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006 yrBep:KkaeHHH TpeOoBaHHH
K COIePKAHMIO TEXHHYECKOH M IKCINTYaTAlHOHHOH JOKYMEHTAIMH
npon3BoAUTeNs (M3rOTOBATEJISI) MEANIIHHCKOI0 H3/1e/IHA

B cootBercTBHME co cTatheit 38 PenepanpHoro 3akoHa ot 21 Hos6pa 2011r.
Ne 323-®@3 «O6 ocHOBax OXpaHEl 3/10pOBbA rpaxnaaH B Poccuiickoil ®emeparmm»
(Cob6panue 3axoHomarenscrsa Poccuiickoit @enepauuu, 2011, Ne 48, ct. 6724; 2013,

- Ne 48, ct. 6165; 2015, Ne 1, cr. 85; Ne 27, ct. 3951) u moxmynkrom 5.2.192(1)
ITonoxenuss o MunucrepctBe 3apaBooxpaHeHMs Poccuiickoin — ®@epepanuu,
yTBEpKAEHHOro rnoctanosiienneM [IpasutensctBa Poccuiickoit ®enepamun ot 19 mrons
2012 1. Ne 608 (Cobpanue 3akoHomarenbcTBa Poccmiickoit @enmepanmm, 2012, Ne 26,
cT. 3526; 2013, Ne 16, ct. 1970; Ne 20, ct. 2477; Ne 22, ct. 2812; Ne 33, c1. 4386; Ne 45,
cT. 5822; 2014, Ne 12, ct. 1296; Ne 37, ctT. 4969; 2015, Ne 2, c1. 491; Ne 12, cr. 1763;
2015, Ne 23, cr. 3333; 2016, Ne 2, ct. 325; Ne 9, c1. 1268; Ne 27, ct. 4497; Ne 28,
© c1. 4741; Ne 34, c1. 5255; Ne 49, cT. 6922), IpPUKa3HBAIO:

1. YTBepmuTh mpuitaraeMele TpeOOBaHHSA K  COJEPKAHUIO TEXHHIECKOM
U SKCIUTyaTallHOHHOM MOKyMEHTAIlMH IPOU3BOAUTENS (M3TOTOBHTEINA) MEIUIMHCKOro
H3CIHA.

2. YCTaHOBHTB, YTO YTBEPXAEHHBIE IIYHKTOM 1 HacTOAIIEro NpHKa3a TpeGoBaHUA
NPUMEHTIOTCA K TEXHWYECKOH M SKCILTyaTallHOHHOH NOKYMEHTAlluM MpPOU3BOAHMTENEH
(u3roToBUTENEH) MEIUIIMHCKUX H3IEJMH, 3a4BICHMI O IOCYAapCTBEHHOH perucTpanuu
KOTOPBIX IIPEJCTaBJICHEI B (DenepanLHyro ciry>x0y o Haa30py B cepe 3ApaBOOXPaHEHUST
TOCIie BCTYIUIEHHS B CHITy HACTOSILETO TIPHKa3
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YTBEPXJIEHbBI
prKa3oM MHHHCTEPCTBA 34PaBOOXPAHEHHS

Poccnﬁzc/;ﬁjbenepaunn
oT «79 » Loz 20171 Ne 77y

TpeGoBanust
K COEPIKAHMIO TEXHUYECKOH H IKCITYATAHHOHHOH AOKYMEHTAIIMH NPOU3BOANTEJIS
(M3roTOBHTEIIN) MEJHIHMHCKOTO H3/e/THS

I. O6uue monoXXeHus

1. Hacrossmue TpeGoBaHMs ONpeleNsioT NepedeHh HHQOpMALMH, HOIIeKaIIer
YKa3aHHIO B TEXHUIECKOH M 3IKCIUIyaTalMOHHOH JOKYMEHTAllud MPOU3BOAUTEIL
(M3roTOBUTEIIS) MEAHUIIMHCKOTO H3/IeJIHS.

2. TlpomsBommrens (M3rOTOBHTEN) MEIHIMHCKOTO H3MENHs pa3pabarbiBaeT
TeXHHUECKYIO U (FUIH) SKCIUIYaTalOHHYI0 TOKYMEHTAIMIO, B COOTBETCTBHHU C KOTOPOH
OCYILECTBIAIOTCA TPOM3BOACTBO, H3TOTOBIEHUE, XPaHeHHE, TPAHCTIOPTHPOBKA, MOHTAX,
HaNajKa, [pUMeHeHHe, 3KCIUTyaTalys, B TOM YHCIe TEXHHYECKOe OOCIyXHBaHHE, a
TaKKe PEMOHT, YTHIN3ALKS WM YHHYTOXKEHNE MEIULIMHCKOTO M3AECIIHS.

3. Hactosmue TpeGoBaHHS HE paclpOCTPaHAIOTCS Ha MEIMIUHCKHE H3ICTIHA,
KOTOpBIE W3rOTOBIEHbl II0 HHAMBUIY&IBHBIM 3aKa3aM IalMEHTOB, K KOTOPBEIM
TpEIBABISIOTCS CIIeNHANbHbIE TPeOOBaHUS 110 HA3HAYSHHIO MEIUIMHCKAX pabOTHHKOB H
KOTOpBIE IpeAHA3HAUYEHB HCKIIOYMTENRHO UL JIUYHOTO HCHOIb30BAHHMS KOHKPETHBIM
MALHAEeHTOM, a TakkKe MEAUIUHCKUE W3IeNus, NpeIHa3sHaYeHHbIe Ui UCIIOJIb30BaHMA Ha
TEPPUTOPHH MEXTYHAPOJHOTO MEIUI[MHCKOI'O KIIacTepa.

