[MTPNJIOXXEHUE
K Pexomennanunu Komnernn

EBpa3uiickoil 5KOHOMUYECKOW KOMUCCUA
oT 201 1. Ne

METOANYECKHUE PEKOMEHAALIUNA
110 MPOBEACHHUIO IKCIIEPTU3bI 0€30MIACHOCTH, KAYeCTBA U
3¢ PeKTHBHOCTH MeIUIUHCKOTO U3/IeJIMs B IEJAX PerucTPpauy B
pamkax EBpa3uiicKOro 3kOHOMH4€CKOro c0r3a

1. O0ume nonoxXeHus

1.1. Hacrosmue Metoauueckue PEKOMEHAAUN (manee —
pEeKOMEHJaluKM)  TpeJHA3HAuYeHbl JJIS  UCIOJB30BaHHUS  JKCIEpTaMU
YIOJHOMOYEHHBIX ~ OpraHoB  (PKCIEPTHBIX OpraHu3zauuii) (maiee —
AKCIEPTHBIE OPraHU3allUM), OCYIIECTBIISIOMIMMEU SKCIIEPTU3y OE30M1aCHOCTH,
KadecTBa U S(PGHEKTUBHOCTH MEIUIMHCKUX W3JCIUN, MPOBOJUMYIO IS
1eel perucTpaiuu B pamkax EBpasuiickoro 5kOHOMUYECKOro coro3a (jaiee
— Co1o3).

1.2. Meroanueckue peKOMeHAAIMN pa3paboTaHbl B ESIX:

- YCTAaHOBJICHUSI ~ €MHOOOpPA3HBIX  MOJXOJOB TMPU  MNPOBEICHUU
DKCIIEPTU3bl 0E€30MacCHOCTH, KauecTBa U A(PPEKTUBHOCTH MEAMIIMHCKHUX
WU3JCIUN;

- yau(ukanuun TpeOOBaHUN OSKCHEPTOB K BHUAY H  COJEPKAHUIO
MaTe€pUaJioB MPOU3BOJUTENS] MEIUIIMHCKOTO W3AENUS, MPEICTABISIEMbIX Ha
AKCIIEPTU3Y B paMKax cOopa J0Ka3aTeIbCTB 0€30MacHOCTH U 3 (PhHEKTUBHOCTH
MEJIUIIMHCKOTO U3JIeNINS U TOJATOTOBKH PETUCTPAIIMOHHOTO JIOCKE.

1.3. B pekoMeHaIusIX UCOJIb3YIOTCS TTOHSATHS:

«0e30MacCHOCTh MeTUIMHCKHX 1763) (S0 07070 - OTCYTCTBHUE
HEJIOMyCTUMOI'0 PUCKA, CBI3aHHOTO C MPUYUHEHUEM BPEAa )KU3HU, 3JJ0POBBIO
YyeJIo0BeKa, a Takke okpykawier cpene (Pemenue Copera EBpasuiickoit

IKOHOMUYECKOH Komuccuu ot 12 depains 2016 r. Ne 27);



«BaJMAAIUA» - T[OJATBEPXKJACHUE TMOCPEJACTBOM  MPEACTaBICHUS
OOBEKTUBHBIX CBUACTEILCTB TOr0, YTO TPEOOBAaHUS, MpeAHA3HAUYCHHBIC IS
KOHKPETHOI'O HCIOJIb30BaHUsl WU npuMeHeHus, BbinojHeHbl (I'OCT ISO
9000-2011);

«1eAITEJIbHOCTh 10 OIEHKE COOTBETCTBHSI MEPBOH CTOPOHOI) -
JEATEIIbHOCTh 0 OLIEHKE COOTBETCTBHS, KOTOPYIO OCYILIECTBIISET JIULO HIH
opranm3arusi, npegocrasistomee(as) oobekT ('OCT ISO/IEC 17000-2012);

«1eITeJIHOCTL TO0 OIleHKEe COOTBETCTBHSI TpPeThell CTOPOHOW» -
JEATEIIbHOCTh 0 OLIEHKE COOTBETCTBHS, KOTOPYIO OCYIIECTBISET JIULO HIH
Opras, He3aBUCUMOE(bIiN) OT auna 158105 OpTraHu3aluy,
MPEAOCTaBIAIONIETO(e) 0OBEKT, U OT MOJIH30BATENSl, 3ANHTEPECOBAHHOTO B
stoMm 00bekte (TOCT ISO/IEC 17000-2012);

CUHCTPYKIMS MO0 MPUMEHEHMIO» - DKCIUTyaTallMOHHAs JTOKYMEHTaIIUs,
coJieprKaias uH(dOopMaIuIo, MPENOCTABIISIEMYIO POU3BOIUTEIEM
MOJIb30BATEII0 OTHOCUTEILHO Ha3HAYCHUS, HAJUICKAIIEr0 U Oe30MacHOro
WCIIOJIb30BAaHUS MEIUITMHCKOTO M3/EIHs, KOTOpas MOKET BKIIIOUaTh B ce0s B
TOM YHCIIE PYKOBOJACTBO IO OJKCIUTyaTalldd, METOJAMKY MEIUIIMHCKOIO
MPUMEHEHUs, TACIopT, (GOPMYJISIp, WHCTPYKIIMKM IO MOHTaXy, HaJaJke,
TEXHUYECKOMY OOCTY>KUBAaHUIO, PEMOHTY, TPAHCIOPTUPOBKE, XpaHEHUIO,
yTtunuzaiuu  MenuiuHckoro wmigenus (Pemenne Coseta EBpaszuiickoit
IKOHOMHYECKOH Komuccuu ot 12 deBpamnst 2016 1. Ne 27);

«KA4YeCTBO MEIUIUHCKOTO0 W3JeJUus» - CTENeHb COOTBETCTBUS
COBOKYITHOCTH CBOMCTB M XapaKTEPUCTHUK MEIUIIMHCKOTO WU3JCIIHS LEIISIM €ro
npeaHasHayeHHoro  ucnois3oBanus (Pemenne CoBera EBpasuiickoit
SKOHOMUYECKOM KoMuccuu oT 12 despais 2016 r. Ne 46);

KKJIMHUYECKAsA 0€30MaCHOCTb MEIUIIMHCKOI0 U3/1eJIUsD» - OTCYTCTBHE
HEJIONYCTUMOI'0 PHUCKA, CBSI3AHHOTO C MPUYMHEHUEM Bpeja MaIlUeHTy IMpH

HCITOJBb30BaHNHU MCIUIMHCKOI'O U3ACJINA B COOTBCTCTBHU C I/IHCTPYKLII/ICI\/’I I10



npumerennio (IMDRF/GHTF/SG5/N3:2010);

