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TpeGoBanns
K COEPKAHHIO TEXHHYECKOH H IKCIJIyaTaAllHOHHON J0KYMEHTAIIMA POU3BOJHTEIIA
(M3roToBHTE/IA) MEAHIHHCKOTO H3/1eJIHs

L. O6mpe 1onoKeHus

1. Hacrosimue Tpe6oBanus ONpenersioT HepeueHb WHPOpMAIMH, MOUIEKAIe
YKA3aHMIO B TEXHUYECKOH U SKCILTYyaTallMOHHOM JOKYMEHTAllMH IPOHM3BOIUTEIS
(M3roTOBUTEINS) MEJUIUHCKOIO U3 IEIIU.

2. TlpomsBomuTens (M3rOTOBMTENS) MEJMIMHCKOTO H3ENMs paspabarsiBaeT
TeXHHUECKYI0 M (MJIH) SKCIULyaTalJHOHHYIO TOKYMEHTAIIMIO, B COOTBETCTBUM C KOTOPOH
OCYIIECTBIAIOTCA TIPOM3BOACTBO, H3IOTOBIEHHE, XpaHeHHe, TPAHCIIOPTHPOBKA, MOHTaX,
HaJIafKa, TIPUMEHeHHe, OKCIUTyaTals, B TOM YHC/Ee TEXHHYECKoe OOCIy)KUBAaHHE, a
TaKKe PEMOHT, YTHIA3ALHS UIH YHHYTOKEHAE MEIULIMHCKOrO U3EHS.

3. Hacrosmmue TpeGoBaHHs HE paclHpOCTPAHAIOTCS HAa MEIUIMHCKHE H3JETIHI,
KOTOpHIE M3TOTOBJEHBl 110 HHIMBHAYAIbHBIM 3aKa3aM TalMeHTOB, K KOTOPBEIM
IpeIBABIIIOTCS CHeUATBHEIE TPeOOBaHMA 10 HA3HAYEHHIO MEIMLIMHCKIX PaOOTHHKOB H
KOTOpEIE IMpeHa3HaUYeHB HCKIIOUUTENBHO i JAYHOIO HCTONB30BaHUA KOHKPETHBIM

NAHEHTOM, a TaKKe€ MEIAUITMHCKME M3JC/INs, NTpeAHa3HauCHHBIC MJIA HCIIOJIL30BaHUS Ha
TEPPUTOPHUUA MEXKOYHAPOJHOTO MEIHUIIMHCKOI'O KJlaCTepa.

I1. TpeGoBaHMs K CONEPKAHUIO TEXHUYECKOHN JOKYyMEHTAILlH
NpOU3BOAUTENA (M3TOTOBUTENA) HA MEAULIMHCKOE H3/ICITHE

4. Texuudeckas JOKYMEHTALMS HPOU3BOIUTENS (M3TOTOBHTENS) HA MEUIIMHCKOE
m3fenue (magee — TeXHWYECKas JOKYyMEHTAllWs), MpefcTaBisieMas IPOU3BOJUTENEM
(H3rOTOBHTENEM) MEOUIMHCKOTO H3JIEMs WIM YIIOMHOMOYEHHBIM IIPEICTAaBUTENEM
TIPOM3BOIMTENS (M3TOTOBUTEN) MEAUIMHCKOrO H3JEMHA B COCTABE PETHCTPALMOHHOIO
oche Ha MEIULMHCKOE M3/IeNue, JOJDKHA COAePKaTh:

1) HaUMeHOBaH)Ee MEIUIUHCKOTO H3/IeNHsA, HHYI0 MH(QOPMALMIO, IO3BOJIAIOIIYIO
UOCHTH(HIMPOBATh MEIUIMHCKOE H3JeNNe, HanpuMmep, HOMEP MOJE/H, BapHAHTEHI
MoudHUKALUii (ACTIOMHEHNH ) MEAUIMHCKOTO M3 EIHA;

2) Ha3HaYeHHE MeUIMHCKOTO H3/IE/IHA Y IPUHIHUIIBI AEHCTBUS;

3) moxa3aHus ¥ MPOTHBONOKA3aHKA K NIPUMEHEHHUIO MEAUIIMHCKOTO H3/IETIH;

4) THGOPMALHUIO O OTEHIMATHHEIX IOTPEOUTENSIX MEUIHHCKOTO U3/ICTIHS;

5) onmcande OCHOBHBIX (YHKIMOHAIBHBIX 3JIEMEHTOB MEIMIMHCKOIO W3[IEINHs,
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KOTOpOE MOXET COMPOBOXIAThCA CXeMaMH, (GoTorpaduiecKumMu H300paKeHUSIMH,
PHCYHKaMH, [UarpaMMaMHy ¥ HHBIMH TIOSACHEHUSIMU;
"~ 6) omHMcaHMe COCTaBHBIX 9acTeH (y3/10B) MEMLHMHCKOTO p3nenus (Ipy HaTHIUR);

7) onuca"ue IIPHHAICKHOCTEH, " MEAULIMHCKUX H3IeTTUHA
WIA M3IeNHi, He SABJIAIOWKXCS MEJHIHMHCKAMH, HO HPEIYCMOTPEHHBIX  AJIS
HCHOB30BAHMS B KOMOMHAIMY C 3asIBJICHHBIM MEIUIMHCKIM H3/ienueM (IpH HAIAYUR);

8) mepedeHs M ONMCAHHE MATEPHAIOB MEIHMIMHCKOrO H3JENHs, BCTYNAIOLINX
B HENOCPE/ICTBEHHBIN HIIH OIOCPENOBAHHBIA- KOHTAKT C OPraHM3MOM TAlHeHTa (Tenom-
yemoBeka);