I1. TpeGoBaHus K COAEPKAHUIO TEXHHUIECKOM JOKYMEHTAIHH
MPOM3BOJUTENS (M3rOTOBUTEIA) HAa MEIUIIMHCKOE H3/ICIIAE

4. Texuwyeckas JOKYMEHTALHs IPOU3BOIUTENs (M3TOTOBHTENS) Ha MEIULIMHCKOe
m3enue (majmee — TeXHWYECKas JOKyMEHTAlus), MpeicTaBiieMas MPOM3BOJUTEIIEM
(M3rOTOBHTENEM) MEIULIHUHCKOTO H3/ENHs WIM YIIOIHOMOYCHHBIM IMpPEICTABUTENEM
TIPOM3BOAMUTENS (M3TOTOBHUTENS) MEAUIMHCKOrO H3ICIHA B COCTAaBE PETMCTPALUOHHOIO
JOCHE Ha METUIMHCKOE H3/EIINE, JODKHA COACpKaTh:

1) HauMeHOBaHKWe MENHMIMHCKOTO H3/ENHsA, UHYI0 HH(OPMALHIO, MO3BOISIOILYIO
HOCHTUHUIMPOBATE MENHIMHCKOE H3JeNue, HalpuMep, HOMED MOJEINH, BapHAHTHI
MoarduKaruil (MCIIOMHEHN ) MEUIMHCKOrO H3/IEMHA;

2) Ha3HAYEHHE MEIULIHCKOTO U3/Ie/IUs M IPUHLMIIB! IEHCTBU;

3) mokazaHus ¥ IPOTUBOIIOKA3aHMA K IPUMEHEHHUIO MEUIIMHCKOTO H3/IEIH;

4) HHGOPMAITHIO O IMOTEHIMATBHBIX TOTPEOUTENSIX MEAULIMHCKOTO H3IETHS;

5) omucaHEde OCHOBHBIX (YHKIMOHAIBbHBIX 3JIEMEHTOB MEIMIMHCKOrO M3JETIHS,
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KOTOpOE MOXET CONpPOBOXZATECA cXeMamy, (oTorpaduIecKuMu H300paKeHUIMH,
PHCYHKaMHu, TUarpaMMaMH U MHBIMH TTOSCHEHUAMHY,
'~ 6) onMcaHue COCTaBHBIX YacTeH (y3/10B) MEAHIHNHCKOTO u3nenus (py HaJTHYKY);

7) onucaHue IPUHAJIC)KHOCTEH, © MEIMLIMHCKUX 1763 () 10%
WM W3lenMi, He SBIAIOMIUXCA MEJUUMHCKMMH, HO HPESIyCMOTPEHHBIX IS
HCTIONb30BAHMS B KOMOMHALMY C 3asIBIICHHBIM MEIUIMHCKAM H3ieIHeM (IpH HaJIA9uH);

8) mepedeHh W ONWCAHWe MATePHaToB MEIMIMHCKOr0 H3JIENHs, BCTYNAIOMINX
B HETIOCPECTBEHHBII MK ONOCPEIOBaHHBIA KOHTAKT C OPraHA3MOM IallieHTa (TerroM-
yeyoBeka);

9) faHHBIE O MAPKUPOBKE ME/IALUHCKOTO H3IEITHS H €0 YIIaKOBKE;

10) mepedeHs pHCKOB, HICHTH)HIMPOBAHHEIX B TpPOLIECCE aHAM3a pHCKa,
M OmmcaHme CcHoco0OB  YIpaBIeHHS . 3THMHM DHCKaMH B  LEIAX  CHIDKCHHA
¥X JIO JOMyCTHMOIO YPOBHS (IIPH HATHYKH);

11) cBefieHms 0 BepHGUKAIMK H BATHIALUM -MEIUIUHCKOTO H3JEIHS, KOTOPHIE:
HCIIONB30BANMCH, [UIS  HOKA3aTelbCTBA  COOTBETCTBHA  MEAHIMHCKOTO  M3JICIIHS
YCTAHOBJIEHHBIM TPEOOBaHHUSAM, B TOM YHCIIE Pe3yIbTaTHL:

a) HCIIBITaHMH B MCTIBITATENBHBIX JJA00opaTopusx (LeHTPax);

6) naGopaTopHbIXx ¥ (WIM) 3aBOACKAX HCHBITAHWH, BKIOYas PpeE3yJbTaThI
MCTIBITAHMH B YCIOBHSAX, AIMHTHPYIOIIHKX KCIUTyaTallHOHHBIE,

B) Ta6OPATOPHBIX MCHBITAHUH Ha JKHBOTHBIX IS IONTBEPXKJCHHA MPaBHIBHOCTH
KOHIIEIIIMH TOTOBOTO MEIUIMHCKOI0 U3/IeIIHS,;

12) nepedeHs MaTepHalIoB )KHBOTHOTO H (W) YEIOBEIECKOro NPOMCXOXAEHHS C
yKasaHHEM CBENEHHH 06 MX GHONOrHIeCKOH COBMECTHMOCTH H O€30IacHOCTH, O BBIOOpE
MICTOYHAKOB (JOHOPOB), B3ATHH P06, 06paboTKe, XpaHEeHAN U OOpPAIEHHH C JAHHBIMH
MaTepuanaMu (P HaIAIHHN);

13) nHGbOpPMAIIHIO O TIPOBEAECHHBIX HCIBITAHAAX, IPOTOKOJIAX UCTIEITAHHH, aHATM3E
HOIy4EHHBIX JaHHBIX;

14) cchbinkM Ha MOpefbIAyHIHe MONU(MKAMA MEJUIMHCKOrO H3NEeNUsI WIH
nof06HEE MOMMGHUKALIMA MeIMLMHCKHX H3ICIHH, HAXOAAMMXCS B OOpalleH:H, B
CTydae  MCIONTB30BAaHHS B  TeXHWYECKOH  JOKYMEHTaluM  HH(bOpMaiuw
0 T[OJOOHBIX WIM MOpebIyluX  MOAM(HUKANMIX  MEIUIHMHCKOTO  H3/IENHA
JUTS IOKa3aTeNbeTBA COOTBETCTBHS MEJMIMHCKOTO H3lenus TpeGoBaHusIM 6e30IacHOCTH
1 3¢ heKTUBHOCTH;