«KJIMHUYECKOe [0Ka3aTeJbCTBO I(PPeKTUBHOCTH U 0€30MacCHOCTH
MEIUIMHCKOT0 M3JAeJUs» — OTYeT, NOATBEPKIAIOIMNA KIMHHICCKYIO
3 PeKTUBHOCTP M 0€30MaCHOCTh MEAMIIMHCKOTO W3ACHHS TIPU  €ro
UCIIOJIb30BAaHUM TI0 HA3HAUYEHMIO, YCTAHOBJIECHHOMY IPOM3BOJUTEIEM, Ha
ocHoBe  kinuHWyeckux  naHHbiX  (Pemenme  Cosera  EBpaswuiickoit
IKOHOMHYECKOH Komuccuu ot 12 deBpans 2016 r. Ne 29);

«MpU3HAHHBIE CTAHAAPTHI» - CTAHAAPTHI, BKIIOYCHHBIC B IIEPCUCHD
CTaHAApTOB, B PE3yJIbTaTe MPUMEHEHUSI KOTOPBHIX Ha I0OPOBOJIHLHON OCHOBE
MOJIHOCTBIO HWJIM YacTUYHO OOECTeUMBAETCS COOJIOJIEHHE COOTBETCTBUS
MeaumuHCKoro — m3nenus  OOmmMm  TpeOoBaHUSIM — OC€30MACHOCTH |
3((PEeKTUBHOCTH MEIUUMHCKUX M3ACIUA TpeOOBaHUN K UX MApKUPOBKE M
OKCIUTyaTallAOHHOW JOKYMEHTAIlMd Ha HHUX, YTBEPKICHHBIM Pemennem
Cosera EBpaswmiickoii skoHoMu4ueckoir komuccuu oT 12 deBpans 2016 r. Neo
27;

«TeXHUYECKUuM dain» - JOKYMEHTUPOBAHHBIE JaHHBbIE,
MOATBEPKIAIOIINE  COOTBETCTBHE  MEIUIIMHCKOTO  HW3JCIUS  OOIIUM
TpeOoBaHUsAIM 0e30macHOCTH U APDEKTUBHOCTH MEAUIMHCKUX HW3ACIHM,
TpeOOBaHUSIM K MX MapKUPOBKE M OSKCIUTyaTallMOHHOW JOKyMEHTAIluu Ha
HUX, yTBepxkJaaembiM EBpa3uiickoii 3KOHOMHYECKOM komuccuen (Pemenue
Coserta EBpaswmiickoii skoHOMHU4Yeckoir komuccuu oT 12 deBpans 2016 1. Neo
29);

«(QPeKTUBHOCT  MEAMIMHCKOT0  HW3AeJUA» -  CIIOCOOHOCTH
MEIUITMHCKOTO W3JeNNs COOTBETCTBOBATh HA3HAYCHHUIO, OIMPEACICHHOMY
npousBogauteneM  (Pemenne CoBeta  EBpasuiickoi  3KOHOMHYECKOM
komuccuu ot 12 deBpanst 2016 r. Ne 27).

1.4. be3onacHOCTb, KauecTBO U 3(PHEKTUBHOCTh MEIUITUHCKOTO U3JIEIIHUs

MNOATBEPAKIAACTCS IIYTEM.



-aHaMM3a U OLUEHKU JIOKYMEHTOB  PErUCTPAllMOHHOTO  JIOChE,
JIOKA3bIBAIOIIUX COOTBETCTBUE MEAMIIMHCKOTO U3JEIUSl TMPUMEHUMbBIM
«OO0muM TpeboBaHUsAM 0e30macHOCTH M 3(P(HEKTUBHOCTH MEIUIIMHCKUX
u3enuii, TpeOOBaHMSIM K WX MaApPKUPOBKE U  AKCILTyaTallMOHHOM
JTOKYMEHTAIMU Ha HUX» (nanee — Texaudeckuit aiin);

- aHaJiM3a OTYETOB 00 MHCIEKTUPOBAHUM MTPOU3BOJACTBA B COOTBETCTBUU
c TpeOoBaHusSMU K BHEIPEHUIO, MOJJACPKAHUIO M OIIEHKE CHCTEMBI
MEHEPKMEHTa KadecTBa MEIUIMHCKUX U3eIUMd B 3aBUCUMOCTU OT
MIOTCHIMAJIIBHOTO PHUCKAa HX MPUMEHEHUs, YTBEPKIAAEMbIX EBpasuiickon
PKOHOMHYECKOW Komuccuei (nanee — Komuccus);

- OLICHKU IUIaHAa TPOU3BOAMUTENS MO cOOpY M aHalu3y MAaHHBIX IO
oezormacHocT W A(POEKTUBHOCTA  MEAUIIMHCKOTO  U3JEIUs  Ha
MOCTIPOAAKHOM dTane (s MEIULIMHCKUX W3O, 3asiBJISIEMbIX Ha
pPErucTpallvio), CBEACHUM O  BBIABJICHHBIX  IMOOOYHBIX  JEUCTBHSIX
MEJIUIIMHCKOTO U3JENUsl B MPOLECCe OKCIUTyaTauuud (Ui MEIULIMHCKUX
U3JIeTTUi, UMEIOIINUX UCTOPUIO OOpaIieHus);

- aHaJIM3a CBEJICHUI O HEOJAronpUsTHBIX COOBITUSIX M OT3bIBAX C PhIHKA
(W1 MEAMIMHCKUX U3JCNIUM, HMMEIOIMNX HMCTOPUIO OOpallleHus), H(HUIH)
MOSICHUTEIBHBIX ~ YBEAOMJIGHHA  TI0O  OE€30MacHOCTH,  CBEACHHUS O
KOPPEKTUPYIOIUX JCHUCTBUSAX, MPEANPUHITHBIX B OTBET HA YKa3aHHbBIC
cilyyau;

- aHajM3a  OTYETOB O  TOCTPETUCTPAIIMOHHOM  KJIMHUYECKOM
MOHUTOPUHIE B COOTBETCTBUU C I[lpaBwiamu mNpoBeIeHUS MOHUTOPHUHTA
Oe30omacHOCTH, KadecTBa W A(MQPEKTUBHOCTH MEAUIIMHCKUX  M3JICIUH,
yTBepxkaeHHbIMU Pemennem Komneruun Komuccun ot 22 nexadpst 2015 1. Ne
174 (anst 3aperucTpupOBaHHBIX MEIUIIUHCKUX U3JICIINN).

1.5.Ilpyu mpoBeneHUM SKcHepTU3bl O€30MACHOCTH, KadyecTBa U

s dexTuBHOCTH METUIIMHCKUX u3JIenui PUMEHSAETCS pHUCK-



OPUEHTUPOBAHHBIA MOJXO0/: TpeOOBaHUS SKCIEPTOB K OOBEMY MU CTEINEHU
JNETAIN3AUN J1I0KA3aTEJIbCTBEHHBIX MaTEPUANIOB JOCHhE MPONOPLHHUOHATBHBI

KJIIACCy IMMOTCHIHAJIBHOI'O PUCKA IIPUMCHCHUA MCOAUTTHUHCKOI'O U3ICIINA.

