKOT O
Ha3HAYEHUsI, MEAUIIMHCKON TEXHUKH B CTPaHE IIPOU3BOIUTEIL
4.3 |cepTudHKaT COOTBETCTBHS CUCTEMBI MEHEPKMEHTa Ka4ecTBa IPOU3BOAUTENS |[0(OPMIISETCS B COOTBETCTBUH
1 TPON3BOACTBEHHON IUTOMIAKH M3JETHs MEIUINHCKOTO Ha3HAYCHMS, C MOAITYHKTOM 2.4 IyHKTa 2
MEIHMIIMHCKOM TEXHUKH (TPH HAJIMIHH) HACTOSIIEr0 NPHIIOKCHUS
4.4 MHCTPYKUHMSA [0 IPUMEHEHHUIO W3AENUS MEUIIMHCKOTO Ha3HAYECHHS HIIN 0(hOpPMIIIETCS B COOTBETCTBUH
[PYKOBOZCTBO I10 3KCILTyaTallul MEJUIIMHCKON TEXHUKH c moamyHkToM 1.3 myHkTa 1
HACTOSIIETr O NPHIIOKCHUS.
JIOKYMEHTBI, COCTABJICHHBIE
Ha WHOCTPAHHOM SI3BIKE,
COIPOBOXKIAIOTCS MIEPEBOIOM
Ha OeIopyCcCKHil MITH PyCCKU
SI3BIK, 3aBEPEHHBIM
POM3BOIUTENEM HITH
YIIOJTHOMOYEHHBIM UM JIHLIOM
[yTeM COBEPILCHHS HaAIICH
«IlepeBon cOOTBETCTBYET
OpPHUTHUHATY» C IPOCTAaBJICHHEM
MOJIHCH U YKa3aHHEM
TOJDKHOCTH, (PaMUIHn
1 MHULIMAJIOB, 1aThl
4.5 |oOpazen i MakeT MApKUPOBKH, YITAKOBKU M3JIEITHH METUIINHCKOTO 0(hOpMIISETCSI B COOTBETCTBHU
Ha3HAYCHUS], METUIIMHCKOH TEXHUKH C TTOJITYHKTOM 2.6 ITyHKTa 2
HACTOSIIIIET O MTPUJIOKCHUS
4.6 |oTyeT 0 cpoKax rOAHOCTH AJISI M3JETHH MEJUIIMHCKOTO Ha3HAYEHHS, 0(hOpMIISIETCSI B COOTBETCTBHU

IMMCHOLIUX CPOK XPAHCHUS

C moAIyHKTOM 1.5 myHkTa 1
HACTOSIILETO MPHIOKEHHUS.
JIOKyMEHT, COCTaBIICHHBIN
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Ha MHOCTPAHHOM SI3BIKE,
COIPOBOKAAETCA IIEPEBOIOM
Ha OeJIOpPYCCKUH MITN PYCCKUN
SI3BIK, 3aBEPEHHBIM
[IPOU3BOJUTENEM WU
YITOTHOMOYEHHBIM UM JIULIOM
[TyTE€M COBEPIIECHUS HaIHUCU
«IIepeBox COOTBETCTBYET
OpPUTHHAIIY» C IPOCTABJICHUEM
MOJINCH U YKa3aHUEM
TOJDKHOCTH, (hamumin

1 MHUIIMAJIOB, 1aThl

4.7

OTYCT O MPOBCACHUU adalTallun (Banm[am/m) PEarcHTHOroO KOMIIOHCHTA

Ha KOHerTHOﬁ MOJCIIN aBTOMATUYCCKOI'O aHAJIUTHYCCKOI'O 060py}103aH1/I${
B ClTyda€ COBMCCTHOI'O MCIIOJIb30BaHNS PCArCHTHOIO 1 HHCTPYMCHTAJIBHOT'O
KOMITOHCHTA PAa3JIMYHbIX MCKIY co6or0 HpOPISBO)IHTeJ'Ieﬁ (}IJ'ISI PpCarcHTHLIX
KOMIIOHCHTOB I/ISI[GJ'H/If/i MCIUIIMHCKOI'O HaSHa‘IeHI/Iﬂ)

0(hOpMILSIOTCSL B COOTBETCTBUH
c moayHKToM 1.6 myHkTa 1
HACTOSIIIETO MPUIIOKEHUSL.
JIOKyMEHTBI, COCTaBJICHHbIC
Ha MHOCTPAHHOM SI3BIKE,
COIPOBOXKAAIOTCS IEPEBOJIOM
Ha OEJIOPYCCKUI WM PYCCKUN
SI3BIK, 3aBEPEHHBIM
[PON3BOIUTENIEM HIIH
YITOTHOMOYEHHBIM UM JTULIOM
[TyTeM COBEPILECHUS HAIIUCH
«IlepeBon cooTBETCTBYET
OPHI'HHAITY» C IPOCTABICHUEM
TMOANNCH U YKa3aHUEM
TOJDKHOCTH, (haMuIin

1 MHUIHAJIOB, 1aThl

4.8

INekapalys Wik UHOW JIOKYMEHT O TUIIe aHAJMTHYECKO# J1abopaTopHO-
IMMarHOCTHYECKOM CHUCTEMBI (JIJ1s1 1a00paTOPHO-THATHOCTUUECKHX CUCTEM )

oopmMIIsieTCss B COOTBETCTBHU
c moanyHkToM 1.7 myHkTa 1
HACTOSALIETr0 NPHIIOKCHUS.
J{OKyMEHTBI, COCTaBIICHHBIE
Ha MHOCTPAHHOM SI3BIKE,
COIPOBOXKAAIOTCS [IEPEBOJIOM
Ha OEJIOPYCCKUIA WM PYCCKUI
S3bIK, 3aBEPEHHBIM
[POM3BOIUTEIEM HIIH
YIIOJTHOMOYEHHBIM UM JIULIOM
[IyTeM COBEPILEHHS HaIIICH
«IlepeBon cooTBETCTBYET
OpPUTHMHATY» C IIPOCTaBICHHEM
[OJIIMCH U YKa3aHHEM
ITOJDKHOCTH, (hamMuinn

1 MHHLAAJIOB, JaThl

4.9

OTYETHI O BaTUAAINH U (WITH) BepUPHUKAIAN (T aHATHTHIECKIX
lmabopaTOPHO-THATHOCTUIECKUX CHCTEM)

0(hOPMIIIOTCS. B COOTBETCTBHU
c moamyskTroM 1.8 myHkra 1
HACTOSIIETr 0 NPHIIOKCHUS.
JIOKYMEHTBI, COCTABJICHHBIE
Ha WHOCTPAHHOM SI3BIKE,
COIPOBOXKIAIOTCS MIEPEBOIOM
Ha OeIopyCcCKUil MITH PYyCCKUN
SI3bIK, 3aBEPEHHBIM
POM3BOIUTENEM HITH
YIIOJTHOMOYEHHBIM UM JIHLIOM
[yTeM COBEPILCHHS HaAIICH
«IlepeBon cOOTBETCTBYET
OpPHUTHUHATY» C IPOCTAaBICHHEM
MOJIIHCH U YKa3aHHEM
TOJDKHOCTH, (PaMUIHn

1 MHULIMAJIOB, 1aThl

4.10

I/IH(i)OpMaIII/IOHHOG MUCbMO MMPOU3BOAUTECIIA NI HHOM JAOKYMCHT,
HOHTBGP)K,H&IOHII/II\/II PAa3MCIICHUE 3daKa3a Ha MPOU3BOACTBO I/I3,HCJ'II/II71
MCIUIIMHCKOI'O Ha3HAYCHU, Me,Z[PIIIHHCKOﬁ TCXHHUKH Ha HpOI/I3BOZ[CTBeHHOI>’I
TIonIaaxke 100 4TO MMPOU3BOACTBCHHAA IIOIIAAKA I/I3L[CJ'II/II\/'I MEIUITMHCKOI'O
Ha3HA4YCHMU, MeZ[PIL[HHCKOﬁ TEXHHUKH BXOAUT B COCTAaB OJHOT'O 06’L€,I[I/IH6HI/IH,
IMJIN TOKYMCHT, HOZ[TBGPX(Z[&IOHIPlﬁ, YTO NPOU3BOAUTEIIb BXOAUT B COCTAB
06'I>CI[I/IHCHI/I$I, B KOTOPOC TAaK’KC BXOAUT IMMPOMU3BOACTBCHHAA IUIOMIAIKA
PI3I[GJ'IPII>1 MCIUIIMHCKOI'O Ha3HAYCHUSI, MeﬂHHHHCKOﬁ TCXHHKH, B CIy4ac, CCJIn

0(hOpMIISETCSI B COOTBETCTBHU
c moamyHkToM 2.11 myHkTa 2
HACTOSIIIIETO MPUIIOKCHUS
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MPOU3BOAUTCIIb U TPOU3BOACTBCHHAS ITLUTIOMIAAKA I/IB,HGJII/Iﬁ MCIUIIMHCKOI'O
Ha3HA4YCHMUI, MGZ[I/IHI/IHCKOfl TCXHHUKH BXOAT B COCTAaB OJHOT'O 06’BGZ[I/IHCHI/I$I

4.11 jucxioveH
4.12 |noxyMeHT, BBIIaBaEeMBbIii IPOU3BOANTENEM, TIOATBEPKAAIOIINI rapaHTHHHOE |0(OPMIISIETCS B COOTBETCTBHI
M CEpBHUCHOE 00CITY)KMBAaHHE M3IENUSI MEAUIIMHCKOTO HA3HAUCHUS, C TTOJITYHKTOM 2.2 ITyHKTa 2
MEIUIIMHCKON TeXHUKH HACTOSIIIIETO MPUJIOKESHUS
4.13 |oT3BIBBI OT MOTpEOUTENEH U OpraHn3alyii 3apaBooxpaneHns PecriyOnuky |0 OpMIISIFOTCSI B COOTBETCTBHA
Bemapych npu repeperucTpaiy U3AeNni MEeIUIIMHCKOTO Ha3HAUCHNS, c mogmyHkroM 1.11 mynkra 1
MEIMIIMHCKON TeXHHUKH (TIPH MX HAJIHIHH) HACTOSIIIET 0 MPUJIOKESHUS
4.14 |noBepeHHOCTH MPOU3BOANTENS Ha MpECTaBIeHHe HHTepecoB B PecriyOmrike |0opMIIsieTCs B COOTBETCTBUI
benapych C moqIyHKTOM 2.16 TyHKTa 2
HACTOSIIIIET O MPUJIOKESHUS
5 [IokyMeHTHI Ju1s IpeBapUTENILHBIX TEXHUUECKUX PadoT, MPEAIECTBYIOIINX TOCYIapCTBEHHOW PErnCTpaliu
M3JeTUH MEIUIIMHCKOT0 Ha3HAYEHHSI M MEANIIMHCKON TEXHHUKH, TIOCTaBIISIEMbIX B OTPAHNYeHHOM
KOJHYeCTBE:
5.1 |is TocyJapCTBEHHBIX OpraHU3alUi 3/[PaBOOXPAHEHHS B LEJSAX BBIOIHEHUSI UM MEKAYHAPOTHBIX
nporpamMm B 00J1aCTH 3/IpaBOOXPaHEHHSI:
5.1.1 BasiBKa Ha NMpOBeAEHNE KOMIUIEKCA MPEABAPUTEIBHBIX TEXHHUECKUX Pad0T  [0(hOpMIISIETCSI B COOTBETCTBHU
c moamyHkToM 1.1 mynkra 1
HACTOSIIIIET O MPUIIOKESHUS
C JIONIOJTHUTENBHBIM YKa3aHUEM
CBEJICHUI 0 HOMEpE MapTUH
(cepun) WU CEpUHHOTO
HOMepa WM KOJINYeCcTBa
N30SI MEeIUIIMHCKOTr O
Ha3HAYCHUS WU MEIUITMHCKOM
TCXHUKHU
5.1.2 |moroBop Ha ocyuiecTBIEHHE MEX/yHAPOIHOW MPOrPaMMBbI KOTHs, 3aBEepEeHHAs
3asIBUTEIIEM.
J{OKyMEHTBI, COCTaBIICHHBIE
Ha MHOCTPAHHOM SI3BIKE,
COIIPOBOKAAIOTCS IIEPEBOIOM
Ha OEJIOPYCCKUIA WM PYCCKUI
SI3bIK, 3ABEPEHHBIM 3asIBUTEIIEM
5.1.3 pHpOpMaLMOHHOE MUCHMO O HAJMYUK OPraHU3aLHiH, OCYIIECTBIIAIONHX MH(OPMALMOHHOE ITHCHMO
rapaHTUHHOE U CEPBUCHOE 00CITyKHBaHUE MEIUIIMHCKON TEXHUKU OJDKHO OBITH 0()OPMIICHO
Ha TeppuTopun Pecriyonuku benapych Ha pupmMeHHOM OaHke
3asiBUTEIS
5.1.4 |TOKyMEHT 0 pErucTpalyy U3 MEIUIUHCKOTO Ha3HAUCHUS, KOITHSI, 3aBEPEHHAS
MEIULIMHCKOM TEXHUKH U (MIIN) JOKYMEHT, pa3pelIalonuii oopamieHne 3asiBUTEIIEM.
M3 MEJULIMHCKOTO Ha3HAYECHHs, MEJULIMTHCKON TEXHUKHU B CTPaHEe JIOKyMEHTBI, COCTaBJICHHbIE
MIPOU3BOIUTENSA (B TOM YHCIIE PETHCTPALIMOHHOE YIOCTOBEPEHHUE, U (UIIN) Ha MHOCTPAHHOM SI3BIKE,
cepTH(dUKAT Ha CBOOOIHYIO POAAXKY, U (HIN) AEKJIapalys O COOTBETCTBHH, [CONPOBOXKIAIOTCS IIEPEBOIOM
M (nn) cepTu(UKAT COOTBETCTBHS) Ha OEIOPYCCKUI U PYCCKUI
SI3BIK, 3ABEPEHHBIM 3asIBUTEIIEM
5.1.5 [cepTuduKaT COOTBETCTBHS CUCTEMBI MEHEKMEHTA Ka4eCTBa IIPOU3BOANTEIS [KOIIUS, 3aBEpEHHAS
1 IPOU3BOACTBEHHOH IUTOIIAIKHU (TIPH HEOOXOTUMOCTH) N3 IS 3asIBUTEIIEM.
MEIUIIMHCKOT O Ha3HAUCHNUS, MEIUIIMHCKON TEXHUKN (IIPU HATWIHH) JIOKyMEHTBI, COCTaBJICHHBIC
Ha MHOCTPAHHOM SI3BIKE,
COIIPOBOKAAIOTCS TIEPEBOIOM
Ha OenopycCKuil MITH pyCCKUN
SI3BIK, 3ABEPEHHBIM 3asIBUTEIICM
5.1.6 MHCTPYKIHS 1O MPUMEHEHHUIO U3JeNHsl MEANIIMHCKOTO Ha3HAYCHHUS WITH KOITHSI, 3aBEPEHHAS
[PYKOBOJZICTBO T10 9KCILTYaTallA MEJUIINHCKON TEXHUKN 3asBuTENEM. JlIOKyMEHTHI,
COCTaBJICHHBIC
Ha MHOCTPAHHOM SI3BIKE,
COIIPOBOKAAIOTCS TIEPEBOIOM
Ha OeIOpyCCKH MITH PYCCKUN
SI3BIK, 3ABEPEHHBIM 3asIBUTEIICM
5.1.7 |oOpazer WM MakeT MAapKUPOBKH, YIAKOBKU M3 METUIINHCKOTO KOITNSI, 3aBEPEHHAS