9) JAHHBIE 0 MaPKMPOBKE MEIULHHCKOTO H3IENHsl H €ro YIIaKOBKE;

10) mepedeHs PHCKOB, HACHTH(HIMPOBAHHEIX B MPOIECCE aHANM3A PHCKA,
A oOmHcaHWe CIOcODOB  YIIpaBIeHHS . STHMH PHUCKaMH B  IENIX  CHIDKCHHA
MX IO HOIYCTHMOIO ypOBHS (IIpH HATHYHH);

11) cBenenus 0 BepU(HKALIMH M BATHAALAY - MEIUIMHCKOTO - U3/IENHUs, KOTOPHIE
HACHONB30BANMCH UIT  JOKAa3aTelbCTBA COOTBETCTBHSA  METHUIIMHCKOTO  M3JEIIHS
YCTaHOBJICHHBEIM TPEOOBAHUAM, B TOM YHCIIE PE3YNbTATRL:

a) UCIIBITaHMI B HCTIBITATENBHBIX TabopaTopusix (LEHTpax);

6) naGopaTopHeix X (WIM) 3aBOACKMX HCIBITAHMH, BKIIOYasA PpE3yNbTaThI
ACTBITaHHH B YCIOBHUAX, MMHTHPYIOLIMX SKCIUTyaTalMOHHBIE,

B) 1aGOPATOPHBIX UCHBITAHUH Ha XKUBOTHBIX IS MOATBEPXKACHHA NPABUIbHOCTH
KOHIEIIMH TOTOBOTO MEIULIMHCKOTO H3/IEIN,;

12) nepeyeHs MaTEpUAIOB KMBOTHOTO ¥ (AJIH) YE€IOBEYECKOTO NPOHCXOXACHUS C
yKa3aHHEM CBeEHHU 06 HX GHOTOrHIecKoll COBMECTHMOCTH U 6€30TIaCHOCTH, O BBIGOpE
MICTOYHHIKOB (IOHOPOB), B3ATHH Ip0o0, 06paboTKe, XpaHEHHH U OOpAIeHHH C JaHHBIMH
MaTepranaMi (TIpH HaJIM9IKH);

13) uHbOPMAIIHIO O NPOBEICHHBIX HCIBLITAHAAX, IPOTOKOIAX HCIILITAHHH, aHAIH3E
IONy4YeHHBIX JAHHBIX;

14) cchHUIKH Ha TNpeABIAYIHe MONU(UKAIMM MEJHIIMHCKOTO H3NENHs Wi
Tof06HEle MOIU(HKALME METMIMHCKHX H3/IeNHuH, HaXONMMUXCsl B OOpalleHHH, B
Ciydae  HCIIOJB30BAHHMS B TexXHWdYecKod  JOKyMeHTanmmy  HH(OpMaluH
0 TONOOHBIX WM MNPEAbIOyIIHX  MOAMOUKAIMSX  MEOUIMHCKOI0  HM3IENus
JUIS IOKA3aTEBCTBA COOTBETCTBHS MeJUIMHCKOro H3JeHs TpeGoBaHmsIM 6e30IacHOCTH
1 3¢ deKkTUBHOCTH;

15) nadopmaniio 00 OCHOBHBIX CTa[UsAX IPOCKTHPOBAHMA MEIAULUHCKOIO
M3IeIUs H IPOM3BOJACTBEHHBIX IPOIECCaX, KOTOpas MOXET CONPOBOXATECS CXeMAMH,
dororpapuueckumMyt  M300paXKEHUSAMH, PHCYHKAaMH, JHMarpaMMamid M HHBIMH
TIOSICHEHUSIMH;

16) uHbOpMalMIO B COOTBETICTBHM C [aHHBIMH TOCY[JapCTBEHHOTO peecTpa
JIEKAPCTBEHHEIX CPEACTB JUIi MENHMIMHCKOrO MPHMEHEHHA O CONEPXKAUUXCA B
MeIUITMHCKOM U3/ENHH: ~

JNeKapCTBEHHOM Iperapate i MEIMIMHCKOTO MPUMEHEHHS, B TOM 9YHCIE O
HAUMEHOBAaHAM (MEXKIYyHAPOJHOM HENAaTEeHTOBAHHOM, HIM TPYNIHPOBOYHOM, HIIH
XHMHYECKOM H TOProBOM), HAHMEHOBAHUM NMPOH3BOAHUTEIN JIEKAPCTBEHHOTO Iperiapata
JUIS MEIULMHCKOTO TPHMEHEHHs, [aTe W HOMEpe PETHCTPAlMOHHOTO YAOCTOBEPEHHS
JIeKapCTBEHHOTO TIpenaparta IJisi MEAULHCKOTO NPUMEHEHNS,

hapMareBTHYEeCKOi CyGCTaHIIHH, B TOM YHC/Ie O HAMMEHOBAHHH (MEXYHAPOIHOM




HeATEHTOBAHHOM, WM TIDYINIHDOBOYHOM, WM XHMHYECKOM H  TOProBOM),
HAMMEHOBAHMM TIPOM3BONMTENS (hapMalleBTHIeCKod CyOCTaHIMM, [aTe M HOMepe
pEECTPOBOH 3AICH TOCY/IAPCTBEHHOTO ~PeecTpa JIeKapCTBEHHBIX  CPEACTB  AlIsL
MeIULIUHCKOTO IIPHMEHEeHHS;