2. AHaIM3 IOKYMEHTOB PETUCTPAIIMOHHOTO JIOChE, TIOITBEPIKIAOIINX
0e301acHOCTh M 3 (PEKTUBHOCTh MEAUITUHCKOTO HU3CITHS

2.1. OO011He T0I0KEHUSA

JIoKyMeHTBI, TIOATBEpXKAaromue Oe3omacHOCTs W A(PGHEKTHUBHOCTH
MEJIUIIMHCKOTO W3JCNHs, IepeuncieHHbie B puioxxeHun Ne 4 x u [TpaBuiiam
MPOBEJICHUST PErUCTpalldUd M OKCIEPTU3bl OE30MAaCHOCTH, KadecTBa W
3¢h(PEKTUBHOCTU MEIUIIMHCKUX U3JIeTuH, yTBepKIAeHHBIM Pemennem CoBeta
Komuccun ot 12 despans 2016 r. Ne 46 (manee — IlpaBuia perucrpanun)
(moxymeHTBI, mpeaycMoTpeHHble myHkramu 4, 5, 8 — 10, 12 — 27, 30
npuioxeHuss Ne 4 k IlpaBunam perucrpanuu), TOAAIOTCS B KayecTBE
OT/CJIbHBIX JOKYMEHTOB B COCTaB€ PErUCTPAIMOHHOIO JOChe U MOTYT
BXOJWTh B COCTaB TEXHHUYECKOro (paina. B mpuioxkeHWn K HACTOSAIUM
PEKOMEHalMsIM ~ TIPE/ICTaBlieHa Ta0nuila COOTBETCTBHS  JTOKYMEHTOB
PETUCTPALIMOHHOTO J0Che coracHo mpuioxkeHuto Ne 4 k I[lpaBunam
perucTpanyu, COOTBETCTBYIOIIMM IIyHKTaM (pa3jenaM) TEXHUYECKOTrO
daiina.

B cocrtaB Texnmdeckoro  ¢aima  MOTyT  BXOJUTh  JIFOOBIE
uH()OpPMAIIMOHHBIE ¥  JOKA3aTeIbCTBEHHBIE MaTepHaNbl  (TOKYMEHTHI).
JlanHbIe MaTepHaibl MOTYT OBITH MPEACTABICHBI B BHUJIC NMPUIOKCHUA WA
OT/ICJIbHBIX TOKYMEHTOB.

Ha wmarepuanbl TexHuyeckoro aiijia, KOTOpbIE YIPABISIOTCS Kak
CaMOCTOSITENIbHBIC JOKYMEHTHI (Hampumep, ¢Gaia MeHEIKMEHTa PHCKa,
UHCTPYKIUSI 1O TMPUMEHEHHUIO), JAIOTCA CChUIKM B COOTBETCTBYIOIIUX
pazaenax/ImyHKTax TeXHUYeCcKoro ¢aiina.

Ecnu nokymeHTsl, nepeuncieHnbie B npuioxeHun Ne 4 x Ilpasunam



perucTpamnuy, TMOJal0TCI B COCTaBe TEXHUYeCKoro (aina, To OHHU
BBIJICIISIIOTCS KAK CAMOCTOSITENIbHBIE CTPYKTYPHBIE €OUHUIBI TEXHUYECKOTO
(aiisia 1 MOTYT YNPaBJIATHCS KaK CAMOCTOSITEIbHBIE TOKYMEHTHI.

Ecnm mokymeHThl, moATBepkKAaromue 0e30macHoCTh U 3()(PEKTUBHOCTD
MEJIUIIMHCKOTO W3JENNsl, TOJAI0TCs B COCTaBe TeXHWYeckoro (aiina, TO
MIPOBEPSETCSI COOTBETCTBUE €I0 CTPYKTYPHI U COJIEpKaHUS TTPUIIOKEHUIO Ne 3
k [IlpaBunam mipoBelleHUS KIMHUYECKUX U KIMHUKO-TA00paTOPHBIX
UCIBITAaHUM  (MCCIEOBAaHUM) MEIUIMHCKUX U3JEIUN, YTBEPKICHHBIM
Pemennem CoBera Kommccuu ot 12 depans 2016 r. Ne 29 (mamee —
[IpaBuia npoBeneHUs KIMHUYECKUX MCIBITAHUN), U TpuioxkeHuto No 5 k
TpeboBaHussM K BHEAPEHHIO, TOJJICPKAHHIO M  OIECHKE CHCTEMBI
MCHE/DKMEHTA KayeCcTBa MEIUIMHCKUX M3JCIMM B 3aBHCHMOCTH OT

MOTEHIMAIIBHOTO PUCKA UX NPUMEHEHNUs, yTBEpkKAeHHbIM Pemmennem Cosera

Komuccun ot 10 Hosi6pst 2017 1. Ne 106.

2.2. Onmcanyue MeTUIIMHCKOTO U3IEINS

OnenuBaercs:

- IPaBWIBHOCTh OTHECEHMSI M3AeNus K MeauuuHckuMm. I[lpu oreHke
MPAaBUJIBHOCTU OTHECEHUSI U3JACIUS K MEAUIUHCKUM YYUTHIBAIOTCA B
MOPAJIKE MPUOPUTETHOCTU: OMNPEICIICHUE MOHATHUS «MEAUIUHCKOE U3JACITUE»
(Cornaiienue 0 €AUHBIX NPUHIMIIAX U MPABUIAX OOpaIEHHUS] MEIULIMHCKUX
u3Aeaui (M31eIUil MEAUIIMHCKOTO HAa3HAYECHHUS U MEAUIIMHCKON TEXHHUKH) B
paMkax EBpa3suiickoro SKOHOMHYECKOTO COI03a), OMNPEICIICHUE TMOHATHS
«MEUIMHCKHE U3CIUs A1 JUarHocTuku in Vitro» (IIpaBuna perucrpanun),
KPUTEPUH  OTHECEHUS  MPOAYKIMM K  MEIUIUHCKUM  U3JIETHUsM,
yTtBepxkaaeMbie  Komuccuen. IloHATHSA  «MEOUIIMHCKOE  U3ACIHE» U
«MEIOUITMHCKNE W3ACIHS I JUATHOCTHUKH 1N VItro» MPUMEHSIOTCS C Y4eTOM
OTIPE/ICIICHUS] TIOHSTHUSl «Ha3HAaueHHe MeaunuHckoro wiaenus» ([IpaBuia