Ha3HA4YCHMU, MGHHHHHCKOﬁ TCXHHUKH

3asiBUTENEM. JJOKYMEHTHI,
COCTaBJICHHBIE

HAa MHOCTPAaHHOM SI3BIKE,
CONIPOBOXKIAIOTCS TIEPEBOJOM
Ha OEeJIOPYCCKUH MITH PYCCKUH

A3BIK, 3aBCPCHHBIM 3a5IBUTCIICM
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5.2 U1 MEIUIIMHCKOTO IIPUMEHEHUS B YCIIOBHSAX BO3HUKHOBEHHSI YPE3BBIYAHON
CUTYyaIl{ WM JUATHOCTHKY HOBBIX, IPUPOIHO-0YAaroBBIX WA 0CO00
ONacHBIX MH(EKIMOHHBIX 3a00JIeBaHIMN:
5.2.1 BasiBKa Ha IpoBeAEHNE KOMIUIEKCA MPEIBAPUTEIBHBIX TEXHUUECKUX PadoT  [0(hOpMIISIETCSI B COOTBETCTBHA
c mogmyHkToM 1.1 mynkra 1
HACTOSIIIIETO MPUIIOKECHUS
C JIONIOTHUTENBHBIM YKa3aHHEM
CBEJICHUI 0 HOMEpe MapTUH
(cepuu) WIH CEpUITHOTO
HOMepa WM KOJINYecTBa
M37eTMH MEAUIIMHCKOTO
Ha3HAYCHUSI WIIM MEIHUIIHCKON
TEXHHUKH
5.2.2 [HIOKyMEHTHI, TIOATBEPKAAONTNE HEOOXOIUMOCTh PeaTn3aluy U (FITH) o opMIITIOTCS Ha OJaHKax
MEIMIIMHCKOT O TPUMEHEHHS U3/ICNINi METUIIMHCKOTO Ha3HAUCHUS OpraHu3aIui
M MEAMIMHCKON TEXHUKH 3/IpaBOOXPaHEHUsI CO BCEMU
[peKBH3UTaMH ¢ 00OCHOBaHUEM
HEOOX0IMMOCTH NPHUMEHEHHS
M3ETUH MEAUIIMHCKOTO
Ha3HAYCHUs U MEIMIIHCKON
TEXHUKH JJIsI MEUIIMHCKOTO
MPUMEHEHNUS B YCIOBHAX
BO3HUKHOBEHUS YpE3BbIYaHON
CUTyallul WU AUAarHOCTHUKHU
HOBBIX, IIPUPOJHO-0YAroBbIX
I 0co0O0 OTIaCHBIX
MHQEKIIMOHHBIX 3a00IeBaHUIT
5.2.3 [uH(pOpMaIMOHHOE MUCHMO O HAJTMYUH OPTaHU3alUi, OCYIECTBISIONINX ohopMIISIETCS] B COOTBETCTBUH
rapaHTHHHOE U CEPBUCHOE 00CITY)KMBAaHHE MEIUIIUHCKOH TEXHUKU c moanyHkrom 5.1.3
Ha TeppuTopuu Pecriyoniku benapych HaCTOSIIETO ITYHKTa
5.2.4 [TOKyMEHT O PpErHCTPALU U3/ENUs MEIULMHCKOrO Ha3HAueHUS, KOINSI, 3aBEPEHHAs
MEIUIMHCKOW TeXHUKHU U (WJIM) JOKYMEHT, pa3pellaronuii oopamieHme 3asiBUTEIIEM.
M371e1s MEAUIMHCKOTO0 HA3HAYEHMSI, MEUIIMHCKON TEXHUKH B CTpaHe JIOKyMEHTBI, COCTaBJICHHbIE
[POU3BOUTENS (B TOM YHUCIIE PETUCTPALMOHHOE YJOCTOBEPEHHUE, U (UIIN) Ha MHOCTPAHHOM SI3BIKE,
cepTH(UKAT Ha CBOOOIHYIO POAAXKY, U (MIN) AKJIapalys O COOTBETCTBHH, [CONPOBOXKIAIOTCS MIEPEBOIOM
U (WIK) cepTU(HKAT COOTBETCTBHUS) (He TpeOyeTcs Al U3euid Ha OEJIOPYCCKUIA WM PYCCKUI
MenunuHCKoro HazHayenust ¢ mapkupoBkoid RUO (Research Use Only), SI3BIK, 3aBEPEHHBIM 3asBUTEIIEM
[peAHa3HAYCHHBIX B CTPAaHE IIPOU3BOIUTENS AJIsl HAYUHBIX UCCIIEIO0BaHUI)
5.2.5 cepTuuKaT COOTBETCTBUS CUCTEMBI MEHEIKMEHTA KauecTBa POM3BOIUTEN [KOIIHSL, 3aBePEHHAs
1 TPON3BOACTBEHHON ILIOMIAKH (IIPH HEOOXOIMMOCTH) U3ISIIHS 3asiBUTEIIEM.
MEIUIIMHCKOT O Ha3HAUEHHUs, MEAUIIMHCKON TEXHUKHU (IIPU HATUIHUH) JIOKyMEHTBI, COCTaBJICHHbIE
Ha MHOCTPAHHOM SI3BIKE,
COIIPOBOKAAIOTCS TIEPEBOIOM
Ha OEIOPYCCKHUI WM PYCCKUI
SI3BIK, 3ABEPEHHBIM 3asIBUTEIIEM
5.2.6 MHCTpYKIUS 1O TPUMEHEHHUIO U3eNHs MEAUIIMHCKOr0 HAa3HAYCHHUS WITH 0 OPMIIIOTCS. B COOTBETCTBHU
[PYKOBOZICTBO I10 SKCILTYaTalli MEJULINHCKON TEXHUKN c moamyHkToM 5.1.6
HACTOSIIIIETO MyHKTa
5.2.7 jonucanue (0Opa3el Uild MAaKeT) MAPKUPOBKH, YIAKOBKU M3/EIHUI KOIIHSA, 3aBEpEHHAS
MEIUIIMHCKOT O HA3HAYSHNUS, MEANIIMHCKON TEXHUKU 3asBUTEIIEM.
JIOKyMEHTBI, COCTaBJICHHBIC
Ha MHOCTPAHHOM SI3BIKE,
COIIPOBOKAAIOTCS TIEPEBOIOM
Ha OeIopyCCKHU MITH PYCCKUN
SI3BIK, 3ABEPEHHBIM 3asIBUTEIICM
5.2.8|otyer o Banumaimu u (1in) BepupHKanum JTu00 HHCTPYKIIHS pa3paboTaHHEIH(as)
[0 TPUMEHEHUIO METO/1a HCCIIEI0BAHHS, TIOITBEP)KAAIOIINE COOTBETCTBUE  |M YTBEP)KICHHBIHM(as1)
XapaKTEePUCTHUK (CBOMCTB) U3EIU MEIUIIMHCKOT0 Ha3HAYCHHSI 001acTH opraHu3aIen
MPUMEHEHNS B OPTaHU3aIMH 3PaBOOXPAHEHHS (TOIBKO TSI M3eTHH 3/IpaBOOXPaHEHHS TNOO
MenumHCKoro HazHaueHns ¢ MmapkupoBkoir RUO (Research Use Only), MuHHCTEPCTBOM
MpeaHa3HaYeHHBIX B CTPAaHE MTPOU3BOIUTEINS ISl HAYIHBIX UCCIEAOBAaHMI)  [3paBOOXPAaHEHUS

(7151 MHCTP VKA

[0 MPUMEHEHUIO) C YKa3aHHEM
3asBISIEMOTO W3IEIHS
MEUIIMHCKOTO Ha3HAYCHUS,
OpPHUT'MHAJT WUITH KOTINS,

3aBCPCHHAA 3asIBUTCIICM.
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OTyer 0 BamUIany U (WIN)
BepH(DUKALNN TOTKEH
CoZIepKaTh: OOIIHe CBEACHNUS
(HAaMEHOBAHHE WU3/CITUS
MeTUIIMHCKOTO Ha3HAYCHMUS,
CPOKH IIPOBEIICHUS, YUCIIO
MCCIIeIOBaHHBIX
OroornIecKux o0pasIoB);
MaHHbIE 00 M3y4EeHHN
CTaOMIBHOCTH aHAINTa

B IIpo0e, COMIOCTABUMOCTH

Cc peepEHCHBIM METOIOM,
4YBCTBUTEIBHOCTH,
CrIeIM(pUIHOCTH, TMHEHHOCTH,
TOYHOCTH/BOCTIPOU3BOUMOCTH,
pabouero nuarna3oHa,

(B 3aBHCMOCTH OT METO/Ia
HICCTIeIOBaHMsA); NHbIE
apamerpsl, creludUIHbIC
TUTST TAHHOT'O M3/IeNHUS
MeTUIHCKOTO
Ha3HAYeHUsI/METO/1a

C MPUMEHEHHEM JTaHHOTO
M3CIUsT MEIUIIMHCKOT O
HAa3HAYCHUS.