15) madopManmi0 00 OCHOBHBHIX CTa[HiX IPOEKTHPOBAHHA MEIULHUHCKOTrO
W3IeNIHA ¥ NPOH3BOJACTBEHHbIX IPOIECCaX, KOTOpas MOXET CONMPOBOXIATECS CXeMaMH,
doTorpaduueckumMu  H300paXEeHHAMH, PHCYHKaMH, [HarpaMMamMd M HHBIMH
TIOSICHEHUSIMH;

16) uHGOPMALKIO B COOTBETCTBHM C [aHHBIMU TOCYJapCTBEHHOro peectpa
JNIeKApCTBEHHBIX CPEACTB VI MENHUIMHCKOr0 MPUMEHEHHS O COJepXKaluxXci B
MeIUIAHCKOM W3ENHH:

JNIeKApCTBEHHOM TpelapaTe Ui MENHMUIMHCKOrO NMPHMEHEHHS, B TOM 9HCIE O
'HAaMMEHOBaHMH (MEXTYyHApDOJHOM HENAaTCeHTOBAHHOM, HIHM TIPYNIHMPOBOYHOM, HIIH
XMMHYECKOM M TOPTOBOM), HANMEHOBAHHU MPOU3BOJUTEIIS JIEKapCTBEHHOIO MpernapaTa
JUIS MEIMIMHCKOTO NPHMEHEHHS, [aTe U HOMEpPE PErMCTPALHOHHOIO YAOCTOBEPEHHMS

JNIeKapCTBEHHOTO Iperapara JJii MeJUIUHCKOTO IPUMEHEHHS,
dapManeBTHUECKOH CyOCTaHIINHK, B TOM YHCIE O HAUMEHOBAHUH (MeXITyHapOIHOM




HeaTeHTOBAHHOM, WIH TpYINIHPOBOYHOM, HIH XHMHYECKOM H TOPrOBOM),
HAMMEHOBAHAU IIPOH3BOAMTENS (HapMaleBTHIECKOH cyOcTaHIyM, AaTe W HOMepe
peecTpOBOM 3aIMCH TOCYApCTBEHHOTO pEeecTpa  JIeKapCTBEHHBIX CPEeNCTB ~ I
MeTULIMHCKOTO IPUMEHEHHS;

17) olMcaHMe MeTOAa CTEPWIM3AUUHM, CBEICHUS O METOJaX BAIUJALMH B
OTHOIIEHMH Mpoliecca CTeprIu3aimy  (BKIIOYas HMCMBITAHUA Ha OHOJIOTHIECKYIO
HArpy3Ky, HaIMdMe NHPOTEHHBIX BEIIECTB, HAIMYAE OCTATOYHOTO KONAYCCTEA
CTEpHIM3YIONIEro BelleCTBa) | O BalMJaliy Nponecca yaKOBRIBAHM (B cityyae, eClH
ME/IUIMHCKOE H3/IeIUe [IOCTABIIACTCS B CTEPHITLHOM BHJIE);

18) mHGpopMaiIO O TpoLecce NPOEKTHPOBAHWS, PaspaGOTKM H BalMIAMH
[[POrpaMMHOTO OGeCTieYeHus], HCIONb3YeMOr0 B TOTOBOM ME/ULMHCKOM 7631 ) 44151
(B cTydae HaIM4Hsd B MEMLHMHCKOM H3JE/IUH  NPOrpaMMHOro obecneueHus,
oGeCedMBAIONIEr0  €ro  IPAaBHIBHYI OKCIUTyaTarmmio ¥ (Wid) [pHMEHEHUe

10 HA3HAYEHHUIO); e

19) TpeGoBaHHS K TEXHHYECKOMY OOGCIYKHBAHMIO W DPEMOHTY MEIMIUHCKOTO
H3IENHs; .

20) HOPSJIOK M YCITIOBHS YTHIM3ALHMH WIH YHUITOXCHHA MEAUIHHCKOTO M3ACIHL.

5. Texauueckas JOKYMEHTALM MEJALUHCKOTO U3IeIHs Il ANarHOCTHKH in vitro,
noMuMo HMH(OpMAIMH, yKa3aHHOH B IyHKTe 4 HACTOSIMX TpeboBanmii, MOKHA
COIEpKaTh:

1) onucanye Ha3HaYEHHS MEAMLHHCKOTO H3/IENNS, BIIIFOYAsL:

a) ONMCaHUe IEJICBOrO aHaIMTa, CBelEHHs O €ero Hay4HoH 0OOCHOBaHHOCTH,

~ yKaszaHMEe Ha KauyeCTBEHHBIH, TTOYKOTHIECTBEHHBIH HITH KOJIMYECTBSHHBIN BU-aHAJINTA;

6) yHKIMOHANbHOE  Ha3HayeHWe  (Hampumep,  CKPUHHMHI,  MOHHTODHHT,
JMATHOCTHKA MM BCTIOMOTraTEIbHOE CPEICTBO B JIMArHOCTHKE);

B) cneU(UIECKYIO IIaTOJIOTHIO, COCTOSHAE WX (aKkTOp pucKa, Ay 0OHapyKEHH,
onpenenenus Wi I GdepeHIUPOBaHHS KOTOPOTo  MpeJHA3HAICHO MeIUIIHCKOE
W3eNre [T IUarHOCTHKH in vitro;

I') THII aHATM3HPyeMOro o0pasia;

£) TONYJLHOHHEIE, - IeMOrpapuyeckye acreKTsl IPHUMCHeHNA  MEHIMHCKOTO.
U3,

2) KOHKpETH3aLHIo NPO(GeCCHOHANEHOIO yPOBHS MOTCHIHMANBHBIX T10JIB30BaTENEH
(Hanpumep, Bpad  KJIMHUYECKOH abOpaTOpHOH  IMATHOCTHKHM,  MCIHIMHCKHH
nabopaTOpHBIN TEXHUK (dpenbamep-1aGopaHT), MHOH CHIELUAIHCT);