IMPOBCACHUA KIIMHUNYCCKUX HCHBITaHHﬁ);



- IPaBUJILHOCTh  OMNpEJEIeHUs  Kjlacca MNOTEHIUAIBHOTO  PUCKA
MPUMEHEHUS B COOTBETCTBUU C lIpaBmiiamu kinaccupukanuu MEIUITUHCKUX
U3IeIMi B 3aBUCUMOCTH OT TMOTEHIMAJIBHOTO pUCKAa MPUMEHEHUS,
yTBepxkaeHHbiMU Pemenunem Komnernn Komuccuu ot 22 nekadbps 2015 r. Ne
173 (manee — IlpaBuma knaccudukaruu). I[lpm ykazaHum Kiacca
MOTEHIHAIBHOTO PUCKAa NPUMEHEHUS 3asBUTENb BIIPABE COCIAThCA Ha
npumeHsieMbli OyHKT IlpaBun kiaccupukauuu. Ilpu paccmorpenun
IPABWIIBHOCTH OTHECCHHUS MEIUIMHCKUX U3JICIHHA JUIsl TUArHOCTUKH IN VItro
K KJIacCy NOTEHUHAIbHOTO pHUCKAa MPUMEHEHUs 1, KOTOpbIE MOTYT
NPUMEHATHCS Kak o00I1enadopatopHbie, MPOBEPSETCS BO3MOXKHOCTH HX
JBOMHOTO Ha3HAa4Y€HUsT B COOTBETCTBUM C Kpurepuem 1. 40 IlpaBun
KJ1IaccuUKaIuu;

- IPABUJILHOCTh OTHECEHUSI K BUJY B COOTBETCTBUU C HOMEHKJIATypOu
MeauiuHckux wusaenuid Coroza (Pemenue Kommerun Komuccunm ot 29
nekabpst 2015 1. Ne 177). Ecnu 3asiBUTENh TPEAOCTABISCT CBEACHUS O KOJE
Buja [’ 100ansHONM HOMEHKIATYPhl MEIUIIMHCKUX U3JEIHM, TPOBEPSIETCS WIN
OMpEeNeNIsIeTCSl €ro COOTBETCTBHE KoOAy HoMmeHkiarypel Coroza. Ilpu
MOJATOTOBKE PETHCTPAIMOHHOTO JOChE 3asBUTENIb OIpeenser Bua (Koj
BHJIa) MEIUIMHCKOTO M3JEIUsi B COOTBETCTBUM C HOMEHKJaTypoil Coro3a,
pa3mernieHHol B uH(popMmanuoHHoW cucreme Kommccuun. B cimydae
OTCYTCTBUS B HOMeHknaTtype (Coro3a COOTBETCTBYIONIETO BHUIA JJIA
3asBISIEMOTO  MEIUIIMHCKOTO W3S 3asgBUTENb JO TIOJa4u  JIOChEe
OCYILIECTBIISIET CAaMOCTOSITEJIbHBIC JIEUCTBUS IO CO3JIaHUIO [IJII CBOETO
MEJIUIIMHCKOTO H3JEIUsl HOBOTO BHJA WIM C MOPUBJICYECHHUEM oOIepaTopa
HOMEHKJaTypbl COr03a;

- nHpopManys, pa3MeniaemMasi Ha MapKUPOBKE MEIUIIMHCKOTO W3JICIHUs
u(MaM)  ero  COCTaBHBIX  4acTaX  (KOMIIOHEHTax),  IO3BOJISIOIIAS

I/I,I[GHTI/I(I)I/II_II/IPOBaTB MCIUIIMHCKOC U3ACINC U (I/IJ'II/I) €ro COCTaBHBIC YAaCTH B



coorBeTcTBUM ¢  OOmmuMu  TpeboBanusiMu.  HaeHTuduimpyronmmu
NpU3HAKaMU MOTYT OBbITh, HamNpuMep, HAUMEHOBAHUE MEIUIIMHCKOTO
u3jenus U (WIik) COCTABHOW 4acTH MEIUIIMHCKOTO M3/CNIUs U HaMMEHOBAHUE
MIPOU3BOAMUTEINS, U(WIM) HOMEP MOJEIH, U (WJIM) HOMEpP WM HauMEHOBAaHHE
Momudukanmuu ~ (BapuaHTa  HUCIIOJHEHHS), (M) CChUIKY  Ha
UISHTUUIUPYIOMUK HOMep (apTUKyJ) Mojenau, H(WH) ee COCTaBHBIX
yacTed, a Takke KOMOWHanus UACHTUPUUUPYIOMUX MOpu3HakoB. [lpu
AKCIEPTU3E TPOBEPSETCS JOCTATOUYHOCTh HUCIOJIB3YEMbIX MPOU3BOJIUTEIIEM
UJACHTU(DUKAIIMOHHBIX TMPU3HAKOB I OJHO3HAYHOTO TMPOCICKUBAHUS
MEJUIMHCKOTO U3JeNusl H(WIH) €ro COCTaBHBIX YacTed K JIaHHBIM
PErUCTPAlMOHHOTO JlI0che. B ciyyae, ecim 3asBICHHOE K PETrUCTPALMU
MEJIUIIMHCKOE H3JCJINE COJEPKUT HECKOJbKO MoJuduKaiuii (BapuaHTOB
UCIIOJHEHUS) WA COACPKUT HECKOJbKO COCTABHBIX 4YacTe, TO Ha
MapKMpOBKE M B  JKCIUIyaTal[MOHHBIX  JIOKYMEHTaX  KOHKPETHOM
MoauduKauu (BapraHTa UCIOJHEHHS) WU COCTABHOW YacTH yKa3bIBaCTCS
ee HaunMmeHoBaHue. [Ipu 3TOM 0000IIEHHOE HAMMEHOBAHUE MEIUITMHCKOTO
U3/IeNIiusl B COOTBETCTBUU C 3asBJICHUEM Ha PErUCTPaAIMI0 MOXET HE
yKa3bIBaThCsl. {151 MHOKECTBEHHBIX MOU(pUKaIuii (BaprUaHTOB UCTIOJHEHMUS)
nojsl JIs WU3MEHSEMbIX MapaMeTpoB B MPOEKTax (MakeTax) MapKUPOBKH
JOMYCTUMO OCTaBJIATh HE3AMOJHEHHBIMU.