17) OIMCAHHe METOAA CTEPWIHM3AMH, CBENCHHS O METOJaX BaluWjalMi B
OTHOIICHWHM TpOLEcCa CTEPHIHM3ALMM (BKTOYAs HCIBITAHMA Ha  OHONIOrHYECKYIO
HArpy3Ky, HAIMYHe [MPOTEHHBIX BEMIECTB, HAMMMME OCTATOYHOTO ~KOIHYECTBA
CTepUITM3YIOIIETO Bel[ecTBa) i O BANMJIAIUA NPONecca YIaKOBHIBAHKA (B CIydae, ec/u
Me/IUIIMHCKOE H3JeIHe IOCTABIETCA B CTEPUITBHOM BUJIE);

18) mHGpOpMAIHIO O MpOLECCe NPOSKTHPOBAHMS, Da3pabOTKH M BalMAAlUMH
[POTPAMMEOIO OGECTIeYeH s, HCIOB3YEMOT0 B TOTOBOM MEJULMHCKOM H3JCIHMH
(B clydae HATMYHS B MEMIMHCKOM MW3JCIMH [POTPaMMHOTO obecreuenms,
oGeCedMBAIOEro  ero INPaBWIBHYIO OKCIUlyaTamuio H  (WiM) [pHMEHEHHe

"""ﬁ’O"I:IaBHaquHfO);" ' S

19) TpeGoBaHHS K TEXHMYECKOMY OOCTYXMBaHMIO M PEMOHTY MEIHIIHHCKOTO
H3/IENN;

20) OPSUIOK H YCIIOBUS yTHTH3ALMA UM YHHYTOXKEHUS MEJUIHHCKOTO M3NE/ L.

5. Texaudeckas JOKyMEHTALUs MeIHIIMHCKOTO U3/eNus I AMarHOCTHKH in vitro,
moMuMoO HMHQOpMAIMH, YKa3aHHOM B IyHKTe 4 HACTOSIMX TpeGoBanuii, MO/DKHA
ComepXxarh:

1) onucande Ha3HadeHMs MEIULHHCKOTO M3IEMMs, BRIIO9ad:

a) ONIMCAHHE LENEBOr0 aHANWTA, CBEJCHHA O €ro Hay4HOH 00OCHOBaHHOCTH,

- YKa3aHMEC Ha KaueCTBEHHBIH, TOIyKOIUIECTBEHHBIH HITH KOJIMYECTBSHHBIN BHU/I aHAJINTA,

6) yHKIMOHANbHOE  HasHaueHWe  (HAmpUMep,  CKDHHHHI,  MOHHUTODHHT,
JMArHOCTHKA HITH BCIIOMOTaTENIBHOE CPEICTBO B JIHarHOCTHKE);

B) CeU(IIECKYIO IIaTOJIOT IO, COCTOSHHME M (akTop pHcKa, 1y OOHapyXCHHU,
onpenenenus Wi A depeHIEPOBaHKA KOTOPOro MpeHA3HAYCHO MeTULUHCKOe
u3JeNve A JUACHOCTHKY in Vitro;

I) THII aHATU3HPYEMOro o0pasia;

£) TONYJIALHOHHBIE, - AeMOTpaUueckue aCTeKThl I[PUMCHeHHA MEHIHHCKOTO.
W3 1eNNs;

2) KOHKpETU3aLIo HPOPeCCHOHATBHOTO YPOBHSA HOTCHIHATLHBIX TI0JIb30BaTeNeH
(Hanpumep, Bpad  KIMHUYSCKOH nabopaTopHOM  MATHOCTHKM,  MEJUIMHCKUH
na0opaTOPHBIN TEXHUK (dpenpamep-nabopaHT), HHOH CTIELUANIKCT);

3) omucaHMe MPUHLMIA AHATIMTHISCKOro METOj@ HIM  IpHHIMIE AefcTBUA
'MEIHIMHCKOTO HM3JCTHsA, VI AHAIHTHIECKOro 00OpYIOBaHMA — COOTBETCTBYIOILHE
TeXHUYEeCKHE XapaKTePUCTUKH;

4) ompcaHue YCIOBHi TPaHCTIOPTHPOBKY;

5) ceiennss 00 - AHAIMTUYECKOH HYBCTBUTCIBHOCTH (mopor oOHapyXXeHHA),
AHATHTHYECKOH  CHeNM(MIHOCTH,  JMATHOCTUYECKOM — YyBCTBHUTCNBHOCTH M
JIHATHOCTHIECKOM CIIeNU(pHIHOCTH;

6) onucaHe H3MEPHTENbHBIX TPONENyp, METPOJIOTHIECKOH MPOCHeKUBaeMOCTH
3HaYeHUH KaTuOpaTopoB U KOHTPOJIBHBIX MaTePHANIOB; ~

7) mamEsle 1O CTACHIBHOCTH MEAMUHMHCKOTO H3JCIHs, IOATBEPAIAIONIHS
3agBJeHHbIC CPOK TONHOCTH, CTaGMWIBHOCTh MpU MNPHMCHECHHH H CTaOMIIBHOCTD
IIpY TPAHCTIOPTHPOBKE.
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II1. TpebGoBaHus K CONCPKAHUIO 3KCILLyaTalOHHOM JOKYMEHTallMH
IIpOM3BOMTEIS (M3rOTOBUTEILS) METHIMHCKOTO H3/ETHA