3) omHMcanMe MPUHIMIA AHAIMTHYECKOTO METONd HIH IpHHIMIE aefcTBUA
'MEIMIIMHCKOr0 M3JENus, IS aHATHTHYECKOro o0Opy[OBaHMsi — COOTBETCTBYIOLHE
TeXHUYECKUE XapaKTePUCTUKH;

4) onrcaHue yCJAOBHUI TPaHCIIOPTUPOBKH;

5) ceesiennss 00  AHANMTHYECKOH YyBCTBUTENEHOCTH (mopor oOHapyXeHHs),
AHATHTHYECKOH  CIeIMHUIHOCTH,  JAMATHOCTHYECKOH  HYYBCTBHTENBHOCTH M
JHATHOCTHYECKOM CIIelU(pHIHOCTH;

6) onucaHne M3MEPHUTENbHBIX NPOLEIYD, METPOJIOTHYECKOH ITPOCIIeKUBACMOCTH
3HavYeHUH KaTuOpaTopoB M KOHTPOJIbHBIX MATEPHATIOB; '

7) naHHBle TO CTaOMIBHOCTH MEIHMUMHCKOrO HW3JCIHA, MOATBEPKIAIOLIHC
3agBJiCHHBIE CPOK TONHOCTH, CTabMIBHOCTh MpHU MPUMEHCHHH H cTabHIBHOCTD
P4 TPAaHCIIOPTHPOBKE.
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III. TpeGoBanus K COICPKAHUIO 3KCIUTyaTalOHHOH JTOKYMEHTalNH
[IPOU3BOIMTENIS (M3roTOBUTENISA) MEAULIHHCKOTO H3/IEITHS

6. DKCIUTyaTallMOHHAs ~ JOKYMEHTalHs  [IPOM3BOJMTEIIA (usrotoBuTend) Ha
MeJIUIMHCKOe M3Jeiue (Jajnee — SKCINTyaTaloHHad JNOKyMEHTaIus), MpeacTaBiieMast
IPOU3BOIUTENIEM (M3roTOBUTENEM)  MIM  YINOJHOMOYEHHBIM peJiCTABUTENIEM
IIPOM3BOMHTENS (H3TOTOBHTENIS), B COCTABE PErMCTPAMOHHOIO JOChe Ha MEIUIMHCKOE

‘W3nenue, HoJDKHA COOACpXKaTh:

1) HanmMeHOBaHAE MEMIIMHCKOTO M3/CIIHA,

2) B OTHOLICHHH NPOM3BOUTENs (M3TOTOBHTENA) MEJULMHCKOr0 H3femd —
nomHoe W (B CHydae, €CIM MMEETCS) COKDAIIEHHOE HAMMEHOBAHHE, B TOM HHCIC
(bMpMeHHOE HAWMEHOBAHME, OPraHM3ALMOHHO-TIPABOBYIO dopMy FOPHAMYECKOroO JIAIIa,
apec MecTa HAXOXIEHHs Wik Gamumuio, uMA H (B ciyHae, eciu MIMeeTCs) OTIECTBO,

- PCKBH3UTBI ’I[OKYMCHTa,"'"}’HOCTOBGp}I}O'HIel"O JIAYHOCTH, aJpec -MecTa. XKHUTEIBCTBA. - -

HHANBUAYAJIBHOIO HpelIHpI/IHI/IMaTeJ'IS{, a TaKXxe HOMEpa TCJIG(l)OHOB H (B ciydac, €CJIA
'I/IMeeTCSI) agpec BJICKTPOHHOﬁ NOYTHl HOPUAAYICCKOro JIMIA WIH HWHIAUBHIYAJIBHOI'O

TpeanpUHAMATEIIS,; .
B OTHOLIEHUH YIOJHOMOYEHHOTO MPEeACTaBUTENS IPOU3BOAMTEIIA (M3rOTOBUTEILA)
MEMIMECKOT0 HM3eusi — TojHoe W (B ciydae, eciu AIMEETCS) COKpAlIeHHOE

HaMEHOBAHHE, B TOM dhclie GUpMeHHOEe HAHMEHOBaHHE, OpraHM3alMOHHO-TIPABOBYIO
hopMy IOpHIHIECKOTO JIHIA, afpec (MecTo HAXOX/IEHHS), a TAKKe HOMepa TeaeOHOB U
(B ciTydae, ecli IMeeTCsT) ajpec 3JIEKTPOHHO# TOYTH! JOPUIUIECKOr0 JIMLA;

©73) yasHaueHHE  MEIQUIMHCKOro  M3ACJIHA — C - yKa3aHHEM - TOTCHIINAJIBHOTO
norpebutens (HanpuMep, MeIMUHHCKIHI pabOTHHK);

4) byHKIMOHANBHBIE XapaKTePUCTHKA ¥ HA3HAUCHAE MCIMIIUHCKOTO U3AeNH,

5) pECKH IPUMEHEHHS MEIULIMHCKOrO H3/IeNHsl, IPOTHBOTIOKA3AHMA, OXKHIaEMBIE U
mpefickasyemple I10004HBIE I(PGEKTEl, CBA3AHHBIC C NPUMCHCHACM MeIHLUHCKOTO
H3IENHs 110 Ha3HAYCHHUIO;

6) TeXHIIECKHE XapaKTEPUCTUKA METALIHCKOTO M3/ICITHA;

7) omnucaHue - IPHHAIEKHOCTEH, - MEIULUHCKAX M3feNuil WU W3Je/MH, He
SBJITIOIIMXCS MeUIIMHCKIMHE, HO TIPeyCMOTPEHHBIX VTS HCII0Nb30BAHMA B KOMOMHaIMH
¢ MeIMUMHCKAM H3/eueM (IpU HATHYHK); _