- onvcaHue W (WiaM) NepedYeHb BO3MOXKHBIX HCHOJHEHUH U (Uin)
KOHpUTYpallii  pacCMaTpuBaeMoOro  MEAMIMHCKOTO  m3aenus. llox
KOHpUTyparend  MEAUIIMHCKOTO  HW3JCNUs  TMOHUMAaeTCs  KOMOWHAIUs
COCTaBHBIX YaCTEW MEIMUIIMHCKOTO U3JIETUsl, YKA3aHHBIX B PErUCTPAIMOHHOM
JIOChE, KOTOpasi B COOTBETCTBUM C JKCIUTYyaTal[MOHHOM JOKyMEHTallUeu
(MHCTpYKUMSIMA TI0 TPUMEHEHHUI0) OOECHEeUMBAET JOCTHUKEHUE LENd
MpeHa3HAYEHHOT'0 UCIIOIb30BaHUs MeIuIIMHCKOro u3aenus. Konduryparus

MCIUIIUHCKOI'O N3ACIINA MOZKCT HN3MCHATHCA B COOTBCTCTBHUU C



MOTPEOHOCTSIMM KOHKPETHOTO MOTpeOuTEeNs B mpeaeiaax, 0003HAauYCHHBIX B
AKCIUTYaTAlIMOHHON JOKYMEHTAIUU (MHCTPYKIUSAX IO TPUMEHEHHUIO).

- HUIMYKME TIEPEYHS  XapaKTepUCTUK, KOTOpbIE  COAEpKarcs B
AKCIUTyaTallMOHHOW JOKYMEHTallMM W APYTUX Marepuanax, JOCTYITHBIX
KOHEYHOMY  TIOJIB30BATENII0, A  TaKX€  XapaKTEePUCTHK,  KOTOpHIC
WCIIOJIB3YIOTCS MPOU3BOIUTENIEM JIJIsl JJOKa3aTeIbCTBA COOTBETCTBHUS OOIIUM
TpeOoBaHusIM. OIICHUBAECTCS COOTBETCTBUE XAPAKTEPUCTUK, YKa3aHHBIX B
OKCIUTYyaTallMOHHOW  JOKYMEHTAIluh W PETUCTPAllUOHHOM  JIOChE.
[IpencraBieHne MPOM3BOIUTEIEM HHBIX XapaKTEPUCTHUK He TpedOyercs. B
CIpaBKE Ha MEIMIIMHCKOE M3/IEJIUE B KAUYECTBE KPATKUX XapPaKTEPHUCTHUK
YKa3bIBAIOTCS €r0 (PYHKIIMOHAIBHBIE XapaKTEPUCTUKH, KOTOPBIE COACPIKATCS
B DKCIUTyaTal[MOHHOW JOKYMEHTAIlMM M JPYrUX MaTepuanax, JOCTYIHBIX
KOHEYHOMY I0JIb30BaTEIIIO;

- HUIMYKME TEPEYHs NPUMEHSEMBIX CTaHJIapTOB, €CIH IPOU3BOIMUTEIb
MpPUMEHSET CTaHIAPTHI NIl obecmeueHus: O6e3omacHOCTH U 3PHEKTUBHOCTU
MEJIULIMHCKOTO U3/IEINs;

- HAIMYKME OMHUCAHUS MaTepPUAJIOB, BCTYIAIONIUX B HEMOCPEIACTBEHHBIM
WU OMOCPE/IOBAHHBIN KOHTAKT C TEJIOM 4YeJOBEKa C IIeJIbI0 0OeCreYeHuUsl
GyHKIMA MEAUIIMHCKOTO M3ENHsl B COOTBETCTBUM C Ha3HAYCHUEM (KpoMme
MEAMIMHCKUX M3AEIUN I AMarHOCTHKK IN Vitro). Jlmsd HeuHBa3HBHBIX
MEIUIMHCKUX W3JIeNIMA KJacca MOTEHIMAJIbHOIO PUCKA MEIUIUMHCKOTrO
npuMeHeHus 1 W Kiacca pucka 2a kareropun A (KpaTKOBPEMEHHOTO
koHTakTa o ['OCT 1SO 10993-1) yka3biBaeTcsi HAUMEHOBaHUE MaTepuaa;
JJI MEUIIMHCKUX U3JIeTIMH KJ1acca prucka 2a kareropuu B u C (1autensHOro
win mocrossHHoro konrakra mo I'OCT ISO 10993-1) u knacca pucka 2a
MHBA3UMBHBIX  MEAULUMHCKUX  uW3Aeauid u 20  Kareropud A 10
I'OCT ISO 10993-1 yka3piBaeTCd HAaWMEHOBAaHME M MapKa WU

crenuduKaIysa Ha MaTepual; IS MEIUIIMHCKUX M3CIUN Kiacca pucka 20
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kareropuii B u C mo T'OCT ISO 10993-1, a Takxke kiacca pucka 3
yKa3bIBaeTCs HAMMCHOBAHHE, MapKa WIIM CHCIM(pUKALIASI Ha MaTEepHall, U €ro
IIPOU3BOIUTEb;

- HAJIMYUC OMMCAHUS JICKAPCTBCHHBIX CPEJCTB, KOTOPBIC COACPIKATCS B
MEIUIMHCKOM  M3JCIUM M  KOTOPbIC  OKAa3bIBAIOT  JIOTOJIHUTEIBHOC
BO3/ICHCTBHEC HA OPTAaHMU3M YeJI0BEeKa HAPSAIY C BO3JCHCTBHEM MEIUIIMHCKOTO
U3JIeNHsI, WX BIUSHHC HA (QYHKIIMOHAIBHOCTH MEIUIIMHCKOTO W3JICIIHS,
COBMECTHMOCTH JICKAPCTBEHHOTO CpPEJCTBA C MEIUIUHCKUM H3JICIHEM
(KpoMe METUITMHCKUX U3/ICIINI JIJIs TUarHOCTUKY IN VItro), a Takxke CBEICHUS
O paspelieHHd K TPUMEHEHUI0O B TOCYJapCTBE - IPOHM3BOJUTEINC
JICKapCTBEHHOTO CPE/ICTBA;

- HAJIMYHUE OIIMCAHUS MAaTCPHAJIOB >KMBOTHOTO WJIM YEJIOBEUECKOIO
IPOUCXOXKIACHHS, KYJIBTYp MHMKPOOPTraHU3MOB M BHUPYCOB, BXOJAIIMX B
MEAWIMHCKOE H37elne, MHPOPMAIMA O T0J00pe HCTOYHUKOB (IOHOPOB),
orOope Marepuaya, MPOIECCCHHIe, XPaHEHWH, TECTHUPOBAHWHU, BaJUIAINH
NpOLEAYyp TECTUPOBAaHUS, a TakKe OOpamieHUs C TKAHSIMH, KJICTKaMH,
CYOCTaHIIMSIMH  JKMBOTHOTO  MJM  YEJIOBEUECKOTO  IPOMCXOXKICHMS,
KyJIbTYpaMH MHKPOOPTaHU3MOB U BUpPYCOB. CTENeHb JeTaau3alliy JTaHHON
WH(GOPMAIIMKA BBIOUPAETCS C YUCTOM PE3YJIbTATOB aHAIM3a PUCKOB, a TaKXKE

YIIPABJIEHUS] PUCKAMH.