J{OKyMEHTBI, COCTaBIICHHBIE
Ha WHOCTPAHHOM SI3BIKE,
COIPOBOXKIAIOTCS TIEPEBOIOM
Ha OEeJIOPYCCKHUIT M PYCCKHIA
SA3bIK, 3ABCPCHHBIM 3a4BUTCIIEM

5.3 |B kauecTBe HHOCTPAHHOM OE3BO3ME3/IHO ITOMOIIIH:
5.3.1 BasBKa Ha IPOBEAEHHE KOMILUIEKCa MTPEIBAapUTEIbHBIX TEXHHYECKUX paboT  [oopMIIsieTcss B COOTBETCTBHU
c moamyskToM 1.1 mynkra 1
HACTOSIILIETO MPUIJIOKECHUS
C JIONIOJIHUTENBHBIM YKa3aHUEM
CBEJICHUI 0 HOMEPE MAPTUU
(cepyn) WU CEpUUHOTO
HOMEpa WM KOJIUYecTBa
M30EIUH MeIUIITHCKOr O
Ha3HAYCHUSI WM MEIUIIMHCKON
TEXHUKH
5.3.2 [1oKyMeHT, NOATBEPIKAAIOLINIT TOCTYIUICHUE W3S MEAUIIMHCKOT O KOITHUSI, 3aBEPEHHAs 3asIBUTENIEM
Ha3HAYCHUS] 1 MEJULIMHCKON TEXHUKH B aJpec TOMydaTelss HHOCTPaHHON
0e3B0O3ME3IHOM MTOMOIIH, ¢ YKa3aHHEM HaUMEHOBAHUS U CTPaHbI-
MIPOU3BOIUTENS, KONNIECTBA, CPOKA TOJHOCTH, ATl U3TOTOBIICHUS U X
CTOMMOCTH (B TOM 4HCIIe crienu(puKanus, cuer-(pakTypa, aKT IPHEMKH
0e3B03ME3IHOH MHOCTPAHHOM ITOMOIITN)
5.3.3 [naH 1eneBoro UCIoIb30BaHUS HHOCTPaHHOH 0€3B03ME3IHO OMOLIH KOIIWSI, 3aBEPEHHAS 3asIBUTENICM
C YKa3aHHEM IepeyHs IOPUANIECKHUX JIUI U (WIN) HHAUBUAYAIBHBIX
MpeArpUHIMaTENIEeH, IMEIOINX CHEeNHaTbHOE pa3penieHue (JINIEH3HIO)
Ha OCYIIECTBJICHHE MEIUIIMHCKON AESITENbHOCTH (32 MCKIIOUCHUEM CITyqaeB,
MPEAYCMOTPEHHBIX 3aKOHOAATEIHCTBOM O JIMIIEH3UPOBAHHH, TIPH KOTOPHIX
MOTyYeHNE CIIEIUAIBHOTO pa3pelieHns! (JTULEH3UH) ATl OCYIIECTBICHHA
MEIMIIMHCKOM NeATeNbHOCTH He TpeOyeTcs), KOTOPBIM NepenaeTcs
MHOCTpaHHast 6€3B0O3Me3/IHAsI TOMOIIb B IIENAX OKAa3aHHUS MEIUIINHCKON
[TOMOIIHY TPAXKAAHAM
5.3.4 [1OKyMeHT, OATBEPIKAAIOMIHI MOCTYIUICHNUE W3ACITUA MEAUIIHHCKOTO KOITHSI, 3aBEPEHHAS
Ha3HAYCHUS 1 MEJUIMHCKON TEXHUKH B aJpeC TOMydaTelsi HHOCTPaHHON 3asBUTEIIEM.
(0€3BO3ME3THOM MTOMOIIH, C YKa3aHHUEM CTPAHBI-TIPOM3BOANTEIIS, JIOKyMEHTBI, COCTaBJICHHBIC
MPONU3BOUTEINS, KOMNIECTBA, CPOKA TOJHOCTH, ATl U3TOTOBIICHUS U X Ha HMHOCTPAHHOM SI3BIKE,
CTOMMOCTH (B TOM 4Hcie cnerudukaiys, cuer-Gpakrypa, JoroBop OKa3aHHus |[CONPOBOXKIAIOTCS IIEPEBOIOM
MHOCTpaHHOH 0e3BO3ME3HOMN ITOMOIITH (1apeHHs) Ha OEeJIOPYCCKUH MITH PYCCKUH
SI3BIK, 3aBEPEHHBIM 3asIBUTEIICM
5.3.5 [uH(pOpMAIMOHHOE MUCHMO O HAJIMYUH OPTaHNU3aIMH, OCYIECTBIIIONINX 0(hOpMIISIETCSI B COOTBETCTBHU

FapaHTHﬁHOG 1 CCPBUCHOC 06CJ'Iy)KI/IBaHI/IG MeZ[PIL[HHCKOﬁ TCXHHUKH

Ha Tepputopun Pecryonuku benapych

c moamyskTom 5.1.3

HACTOALICTO ITYHKTA
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5.3.6

IMHCTPYKIO WA 10 MIPUMCHCHUIO U3ACIINA MCAUTITMHCKOI'O Ha3HAUCHU S WIN
[PYKOBOACTBO IO 5KCILTyaTallun M€ILI/IHI/IHCKOI71 TCXHUKH

0(hOpMILSIOTCSI B COOTBETCTBUH
c moamyHkToM 5.1.6
HACTOSIIIIETO TyHKTA

5.3.7

06pa3eu WM MAKET MApPKUPOBKH, YIIAKOBKU I/I3ﬂ€f[l/lf/i MCIUIUHCKOI'O
Ha3HA4YCHMUSI, MGZ[I/IHI/IHCKOfl TCXHHUKH

KOITHSI, 3aBEPEHHAsT
3asBUTEIICM.

JIOKYMEHTBI, COCTABJICHHbBIC
Ha UHOCTPAHHOM SI3BIKE,
COIIPOBOXKIAIOTCS TIEPEBOIIOM
Ha OEJIOPYCCKHUI I PYCCKUN
SI3BIK, 3aBEPEHHBIM
[POM3BOIUTENICM UITH
VITIOJTHOMOYEHHBIM UM JIHIIOM
[yTEeM COBEPILCHHS HAIIMICH
«IlepeBoji COOTBETCTBYET
OpPUTHHATY» C IPOCTABICHHEM
[OMIHCH U YKa3aHHEM
TOIDKHOCTH, hamuiin

M MHUIAATIOB, JATHI

BaperucTpupoBaHHbie B Peciyoiuke benmapycs:

JIOKyMeHTI)I JUTA IPEABAPUTEIIbHBIX TEXHUYCCKUX pa60T, npeamecTBYIINX BHECCHUTIO H3MeHEeHHH
B PErHCTPAINMOHHOE T0ChE HA M3JICIINA MEINIUHCKOTO HA3HAYCHUSA U MCOULIMHCKYIO TCXHUKY, PaHEC

6.1

NpY U3MEHEHUH Ha3BaHUsI U3/IEIHs MEJUIIMHCKOTO Ha3HAYEHHSI M MEANIIMHCKON TEXHUKH 0€3 N3MEHEHHUS
CBOIMCTB M XapaKTEPUCTHK, BIUSIONIMX HA Ka4eCTBO, 3(PEKTUBHOCTh M OE30MaCHOCTh U3/IeIHS
MEIUIMHCKOrO Ha3HAYCHUsI U MEJUIIMHCKOW TEXHUKH, WIIM COBEPLICHCTBOBAHMUS X CBOMCTB

U XapaKTePUCTUK NPH HEM3MEHHOCTH (pYHKIIMOHAILHOTO Ha3HAYEHHS U (WJIN) MPUHIIMIIOB JIEHCTBHS
(U1 M3AENMii MEIMIIMHCKOTO HA3HAYECHUsI 1 MEJJUIIMHCKOW TEXHUKH 3apy0eKHOT0 POU3BOJICTBA):

6.1.1

BasgBKa Ha IPOBCIACHUC KOMIIJICKCA NPEABAPUTCIBbHBIX TEXHUYCCKUX pa60T

ohopmitsieTcst Ha PUPMEHHOM
Onanke 3asBUTENS (MIPU
HaJ'[I/I‘{I/II/I), OO CBhIBACTCSA
B3asABUTCIIEM HUJIN
YIIOTHOMOYEHHBIM UM JTULIOM
C yKa3zaHHEM JJOJKHOCTH,
(baMHIMK ¥ MHUIUAJIOB, JAThI.
[pencraBisiercst Ha OyMa>KHOM
HOCHTEJIE U B DJIEKTPOHHOM
BUJIC U COJICPIKHT:
HanMMEHOBAHUE U3JIEINI
METUIIMHCKOTO Ha3HAYCHUS

M MEIAMIIMHCKON TEXHHUKH,
BKJIFOUasi TUITBI, MOJIEITH,
pa3Mepsbl, KaTaJoKHbIE HOMepa,
B KOTOpbIE HEOOXOMMO BHECTH
M3MEHEHUS;

HOMEp PETHCTPAIIOHHOT'O
YIOCTOBEPEHUS, & TAKKE

B 4ACTH 4€r0 BHOCSTCS
M3MEHEHUS;

HAMMEHOBAHUE 3asBUTEINS, €TO
MECTOHAXOXICHHUE, TenedoH
(bakc), FMEeKTPOHHBIN aapec;
HAMMEHOBAaHHUE

1 MECTOHAX O’K/ICHHE
[PON3BOTUTEIS
(TponsBoaMTEIEH),
[POU3BO/ICTBEHHOM TUIOMIAIKH
(TUTOIIIATOK ),
OTBETCTBEHHOCTD 3asBUTEIIS
3a 3 (EKTUBHOCTH,
0e30MacCHOCTh 1 Ka4eCTBO
M37IETHST MEHUIIHCKOTO
Ha3HAYCHUS] 1 MEIHIIIHCKON
TEXHUKHY;

TapaHTHH O JOCTOBEPHOCTH
nH(OopManmy, conepxamiencs
B PErHCTPALMOHHOM
YIOCTOBEPEHNH, O TOM, YTO
MpaBa TPEThEH CTOPOHBI,

3aIIIPIIII€HHOI71 IIaTCHTOM,
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HC HAPYHIAOTCA B CBA3U
C IPCABAPUTCIIBHBIMU
TCXHUYCCKHUMU paGOTaMI/I

6.1.2

CHpaBKa-O6OCHOBaHI/Ie BHOCHMBIX PI3M€H€HPII>1, BbIaHHAs TPOU3BOAUTECIIEM

othopmirsieTcst Ha QUPMEHHOM
OJ1aHKe TIPOM3BOAMTEIIS,
[OJIIMCBIBAETCS
[IPOU3BOJUTENEM WU
YIIOJIHOMOYEHHBIM UM JIUIIOM
C YKa3aHHEM JOJKHOCTH,
(hamMuIMK ¥ MHUIMAJIOB, JaThl

6.1.3

I/IH(l)OpMaHI/IOHHOG MMUCBbMO IMPOU3BOAUTEIIA U HHOM JOKYMCHT,
HOZ[TBep)KZ[aIOIJ_II/Iﬁ FapaHTHﬁHOe " CCPBHUCHOEC 06CJ'I}7)KI/IBaHI/Ie U3
MCIUIIMHCKOI'O Ha3HAUYCHUSI, MeZ[HHPIHCKOﬁ TCXHHUKH

0(hopMIISIETCS] B COOTBETCTBHU
C TTOJITYHKTOM 2.2 ITyHKTa 2
HACTOSIILETr0 NPUIIOKEHHS

6.1.4

IMOKYMEHT O PErucTpanuy U (Win) cepTUHUKALUH U3IETHs MEAUIIHCKOTO
Ha3HAYCHUS], MEJUIUHCKOH TEXHUKU W JOKYMEHT, pa3peraroniii
o0pallieHre N3/IeHsl MEJULITHCKOT0 Ha3HAYEHHS, MEUIITHCKON TEXHUKH
B CTpaHe IPOU3BOAUTENS (B TOM YUCIIE PETHCTPALMOHHOE YOCTOBEPEHUE,
U (WIK) cepTU(UKAT Ha CBOOOHYIO MPONAXY, U (WIIN) AeKIapanus o
COOTBETCTBHH, H (MJIH) cepTH(UKAT COOTBETCTBHS)

0(hopMIISIETCS] B COOTBETCTBHA
C TMOJITYHKTOM 2.3 IyHKTa 2
HACTOSIILIET 0 MPHIOKEHUS

6.1.5

CepTI/I(l)I/IKaT COOTBCTCTBHA CUCTEMbI MCHECIPKMCHTA Ka4€CTBa IIPOU3BOAUTCIIA
14 HpOPI3BO}:[CTBeHHOI>i TIomaaxKu (HpI/I H606XOI[I/IMOCTI/I) n3aciuAa
MCAUIMHCKOI'O HAa3HAYCHUA, MeI[I/ILII/IHCKOﬁ TCXHHUKH (l'[pI/I HaJ'II/I'-II/II/I)

0(hopMIISIETCSI B COOTBETCTBHU
C MOJITYHKTOM 2.4 IyHKTa 2
HACTOSIILET0 MPHIOKEHHS

6.1.6

MHCTPYKLMS 110 IPUMEHEHUIO U3AEIUs MEAULMHCKOTO HA3HAYECHUS WIH
[PYKOBOZCTBO I10 3KCILTyaTallud MEAULIMHCKON TEXHUKU

oopmMIIsieTCss B COOTBETCTBHU
c moanyHkToM 1.3 myHkTa 1
HACTOSIIIIEr0 MPHIIOKCHHUSL.
J{OKyMEHT, COCTaBICHHBIN