8) HH(pOPMAIMIO O HANTHYAA B MEJHIMHCKOM M3JETHH JICKAPCTBEHHOTO cpencTsa
UL MEIHIMHCKOrO INPUMEHEHHs, MaTepHalloB JXHUBOTHOTO H (um) 49eIoBEYECKOTrO
IPOUCXOXKACHUS;

9) papopMaLMI0 O TOPSAKE YCTAHOBKY, MOHTAXA, HACTPOMKM, KaTMOPOBKH
1 MHBIH TeHCTBHSX, HeOOXOMUMBIX ISl BBOJA MEAULMHCKOTO H3ACIIHS B SKCILTyaTalHIO,

10) Tpe6oBanms K OMEIIEHHAsAM, B KOTOPBIX Ipe/IIoNnaracTcs ycTaHoBka (MOHTaX)
MeTMIMHCKOTO M3J€NHsl, 8 TakKe TPeOOBAHUA K MOATOTOBKC HIIH: KBaTH(UKALHMA JIVII,
OCYLIECTBIIAIOMUX YCTAHOBKY (MOHTaX) MEJHUIMHCKOTO U3/IeTIHA (1pu HaIM4HHN);

11) pudopMarmro Vi [POBEPKH  MPaBUIBHOCTH  yCTAHOBKH (MOHTaXa)
MEIUIMHCKOrO H3MeNns H €ro TrOTOBHOCTH K 6e3omacHoil paboTe JKCIUTyaTaluH,
BKJTIOYAs:

a) cofepKaHue M MEePHOAMYHOCTh TEXHHICCKOro 00CITy’)KUBaHUs, BKIIOYAst
OYHCTKY H JIe3UHPEKIIIO MeTULIMHCKOTO U3 ACIIHA;

0) nepedeHb TIpeOCTaBICHHBIX IPOU3BOJMTEIIEM (M3rOTOBUTENEM)
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MeIMIMHCKOTO HM3Jeius  CBeJCHMH, KIIoYeH, mapojieil  [ocTyma, IpOorpamm,
HeOGXOMMMBIX IS MOHTAXA, HANA/KH, SKCILTYaTallid ¥ TEXHMYECKOro OOCITyKHBAHUS
Me TUIHHCKOTO M3eIu;

B) IepeYeHb PACXONHBIX MaTepHaloB (KOMIIOHEHTOB, peareHToB), a TaKXKe
IpoueAypy HX IPUMEHEHNS U 3aMEHEL,

r) HeO6XOMUMOCTE KaIMOPOBKH Ul 0becTedeHus Hajnexamnein u OGe30MacHOH
paboTBI MeJUIIHHCKOTO U3JENHs B TEICHHE CPOKa ero CITyXOBI;

) METOZB! ~ CHIJKEHHs ~PHCKOB, ~ CBS3AHHBIX ~C YCTaHOBKOH, KaauOpOBKOH -
UM TEXHUYECKAM 00CITyKMBAHAEM MEMLMHCKOTO U3/ICTIMAM;

¢) MHQOPMAIMIO O MOHTaXe, HalmajKke, HaCTpoiike, KalTMOPOBKE M MHBIM
NelCTBAAM, HEOOXOAMMBIM [JIs BBOJA MEAHIMHCKOTO M3MeNHA B SKCILTYaTalHio H €ro
TIPaBHIBHOM JKCIUTyaTaliy (IIPUMEHEHIS); o ]

X) HHGOPMAIMIO O TepedHe OCHOBHBIX XapaKTEePHCTHK IO JKCIUTyaTalHH

(HPI/IMGHCHI/IIO) MEIHUITTHCKOTO — U3ACIIHS;- }’CJIOBI’ISIMw ~TPaHCIIOPTHPOBKH - N XpaHeHud - -

(Hampumep, TEMITepaTypa u BJIQ)KHOCTb BO3/TyXa, OCBEILEHHE
1 HHBIE XapaKTEPUCTUKH); :

3) mepeveHb NPHUMEHAEMBIX IMPOU3BOAUTENEM (u3roroBuTENEM) MEIUIIMHCKOIO
H3Ie1s HallHOHAIBHBIX CTaHIapTOB.

12) HHGOPMALIKIO O CTEPHIEHOM COCTOSHUH MEIULMHCKOTO H3ICIHs, METOIC Cro
CTEepHIIM3ALIMH U O IOpAJIKE IEHCTBUI B CITyJae HapyLICHNs CTEpUIBHOMU YIIaKkOBKH (ec/u
MEJUIMHCKOe H3/IENIHe [OCTAaBIACTCS B CTEPHIBHOM BHUJIE) WIH, €CIH MEIHLMHCKOE
H3/IeNe TI0CTABIACTCS HECTEPIIBHEIM, YKA3aHHE Ha HEOOXOIMMOCTh €T0 CTEPUIIN3AIHH

fepel UCTIONB30BAHMEM; -

13) uadopmanmio 0 mopsake oOpabOTKM MEIMIMHCKOro H3IeNus Ml €ro
TOBTOPHOTO HCIOJB30BAaHMSA, BKIIOYAs OYHCTKY, ne3uH(eKIro, YMaKoBKy ¥ IIpH
HeoOXOAUMOCTH METOJ IOBTODHOM CTepHIM3aluy (eCid MEJUIHHCKOE W3/IeIHe
npefHa3HayeHO I~ MHOIOpasoBOro MCIONB30BaHUA), a TaKkKe KpUTepHH
HENPHUTOJHOCTH MeJUIIMHCKOTO U3/eNHs VI IPUMEHEHNS;

14) puadpopmaiiuo, HEOOXOAUMYIO I AAeHTHHUKALMA MEIULMHCKUX H3[eIIHH
¢ Nenbl0 MONydeHHs Oe3omacHO KoMOuHAaIwWH, X HMHGOPMAIHIO 06 HM3BECTHBIX
OTPAHMYEHMSX [0  COBMECTHOMY  HCIIOJIB30BAHMIO  MCIMIMHCKHX 763 (N 4717
(1 MEIUIMHCKAX M3/eIHH, NpeIHA3HaYeHHBIX Ui UCTIONB30BAHAS BMECTE C IpyriMH
MeTUIUHCKIME U3AETHAME U (M) TIPUHALIEKHOCTIAMH);