2.3. CootBercTBre OOIUM TpeOOBAHUIM
2.3.1. O0wme moI0KeHus

CBemeHHSI O  COOTBETCTBHM  MeAUIIMHCKOro m3aemus  OOmmm
TpeOOBaHUSAM TIPEACTABISAIOTCS MMPOU3BOJINUTENIEM B BHJIEC IepedHs 1o Gopme
[Mpunoxenus Ne 2 k O6mM TpeOOBaHUSIM,

CooTBercTBHE  MeAWIMHCKOro  m3aenus OOmmM  TpeOGoBaHUSM
o0OecreuyrnBaeTCsl  BBIMIOJTHEHUEM  YCTAHOBJIEHHBIX JTHM  JOKYMEHTOM

TpeOOBaHUN  HEMOCPEJACTBEHHO  JUOO  BBHIMOJHEHHEM  TpeOOoBaHUM
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COOTBETCTBYIOIIMX pAa3[ECIOB NPU3HAHHBIX CTAHAAPTOB, BKJIIOUYCHHBIX B
nepedyeHb corjacHo Pekomenmanuu Komnernn Komuccunm ot 4 ceHTs0ps

2017 1. Ne 16.

2.3.2. IloaTBepxkaeHNE COOTBETCTBUS OCHOBOMOJIararmm O0mum
TpeOOBaHUAM, TPUMEHUMBIM KO BCEM MEIMITMHCKHM H3CITHAM

OcHoBomnoararonge TpeboBaHUs 0€30MacHOCTH U 3(DPEKTUBHOCTH
MEAUIMHCKUX H3JCNIUNA, MPUMEHUMBIE KO BCEM MEAUIIMHCKUM H3JCTHUSM,
npuBeqeHbl B myHkTax 3 — 11 O6mux tpedoBanuii. B Tabnune 1 npuBeneHbl
pPEKOMEHJIallMd IO aHaJu3y M OIEHKE JOKAa3aTelIbCTBEHHBIX MaTepHalIOB,
IPE/ICTaBJICHHBIX MPOU3BOAUTENEM C IIEJIbIO MOATBEPKICHUS COOTBETCTBUS

yKa3aHHBIM TPEOOBaHUSM.

Tabmuua 1
[Tynkt O0umx TpeboBaHMii ConeprkaHue FKCIEepTH3bI

3. MeaunuHckue u3aenus [TonTBepxeHNUEe COOTBETCTBHSI IEPBOMY
MPOEKTUPYIOTCS U U3TOTOBJISIOTCS TAKUM ab3ally JaHHOTO IIYHKTa TIPOBOJAUTCS, IO
00pa3oM, yTOOBI IPU MCTIOJIb30BAaHUU B IPUMEHUMOCTH, Ha OCHOBE oTuyeTa
YCIIOBUSIX U B LIEISAX, COOTBETCTBYIOIIUX HX MIPOU3BOJUTENS 00 aHaJIM3€ PHUCKOB, BBHIBOJIOB
Ha3HAYEHUIO, U TIPU HEOOXOJUMOCTH C YUETOM | OT4eTa O  KJIMHHUYECKOM  JI0Ka3aTelbCTBE
TEXHUUYECKUX 3HAHUI, ONbITa, 00pa30BaHUs s¢dexTuBHOCTH u 0€30MacHOCTH
WIH CIIEUAIBHON MOATOTOBKY, KIIMHUYECKOTO | MEAUIIMHCKOIO U3JIENNs, IIPOTOKOJIOB
1 GU3NYECKOTO COCTOSIHUSI MOJIb30BATENS OHU | KIIMHUYECKHUX (KITMHUKO-1a00paTOPHBIX
JIEMCTBOBAJIN COIVIACHO HAa3HAUEHUIO, UCTIBITAHUI), MaTepUasoB, IMOATBEPKAAIOLINX
OIpeieIEHHOMY MPOU3BOAUTENEM, U OBLITN COOTBETCTBUE TNPUMEHSEMBIM  CTaHJApTaM.
Oe30macHbI JUIs 1oJIb30BaTeNs U TpeThux ull | IIpoBepsieTcs, 4TO OMAacHOCTH, CBSI3aHHBIE C
IIPU YCIIOBUH, YTO PUCK, CBSI3aHHBIN € UX MEIUIIMHCKUM H3JIeIMEeM HJIEHTU(UIPOBAHBI,
IIPUMEHEHUEM, SIBJISIETCS IPUEMIIEMBIM IIPU COOTBETCTBYIOIIUE  PUCKH  OLEHEHBI U

COINOCTABJICHUU C TIOJIB30M JJISl TTOJIb30BATENS. | COBOKYIHBIA  OCTATOYHBIM  PHUCK  SBJISETCS
MIPUEMIIEMBIM TIPU COMOCTABJIEHUHU C MOJIB301 B
COOTBETCTBMM ¢ 1. 2.3.6 HaCTOAIIMX

PEKOMEHTaLIH.
He nomyckaercsa orpannueHue
B3aMMO3aMEHICMOCTH MEIUITUHCKUX H3ICIIHI [ToaTBepxeHreM COOTBETCTBUS
HYTGM HUCITOJB30BaHUA CIICIITNAJIBHBIX YKa3aHHOMy Tpe6OBaHI/IIO SABIIACTCA 3asIBJICHUC
TEXHUYECKUX WM MPOTPAMMHBIX CPEJCTB UM | MPOU3BOJUTENASI O TOM, YTO MPUMEHSIEMbIE
}Ipyrl/IMI/I CHOCO6aMI/I. CIICIINAJIBHBIC TCXHUYCCKUEC NIIU HpOFpaMMHBIe
cpencTaa HE OTPaHUYUBAIOT
B3aMMO3aMEHIEMOCTbD.
4. Pemienusi, NpUHSTHIE TPOU3BOAUTEIIEM AHaNM3UPYIOTCS JaHHBIE POU3BOIUTENS O
[IPHU MPOEKTUPOBAHUU U U3TOTOBJIICHUU MIPUMEHSIEMBbIX Ccroco0ax yCTpaHeHUs U (WJIH)
MCIULMHCKOI'O U30CIHA, JOJIKHBI CHMXXCHUA pI/ICKOB o HpI/IeMJICMOFO ypOBHﬂ B

COOTBETCTBOBATh MPHUHITUIIAM O€30MTACHOCTH C | COOTBETCTBMM ¢ 1.  2.3.6  HACTOSIIMX
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[Tynkt O6umx TpeboBaHMiA