Ha WHOCTPAHHOM SI3BIKE,
COTIPOBOXKIAETCS MIEPEBOIOM
Ha OEeJIOPYCCKHUIT MITH PYCCKHIA
A3bIK, 3aBCPCHHBIM
[PON3BOIUTEIIEM HJIH
YIIOTHOMOYEHHBIM UM JTULIOM
[yTeM COBEPILECHUS HAIIUCH
«IlepeBon cooTBETCTBYET
OPUI'HHATY» C IPOCTABICHUEM
MOATNUCH U YKa3aHUEM
ITOJDKHOCTH, hamuinn

W MHUIIMAJIOB, JIaThl

6.1.7

0Opasel WK MakeT MapKUPOBKH, YIIAKOBKH U3ENUI MEAUIIMHCKOTIO
Ha3HAYCHUS, MEIULIUHCKON TEXHUKU

0(hOpPMIIIETCS B COOTBETCTBUH
C MOJITYHKTOM 2.6 MyHKTa 2
HACTOSIIEr0 NPHIIOKCHUS

6.1.8

MH(pOpPMAIIMOHHOE MUCHMO TPOU3BOJUTEIS MM UHOM JOKYMEHT,
MOATBEPKAAIOIMI pa3MEILIEHUE 3aKa3a Ha POU3BOJCTBO U3AETHUIL
MEIUIIMHCKOTO Ha3HAUEHHS, MEIUIIMHCKON TEXHUKHU Ha MIPOU3BOJICTBEHHON
TUIOIAAKe OO0 YTO MPOU3BOACTBEHHAS IDIOMIAKA F3ACTHNA MEIUIIMHCKOT O
Ha3HAYEHUs, MEAUIIMHCKON TEXHUKHA BXOIHUT B COCTaB OQHOI'0 OObEINHEHH,
MJTH JOKYMEHT, TOATBEPKAAOIIHNI, YTO IPOU3BOIUTENH BXOIUT B COCTaB
00BEIUHEHHS, B KOTOPOE TAaK)KE BXOIUT MIPON3BOICTBEHHAS IUIOMIAIKA
M3IENUH MEJUIMHCKOT0 Ha3HAYEHHSI, MEAUIIMHCKON TEXHUKH, B CITydae, Iy
MPOM3BOIUTENH U MIPONU3BOICTBEHHAS TUTOMIAIKA U3 MEIUIIHHCKOTO
Ha3HAYEHU, MEAUIIMHCKON TEXHUKHA BXOIAT B COCTaB OJHOI'0 00BhEIUHEHNS

0(hOpPMIIIETCSI B COOTBETCTBUH
c moayHkToM 2.11 nyHkra 2
HACTOSAIIET 0 NPHIIOKCHUS

6.1.9

IMCKJIFOYCH

6.1.10

ITOBEpEHHOCTH ITPOU3BOIUTENS Ha MPEACTaBIICHNE HHTEpEcOB B PecyOmnmke
benapych

0(OpMIISIETCST B COOTBETCTBHI
c moayHKToM 2.16 myHkTa 2
HACTOSIILETO IPHIIOKCHHUSI

[PYKOBOACTBO ITO 3KCIIITyaTallunu MC,I[I/IHI/IHCKOﬁ TCXHUKH

6.2 |mpu BHECEHUH HOBOTO MEIUIIMHCKOrO MMOKA3aHHS:

6.2.1 asiBka Ha MPOBEACHHE KOMILIEKCA MPEIBAPUTEIBHBIX TEXHUUYECKUX Pad0T  [0hOPMIISIETCSI B COOTBETCTBHU
c moanyHkrom 6.1.1
HACTOSIIIIETO MYHKTA

6.2.2 |cipaBka-000CHOBaHKUE BHOCUMBIX W3MEHEHHH, BBIITAHHAS MPOU3BOUTENEM  |0()OPMIISIETCSI B COOTBETCTBHU
C moaITyHKTOM 6.1.2
HACTOSIIIIETO MYHKTA

6.2.3 [MHCTPYKIIHS IO MPUMEHEHHUIO U3/IeIIHs MEUIIMHCKOTO HA3HAYCHHUS HITH 0(hOpMITSETCSI B COOTBETCTBHU

c moamyHkroM 1.3 mynkTa 1
HACTOSIIIETO MPUIIOKECHUSL.
JIOKyMEHTBI, COCTaBJICHHBIC
Ha MHOCTPAHHOM SI3BIKE,
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COIPOBOKAAIOTCA IIEPEBOIOM
Ha OEJIOPYCCKUH I PYCCKUN
SI3BIK, 3aBEPEHHBIM
[IPOU3BOJUTENEM WU
YIOJIHOMOYEHHBIM UM JIUIIOM

6.2.4

IMTPOTOKOJIbI KIIMHUYECKUX HUCHBITAHUN I/IB)IGJII/Iﬁ MCIUIIMHCKOI'O Ha3HAYCHHU,
MGZ[I/IIII/IHCKOI\/’I TEXHUKH, BbIJAHHLIC OPraHU3allUAMU 31PpaBOOXPAHCHUS

0(hOpMILSIOTCSL B COOTBETCTBUH
c moayHkToM 1.15 mynkra 1
HACTOSIILET0 NPHIOKEHUS

6.2.5

IMOBEPEHHOCTH TIPOU3BOIUTENS Ha MPEICTABIICHIE HHTEPECOB B PeciyOinke
lbenapych

0(hopMIISIETCS] B COOTBETCTBHU
c:

noamyHkroMm 1.16 mynkra 1
HACTOSIILIET O MPUIIOKEHUS —
1S OT€4ECTBEHHBIX
3asiBUTEIICH,

noarnyHkToM 2.16 myHkra 2
HACTOSIILIET O MPUIIOKEHUS —
TUTST 3apYOCIKHBIX 3asiBUTENCH

6.3 |mpu peopraHu3ayy U (MJIM) UI3MEHEHHH HAUMEHOBaHUS I0PHIMYECKOr0 JINIA — TPOM3BONTENSI, B TOM YHCIIE
M3MEHEHHUs] MeCTa HaXOXKICHUSL:

6.3.1 BasiBKa Ha NMpOBEAEHNE KOMIUIEKCA NMPEIBAPUTEIbHBIX TEXHUYECKUX Pa0d0OT  [0(hOpMIISIETCSI B COOTBETCTBHU
c noxmyHkrom 6.1.1
HACTOSIIIETr0 MyHKTa

6.3.2 |cnipaBka-000CHOBaHHE BHOCUMBIX U3MEHEHHUH, BbIIaHHAS TPOU3BOUTENIEM  |0()OPMIISIETCSI B COOTBETCTBHU
c moanyHkroM 6.1.2
HACTOSIIIIEr0 MyHKTa

6.3.3 [TOKyMEHT, MOATBEPKAAIOIINI PEOPTaHN3aIIUI0 HIIH H3MCHEHHE OPUTHHAJT WK KOTIHS,

HaMMEHOBaHUsSI IPOU3BOIUTEIIS 3aBepeHHasi HOTapHaJbHO.
J1151 3apyOeKHBIX
[IPOM3BOAUTEIECH HA TOKYMEHTE
00s13aTENbHO HAJIMYKE
nerann3anuy Wi
[IPOCTABJICHUS AIIOCTHIIS, €CIIH
MHOE HE IIPELyCMOTPEHO
MEXlyHapOJHBIMHU
moroBopamu Pecryonuku
benapyce. JlokymeHT,
COCTaBJICHHBII
Ha MHOCTPAHHOM SI3BIKE,
COIPOBOXKAACTCS MIEPEBOJOM
Ha OEIOPYCCKHUI WM PYCCKUI
S3bIK, BEPHOCTH IIEPEBOJIA
KOTOPOT'O WJIH TTOJJIMHHOCTb
[OJIIIMCH [IEPEBOIYHKA
Ha KOTOpPOM
3aCBHIETENECTBOBAHA
HOTapUaJIbHO

6.3.4 pHpOPMAIMOHHOE MTUCHMO NPOU3BOAUTEIS HIIM HHOH JOKYMEHT, 0(hOpPMIIIETCSI B COOTBETCTBUH
MOATBEP K AAIONIHNI FAPAHTUIHOE U CEPBUCHOE 00CITYKHUBAHNUE U3IEIHU C IOAITYHKTOM 2.2 ITyHKTa 2
MEIUIIMHCKOTO Ha3HAUeHUS, MEAUIMHCKON TEXHUKH (U1 H3JEIUs HACTOSIIETr 0 NPHIIOKCHUS
MEIUIIMHCKOTO Ha3HAUYSHUS] M MEIMLITHCKOM TEXHUKH 3apyOeKHOro
ITPOM3BOJCTBA)

6.3.5 [TOKyMEHT O peruCTpaly U3ENUs MeUIIMHCKOTr0 Ha3HaueHM, 0(hOpPMIIIETCSI B COOTBETCTBUH
MEIUIIMHCKON TEXHUKH U (WJIH) JOKYMEHT, pa3pelIaronuii oopamenme C MOJIYHKTOM 2.3 MyHKTa 2
M31ENTUs MEUIIMHCKOTO Ha3HAYCHHs1, METUIIMHCKOH TEXHUKH B CTpaHe HACTOSIIETr0 NPHIOKCHUS
MPOM3BOIUTENS (B TOM UHCIIE€ PETHCTPAMOHHOE YOCTOBEPEHNUE, U (M)
cepTrduKaT Ha CBOOOIHYIO MPOAAXKY, U (WIIN) IEKIapaius O COOTBETCTBHH,

M (vm) cepTudUKaT COOTBETCTBHSA)

6.3.6 [cepTrduKaT COOTBETCTBUS CHCTEMBI MEHEIKMEHTA KaueCTBa MPOM3BOIUTENS [0 OpMIISIETCS] B COOTBETCTBHU
M IPOU3BOACTBEHHOH TUTOIIAIKHU (TIPH HEOOXOTUMOCTH) M3 SIS C MOJIYHKTOM 2.4 MyHKTA 2
MEIMIIMHCKOT O Ha3HAUCHNUS, MEINIIMHCKON TEXHUKN (TIPU HATHIHH) HACTOSIIIIETO MPUIIOKCHUS
(Ut M3ENNS MEAUIIMHCKOTO HA3HAYCHNS U METUIMHCKON TeXHUKN
BapyOeKHOTO MPOM3BOACTBA)

6.3.7 [MHCTPYKIMA 1O MPUMEHEHHIO N3/IEHS MEJUIIMHCKOTO HA3HAYCHHS HITH 0(hOpMIISIETCSI B COOTBETCTBHU

[PYKOBOACTBO IT1O 3KCIIITyaTallunu MC,I[I/IHI/IHCKOﬁ TCXHUKH

c moamyHKkToM 1.3 myHkTa 1
HACTOSIIIETO MPUIIOKECHUSL.
JIOKyMEHTBI, COCTaBJICHHBIC

Ha MHOCTPAHHOM S3BIKC,
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COIPOBOKAAIOTCA IIEPEBOIOM
Ha OEJIOPYCCKUH I PYCCKUN
SI3BIK, 3aBEPEHHBIM
[IPOU3BOJUTENEM WU
YITOTHOMOYEHHBIM UM JTULIOM
[TyTE€M COBEPILECHUS HaIUCU
«IlepeBox COOTBETCTBYET
OpPUTMHAILY» C IPOCTABICHHEM
MOJINCH U YKa3aHUEM
TOJDKHOCTH, (hamuiin

W MHULIMAJIOB, 1aThl

6.3.8

06pa3eu WM MAaKET MAapKUPOBKH, YIIAKOBKU I/I3I[€J'II/Iﬁ MCIUIUHCKOI'O
HA3HAYCHMUI, MeZ[PIHPIHCKOﬁ TCXHHUKH

0(hopMIISIETCS] B COOTBETCTBHA
c:

noanynkrom 1.4 mynkra 1
HACTOSIIIETr O MPUIOKEHUS —
TUIs1 OTEYECTBEHHBIX
[TPOU3BOJUTENEH;
MOAITYHKTOM 2.6 TIyHKTa 2
HACTOSIIIETO MPUIOKEHUS —
TS 3apYOEKHBIX
pou3BOAUTENEH