15) uaopManmio O TpHpOAe, THIE, @ Takxke (TpH HeoOXOMUMOCTH) 00
MHTEHCHBHOCTH W paclpelefieHHH M3IMy4eHus (JIEKTPOMAaTHUTHOE, HOHU3MPYIOLICE,
MHOE) MeIMIMHCKOTO H3NEIHS M CTocoGax 3allMTHl [OTPEOMTENeH ¥ TPETBUX JHI OT
HelpeHAMEPEHHOrO H3IyYeHHs B MpOLEcce IKCIUTyaTalud MEJULIUHCKOTO H3NCIHA
(ecnu MeIMIMHCKOE H3JENHE CO3JAeT ONMACHBIM WM TNOTEHIHANLHO OIIaCHBIA YpOBEHb
M3/TydeHH s [IPA HCTIONb30BAHMH 110 HA3HAYECHHIO);

16) nHGOPMALIKIO O MEPaX MPEAOCTOPOKHOCTH, MPEANPHUHUMACMBIX B CIIyHac:

a) HeHCIIPABHOCTH MEIHMIIMHCKOTO H3/IeJius, 00 B €ro paboTe WIN OTKJIOHEHHH
B (yHKUMOHMPOBAHMH, KOTOpblE MOIYT BIHMATbH Ha 6€30I1aCHOCTh MEIUIMHCKOTO
W3MesHs, B TOM 4YKCJIe OIpeIeSeMBIX [10 BHEIIHUM IIPU3HAKaM;

6) BosgelicTBUA HAa (YHKIMOHMPOBAHHWE MEIHMIMHCKOTO M3/ENHA BHCIIHHX
(aKTOpoB, CBS3aHHBIX C HPUMEHCHHEM MEIMIMHCKOrO H3JCNHi B KOMOHMHAIMH C
ApPYTUMHM  MEJUIMHCKHMH  H3JCIHAMH U (unu) oOopynoBaHMEM, HIM TaKHX
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TpecKa3yeMbIX (axTopoB, KaK BHEIIIHUE 3JIEKTPOMAarHATHEIE O,
SNIEKTPOCTATHUECKHE PaspsIbl, H3TydeHue (PIEKTPOMAarHUTHOE, HOHU3HPYIOIIEe, HHOE),
aTMoc(hepHOe JaBIieHHe U eTo Tepenapl, BIaXHOCTh H TeMIepaTypa BOSAyXa;

B) PUCKA JJIEKTPOMATrHUTHBIX [IOMEX, CO3AaBACMBIX MEUILMHCKAM U3/CNIHEM LA

NPYrHX MeIMIMHCKUX H3JeNud, 060pyAOBaHMsA M CPEACTB CBS3U NPH HPOBEIACHUH H
OLIEHKE Pe3yNBTATOB JUArHOCTHKH, JICUEHHUS MM [PH €ro NPUMEHEHHH [0 HA3HAYEHHIO
(HampyMep, 3NEKTPOMArHATHOE H3NyYeHHE MEIHMIMHCKOTO H3[CeTHsd, OKa3biBaloIee
BIAMSHHE Ha JPYroe 000pyHIOBaHHE), :
- 17)npenynpexaeHus # (W) Mepbl NpPeJOCTOPOXHOCTH, NPEIIPUHHMACMBIC
noTpeGHTeNeM IIPH TIPUMEHEHHAH Me JULHHCKOTO V3HENNs, COIePIKAIIETO JIEKapCTBEHHOE
CpeICcTBO Ui MEIHMIMHCKOTO TNPHMEHeHHA, MaTepual JKHBOTHOIO W (vnm)
4eJIOBEYECKOro TIPOUCXOMKACHUS, MaTepHhalbl, KOTOPbIE SBIAIOTCS KaHLIEPOTCHHBIMH,
MyTareHHHIMH HJIH TOKCHYHBIMH, BO3MOXHOE BBIICICHME MM BBIMBIBAHHC KOTOPBIX
IIPUBOJMT K CEHCUOMWIM3AIHH, JIEPIHYeCKON PeaKlHMK X OTPHUATENBHO BIHACT HA
PENpOAYKTHBHYIO QYHKIIHIO;

18) npenynpexnenus ¥ (WIM) MEpHl NPEAOCTOPOXKHOCTH, TPEAPUHMMACMBIS
morpebureneM IpH  YTHIM3AMK  MEAHIMHCKOrO  M3/CNusd, NpUHAIEKHOCTEH
M PacXOIHbIX MaTepHaloB, HCIONB3YyeMBIX BMECTE C HHM (npu HaNMYMH), BKIKOYasd
cBefeHus 06 HHDEKIHOHHOM, MEKPOOHO#, IKONOTHIECKO! M (PH3UIECKOH ONAacHOCTH
MeIUIIMHCKOTO M3 JETIH; '

19) unpopmarmo 06 0OCTOATENBCTBAX, MPU KOTOPBIX OTpeOUTENs JIOJIKEH
MPOKOHCYJBTHPOBATHCS C MeIHLMHECKAM paGOTHHKOM; ‘ B

20) HEGOPMALIMIO O IIEPBOHAYAIBHOM BBINYCKE HIIHM TIOCIEAHEM TEPECMOTPE
3KCILTyaTal[MOHHOH NOKYyMEHTAIVH;

21) IOpAOK U YCJIOBHS YTHIM3AIMH WA YHUITOXEHHUS METMITMHCKOr0 H3/CIIH.