6. DKCIUTyaTallMOHHAA ~ JOKYMEHTalus — [POM3BOJUTEIIA (usroToBUTENI) Ha
MeIMIMHCKOe HM3lenue (fajee — SKCIUTyaTalloHHasd IOKyMEHTaIlUs), NpeAcTaBiieMast
IPOU3BOAMTEIEM (m3roToBUTENEM)  WIH  YIOJTHOMOYEHHBIM peCTaBUTeNIEM
IIPOM3BOMTENs (H3TOTOBHTEIL), B COCTABE PErHCTPAMOHHOIO JOChe Ha MEJUIMHCKOE

‘W3genue, JoJDKHA COACpPXKaTh: -

1) nanMeHOBaHHE MEUIIMHCKOTO M3ACIIHA,
2)B OTHOIIGHMM POH3BOIHTEI (M3rOTOBHTENS)) MEUILHHCKOTO H3NEIHi —
nonHoe ¥ (B Ciydae, eCTM HMMeeTcs) COKPAIIEeHHOE HAWMEHOBAHHE, B TOM HHCIC
(bMpMeHHOE HAMMEHOBAHHE, OPraHU3AHOHHO-TIPABOBYIO dopMy FOpHAMYECKOrO JIMIIA,
anpec MeCTa HaXOWISHWI HIM haMuwmmo, HMs H (B Clydae, eciu FIMeeTCs) OTIECTBO,

- PCKBH3UTBI 'I[OKYMCHTa,"'"y,ZIOCTOBepﬂIO'HIer‘O - JIAYHOCTBD, - aJpecC-—MeCTa - JXHUTCHALCTBA .

HHANBUAYAIBHOTO HpelIHpI/IHI/IMaTeJ'IS{, a Takxe HOMEpa TCHC(l)OHOB n (B cirydac, €CJIH
'I/IMeeTCSI) aapec BJIeKTPOHHOﬁ NOYThl IOPHUAMYCCKOro JHIA WIH HWHAUBHIYAJIBHOI'O

MpeAIpHHAMATECIA, .
B OTHOILIEHUHN YIIOJHOMOYCHHOTO MIpeaACTaBUTEIIA MMpOU3BOAUTEIIA (I/ISI‘OTOBI/ITBJISI)
MEOUIIUHCKOIrO HM3ACIHA — MMOJIHOE H (B ciyvae, €CJIH I/IMBGTCSI) COKpameHHOe

HaMEHOBAHHMe, B TOM umcie (GUpMEHHOe HAMMEHOBaHHE, OPTaHM3alMOHHO-TIPABOBYIO
¢GopMy IOpUIHISCKOr0 JIMIa, afpec (MecTO HaXOXIEHHs), a TAKOKe HOMEPa Tene()OHOB H
(B ciy4ae, eciu MMeeTCs) ajipec SIeKTPOHHON [TOYTHI FOPUANYECKOTO TUIA;

©773) yasHayeHHe  MEIUIMHCKOro  M3fienud - € - yKasaHHEM - HOTCHIHATIBHOTO
norpeburens (HanmpuMmep, MeUIHUHCKHH paboTHHK);

4) GyHKUHOHABHEIE XapaKTEPUCTAKN U Ha3HAICHHC MeIULUHCKOTO H3/ICIIHS;

5) prCKY IPEMEHEHHS METULIUHCKOTO H3ICIIAA, IIPOTHUBOIIOKA3aHMS, OXKHIACMBIC 51
npencxazyeMme noGounsle 3¢QeEKTh, CBA3aHHBIE C MNPUMEHEHHEM MEJHUIMHCKOTO
H3AeNHs 110 Ha3HAYCHHUIO,;

6) TEXHAYECKUE XapaKTePUCTUKN MEULIHHCKOTO U3ICIIHA,

7) ommcaHHe - IPHHAIEKHOCTEH, - MEAUIMHCKAX M3eNUi WU W3/eNIdM, He
SBIITIOIIMXCS Me TUIMECKUMU, HO TIPEyCMOTPEHHBIX VISl HCIIOIb30BAHMA B KOMOWHAaLKKU
¢ MeIMIMHCKAM H3enreM (TIpH HalM9um); }

8) uHbOpMaLMIO O HATMYIUH B MEIUIMHCKOM H3ICITHH JeKapCTBEHHOI0 CPeACTBA
Ui MEULUHCKOrO MPHMMEHEHHs, MaTepHalloB XHUBOTHOTO H (unu) dYenoBEeYECKOro
MIPOUCXOXKICHNUS;

9) uapopManMIO O IOpAAKE YCTAHOBKM, MOHTAXA4, HaCTpPOMKH, KalmuOpOBKH
¥ MHBIH AeHCTBYUAX, HEOOXOIUMBIX JJIs BBO/IA MEJIMLIMHCKOTO H3/IC/THA B SKCIUTYaTalluIo;

10) TpeGoBaHKs K MOMEILEHUSM, B KOTOPBIX IIPCoaracTes yCTaHOBKa (MOHTaX)
MeTMIMHCKOr0 M3JENHs, a TaKkkKe TpeOOBAaHMUA K MOATOTOBKE HIIM KBaAGUKALIMK JIHII,
OCYLIECTBIIAIOLINX YCTAHOBKY (MOHTaX) MEIUIIMHCKOTO H3JCIIHA (Tpu HaIM4HHN);

11) uaopMarmro  JUIs  [POBEPKH  TPABUIBHOCTH  yCTAHOBKH (MOHTaXa)
MEIUITMHCKOro M3Jelns H €ro roToBHOCTH K OezomacHoii paboTe OSKCILTyaTalHH,
BKJIIOYasd:

a) conepkaHHe M NEePUOJMYHOCTE TEXHHIECKOTO oOCnyXuBaHusA, BKIIOYasA
OYHCTKY ¥ Ae3UHMEKIMIO METUIIUHCKOTO H3AEIINA,

0) nepeyeHb NIpeJOCTaBICHHBIX IPOU3BOAMTEIEM (A3rOTOBHTENEM)
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MEIMIIMHCKOTO M3JCIMS  CBe[CHHH, KIo4Yed, Maponed mocTyma, MpOrpamu,
HeoOXOMUMBIX I MOHTaXa, HAIaJKH, SKCIUTyaTallud M TEXHHIECKOro 06CITyKUBaHUS
Me IULMHCKOTO M3IeITH; .