6.3.9

MH()OPMAIMOHHOE TTMCHMO MTPOU3BOIUTEIIS HJIH HHOM JJOKYMCHT,

MO TBEPKIAIOLINI pa3MellieHre 3aKa3a Ha MPOU3BOJCTBO U3IEHIA
MEIUIIMHCKOT0 HA3HAUEHUS, MEIUITUHCKON TEXHUKH Ha MPOU3BOICTBEHHOM
[UTONIAIKE JTMOO0 YTO ITPOU3BOICTBEHHAS TUIONIAAKA U3ICIUH MEIUIIMHCKOrO
Ha3HAYEHHUS, MEAUIIMHCKON TEXHUKH BXOIMT B COCTaB OJHOI0 00LEIMHEHMS,
WM TOKYMEHT, TIOATBEPIKIAIOIINIMA, YTO MPOU3BOIUTENH BXOIUT B COCTAB
00BEIUHEHHUS, B KOTOPOE TAK)KE BXOIUT MPOU3BOICTBCHHAS TUIOMIAIKA
W3eTTN MEAUIIMHCKOTO Ha3HAUEHNS, METUIIMHCKON TEXHUKH, B CIIydae, eClu
[TPOU3BOAUTEINb U MPOU3BOACTBEHHAS IJIOIIAKA U3EIUN MEAUIIMHCKOTO
HAa3HAYCHUS, MEAUIIMHCKON TEXHUKU BXOIAT B COCTaB OAHOr0 O0bCAMHEHUS

0(hopMIISIETCSI B COOTBETCTBHU
c moamyHkToM 2.11 myHkTa 2
HACTOSIILIETO MPIIIOKEHUS

6.3.10

MCKITIOYCH

6.3.11

MOBEPEHHOCTH IPOM3BOIUTEN Ha MIPEICTAaBICHNE HHTEpecoB B PecyOnuke
benapych

0(OpPMIIETCS B COOTBETCTBUH
c:

moamyHkToM 1.16 mynkTa 1
HACTOSIIIETr O IPUIOKEHUS —
TUISL OTEYECTBEHHBIX
3asBUTEIICH;

noarnyHkToM 2.16 myHKTa 2
HACTOSIIIET O MPUIOKEHUS —

1S 3apyOeKHBIX 3asiBUTENEH

6.4 [npu U3MEHEHHH NPOU3BOACTBEHHON IUIONIATKN H3AETHS MEIUINHCKOT0 Ha3HAYECHNS U MEIHUIIMHCKON
[TeXHUKH:

6.4.1 BasBKa Ha IPOBEACHHE KOMIUIEKCa MTPEABapUTENbHBIX TEXHHYECKUX paboT  [oopMIIsieTcsi B COOTBETCTBHU
c moanyHkrom 6.1.1
HACTOSAIIEr0 MyHKTa

6.4.2 (cipaBka-000CHOBaHHE BHOCUMBIX H3MEHEHUM, BEITaHHAS IPOU3BOAUTENEM  [0QOopMIIsIeTcsl B COOTBETCTBHU
c moanyHkroM 6.1.2
HACTOSAIIEr0 MyHKTa

6.4.3 pH(pOPMAIMOHHOE MUCHMO NPOU3BOAUTEIS HIIM HHOH JOKYMEHT, 0(hOpPMIIETCS B COOTBETCTBUH
MOATBEP K AAIONIHI FAPAHTUIHOE U CEPBUCHOE 00CITYKHUBAHNUE U3IEIHU C IOAITYHKTOM 2.2 ITyHKTa 2
MEIUIIMHCKOTO Ha3HAUeHUS, MEAUIMHCKON TEXHUKH (U1 H3JCIUs HACTOSIIETr0 NPHIOKCHUS
MEIUIIMHCKOTO Ha3HAUYSHHUS M METMLIHCKOM TEXHUKH 3apyOeKHOro
ITPOM3BOJICTBA)

6.4.4 [TOKyMEHT O PErHCTPALIN U3/ENHUS MEUIIMHCKOTrO Ha3HAYCHMS, 0(hOpPMIISETCSI B COOTBETCTBUH
MEIUIIMHCKON TEXHUKH U (WJIH) JOKYMEHT, pa3pelIaronuil oopamienme C MOJIYHKTOM 2.3 MyHKTa 2
M31ENUS MEUIIMHCKOTO Ha3HAYCHHs1, METUIIMHCKOH TEXHUKH B CTpaHEe HACTOSIIETr 0 NPHIIOKCHUS
MPOM3BOIUTENS (B TOM YHCIIE PETHCTPAMOHHOE YIOCTOBEPEHNUE, U (MITH)
cepTr(duKaT Ha CBOOOIHYIO MPOAAXKY, U (WIIN) NEKIapaIys O COOTBETCTBHH,

M (nn) cepTr(UKAT COOTBETCTBHSA)

6.4.5 [cepTrdHUKaT COOTBETCTBUS CHCTEMBI MEHEPKMEHTA KaueCTBa ITPOU3BOIUTENS [0 OPMIISIETCSI B COOTBETCTBHU
M TIPOU3BOACTBEHHOH TUTOIIAIKHU (TIPH HEOOXOTUMOCTH) U3 IS C IOATTYHKTOM 2.4 ITyHKTa 2
MEIMIIMHCKOT O Ha3HAUCHNUS, MENIIMHCKON TEXHUKN (TIPU HATTHIHH) HACTOSIIIIETO MPUJIOKCHUS
(Ut M3ENNS MEAUIIMHCKOTO HA3HAYCHNS U METUIMHCKON TeXHUKN
BapyOeKHOTO MPOM3BOACTBA)

6.4.6 [MHCTPYKIMA TIO0 MPUMEHEHHIO W3/IEHS MEJUIIMHCKOTO Ha3HAYCHHS HITH 0(hOpMIISIETCSI B COOTBETCTBHU

YKOBOACTBO 110 OKCILUTYyaTallun MGHHHHHCKOﬁ TCXHUKH

c mognyHkroM 1.3 mynkra 1
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HACTOSIILETO MPHIOKEHHUS.
JIOKYMEHTBI, COCTaBJICHHBIE
HAa MHOCTPAaHHOM SI3BIKE,
COIPOBOKAAIOTCA IIEPEBOIOM
Ha OEJIOpYCCKUH I PYCCKUN
SI3BIK, 3aBEPEHHBIM
[IPOU3BOJUTENEM WU
YITOTHOMOYEHHBIM UM JIULIOM
[TyTE€M COBEPIIECHUS HaIHCH
«IlepeBo COOTBETCTBYET
OpPUTHHAIIY» C IPOCTAaBJICHHEM
MOJINCH U YKa3aHUEM
TOJDKHOCTH, (hamuiin

1 MHULIMAJIOB, 1aThl

6.4.7

06pa3eu WM MAaKET MAapKUPOBKH, YITAKOBKU I/I3I[€J'II/Iﬁ MCIUIUHCKOI'O
Ha3HaA4YCHUs, MeZ[PIHPIHCKOﬁ TCXHUKH

0(hopMIISIETCS] B COOTBETCTBHU
c:

noanyHkroMm 1.4 mynkra 1
HACTOSIILIETr O MPUIIOKEHUS —
7Sl OT€UECTBEHHBIX
[TPOU3BOJUTENEH;
MOAITYHKTOM 2.6 TIyHKTa 2
HACTOSIILIET O MPUIIOKEHUS —
TUIs1 3apyOEKHBIX
[IPOU3BOAUTENEH

6.4.8

MH()OPMALIMOHHOE TMCHMO IPOU3BOIUTENS MM UHOM JOKYMEHT,

MO TBEPKIAIOITNI pa3MelleHre 3aKa3a Ha MTPOU3BOACTBO U3JIEUN
MEIUIIMHCKOT0 Ha3HAUEHUS, MEIUITUHCKON TEXHUKH Ha MPOU3BOICTBEHHOM
[UTONIAKE JTMOO0 YTO ITPOU3BOICTBEHHAS TUIONIAAKA U3ICIUH MEIUIIMHCKOrO
Ha3HAYEHHUS, MEAUIIMHCKON TEXHUKH BXOIMT B COCTaB OJHOI0 00LEIMHEHMS,
WM TOKYMEHT, TIOATBEPIKIAIOIINMA, YTO MPOU3BOIUTEND BXOJHUT B COCTAB
00beIMHEeHUs, B KOTOPOE TaKKe BXOAUT ITPOM3BOACTBEHHAS ILIOMIAIKA

M3 eNUA MEJULIMHCKOIO Ha3HAYEHUS, MEAULIMHCKON TEXHUKH, B CIIy4ae, €ClI1
[IPOM3BOAUTEND U IIPOU3BOACTBEHHAS IUIOMIAIKA U3AEIUI MEIULIUHCKOr O
HAa3HAYCHUS, MEAUIIMHCKON TEXHUKU BXOIAT B COCTaB OAHOr0 O0ObCAMHEHUS

oopmMIIsieTCss B COOTBETCTBHI
c moayHkToM 2.11 myHkra 2
HACTOSIIIETO MPUITOKEHUS

6.4.9

MCKJIIOYCH

6.4.10

OBEPEHHOCTH IIPOM3BOIUTEN Ha MIPEICTAaBICHNE HHTEepecoB B PecryOnuke
benapych

0(hOpPMIIETCS B COOTBETCTBUH
c:

moamyHkToM 1.16 mynkTa 1
HACTOSALIETr0 NPHIIOKEHUS —
IS OTEYECTBEHHBIX
3asBUTEIICH;

noarnyHkToM 2.16 nyHkTa 2
HACTOSALIETr0 NPHIIOKEHUS —

IS 3apyOeKHBIX 3asiBUTENEH

6.5 |mpu BHECEHMH M3MEHEHHI B TEXHUUECKHE HOPMATHUBHBIC IPABOBBIC aKThI HA U3/ICIHS MEIUIIUHCKOTO
HA3HAYCHUS U MEUIIUHCKYIO TEXHUKY (32 UCKITIOYCHHEM U3MEHEHUH, Kacaroluxcs pa3paboTKi HOBOr'O BHIA
(Mo uKauy) U3AETHI MEAUITMHCKOT0 HA3HAYCHIS U MEAUIIMHCKON TEXHUKHN) (1S M3ACITH
MEIMIIMHCKOTO HA3HAYCHHUS U METUIIMHCKOM TEXHUKH OT€YeCTBEHHOrO MTPOU3BOJICTBA):

6.5.1 BasiBka Ha MPOBEZCHUE KOMILIEKCA MPEIBAPUTEIbHBIX TEXHUUYECKUX Pad0OT [0 OPMIISIETCSI B COOTBETCTBUU
c moanyHkrom 6.1.1
HACTOSIIIETO MYHKTA
6.5.2 |cipaBka-000CHOBaHHE BHOCUMBIX U3MEHEHHUH, BBIIAaHHAS IPOU3BOUTENEM  |0()OPMIISIETCSI B COOTBETCTBHU
c moanyHkrom 6.1.2
HACTOSIIIIETO MYHKTA
6.5.3 [Mi3MeHeHHs WK MPOSKT U3MEHEHHH B TEXHIMUYECKAE HOPMATUBHBIC MIPABOBbIC [0()OPMIISIETCSI B COOTBETCTBHU
AKTBI POM3BOUTEISI HA M3/IEHSI METUIIMHCKOTO HA3HAYCHHUS, c moanyHkToM 1.2 mynkTa 1
METMIIMHCKYIO TEXHUKY C METOIMKON TIOBEPKH (JIJIsl CPEACTB M3MEPEHHIA) HACTOSIIIIETO MPUIIOKCHUS
6.5.4 [MHCTPYKIIHS IO MPUMEHEHUIO U3/IeIIHsI METUIIMHCKOTO Ha3HAYCHHS WUITH 0(hOpMITSETCS] B COOTBETCTBHU
[PYKOBOJICTBO I10 SKCILTyaTaIll MEUIIUHCKON TEXHUKU c moanyHkToM 1.3 mynkra 1
HACTOSIIIIETO TPIITOKCHAS
6.5.5 [oOpazer mim MakeT MapKUPOBKH, YIAKOBKH U3ICIIUH MEIUIIHHCKOTO o opmMIIseTcss B COOTBETCTBHU
Ha3HAYCHUS, MEIUIUHCKON TEXHUKH c moanyHKkToM 1.4 mynkTa 1
HACTOSIIIIETO PO CHAS
6.5.6 MPOTOKOIBI U (WIH) aKTHl TEXHHYESCKUX UCIIBITAHUN U3IETHI METUIIMHCKOTO |0() OPMIISIFOTCSL B COOTBETCTBHU

Ha3HAYCHUS], METUIMHCKON TEXHUKH, BBITAHHBIE AKKPETUTOBAaHHBIMHU
MCTIBITAaTENEHBIMH J1a00paTOpusiMH (IIEHTPAMH)

c moamyHkToM 1.13 mynkra 1
HACTOSIIIIETO MPWJIOKCHUS
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6.5.7

MIPOTOKOJIBI ¥ (MJIM) aKThl CAHUTAPHO-TUTHEHMYECKUX UCTIBITAHUN M3 /1eITUH
MEIULUHCKOr0 Ha3HAYEHUS, MEAUIMHCKON TEXHUKH, BBIIAHHBIE
AKKpEIUTOBAHHBIMHU HCIBITATEIbHBIMU JTa00OpaTopusMu (LIEHTpaMHu)