7. DKCIUTyaTALOHHAS JOKYMEHTAlUs MeJUUHHCKOr0 H3JENHs Wi ANAarHOCTHKH
in vitro moMuMo HHGOpMALKH, yKa3aHHOH B IYHKTE 6 HACTOSIIMX Tpe6oBanui, AOJDKHA

CONlepKaTh:
1) cBeieHys O HA3HAYCHUH MELULIMHCKOIO M3/ICIIHA:
a) OTMcaHue LIEJIEBOTO aHaJINTa C yKazaHWeM KayeCTBEHHOTO,

TOTYKOJIMYECTBEHHOTO MJIM KOJNYECTBEHHOTO BUMIR;

6) crienpuUecKoe PacCTPOHUCTBO, COCTOSHHE WM dakrop pHCKa, JUIA
oGHapy)XeHHs, ONpeleleHus WIH JApepeHIMPOBaHUA KOTOPOro MpeJHAsHAICHO
MeIUIUHCKOE M3JEHE;

B) THII aHAJIU3HPYEMOro 00pasiia;

2) uHGOpPMANMIO O NpEeJHA3HAYEHUA Yl  KIMHHYCCKOH naGopaTopHOM
THATHOCTUKH,

3) omMCaHKe MOPSKA BEITONHEHHs TECTHPOBAHHMS C IPUMEHCHHEM MEAUIMHCKOrO
W3ENTHS, ONMCAaHKe PEareHToB, KATHOpaTopoB U KOHTPOJIbHBIX MaTepHalIOB;

4) mepeveHb MaTepHaloB ¥ CIELHaNbHBIX MAaTEpHANOB, KOTOPHIC TpeOyIoTCS s
IPOBE/IEHUs TeCTHPOBaHHA (aHanW3a), HO HE COMEPXKATCs B KOMIUICKTC MOCTABKU
MeIULMHCKOTO U3AETIHA;, ,

5) nrdopMaLHIO I HACHTADUKALME METHIAHCKIX M3ENIHH C LENbI0 NOTYYeHUA
GesomacHOM KomOmmamuu H (wik) uHGOpMarmio 00 H3BECTHBIX OTPAHMYCHUAX IO
COBMECTHOMY NPUMEHEHHIO METHIMHCKAX M3/ICTHH 110 Ha3HAICHHUIO (mst MeTMIMHCKHX
W3Nenuil, TpejHA3HAYeHHBIX Ui NPUMCHEHHS IO HA3HAYCHUIO B KOMOHMHALUU C




ApPYTMMH ~ MEIMUMHCKAMH — H3JETMMSIMM,  BKIIOHad MeIUIIMHCKHE W3ACHMA s
JMArHOCTHKY in Vitro);

6) HHQOPMALIAIO O XapaKTepUCTUKAX CTaOMIBHOCTH MEIUIMHCKOTO H3/CIIHs
(HampUMep, yCIOBHS XPaHeHHs, CPOK TOTHOCTH IOCTI® BCKPBITHS IIEPBUYHOH YIIAaKOBKH);

7) unopManuio 1A notpebuTenell MeIMLMHCKOro H3fequs O Mepax
IPEIOCTOPOXKHOCTH, MPEANPHHMMAEMBIX B CITydae HeoOXOOMMOCTH, a TaKXe 0 Mepax
[IPeIOCTOPOXXHOCTH ¥ (WH) Mepax, NpeAIpHHAMACMEIX B OTHOILIEHHH MOTEHIHAIBHO
HH(EKITMOHHOTO MaTepUaa, CoIepKallerocs B MEIMIMHCKOM H3/ICTINY;

" 8) mHdOpMAIMIO O MNpEeAHA3HAYCHHH MEJHUIMHCKOTO HSACIHA TONBKO ISt
OJHOKPATHOTO NPHMEHEHHs TI0 Ha3HAaYeHHIO; S S

9) undopmarmo 0  HeoOXoxuMoH 06paGoTKe  MEIMLMHCKOTO  M3MCIIHS
IA Lejell ero IOBTOPHOTO  IPUMEHEHHS [0 HA3HAYCHWIO, BKIIIOYasi OQUHUCTKY,
Ne3MH(EKIIIO, YIAaKOBKY ¥ IPH HE0OXOMMMOCTH METON IIOBTOPHOM CTepHIH3aIKy (eCiu
MeIUIMHCKOe ~HM3Je/ue OpefHasHadeHo i MHOTOpasoBoro NpUMeHEHHd  I10
HAa3HAUEHHIO);

10) uadopmanuo 00  YCIOBHAX, HeobxoMUMBIX I cOopa, 00paboTkH
¥ MOJrOTOBKA 00pa3lioB, [AHHBE TO CTa0MIBHOCTH aHAM3HPYEMBIX 06pa31os,
B TOM WYHCIE YCIOBHA M JUIMTeIbHOCTh XPAaHCHHMA, yCIIOBHA TPAHCIIOPTUPOBKH,
OrpaHHYeHHs MO LUKJIaM 3aMOPO3KH (pasMOpa)XUBaHHs);

11) mHGOpMAIMIO O HOATOTOBKE K NPAMEHEHHSA IO HA3HATCHHIO, SKCIUTyaTalluH
MeAULMHCKOTO U3JeIHsA,

12) ME(OPMAIIHIO O MPOCIEKHBAEMOCTH 3HAYCHHUH, 34 aHHBIX /U1 KanmuGpaTopoB
WM KOHTPOJIBHBIX MAaTepHalloB, KOTOpad o0ecmeunBaeTcsl TIOCPEACTBOM JOCTYHHBIX -
pedepeHTHBIX METOIHK (METOZI0B) M3MepeHHs ¥ (WIH) ITAJIOHOB; _

13) onucaHde MPOLEMYPhl TECTHPOBAHMUS, BKIOHad pacteTsl H HHTEepIpeTaIHH
pe3yNbTaTOB TECTHPOBAHMS H, IIPY HEOGXOIMMOCTH, HHMOPMALKIO O IeNeco00pasHOCTH
TIpOBECHNs TOATBEPIKJAIOIIHX TECTOB;