B) lepeUeHs PACXOAHBIX MAaTepHaioB (KOMIIOHCHTOB, peareHroB), a TaKKe
TpoLeAYPY UX IPUMEHEHHUS ¥ 3aMEHBI;

I) He0OXOQUMOCTh KaTHOPOBKH IS obecreyennsl Hamjiexalneli u Oe3omnacHOM

paboThl MEAVMIIMHCKOTO U3/JENHS B TEYCHHE CPOKa ero CITyX0Bl;
I) METOABI ~CHIDKCHHS PHCKOB, CBS3aHHBIX € YCTAHOBKOHW, KaTHOPOBKOH -

FUTH TeXHIIECKUM 0GCITyKMBAHUEM MEHINHCKOrO H3/IEMIsM;

¢) MHGOPMALIO O MOHTZ)Ke, HANalKe, HACTpoiike, KaluOpOBKE H HHBIM
eHCTBHASAM, HEOOXOMMMEIM /i BBOJA MEIWIMHCKOTO M3/ENUs B SKCILTYaTallMIo H €ro

TIpaBHIBLHOM DKCIUTyaTal|y (IPAMEHEHIS); R ]
X) iHGOpDMAIMIO O I[epevHe OCHOBHBIX XapaKTePHCTHK MO 3KCIITyaTallhH

(l'IpI/IMeHeHI/IIO) MEIUIIUHCKOTO ~U3CTH;- YCOBHAM - - TPaHCIIOPTHPOBKH H- XPaHCHWIT

(Hampumep, TeMIeparypa 7} BJI&KHOCTh BO3/yXa, OCBeILleHHE
¥ HHBIE XapaKTePUCTHKH); :

3) mepeueHb TPUMEHSEMBIX IPOU3BOLHUTENEM (M3rOTOBUTENEM) MEIMIMHCKOrO
M3ACNINsA HAIIMOHAIBHBIX CTAHIApTOB.

12) HEGOPMALIMIO O CTEPHIEHOM COCTOSHUH MEJMIMHCKOIO M3IENNs, METOAE ero
CTEpHIM3ALMY U O HOpAZIKE JISHCTBUH B CITydae HapyIICHHS CTepHIBbHOM YIIaKOBKH (€CIH
Me/VIHHCKOE H3/EJNe IOCTABIAETCS B CTEPUILHOM BHUJE) WIH, €CIIi MeIHLIHHCKOE
H3/leNve [OCTaBIIseTcs HeCTEPUIbHBIM, YKa3aHHE Ha HEOOXOMMOCTD €ro CTepHIM3aliiy

Iiepe]] UCTIONB30BaHHEM;

13) uadopManmio 0 mopsanke oOpabOTKM MEIWIMHCKOro W3Zenus MIi €ro
HOBTOPHOI'O HCIIOJB30BaHMs, BKIOYAs OYHCTKY, Je3uH(pEeKLNIo, YINakOBKy U IpH
HeoOXOMMMOCTH MeTOJ IIOBTODHOM CTepHIM3alMH (€ClH MEeJUIMHCKOE M3/enne
NpefHA3HAYEHO U1  MHOIOpPasoBOTO WCIIONB30BaHUA), a TakKe  KpPUTEpUH
HENPHUTOJHOCTH MEAUIMHCKOTO U3ENHA I IPUMECHEHNS,

14) urpopManmio, HEOOXOAUMYIO Uil MASHTH(YUKAIME MEIUUHMHCKIX H3/IeNHH
¢ menbl0 TONydeHHs GesomacHoll koMOMHamwWH, X HMHGOPMAIHIO 00 HW3BECTHBIX
OTPAHMYEHMSX  II0  COBMECTHOMY  HCIIOJIB30BAHMIO  MCAMIMHCKHX A3/1eITHH
(o1 MEMIMHCKUX W3/IeIHH, IpeHa3sHaueHHBIX I HCTIONb30BAHAS BMECTe C JPYTUMH
MeUITUHCKAME M3 AeTHAMHA 1 (AIH) IPUHAIEKHOCTIMH);

15) uadopMammio © TPHpOJe, THIE, @ TaKkke (mIpH HeobxoauMocTH) 00
MHTEHCHBHOCTH M PAacIpe[elieHHH H3TydeHHs (JEKTPOMAarHUTHOE, HOHM3HUpYOIIee,
MHOE) MEJMIMHCKOTO M3JCNHsA M Croco0ax 3allHThl notpebureneil ¥ TPETHHX JIUL OT
HelpeHAMEPEHHOr0 M3MydeHHs B NpOLecce OKCIUTyaTald MEIUIMHCKOro M3ACIHI
(ecnM MEMWIMHCKOE M3JE/HE CO3JaeT ONACHBIH MM MOTEHIUAIBHO OIIaCHBIA YPOBEHb
M3JTy9eHHs TIPH HCTIONb30BAHAH TI0 Ha3HAYSHHUIO);