0(hOpMIISIOTCSL B COOTBETCTBUH
c moamyHkToM 1.14 mynkra 1
HACTOSIILET0 NPHIOKEHUS

6.5.8

ITOBEpEHHOCTH ITPOU3BOIUTEINS Ha MpEACTaBIICHNEe HHTEpecoB B Pecy0imke
benapych

0(hOpMIISIETCS] B COOTBETCTBHA
c moayHkToM 1.16 mynkra 1
HACTOSIILET0 NPHIOKEHUS

6.6 |mpu moGaBieHNH (MCKIIIOUSHHUH ) PUHAIISKHOCTEH K M3JETHIM METUIMHCKOr0 Ha3HAYEHHS U (MITH)
MEIMIIMHCKON TEXHHKE WM N3MEHEHNH MX HaWMEHOBAHMSI:
6.6.1 BasiBKa Ha MpoBeAEHNE KOMIUIEKCA MPEIBAPUTEIBHBIX TEXHUYECKUX PadOT  [0(hOpMIISIETCSI B COOTBETCTBHUU
c moamyHkTom 6.1.1
HACTOSIIIETO MTyHKTA
6.6.2 |cipaBka-000CHOBaHHE BHOCUMBIX W3MEHEHHH, BbIIaHHAS ITPOU3BOUTENEM (0 OPMIISIETCSI B COOTBETCTBHU
c moamyHkrom 6.1.2
HACTOSIIIETr0 MyHKTa
6.6.3 [rexHIYECKHE HOPMATHUBHEIE IPABOBBIC aKThI IPOU3BOIUTENS HA W3/IEIUS 0(hOpMILSIOTCSL B COOTBETCTBUH
MEIUIMHCKOTrO Ha3HAYESHUsI, METUIIMHCKYIO TEXHUKY OT€YECTBEHHOTO c moamyHKToM 1.2 myHkTa 1
POW3BOJICTBA C METOJIMKOM ITOBEPKH (JUIsl CPENICTB U3MEPEHHH) HACTOSIIIET 0 MPUJIOKESHUS
6.6.4 [mpoTOKONBI U (MIIN) aKThl TEXHUUECKUX UCTIBITAHUH U3JETHIA METUIMHCKOTO |0(OPMIISIFOTCSI B COOTBETCTBHU
Ha3HaYeHHsI, MEMIIMHCKON TEXHUKH, BbIJAHHBIE aKKPETUTOBAHHBIMH c moamyHkroM 1.13 myHkra 1
MCIIBITATENILHBIMH J1a00paTOpUsiMH (LIEHTPaMH) HACTOSIIIETr 0 MPUJIOKESHUS
6.6.5 [mpoTOKONBI U (MIIN) aKThl CAHUTAPHO-TUTHEHUYECKUX UCTIBITAHUN M3/IeNUi |0 OPMIISIFOTCSI B COOTBETCTBHHU
MEIUIMHCKOrO Ha3HAYCHUsI, METUIIMHCKOW TEXHHUKH, BBIIAaHHbIC c moamyHkToM 1.14 mynkra 1
AKKPEIMTOBAHHBIMHU MCIBITATEIbHBIMU JTA0OpATOPHUIMH (LIEHTPaAMH) HACTOSIIIIETrO MPUJIOKEHUSI
6.6.6 |[moBepeHHOCTH MMPOM3BOAMTENSI Ha TIPECTAaBICHHE HHTEpecoB B PecriyOnuke |0opMiIsieTcst B COOTBETCTBHU
benapycn c:
noanyHkrom 1.16 myHkra 1
HACTOSIIIETrO MPUIOKEHUS —
VISl OTEYECTBEHHBIX
3asBUTEIICH;
noanyHkToMm 2.16 nyHkra 2
HACTOALIET 0 NPHIIOXKEHUS —
1S 3apyOeIKHBIX 3asiBUTENEH
6.7 [npu BHECEHMU M3MEHEHUH B MapKUPOBKY U (MJIN) YIAKOBKY H3AENIUS MEJUIIMHCKOTO Ha3HAYECHHS
1 MEIUIIMHCKON TEXHUKU:
6.7.1 BasBKa Ha IPOBEAEHHE KOMILUIEKCA MTPEIBApUTEIbHBIX TEXHHYECKUX PaboT  [oopMIIsieTcss B COOTBETCTBHU
c moanyHkrom 6.1.1
HACTOSALIEr0 MyHKTa
6.7.2 cipaBKa-000CHOBaHHWE BHOCUMBIX H3MEHEHHUH, BIJaHHAS IPOU3BOAUTENEM [0QOpMIIsIeTCs] B COOTBETCTBHU
c moanyHkroM 6.1.2
HACTOSALIEr0 MyHKTa
6.7.3 joOpazer WM MakeT MapKUPOBKH, YITAKOBKH HU3/1EMHH MEAULIUHCKOTO 0(hOpPMIIIETCS B COOTBETCTBUH
Ha3HAYEHHUS, MEAUIMHCKON TeXHUKH c:
moanyHkToM 1.4 mynkra 1
HACTOSALIETr0 NPHIIOKSHUS —
TUTSL OTEYECTBEHHBIX
[IPOU3BOAUTENEH;
MOATTYHKTOM 2.6 TyHKTa 2
HACTOSIIETr 0 NPHIIOKSHUS —
TS 3apyOEKHBIX
[IpOM3BOAUTENEH
6.7.4 [toBepeHHOCTH NPOU3BOMTENA Ha NIpECTaBIIeHIE HHTEpecoB B PecrryOnuke |odopMiisieTcss B COOTBETCTBHU
benapych c:
moamyHkToM 1.16 myskTa 1
HACTOSIIETr O NPHIIOKSHUS —
TUISL OTEYECTBEHHBIX
3asBUTCIICH,
noamnyHkToMm 2.16 nyHkTa 2
HACTOSIIETr O NPHIIOKSHUS —
s 3apyOEKHBIX 3asiBUTENCH
6.8 |mpu M3MEHEHNH CPOKOB TOJHOCTH M (MJIM) YCIOBUM XpaHEHHUS U3AENNS MEAUIMHCKOTO Ha3HAUYCHUS
M MEJMITMHCKON TEXHHUKH:
6.8.1 asiBKa Ha NMpoBeACHNE KOMIUIEKCA MPEIBAPUTEIBHBIX TEXHHUECKUX Pad0T  [0(hOpMIISIETCSI B COOTBETCTBHU
c moxmyskTom 6.1.1
HACTOSIIIIETO MyHKTA
6.8.2 |cnipaBka-000CHOBaHNE BHOCUMBIX N3MEHEHHH, BbITaHHAS TPOU3BOIUTENEM (0 OPMIISIETCSI B COOTBETCTBHU

c moxamyskTom 6.1.2

HACTOANIICIO ITYHKTA
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6.8.3

IMHCTPYKIO WA 10 MIPUMCHCHUIO U3ACIINA MECAUIIMHCKOI'O Ha3HAYCHU S WIN
[PYKOBOACTBO IT1O 3KCIIITyaTallun MGI[I/IIII/IHCKOﬁ TCXHUKH

0(hOpMIISIETCSI B COOTBETCTBHU
c moayHKkToM 1.3 myHkTa 1
HACTOSIILET0 MPHIOKEHHUS.
JIOKYMEHTBI, COCTaBJICHHBIE
HAa MHOCTPAaHHOM SI3BIKE,
COIPOBOKAAIOTCA IIEPEBOIOM
Ha OEJIOPYCCKUH MM PYCCKUN
SI3BIK, 3aBEPEHHBIM
[IPOU3BOJUTENEM HUIH
YITOTHOMOYEHHBIM UM JIULIOM
[TyTE€M COBEPIIECHUS HaIHCH
«IlepeBox COOTBETCTBYET
OpPUTHHAIIY» C IPOCTAaBJICHUEM
MOJINCH U YKa3aHUEM
TOIDKHOCTH, (hamuiin

W MHUIIMAJIOB, JIaThI

6.8.4

o6pa3eu WM MaKET MAapKUPOBKH, YITAKOBKU U3ACIIUA MEAUITUHCKOI'O
Ha3HA4YCHUA U Me[[HHHHCKOﬁ TCXHUKU

0(hopMIISIETCSI B COOTBETCTBHU
c:

noanyHkroMm 1.4 mynkra 1
HACTOSIILIET O MPUIIOKEHUS —
7Sl OT€4ECTBEHHBIX
[TPOU3BOJUTENEH;
MOAITYHKTOM 2.6 TyHKTa 2
HACTOSIIIIET O MPHUIIOKECHUS —
TUIs1 3apyOEKHBIX
[IPOU3BOAUTENECH

6.8.5

OTYET O CPOKAX rOAHOCTH JJId H3}1€J’[Hﬁ MEANIUHCKOI'O Ha3HAYCHUA B ClTy4ac
M3MCHCHUS CPOKa r'OAHOCTHU

oopmMIIsieTCss B COOTBETCTBHI
c moayHKToM 1.5 myHkTa 1
HACTOSIIIIEr0 MPHIIOKCHHUSL.
J{OKyMEHT, COCTaBICHHBIN

Ha MHOCTPAHHOM SI3bIKE,
COIPOBOXKAAETCS TIEPEBOIOM
Ha OEJIOPYCCKUIA WM PYCCKUI
SI3BIK, 3aBEPEHHBIM
[PON3BOIUTEIIEM HIIH
YIIOTHOMOYEHHBIM UM JTULIOM
[yTeM COBEPILECHUS HAIIUCH
«IlepeBon cooTBETCTBYET
OPUI'HHATY» C IPOCTABICHUEM
MOATNCH U YKa3aHUEM
ITOJDKHOCTH, (hamMuinn

M MHUIIMAJIOB, JIaThl

6.8.6

MOBEPEHHOCTH POM3BOIUTEN Ha MIPEICTAaBICHNE HHTEpecoB B PecyOnuke
benapychb

0(OPMIIIETCS B COOTBETCTBUH
c:

moamyHkToM 1.16 myrkTa 1
HACTOSAIIETr 0 NPHIIOKSHUS —
TUTSL OTEYECTBEHHBIX
3asIBUTEIICH;

oamnyHkToM 2.16 myHkTa 2
HACTOSIIETr0 NPHIIOKSHUS —

TUIs 3apyOEKHBIX 3asiBUTENCH

6.9 [mpu M3MEHEHHH KJIacca MIOTEHITMAIBEHOTO PHCKA U3ZENHsI MEIUITHHCKOTO HA3HAUCHHUST M MEIHITHHCKOM
TEXHUKH:

6.9.1 pasBKa Ha TIPOBEICHHE KOMIUIEKCA MTPEIBAPUTEIBHEIX TEXHMUECKUX PaboT  [0opMIIsIeTCsl B COOTBETCTBHHI
c moanyHkrom 6.1.1
HACTOSIIIIETr0 MYHKTa

6.9.2 [cipaBKka-000CHOBaHHE BHOCHMBIX H3MEHEHHI, BBIIAHHAS TIPOU3BOANTENEM  [0(OPMIISIETCS B COOTBETCTBHHI
c moanyHkrom 6.1.2
HACTOSIIIIETr0 MYHKTa

6.9.3 |TOKyMEHT 0 perucTpalyy u3aeaus MeTUIUHCKOrO Ha3HAYCHUS, 0(hOPMITSIOTCS B COOTBETCTBUH

MEIUIIMHCKON TEXHUKH U (W) JOKYMEHT, pa3pelIaronuii oopamenme
M3IIENTAST METUIIMHCKOTO HA3HAYCHUS, MEIUIIMHCKON TEXHUKH B CTPaHE
MPOM3BOIUTENS (B TOM YHCIIE PETHCTPAMOHHOE YI0OCTOBEPEHNUE, U (MITH)
cepTr(duKaT Ha CBOOOIHYIO MPOAAXKY, U (WIN) IEKIapalys O COOTBETCTBHH,
W (W) cepTH(HUKAT COOTBETCTBYSA), — JUIS M3ACITHS MEAUIITHCKOT O
HA3HAYCHUS W MEAWIIMHCKON TEXHUKH 3apy0eKHOT0 IIPOU3BOICTBA

C TMOJITYHKTOM 2.3 ITyHKTa 2
HACTOSIIIIETO MPUJIOKCHUS
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6.9.4

IMOBEpEHHOCTH ITPOU3BOIUTEINS Ha MPEACTaBIICHNE HHTEpecoB B PecybOimke
benapyce

0(hOpMIISIETCSI B COOTBETCTBHU
c:

noamyHkToMm 1.16 mynkra 1
HACTOSIILIET O NIPUIIOKEHUS —
TS OT€4ECTBEHHBIX
3asiBUTEIICH;

noaryHkToM 2.16 myHkra 2
HACTOSIILIET O NPUIIOKEHUS —
TS 3apYOCIKHBIX 3asiBUTENICH

6.10

YKOBOJICTBO I10 3KCILTyaTallun MeZ[I/IHI/IHCKOﬁ TCXHUKHU!