14) xapakTepHUCTUKHI aHaguTHUYecKod  3GQEKTUBHOCTH:  YyBCTBUTEIBHOCTD,
crierdUIHOCTs, IPABHIBHOCTH,  MOBTOPAEMOCTD, BOCIIPOU3BOJMMOCTD,  IPeae
obHapyXeHHs (HeTEeKIHH) M [HalasoH M3MEpCHUA, BKIIIOYass  HMHGOPMAIIHIO
0 BIMSHWUM W3BECTHHIX HUHTEp(hEpeHTOB, 00 OTPaHUYCHMAX METOJAa M MCIOJb3OBAHHH
JOCTYTHEIX pe)epeHTHBIX MaTepHaloB 1 METOJI0B aHATIN3Y,

15) xapaKTepHCTHUKH KIHHAYECKOH 2 PEKTHBHOCTH! JMarHocTa4yecKast
YYBCTBUTENLHOCTD U AUArHOCTHIECKAs cneldUIHOCTE;

16) 6Gnonormueckuii  pedepeHTHBIH  HHTCPBA IpYMEeHeHHs] ~MeJUIMHCKOrOo
U3eIIHS,

17) uaopmarmo 06 HHTEPGEPUPYIOLHX  BEIIECTBAX WIN OrpaHUYECHHIX,
CBA3AHHBIX C TIpo6O#, KOTOPBIE MOTYT IOBJIUSATE Ha PE3YIIbTAT HCCIIEIOBAHHU,

18) npenymnpexxaenue W (WIM)  CIELMANBHBIC  MCPEI IIPEIOCTOPOKHOCTH
5  OTHOLIEHHH Oe30IacHOW  yTHIM3AlMH  MEJMLMHCKOro  M3Jenus H  ero
TIPHHAJIEXHOCTEH, KOTOPBIE JOJDKHBI OIHCEIBATS:

a) MHQEeKIMOHHBIE HIIH MHKpOOHBIE DHCKH, B TOM WYHCIe BO3MOXHOCTD
3arpsA3HEHHs PacXOAHBIX MaTepHalIoB MHQEKIMOHHEIMY areHTaMH  YeJI0BEYeCKOro
IPOUCXOXKICHHS;

6) DKOJIOTMYECKHE PHCKH, CBS3aHHBIE C MOTCHIMAILHO OTACHBIMHM MaTepHaiaMu

N BEIIECTBAMMU,
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B) (H3MUeCKre PUCKH, B TOM YHCIIE BO3MOXHOCTE B3PbIBa HIIH BO3TOpaHU;

7 19)B  OTHOLICHHM  MEMHLMHCKOTO  H3ZIeNHd, IpeaHa3Ha4eHHOrO s
CaMOTECTHPOBAHHS OTPEOUTENEM, YKA3hIBACTCS HEQOPMATIHA: ' '

a) 0 mpomeaype TeCTHpOBaHUs (NOATOTOBKE pearcHIOB, ot6ope (mMOATOTOBKE)
1poGEI, TIOPS/Ke BHITOJHEHMS i HHTEPIPETALH Pe3yIbTaToB TECTUPOBAHUA);

'~ 6) onmcaHHe JeHCTBUH IIOTPEOUTENS B CITydae MOJNOXHUTEIBHOT0, OTPULATEIEHOTO
JIM HeOIIPEIEIEHHOTO pe3ybTaTa TECTUPOBAHMA;

B) O NMOrPELIHOCTAX TECTA ¥ BO3MOKHOCTH IOy CHUA JI0’)KHONOJIOKUTEIHHBIX UK
JIOKHOOTPHIATENBHBIX Pe3y/bTATOB TECTHPOBAHKS, a TAKKE OTHOCHTEIBHO ¢baKTopoB,
BIIMSIOIMX HA pe3yJIbTaT TeCTUPOBAHHS; - S e

I) O HEJOIyCTHMOCTH INPHUHATHS moTpebuTesieM MO pe3yabTaTaM TeCTHPOBAHUS
pemeHuii  MEJUIMHCKOro - Xapakrepa Ge3 IMpeaBapUTENBHOH KOHCYIBTAHH €
MeIHUIMHCKHM pabOTHHUKOM.

8. DKCIUTyaTallMOHHAs ~ JOKyMEHTalus  NPeAOCTaBJACTCA [IPOM3BOIUTEIEM
(M3rOTOBUTENEM) JUIS O3HAKOMIICHIS noTpeGuTemo Ha GyMakHOM HOCHTeNe (BMeECTE C
MEIULUHCKIM M3IEITHEM WIH OTACJIBHO OT Hero) ¥ B (popMe 3JIEKTPOHHOTO JOKYMEHTa
IIOCPEACTBOM  DasMEILeHHs B HH(OPMAIMOHHO-TEIEKOMMYHHUKALHOHHOH  CETH
HHTepHeT.

DKCIUTyaTalMOHHAs JOKYMEHTAllsd MOXCT OBITH HpeNoCTaBlIeHa MOTpeOUTeNto
VIS O3HAKOMIICHHS B OpMe DNEKTPOHHOro JOKYMEHTa IOCPEICTBOM pasMEIICHI Ha
JKpaHe, SBJIOMIEMCS YaCTHI0 MEIALMHCKOTO H3/ICTIHL.

B OTHOIIEHHMH MeIHIMHCKUX H3aemuil | 1 2a KIIaccoB MOTEHUHATBHOTO PHCKA HX

MpUMEHEHHS ’H(’)'Tp"GGI/ITe'JIIO' IS O3HAKOMIICHHSA - MOXKCT— OBITH -TIpEAOCTaBJICHA
SKCILTyaTalOHHAA JOKYMCHTalMA B COKpalll€HHOM BHIE, IIpH YCJIOBHH, YTO o0neM
HpeﬂOCTaBHﬂeMOﬁ I/IH(I)OpMaI.II/II/I JjocTaToueH 1 MPUMCHCHHUA MENUIIMHCKOTO HU3ACIINA
[10 Ha3HAUEHUIO ¥ TaKOC IPAMCHCHHUC 6e30macHo.