16) ur(GOpMALHIO O MEpaX HPeJOCTOPOKHOCTH, MPEANPUHUMACMBIX B CIIyHae:

a) HeHCIIPABHOCTH MEJULMHCKOTO M3/eIns, cOos B ero paboTe WM OTKJIOHEHHMI
B (QyHKUHOHMPOBAHWH, KOTOpble MOTYyT BIMATH Ha 0€30I1aCHOCTh MEIULIUHCKOTO
W3MesIMs, B TOM YHCIIe ONpeAeNsIeMbIX [0 BHEIHUM IIPH3HAKaM,;

6) Bo3meficTBus Ha (YHKIMOHMPOBAaHHWE MEIMIMHCKOrO H3JeNuA  BHCIIHAX
(aKTOpOB, CBS3aHHBIX C NPUMEHCHHEM MEJUIMHCKOr0 H3JCNHI B KOMOHMHAIMHA C
ApPYTUMH ~ MEIUIMHCKAMH H3JCIHMAMH U (unmu) oOopynoBaHMEM, HIA TaKHX
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TIpeICKa3yeMBIX (haKkTOpOB, KaK BHEIIIHHUE 3eKTPOMarHUTHEIE 1O,
SIIEKTPOCTATHYECKHME PA3psiibl, H3y4eHHe (EKTPOMATHUTHOE, HOHH3HPYIOIIEE, WHOE),
aTMoc)epHOe JJaBJICHHe ¥ €TO Iepemna/ibl, BIaXXHOCTb M TEMIICPaTypa BO3AYXa,

B) pUCKa 3I€KTPOMArHUTHEIX [OMEX, CO3aBaeMBIX MEULMHCKAM H3ICIHEM VI
APYrEX MeIULMHCKAX H3JIenuit, oGopyNoBaHuA U CPEICTB CBI3HM NPH MPOBEJCHAN M
OLIEHKe Pe3yNbTaTOB AUArHOCTUKH, JICYEHHs WM NPH €ro NPUMEHEHUH N0 HA3HAYCHHIO
(HampuMep, DNEKTPOMATHHTHOE H3TyYeHHe MEIMLMHCKOTO H3[CHd, OKa3blBaIOIIce
BJHSHME HA Jpyroe 000pyAOBaHHUE); : : S

17) npenynpexzaeHnus U (WIA) Mepsl MPEJOCTOPOXHOCTH, IPEANPHHIMAEMBIE

IOTpeOuTeNIEM IIPH IPHMEHEHAN MeJULHHCKOTO H3NeTus, COJIEPIKAILETO JIEKAPCTBEHHOE

CPeACTBO Il MEIMIMHCKOrO IPUMEHEHHS, MaTepuan JKHBOTHOrO M (mmum)
YeJI0BETECKOTO - TIPOMCXOXKACHHS, MAaTEPUAlIbl, KOTOPBIE . ABIAIOTCA KaHICPOTCHHEIMH,
MyTareHHEIMH HJIM TOKCHYHBIMH, BO3MOXHOE BEIICICHHME HIM BBIMBIBAHHE KOTOPBIX
IIPUBOIMT K CEHCHOWIM3AIMH, aJUIEPTUYECKOi PeaKlUK WM OTPULETENBHO BIMACT Ha
PeNpOayKTHBHYIO QYHKIIMIO;

18) mpenynpexaeHnss u (WIH) MEPHl IPEJOCTOPOKHOCTH, MPEANPHHMMACMbIC
norpebuteneM IpH  YTHIM3AIMH  MEJMIMHCKOTO  H3[CNHd, NpUHAIIEKHOCTER
H PacXOIHBIX MaTepHAalOB, HCIOIb3YEMbIX BMECTE C HIM (npu HaNM4MH), BKIIOYAs
cBefeHmst 00 MH(EKIMOHHON, MAKPOOHOH, IKOIOTHIECKOH MWK (H3UIECKOH ONACHOCTH
MeIUITMHCKOTO U3IEIIHS; '

19) uapopmammo 06 0OCTOATENBCTBAX, NPU KOTOPBIX noTpeOuTens JOJDKEH
IPOKOHCYJIBTHPOBATECS € MeIULMHECKAM pabOTHHUKOM; ‘ B

20) HEGOPMALMIO O IEPBOHAYAIBHOM BBIIYCKE HIH IOCIEHEM HEePeCMOTpe
3KCILTyaTallHOHHOH [NOKYMEHTAlNH;

21) IOPSIOK ¥ YCJIOBHS YTHIH3ALAM WIH YHHITOKEHHS MEAUIUHCKOrO H3/C/ M.

7. DKCIUTyaTalMOHHas NOKYMEHTAlMs MEUIMHCKOro M3AeNHs Wil NHAarHOCTHKH
in vitro moMEMo HH(GOPMALHH, YKa3aHHOH B IyHKTe 6 HaCTOSIIMX Tpe6GoBanuii, JOIDKHA

COJZIepPKaTh:
1) cBeieHHs 0 Ha3HAYECHUH MEJUIIMHCKOTO H3/IEIHS:
a) OIHCaHMe LIEJIEBOTO aHaJIHTa c yKa3aHUeM Ka4eCTBEHHOTO,

TOTyKOJIMYECTBEHHOTO WM KOJIMYECTBEHHOTO BUIA;

6) cienduUeckoe  PacCTPOMCTBO, COCTOSHUE WM dakrop pHucKa, Ui
oGHapyXeHHs, ONpeAelNeHHs HIM upQepeHIHpOBaHHs KOTOPOro MpeJHa3HAYeHO
MEIUIUHCKOE H3IEIIHE,

B) THI aHAJIM3HpyeMoro o0pasua;