MPpU BHCCCHUU HW3MCHEHHH B HWHCTPYKIUIO 110 MPUMEHCHUTIO U3ACJINA MCANIWHCKOI'0O Ha3HAYCHU A NI

6.10.1

BasgBKa Ha NPOBCIACHUC KOMIIJICKCA NPEABAPUTCIbHBIX TEXHUYCCKUX pa60T

0(hopMIISIETCS] B COOTBETCTBHA
c moamyHkroMm 6.1.1
HACTOSIIIETr0 MyHKTa

6.10.2

CHpaBKa-O6OCHOBaHI/Ie BHOCHMBIX PI3M€H€HPII>1, BblaHHAs TPOU3BOJAUTEIIEM

0(hopMIISIETCS] B COOTBETCTBHU
c moanyHkroM 6.1.2
HACTOSIIIEr0 MyHKTa

6.10.3

MHCTPYKIUA 1O MPUMEHCHUIO U3ACTINA METUILIMHCKOI'O HA3HAYCHUS UIIN
[PYKOBOACTBO IT10 3KCIIITyaTallun Me[[HHHHCKOﬁ TCXHUKH

oopmMIIsieTCss B COOTBETCTBHU
C:

noanyHkrom 1.3 mynkra 1
HACTOSILETO TPUITOKEHUS —
71T OT€YECTBEHHBIX
[IPOU3BOAUTEINEH;
MOAMYHKTOM 2.5 TyHKTa 2
HACTOSIIETO IPUITOKEHUS —
TU1s1 3apyOEKHBIX
[IPOU3BOAUTENEH

6.10.4

ITOBEpEHHOCTH ITPOU3BOJIUTENS Ha MPEACTaBlIeHNE HHTEpecoB B PecryOinke
benapycs

oopmMIIsieTCss B COOTBETCTBHU
c:

noanyHkrom 1.16 mynkra 1
HACTOSIIIIETO MIPUIOKEHHUS —
IUIs1 OTEYECTBEHHBIX
3asBUTEIICH;

noanyHkToM 2.16 nyHkra 2
HACTOSIIIIETO ITPUIOKEHHUS —
UIsl 3apyOEKHBIX 3asiBUTEIICH

6.11

Ha3HaYeHUsS U (MJIU) METUIIMHCKON TEXHUKE:

[PV BHECEHUH U3MEHEHHUN B Pa3MEPHBIN Psii M3eTHI MEAUIIMHCKOTO Ha3HAYCHUS U (WJIH) METUIIMHCKON
TEXHUKH, HE BIMSIOIINX Ha MPUHIUI Pa0OThl M (YHKIHMOHATFHOE Ha3HAUeHUE (M3MEHEHUE TapaMeTPOB
IUTUHBL, IaMeTpa, o0beMa, pazmepa), B JOMOIHEHUE K 3apErHCTPUPOBAHHBIM U3/ICIUSIM METUIIMHCKOTO

6.11.1

3asiBKa Ha MPOBEACHUEC KOMIUICKCA MPEABAPUTECIIbHBIX TEXHUICCKUX pa60T

0(hOpPMIISIETCsI B COOTBETCTBUH
c moanyHkrom 6.1.1
HACTOSIIIEr0 MyHKTa

6.11.2

CHpaBKa-O6OCHOBaHI/Ie BHOCHMBIX H3MeHeHHﬁ, BbIJaHHAs IPOU3BOAUTEIIEM

0(hOpPMIISIETCsI B COOTBETCTBUH
c moanyHkroM 6.1.2
HACTOSIIIIETr0 MYHKTa

6.11.3

nH(pOpMANMOHHOE MICEMO IPONU3BOJUTEINS I HHOM JOKYMEHT,
MOATBEPKAAIOIINI TrApAaHTHHHOE U CEPBUCHOE O0CITY)KMBAaHHIE U3ACINS
MEIUIIMHCKOTO HA3HAYCHNUS, MEANIIMHCKON TEXHUKN

0(hOpPMIIETCSI B COOTBETCTBUH
c:

moanyHkToM 5.1.3 myrkra 5
HACTOSIIIETO IPUIOKEHNS —
TUISL OTEIECTBEHHBIX
[IPOM3BOAUTENEH;
MOAMYHKTOM 2.2 TyHKTa 2
HACTOSIIIETO MIPUIOKEHNS —
TS 3apYOEKHBIX
[IpOM3BOAUTENEH

6.11.4uHCTpYKIKS IO IPUMEHEHHIO H3/ICITUSI MEAUIIMHCKOTO HA3HAYCHUS WITH

[PYKOBOJICTBO TIO DKCILTyaTaIlid MEIUITMHCKON TEXHUKA

0(hOpPMIISETCSI B COOTBETCTBUH
c:

moanyakToM 1.3 mynkra 1
HACTOSIIIETO IPUIOKEHHUS —
TUIST OTEYECTBEHHBIX
[PON3BOTUTEINEH;
MOAITYHKTOM 2.5 TIyHKTa 2
HACTOSIIIETO TPUIOKEHUS —
TUIS 3apyOEKHBIX

HpOPBBO,Z[HTeJ'ICﬁ
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6.11.5

MIPOTOKOJIBI M (MJIM) AKThl TEXHMYECKUX UCITBITAHUH W3EIUH MEITUINHCKOTO
Ha3HaYCHMS, MEIUIMHCKON TEXHUKH, BBIITAHHBIE aKKPETUTOBAaHHBIMHU
MCTIBITaTENbHBIMU J1abopaTopusiMu (LIEHTPAMH)

0(hOpMILSIOTCSI B COOTBETCTBUH
c moamyHkroM 1.13 mynkra 1
HACTOSIILET0 NPHIOKEHUS

6.11.6

06pa3eu WM MAKET MApPKUPOBKH, YIIAKOBKU I/I3ﬂ€f[l/lf/i MCIUIUHCKOI'O
Ha3HA4YCHMUSI, MGZ[I/IHI/IHCKOfl TCXHHUKH

0(hOpMIISIETCS] B COOTBETCTBHA
c:

noamyHkToMm 1.4 mynkra 1
HACTOSIILIET O NPUIIOKECHUS —
TUIS1 OTEYECTBEHHBIX
[IPOM3BOJUTENEH;
MOAITYHKTOM 2.6 TyHKTa 2
HACTOSIILIET O MPUIIOKEHUS —
TS 3apyOEKHBIX
IpOM3BOAUTENEH

6.11.7

IMOBEPEHHOCTH TIPOU3BOIUTENS Ha MPEICTABIICHIE HHTEPECOB B PeciyOinke
lbenapych

0(hopMIISIETCS] B COOTBETCTBHU
c:

noanyHkroMm 1.16 mynkra 1
HACTOSIILIET O MPUIIOKEHUS —
7Sl OT€4ECTBEHHBIX
3asiBUTEIICH,

noanyHkToM 2.16 myHkra 2
HACTOSIILIET O MPUIIOKEHUS —

TS 3apYOCIKHBIX 3asIBUTENICH







Crneunaju3upoBaHHAs IKCIEPTU3a JOKYMEHTOB HA U3/1eJIusl
MEIUIUHCKOT0 HA3HAYEHNSI M MeIUIIUHCKYI0 TEXHUKY

Crnenuanu3upoBaHHas JKCIEPTH3a JOKYMEHTOB IIPEIyCMaTpHBacT
OIICHKY CoJIepiKalieics B HUX WH(OpPMAIMA Ha COOTBETCTBHE TPEOOBAHUSIM
s PekTuBHOCTH, O€30MaCHOCTM M KayecTBa C Y4YE€TOM OCOOEHHOCTEH
PUMEHEHHUS M3ACIIHA MEIUIIMHCKOTO HAa3HAYCHUS M MEIUIIMHCKON TEXHUKH
B KIIMHAYECKOW MpaKTHKE.

Cpok mpoBeieHUs CIEIUATU3UPOBAHHON AIKCIIEPTU3BI JOKYMEHTOB HE
JOJDKEH TIPEBBINIATh: 15 KalleHAapHBIX THEW — IS U3ICJIMN MEIUIIMHCKOTO
HAa3HAYEHUs, 3a MWCKIIOUYEHUEM CIydas, MpeIyCMOTPEHHOro ab3aiem
YeTBEPTHIM HacTosAlew yactu; 20 KaJeHIApHBIX THEW — I MEIUIIUHCKOM
TEXHUKHU;

CHCLII/IaHI/IBI/IPOBaHHa}I 9KCIICPTHU3a JOKYMCHTOB IIPOBOAUTCA:

ABYMA U oomee OKCIICpTAMH, OIIPCACIIICMBbIMHA HpeI[HpI/ISITI/IeM N3 9uciia
pa6OTHI/IKOB HpCI[HpI/ISITI/I}I " 1Ipu HCO6XOI[I/IMOCTI/I OKCIICPTOB, BKIIFOYCHHBIX
B COCTaB I'pylll 3KCIICPTOB KOMUCCHUH 110 MCIAUIMHCKHUM U3ACIUAM, U (I/IJ'II/I)
IIPUBJICYCHHBIX CIICOHAJINCTOB opramxmaum”l CUCTCMBI 3/IpaBOOXPAHCHHA, K
KOMIICTCHIIN KOTOPBIX OTHOCATCA BOIIPOCHI CHCI.IPIEIJ'IHE%HPOB&HHOﬁ
9KCIICPTU3LI JOKYMCHTOB,

OJHUM OKCIICPTOM, ABIIAFOIIHUMCSL T'JIaBHBIM BHCIITAaTHBIM
cricnuaJIncToM MI/IHI/ICTepCTBa 3APaBOOXpPAaHCHUA WM CICHHUAIMCTOM
MI/IHI/ICTCpCTBa 3APaBOOXpPAHCHUA 110 HpO(bI/IJIIO, T'JIaBHBIM BHCIITATHBIM
CIICHHUAJIMCTOM NJIn CIICaJInCTOM I'’'IaBHOI'O YIIpaBJICHUA I10
3APaBOOXPAHCHUIO 00JJaCTHOTO HCIIOJTHHUTEIILHOTO KOMUTECTA, KOMHUTCTA 110
3APaBOOXPAaHCHHUTIO MuHCKOro ropoackoro HUCIOJHHUTCIBHOI'O KOMUTCTA IIO
l'IpO(I)I/IJ'IIO, — B OTHOIICHUM M3JCIUNA MEIUIIMHCKOIrO Ha3HAuYCHUs U
MEIUILMHCKON TCXHHUKHU, IIOCTABIICMBIX B OI'PAHHMYCHHOM KOJIMYCCTBC.

HpI/I HaJIMYNH HpOTHBOpC‘II/Iﬁ B 3KCIICPTHBIX 3aKJIHYCHUAX IKCIICPTOB,
YKa3aHHbIX B 363211_16 BTOpOM 4YaCTH quBepToﬁ HACTOAIICTO IIOAITYHKTA,
HpGI[l'IpI/I}ITI/IC Ha3Ha4acT IIPOBCIACHHC HOBTOpHOfI CHCHH&HHBHpOBaHHOﬁ
SKCIICPTHU3bI AOKYMCHTOB C  YYaCTHCM  JOIIOJIHUTCIBHOI'O  JKCIICPTA,
BKIIFOUCHHOT'O B COCTAaB TIPYIIIl 3KCICPTOB KOMUCCHUHU 110 MCIAUIHHCKUM
N3ACIUAM. ITo pe3ylibTaTaM HOBTOpHOﬁ CHGHH&HHBHpOBaHHOﬁ OKCIICPTHU3LI





JOKYMEHTOB  JIONOJHUTEIbHBIM  JKCIIEPTOM  COCTABIISIETCS  AKCIIEPTHOE
3aKJIFOYEHHE, B TOM YHCJIE COAEPXKaIIee €ro MO3UIMI0 MO BO3HUKIIUM
npoTuBopeuusiMm. Cpok MpoBEAEHUS MOBTOPHOU AKCHEPTU3BI JOKYMEHTOB HE
JOJKEH TPEBBINIATh CO JAHA €€ Ha3HAaueHWs 15 KaleHAapHbIX JTHEH — IS
M3ACIUA MEIMIIMHCKOro Ha3zHaueHuss U 20 KaJleHIapHbIX AHEW — A
MEIUIIMHCKON TEXHUKH.