Copnep:xaHue FKCIEepPTU3BI

y4€TOM OOILEeNPU3HAHHOTO YPOBHS Pa3BUTHS
3HaHui. [Ipu He0OX0MMOCTH IPOU3BOAUTEIH
YIPaBIsieT pUCKAMU TAaKUM 00pa3oM, YTOOBI
OCTATOYHBIN PUCK, CBSI3aHHBIN C JTFOOOM
OMAaCHOCTBIO, SIBJISJICS TPUEMIIEMbIM.
[TpousBoauTENb PYKOBOACTBYETCS
CJEIYIOIIMMHU NMPUHILIUIIAMH B TIOPSIKE
MPUOPUTETHOCTH:

BBISIBJICHHE U3BECTHON WM MPEIBUIUMOM
OMAacCHOCTH U OIIEHKA CBSI3aHHBIX C HEIO
PHUCKOB, BO3HUKAIOUINX MIPU UCIIOJIb30BaHUU
MEIUIIMHCKOTO U3/ICHS M0 Ha3HAYCHHIO U
IpH MPpeACcKa3yeMoM HEMpPaBUILHOM
WCIIOJIb30BaHUN;

yCTpaHEHHE PUCKOB MyTEM MPUHATHUS
COOTBETCTBYIOIINX TEXHUYECKUX U
TEXHOJOTHYECKHUX PEUICHHUH Mpu
MIPOCKTUPOBAHUH U U3TOTOBJICHUU
MEAUIIMHCKOTO U3/IETIHS;

CHUKEHHUE OCTATOYHBIX PUCKOB ITyTEM
MPUHSTUS aJJeKBATHBIX 3alIUTHBIX MEP,
BKJIFOYAsi CUTHAJIBI TPEBOTH;

nH(OpPMHUPOBaAHKE TOJIb30BaTENEH 000
BCEX OCTATOYHBIX PUCKAX.

PEKOMEHIaLIHiA;
IOITBEPK TAIOIIUE
IIPUMEHSAEMBIM CTaHJAPTaM.

ITpoBepsieTcs, 4To Ha MapKUPOBKE U(WIN) B
HHCTPYKUUAX 10 IPUMEHEHHUIO COIEPKHUTCS
uHpopmanus 000 BCEX OCTAaTOYHBIX PHUCKAX,
KOTOpBIE  SABJIIKOTCA ~ HEIONMYCTHUMBIMHU 110
KPUTEpUsAM,  YCTAHOBJIIEHHBIM B  IUIaHE
MEHEDKMEHTa  PUCKa, HO  Ioib3a  OT
IPEAYCMOTPEHHOTO IIPUMEHEHHUS
MEAULIMHCKOTIO IIPEBBILIACT
OCTATOYHBIN PUCK.

OLICHUBAIKOTCA MaTCpHraJibl,

COOTBETCTBHEC

U3ACINA

5. MemunuHcKue U3IeIns
MPOEKTHPYIOTCS, H3TOTABIMBAIOTCS U
YIaKOBBIBAIOTCSA TAKUM 00pa3oM, YTOObI UX
OKCIUTyaTaI[HOHHBIE XapaKTEPUCTUKHU H
3P PEKTUBHOCTh HE HAPYLIATUCH MTPH
TPAHCIOPTHPOBKE U B IMPOLIECCE XPAHEHHUS B
COOTBETCTBUU C MHCTPYKIMEH 11O
PUMEHEHHIO.

Jns TIOJITBEPKICHUS COOTBETCTBUS
JAaHHOMY TpeOOBaHUIO IMPOBEPSETCS HaIU4He
TpeOOBaHUI K TPaHCHOPTUPOBKE M XPAHEHHIO,
a TakkKe pPAacCMaTpUBAIOTCS  MPOTOKOJIBI
(oT4eThl)  UCHBITAHUH,  MPOBEACHHBIX  C
ydyacTHEM  TpeTbed  CTOPOHBI, U  (WJIM)
COOCTBEHHBIE JI0Ka3aTenbCTBa
MOATBEPKIAIOIIUE, YTO SKCIUIyaTallMOHHBIE
XapakTepUCTUKH ¥ 3(PPEKTUBHOCTb  HE
HapyImIAIUCh TPH TPAHCIOPTHPOBKE M B
npolecce XpaHEHHsT B COOTBETCTBUU €
WHCTPYKIIMEH 10 TpPUMEHEHHIo (Harmpumep,
CTaOUITBLHOCTH).

6. MenuinHCKUE U3AeIUs JOJDKHEI OBITE
3¢ (HEeKTUBHBIMU TaK, KaK 3TO MPEyCMOTPEHO
MIPOU3BOIUTENIEM, U IOJKHBI OBITH
CIIPOEKTUPOBAHBI ¥ H3TOTOBJICHBI TAKHM
00pa3oMm, 4TOOBI B HOPMaJIbHBIX YCIOBUIX
IKCIUTyaTallil OHU COOTBETCTBOBAJIH LIETSM
MIPUMEHEHHUS 110 Ha3HAYCHUIO, OIIPEICTICHHOMY
MIPOU3BOTUTEIIEM.

ITonTBepxnenue COOTBETCTBUS
MPOBOJUTCS, MO TNPUMEHUMOCTH, Ha OCHOBE
aHaJIn3a oTyeTa 0 KJIIMHUYECKOM
JI0Ka3aTelIbCTBE ¢ dexTuBHOCTH u
Oe3omacHOCTH MEAMIMHCKOTO n3JIenus,
9KCILTyaTallMOHHON JOKyMEHTaluu
(MHCTPYKIMI MO MPUMEHEHUIO0); OLEHUBAIOTCS
MaTepuaibl, MOATBEPKIAIOUINE COOTBETCTBUE
MIPUMEHSIEMbIM CTaHIapPTaM.

7. DKCITyaTalMOHHbIE XapaKTEePUCTUKHU U s MOJTBEPKICHUS COOTBETCTBUSA
3¢ (HEeKTUBHOCTh METUIIMHCKOTO U3 HE JaHHOMY  TpeOOBaHHWIO  OIEHUBAETCS, IO
JIOJKHBI U3MEHSTBCS 10 TAKOW CTEIEHH, MPUMEHUMOCTH: OT4eT 00 HCClIeA0BaHUuU
9TOOBI CTABUTH MMOJ] YTPO3Y KU3Hb U 3JOPOBLE | CTAOUIBLHOCTH MEIHUIMHCKOTO W3ENHS,
II0JI30BATEJIEN U TPETHUX JIMI] B TEUCHHE JAHHBIEC, IIOJYYEHHBIE HA OCHOBE OIIbITA
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[Tynkt O6umx TpeboBaHMiA

Copnep:xaHue FKCIEepPTU3BI

CpOKa 3KCILTyaTalluu, ONPEAeTICHHOTO
MPOU3BOIUTEIIEM, TTPH YCIIOBUH, YTO
MEIUIIUHCKOE U3/ETIHE MOIBEPraeTcs
BO3/ICHCTBUSAM, KOTOPBIE MOTYT BO3HUKAThH B
HOPMAaJIbHBIX YCIIOBHSX KCILTyaTalluu, U
TEXHUYECKOE 00CTYKHBAHHE TIPOBOIUTCS B
COOTBETCTBUU C MHCTPYKIIUEH 110
PUMEHEHHIO.