2) uHpopMalMIo O  MpelHa3sHAYEHHH UL KIMHAYECKOH  1abopaTopHOiA
JTHAarHOCTHKH;

3) omMcaHye TIOPS/Ka BEIONMHEHNS TECTUPOBAHMS C IPUMEHEHHEM MEMITMHCKOTO
W3/IeITHsL, OIIMCAHKE PEareHToB, KATMOPaTOPOB M KOHTPOJIBHEIX MATepHAIOB;

4) mepeyeHb MaTepPUANOB M CIEIHAIBHBIX MATEPHANIOB, KOTOPEIC TpeOyIoTCS s
NpOBE/IeHHs TECTUPOBaHMA (aHATM3a), HO HE COMEPXKATcs B KOMIUICKT® MOCTaBKH
MEIUITIHCKOTO U3IEIIHS, ,

5) nHQOPMAIHIO IS MACHTHDHUKAIIMA MEULHHCKIX H3/IETHH C LEIBIO IOy IeHIA
GesomacHOH KoMbuuamuy M (WiM) WHQOpPMAIMIO 00 HW3BECTHBIX OIPAaHHYCHHUAX IIO
COBMECTHOMY NIPHMEHEHHIO MEMIIMHCKIX U3/CIMH 110 Ha3HAICHHIO (1 MEAULIMHCKHUX
W3[eNul, NpeAHa3HAYeHHBIX [Uii TPUMEHCHHS IO HA3HAYCHUIO B KOMOMHAIMH ¢



ApYrMMH  MEJMIMHCKMMH  H3JIENSIMH,  BKIIIOHAs MeULMHCKHE HM3OEIud IS
JMArHOCTHKH in Vitro);

6) HHGOPMALIAIO O XapaKTepMCTHKaX CTaOMIbHOCTH MEJUUUHCKOro M3/
(HAIIpHMeP, YCIOBHS XPAHEHHs, CPOK TOXHOCTH TI0C/IE BCKPBITHA IIepBUYHO# YIIaKOBKH);

7) uaopMaLiio UL noTpebuTeneil MeIHIMHCKOro H3fenus O Mepax
IPeOCTOPOXXHOCTH, MPEANPHHUMAEMBIX B CITydac He0oBXOIMMOCTH, a TaKkKe 0 Mepax
[peIOCTOPOKHOCTH U (WUIH) Mepax, NpeApHHIMAeMBbIX B OTHOIIEHHH MOTEHIHAIEHO
UH(EKIMOHHOTO MaTepHaa, COIepKalIerocs B ME/ILIMHCKOM H3JETUH;

 8) pHpopMalMIO O MpEeAHA3HAYCHHH MEJUIMHCKOTO H3ACTHA TOJNBKO  JUIsI
OIHOKPATHOTO IPUMEHEHH 10 Ha3HAUCHHIO; S o

9) uadopmaLu0 0 Heobxomumoii  00paboTke  MEAWIMHCKOro  M3JCIHA
Is neneil ero IOBTOPHOTO IPHMEHEHHMS IO HA3HAYCHHIO, BKIIOYass OYHCTKY,
Ne3uHGEKIHIO, YIAKOBKY U IIPA HEOOXO0MMOCTH METON IOBTOPHOM cTepUIH3aluy (eciy
MeIHMIMHCKOe M3feie INpeJHasHadeHo IS MHOropasoBoro NpUMEHEHHA IO
Ha3HAYEHUIO);

10) undopmanmo 00  yCIOBHUSAX, HeobXoauMbeIX s cOopa, 00pabOTKH
¥ TONrOTOBKM OOpasIoB, [aHHBIE N0 CTAOMIBHOCTH aHAIMM3HPYEMBIX 00pa31os,
B TOM YHCIe YCIOBAS H JUIMTEIBHOCTE XPaHCHMA, YCIOBUA TPAHCIOPTHPOBKH,
OTpaHAYEHHS [0 IUKIIaM 3aMOPO3KH (pa3MOpaKMBaHUSL);

11) mH(OpMALMIO O IOJrOTOBKE K NPUMEHEHHA N0 HA3HAYCHUIO, SKCIUTyaTallHH
MeAUIMHCKOTO U3IEIIHA,

12) undopmalmio o IIPOCTIEKUBAEMOCTH 3HAUCHUH, 3a/IAHHBIX A KanuOpaTopoB
WM KOHTPOJbHBIX MAaTepHaloB, KOTOpasd obecreynBaeTCcs TMOCPeACTBOM HOCTYHHBIX -
ped)epEeHTHEIX METOJMK (MeTOZ0B) M3MepeHH s U (WIH) ITAJIOHOB; _

13) omucaHKe NPOLEAYPSl TECTHPOBAHMWS, BKIIOHAs pacueTsl H HHTEepIpeTaluH
pe3y/IbTaTOB TECTUPOBAHHUSA U, IIPH HEOGXOIMMOCTH, HHQOPMALHIO O LeIeco00pasHOCTH
TIpOBeIeHIs TOATBEPKAAIOIINX TECTOB;

14) xapakTepHCTUKA aHanuTH4Yeckol  S(OQPEKTUBHOCTH:  YyBCTBHUTCIBHOCTD,
crenu(IIHOCTs, ~IPaBUIBHOCTh, —MOBTOPACMOCTE, BOCIIPOU3BOAUMOCTE,  Npeae
obHapyxkeHHs (JETeKIMM) M [MAlasoH  H3MEPEHHd, BKIOYas HMH(OPMAIIHIO
0 BIMSHUM M3BECTHBIX HHTep(epeHTOB, 00 OTpaHMYEHHMAX METOAa M HCIOIB30BAHHH
JOCTYTHBIX pe(epeHTHBIX MaTePHaNoB 1 METONIOB AHAIIN3a,