[Ipy HamMuuy 3amMeYaHuM B ASKCHEPTHBIX 3akirodeHusx [lpenmnpusarue
MUCbMEHHO 3HAKOMHT 3asBUTENISI C COACPKAHUEM DKCIEPTHBIX 3aKIIOUCHUN
U C MepevyHeM 3aMedaHui (0€3 yka3zaHus SKCIEePTOB). 3asBUTEh MUCbMEHHO
unpopmupyer Ilpennpusitue 00 yCTpaHeHHMM 3aMedaHUd U (WJIN)
NpEJCTaBISIET HE0O0XOoauMyr0 uH(opMaluioo (MaTepuanbl) B CpPOK, HE
npeBbimaronuid 30 KajdeHJapHBIX JHEW CO JHS O3HAKOMJICHUS C STHUMH
3aMEUaHMsIMU, a 3aBUTEIb — PE3UJICHT UHyCTPUAIBLHOIO MapKa — B CPOK, HE
MPEeBBIIAIONIMNA 2 KaleHAApHbIX JHEH CO JHS O3HAKOMJICHUS C OSTHUMHU
3aMEYaHUSIMU.

[locne  ycTpaHeHuss 3aMEuUaHMil  MPOBOJMUTCS  OKOHYATEIbHAs
CIICIMAJIM3UPOBAHHAS AKCIIEPTHU3a JTOKYMEHTOB, CPOK IPOBEACHUSI KOTOPOU
cocTapisieT He Oosee 10 kaneHIapHBIX AHEW — JJIA U3ACIUNA MEIUIIMHCKOTO
Ha3HaueHUs W He Oojiee 15 KameHAApHBIX JHEW — JUISI MEIUIIMHCKOU
TEXHUKH, a ISl U3JEIUd MEAUIUHCKOrO Ha3HAYEeHUS W MEIUIUHCKOU
TEXHUKH, TMPOU3BOJUMBIX (BBO3UMBIX) PpE3UJCHTAMU HHAYCTPUAIBHOTO
napka, — He Oosee 1 KaleHAapHOTO IHS, OKOHYATEIbHOE pEIIeHHUE II0
pe3yiabTaraM KOTOpOW MPUHUMAETCS Ha OCHOBAHUU PEKOMEHAAIUM
KOMHCCHUH 110 MEAUIIMHCKUM HU3/ICTTHSIM.

Cneunanu3upoBaHHasg »HKCIEPTH3a HE MPOBOJUTCS B OTHOIICHUHM
W37eIUi  MEIMIIMHCKOIO  HAa3HAQUEeHMSI W MEIUIIMHCKOM  TEXHHKH,
MOCTABJISAEMBIX B OIrPAHMYEHHOM KOJIMYECTBE B KA4€CTBE HWHOCTPAHHOMU
0e3B03ME3THOH ITOMOIIH






CnocoObl MpeACTaBICHUS TOKYMEHTOB

JInuHo unun yepes
JIOBEPEHHOIO
MPEACTABUTEISA

Yepes nuuHbIN ITouToBBIM
KaOuHeT™* OTIPABIICHUEM

* B Hacrosiiee Bpems B3aumojeictrre [LIDN3 ¢ 3asaBuTenieM yepe3 JTUUHbI KAOMHET BO3MOXKHO MO CJICIYIOIIUM HaIlPaBJICHUSIM
v\ mojava 3asBKU Ha IPOBEIECHUE IEPBUYHOMN DKCIIEPTU3EI JOKYMEHTOB (IIPU OTCYTCTBHM 3aMEYaHuil) B IMYHEIN KaOUHET
3arpy»KaeTcs J0roBOP HA MPOBEJACHUE IEPBUYHOM SKCIICPTHU3HI;

MOJIYY€HUE YBEAOMIICHUM O BBISIBJICHHBIX 3aMEUYAHUSIX T10 PE3YJIbTaTaM IEPBUYHOU IKCIIEPTU3HI;

npeaocTaBieHre HHOOPMAITMU MPOU3BOIUTEIEM B OTBET Ha 3aMEUYaHMUS;

nonyderue gororopa Ha KIITP (B mociemyromiemM MoaANMMCaHHBIA TOTOBOP HEOOX0AMMO ITpeocTaBuTh B kKabuHeT Nel04);
IpH J1I000M U3MEHEHHUH X0JIa PACCMOTPEHUS 3asBICHUS Ha JIEKTPOHHYIO MOUTY, YKa3aHHYIO TP MMOJ1a4e AIECKTPOHHOTO
3asBIICHUS, OyTyT HAIPABIATHCS YBEIOMIICHHS.

ANENANRN






[IpenBaputenbHble TEXHUYECKUE PAOOTHI, MPEANIECTBYIONIUE FOCYIAPCTBEHHOW PETUCTPAllUi MEAUIIMHCKUX U3JIeNIUNA U
CPOKH MX IPOBEIACHMUSI:

n/n | [IpeaBaputenspHbIC paboThI IS paboThI IS paboThI IS paboThI IS JlencTByromme Cpoku
No | Texaudeckue paboThI 0T€4YeCTBEHHBIX | 3apy0esKHbIX 3apyOeKHBIX 3apyoexHbIXx MU, npoBeAcHUs paboT
MU M M MOCTYNAKLINUX B
«YNPOUICHKA» OrPAHUYECHHOM
KOJIMYECTBE
1 [epBUYHAS JKCIIEPTU3a a0 15 kajieHAapHBIX
JIOKYMEHTOB JAHeH
(BKJTIOUAET: MIPOBEPKY
KOMIUIEKTHOCTH u MpeIoCcTaBlIeHa
NIPaBUIIBHOCTH 170 BO3MOXXHOCTbH 3asIBUTEITIO
odopmIIeHHUS, MIPOBEPKY JUISL yCTpaHEHUS 3aMeYaHUiA
MOJTHOTBI M aKTyaJIbHOCTH - 10 45 KaleHJapHBIX JHEH
yKa3aHHOHN B HUX
nHpopmanuu; YTOUHCHHE
MEepCUHA WU HA3BAHUA H3,Z[€JIHI>'I
MEIUIMHCKOr0 Ha3HAYEHUA U + + + +
MEAUIIMHCKON  TEXHUKH B
COOTBETCTBUU C
HOMEHKJIATyPHOU
KJaccuukamnuen 15631 (N10705
MCOUIIMHCKOI'O HAa3HAUYCHHUSA U
MEIUIUHCKOW TEXHUKH  TI0
BUIaM n 10 KJlIacCaM B
3aBUCUMOCTH oT
IIOTCHIOUAJIBHOT'O PpUCKa ux
MIPUMEHEHUS )
2 CaHUTAPHO-TUTUEHUYECKHUE He onpeesIeHbl
WCTIBITAHUS, aHAIU3
pE3yIbTAaTOB Kak npasuro,
+ + L _ I[JII/ITGHBHOCTE HpOBeI[efIHH
WCTIBITAHUN BHEIITHEH
HUCTIBITATeILHON
naboparopueii CocTaBIseT
1 Mecang
3 TEXHUYECKUE  HCIIBITAHUS, 4 He onpeesIeHbl
AHAJIM3 PE3YJILTATOB - - _






Kak npaswuio,
JUTUTENBHOCTD MPOBEACHUS
HCIIBITAHUN BHEITHEH
HCITBITATeILHOMN
naboparopueii cocTaBIseT
1 Mecang

CIICIIUATIN3UPOBAHHAA
OKCIICPTHU3a JOKYMCHTOB

10 15 kajmeHgapHbIX
JHel — 1J19 u3aeJaui
MeJIUIMHCKOT0
Ha3HaAYeHUs,

10 20 xkajJieHAapHBIX
THer — 1A
MEAUIUHCKON TeXHUKH

KIIMHUYECKUE  HCIBITAHUS
h1%(s0)

KIIMHUYECKas OLICHKa s
KPYIHOTaOApUTHOMN
MEIUIIMHCKOM TEXHUKHU,
TpeOyromei 10JIBOJIa
KOMMYHHUKaIUN

Amnanns pe3yJIbTaToOB
KIIMHUYECKUX  HCIBITAaHUU
100 JaHHBIX OTYeTa O
KJIMHUYECKOHN OIICHKE

HE ONIPEACJICHDbI

MpeA0CTaBIeHA
BO3MO>KHOCTB 3asBUTEIIIO
JIOTOBOP IMOCTAaBHUTh B CTOII-
TariM Ha 1 Tox

Kak npaswuio,
JUTUTENBHOCTD MPOBEACHUS
KJIMHUYECKUX MCITBITAaHUI
Ha KJIMHUYECKOoM 0aze
COCTAaBIISICT OT 5 qHEH
1o 60 nHeH, B 3aBUCUMOCTH
OT BUA U3IECIIUN

WHCTIEKTUPOBAHUE
MIPOU3BOACTBA

(B cimyuae 3asiBJIEHUSI HOBOM
MIPOU3BOJACTBEHHOMN
TIJTOTIAIKH )

HE OIIPEACJTCHbI

Cpok opranuzanuu u
MPOBEACHUS
HHCIICKTUPOBAHUS 3aBUCHUT
OT CTENEHH TOTOBHOCTH
IMPOU3BOAUTCIIA,
MOATOTOBKA KOTOPOTO K
MHCIEKTUPOBAHUIO MOXKET
3aHUMATh 10 HECKOJIBKUX
MECALCB











HA BJIAHKE ®UPMbI

Jdupextopy YII «lleHTp 3KkcnepTH3
U MCTIBITAHUI B 31PaBOOXPAHEHUN»
I'punbko /J1.B.

HMex.Ne aaTa

3AABJIEHHUE
HA NPOBeJeHNEe HHCIIEKIMOHHOM OLIEHKH IPOU3BOACTBA

HazBanue npeanpustusi, upmMbl 3asiBUTEJIS

FOpunnueckuii agpec 3asiBuTeNA:

Kon 0anka P/cu R
NMPOCHUT NMPOBECTH HHCTIEKIMOHHYIO OLIEHKY CEPUITHO BBIIYCKAeMOH MPOYKIUT

(yxa3pIBaeTcsl BUA NPOAYKIMH, TPeINPUSTHE-U3TOTOBHTEIb)
IMPOU3BOACTBA, PACIOJIO0KCHHOI'0

( yxa3bIBaeTcsi MECTO PACIIOJI0KEHHsI POU3BOACTBA — IOPOJ, CTPAHa)
IIpennonaraemMblie CPOKHU NMPOBeAEHUsI OLEHKU MPOU3BOACTBA

( ykazaThb Mecsill, I'Ox)
YdeTHbIII HOMEP HAJIOTOIIATEIbIINKA:

I'apanTHpyem omjatry pacxoaoB 3a TMpOBefAeHHEe HHCIEKIHH, a TakKkKe OILIATy
KOMAHIMPOBOYHBIX PacxoA0B (MeIUIMHCKOW CTPAXOBKH, 0()OpMIleHHE BU3bI, NMPOe3]l K MeCTy
HHCIEKTHPOBAHUSA M 00paTHO (BKJIIOYas NMpoe3] 10/u3 aponopra MUHCKa, Poe3 U3 a3ponopra
MpHJIeTa /10 MecTa NPOKHBAHUSA M 00PATHO, MPOe3/] 0T MeCTA NMPOKUBAHUS K HHCIIEKTHPYEMOMY
Y4YacTKy U 00paTHO), NPOKUBaHHeE).

O06s13yemcsi Mpe0CTABUTH YCJIYIH MepeBOTYMKA (0B) B TeUeHHE BCero nepuoaa npoBeaeHunst
HHCIEKINH, 2 TAKKe NIepeBo/l Ha pyccKuil (0e1opycckmii) I3bIK HE00XOAUMBbIX JOKYMEHTOB.

IOpuanueckoe Jnio, 0CynecTBIsSOIIEE OIVIATY 32 NPOBeJAeHNEe HHCTIEKINHU:
HaumeHoBaHMe M IOPUAMYECKHI ajpec:
baHKOBCKHE PEKBH3HUThI:
damunus, uMl, JOJIZKHOCTD JuIa,
YIIOJTHOMOYEHHOI'0 MOANMCHIBATH 10T0OBOPbHI:
Y4eTHBI HOMEP HAJIOTOILIATE/IbIIMKAS

Bajrora niarexa:
Baarora norosopa:

Y110ITHOMOYCHHBIN NPEeACTABUTEIb, 1eHCTBYIOLIUNA OT JINLA 3asiBUTEJISA:
HaumenoBanmue:
Anpec, TenedoH, paxc, aapec JJIeKTPOHHOM MOYTHI:
JloxkymeHT, MOATBEP KA MOJTHOMOYHUSA
NPeICTABUTEJIS, IeliCTBYIONIEr0 OT JINIA 3asiBUTEJIS:
KonTakTHOE U110, OTBETCTBEHHOE 32 OPraHU3ALHUI0
HHCIEeKUUH, TejedoH, Pakc, aapec IJIEKTPOHHOM
MOYTDI:

MapumpyT cienoBaHusi (OpMeHTUPOBOYHBIN):
IIpuioxeHune: mepevyeHb perucTpUpPyeMoi NPOAYKIMH.

JoaxkHocTh IMoanucek damMuians, HHUIHAJIBI
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