15) xapaKTepUCTHUKH KIMHAIECKOM 3 PEeKTUBHOCTH: JHarHocTHYecKas
qyBCTBUTEIBHOCTh M IMArHOCTHIECKAs cnenuUIHOCTD;

16) Gronorudgeckuil  pe(epeHTHBIN  HHTCPBAT IpUMEHEHHs]  MEeJHMIMHCKOTO
H3/1eNIHs,

17) undopmarmio 06 uHTep(QEepUPYIOIMX BEIIeCTBAaX WM OTrpaHHYCHHUAX,
CBA3AHHBIX ¢ IpoGOit, KOTOPEIE MOIYT IIOBJIMATE Ha PE3YJIBTAT HCCIeIOBaHNd,;

18) mpenynpexaenne W (Wix) CHENMANBHBIC — MCpEI IIPeJOCTOPOXKHOCTH
B OTHOIGHMM 6e3omacHOM  yTHIM3alldd  MENMLMHCKOrO — H3lemus M - ero
TIPHUHAIEHOCTEH, KOTOPBIE IOIDKHBI OMHCEIBATS:

a) MHQEeKLHOHHBIe HIIH MHKpOOHBEIE DHCKM, B TOM YHCIE BOSMOXHOCTDH
3arpsA3HeHHs PacXOJHBIX MaTepHalloB MHQEKIMOHHBIMA areHTaMi  4eJI0BEIeCKOro
IIPOUCXOXKICHHUS;

6) PKOJNOTHYECKHE PHCKH, CBS3aHHBIE C IIOTCHIHMAIBHO OITaCHBIMU MaTepuallaMi
1 BEIECTBAMY,
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B) (U3HYECKHE PUCKH, B TOM JHCIIE BOSMOXKHOCT B3PbIBA MJIH BOSTOPaHI,
~ 19)B  OTHONIEHWM  MOIMUMHCKOTO  H3/IINIH, NpefHA3HAYCHHOTO ISt
CaMOTECTHPOBAHMA IIOTpeOHUTENEM, yKa3bIBaeTCs MHGOPMALLHs: : :

a) 0 mpoueaype TeCTHPOBAHHS ([IOATOTOBKE DEarcHTOB, ot6ope (HOATOTOBKE)
npo6bl, OPSIKE BHIIOIHEHHUS. i MHTCPIPETALHI Pe3YIBTATOB TECTUPOBAHUA);

' 6) omwcaHue JeHCTBAN MOTPEOUTENA B CITyYae MOI0KUTETHHOTO0, OTPALATEIEHOTO
YA HEOTIPEeTIEHHOrO Pe3yIbTaTa TeCTUPOBAHNUS,

B) O [OTPELIHOCTSX TeCTa H BO3MOXKHOCTH IOy 4eHHs JIOXKHOMONOKHUTEILHEIX Ml
JIXHOOTPULATENBHBIX Pe3y/IbTATOB TECTHPOBAHHS, a TAKXE OTHOCHTEILHO ¢axTopoB,
BIMSIOMIMX HA PE3yJIbTaT TECTUPOBAHHUS; .

r) 0 HeZONYCTHMOCTH NPHHATHS MOTPEGHTENEeM IO Pe3ybTaTaM TeCTHPOBAHMA
pelleBmii MeJMIEHCKOro  Xapakrepa  0e3 TpeJBApUTENIbHOM  KOHCYNBTALUH  C
MeTHIMHCKHM paGOTHAKOM.

8. DKCIUTyaTAlOHHAS  JAOKYMEHTAIWsA  IPEIOCTABJSETCA  IPOU3BOJMTENEM
(M3roTOBHTENEM) NI O3HAKOMIICHWS MOTpebuTeNO Ha 6yMaXxHOM HOCHTeNEe (BMECTe C
MeIMIMHCKEM M3HeIHeM WIH OTASIEHO OT Hero) M B hopme JIEKTPOHHOTO JOKyMEHTa
[IOCPEAICTBOM ~ pa3MEINEHAs B HH(QOPMAIMOHHO-TE/ICKOMMYHUKALHOHHOR  CETH
HHrepHeT.

DKCIUTyaTaMOHHAs JOKYMEHTalus MOXeT OBITb NPefOCTaBleHa noTpebuTeNto
U1 03HAKOMJICHHS B ()OpMe IIEKTPOHHOTO JOKYMEHTa TMOCPEACTBOM PasMEINeHUs Ha
9KpaHe, SBJIIOMEMCS YaCTBIO MEMIMHCKOr0 H3JCIHA.

B OTHOIIEHHH MeTHIMHCKEX H3/ienuit 1 1 2a KIaccoB MOTEHUHAIBHOTO PHCKa HX

MpUMEHECHUA TI()'TP'EGI/ITC’JIIO' “IPIs - O3HAKOMIICHHS - MOXKCT— OBITH -TIPpEAOCTaBJICHA-
SKCILTyaTalAOHHAaA JOKYMCHTalHA B COKpalllcHHOM BHJC, IIpH YCJIOBHH, YTO o0nreM
HpeﬂOCTaBHﬂeMOﬁ I/IH(l)OpMaI.II/II/I JocTaToueH I IMPUMEHCHMA MEHIMHCKOTO HU3ACIHA
[10 HA3HAUEHUIO ¥ TaKO€ IIPUMCHCHHUC 6e30macHo.