KJIMHUYECKOTO  MPUMEHEHUS,
MOATBEPIKIAIOIINE
MIPUMEHSEMbIM CTaHJAPTaAM.

MaTepUabl,
COOTBETCTBUE

8. Bce u3BecTHbIe U IpeinoiaraeMbie
PHUCKH, BOSHUKAIOIIHUE MPHU UCIIOJIb30BAHUHU
MEIUIMHCKOTO M3ICIIHS, 1 JTI00bIC
HexenarelbHble 9P(EKTHI OT TAKOTO
WCIIOJIb30BAHUS CBOJIATCS K MUHUMYMY U
JIOJDKHBI OBITH TIPUEMIIEMBIMH TTPH
COMNOCTABIICHUM C MOJIL30M IS
[10JIb30BaTENEH, ITOy4YaeMOU OT
MPEAYCMOTPEHHOTO MPOU3BOJUTETIEM
JEUCTBUS MEAUIIMHCKOTO U3JIEIUS ITPH
HOPMAJIBHBIX YCJIOBHUSIX DKCIUTyaTallUH.

I[JISI MOATBCPKIACHUSA COOTBCTCTBHUA
JaHHOMY Tpe60BaHI/IIO MMpOBOAUTCA aHAJIU3
BBIBOJIOB MPOU3ZBOAUTCIIA O JOIMYCTHUMOCTH

COBOKYITHOTO OCTAaTOYHOTO pHuCcKa B
COOTBETCTBMM ¢ 1. 2.3.6. HacTOAIMX
PEKOMEH AN,

9. JIsl K&KIA0r0 METUITMHCKOTO H3/ICITHS
MPEIOCTABIISICTCS. MHGOPMAITUs, HEOOXOIHMAst
JUTSL UICHTU(PHUKAIIMYA 3TOTO MEAUIIMHCKOTO
U3JICIHS K €T0 TIPOU3BOIUTEIIS, CTPAHBI
MPOMCXOXKICHUS, a TAK)KE UHPOPMALIUS IS
noJib30Bates (MpodhecCuoHaTbHOTO W
Henpo(heCcCHOHATBFHOTO), Kacaromiasics
0€30MTaCHOCTH MEJUIIMHCKOTO U3/IeITHUS, €r0
(GyHKIIMOHATBHBIX CBOWCTB U
SKCILTYaTAallMOHHBIX XapPaKTCPUCTHK. Taxkasa
uH(pOpMaIIKs MOKET HAXOAUThCS HA CAMOM
MCIUIIMHCKOM H3JICJIINHU, HAa YIIAKOBKEC UJIU B
WHCTPYKIIMU TIO TPUMEHEHHUIO.

BrimonnHeHne TpeOoBaHUS MPOBEPSIETCS IO
JaHHBIM O MAapKHUPOBKE, MPEACTABICHHBIM
MIPOU3BOUTEIIEM B COCTABE PETUCTPAIMOHHOTO
J0Che, a TakkKe B  JKCIUTyaTallMOHHBIX
JOKYMEHTaX (MHCTPYKUHUAX MO MPUMEHEHHIO).
[TpoBepsiercs, 4TO B COBOKYITHOCTH,
uHboOpMallus, TpUBEIEHHas Ha  CaMOM
MEUITMHCKOM HW3JICIMH, Ha €r0 yITaKOBKE W B
UHCTPYKIIUU COOTBETCTBYET JTAHHBIM
PETHCTPAIIMOHHOW JOKYMEHTAIIMH C yYETOM
TpeboBanuit 1.9 OOmux TpeboBaHUH WU
SIBIISICTCS JIOCTaTOYHOMU IS ero
UACHTU(DUKAITIH.

10. Hocurens uadopmarnmu, ee popmar,
coJiep’KaHue U PacloNIOKEeHUE JOKHBI
COOTBETCTBOBATH METUITTHCKOMY H3JICIIHIO,
€ro Ha3HAYCHHUIO ¥ TEXHUYCCKUM 3HAHUSIM,
OTIBITY, OOPA30BaHMIO WJIH TTOJITOTOBKE
IIOJIb30BaTeICH.

Hocurens nHpOpMAIIK B Ka4ecTBe
OTpaHWYEHUH M0 TPUMEHEHHUIO,
MIPOTUBONOKA3aHUH, Mep MPEAOCTOPOKHOCTH
WM TIPEIYTIPEXKACHUS JOKEH COIePKaTh
CBEJICHHSI 00 OCTAaTOYHBIX PUCKAX, CBSI3aHHBIX
C IPUMEHEHUEM MEIUIIUHCKOTO U3CIHI.
[ToHsITHE «ITIPOTHBOIIOKA3AHHS HE
MPUMEHHUMO JJIs1 METUIIUHCKUX U3 st
JIMArHOCTHKH 1N Vitro.

Breimmonnenue tpeGoBaHMsI IPOBEPSIETCS IO
JaHHBIM O MAapKHPOBKE, MPEACTaBICHHBIM
IIPOU3BOJIUTEINIEM B COCTABE PETUCTPALIOHHOTO
J0Cbe, a TakkKe B  DKCIUIyaTallMOHHBIX
JOKYMEHTaX (MHCTPYKIIMH MO IMPUMEHEHUIO0) ¢
YUYETOM JIaHHBIX OTYeTa 00 aHaJIM3€e PUCKOB.

11. Undopmarus, mpeycMOTpeHHas
MyHKTOM 9 Hactosmux O0mux TpeOboBaHMH,
yKa3bIBAETCSl HA MApPKUPOBKE U B MHCTPYKIIUHU
110 IPUMEHEHHIO Ha PYCCKOM SI3BIKE, a TAKXKE

BremmonHenue — ykasaHHBIX — TpeOOBaHUs
MpoBepsieTCsl MO JaHHBIM O MAapKHPOBKE,
MPEACTaBICHHBIM MPOU3BOJUTEIEM B COCTaBe

PErUCTPAalIOHHOI'O JOCBEC, a TaKXE B
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[Tynkt O6umx TpeboBaHMiA

Copnep:xaHue FKCIEepPTU3BI

IIPY HAJIMYUU COOTBETCTBYIOIIUX TPEOOBaHUM
B 3aKOHOJIATEIbCTBE IOCYAapCTB-YICHOB Ha
rOCy/1apCTBEHHOM $3bIKE (IOCYIapCTBEHHBIX
A3bIKaX) TOCYAapCTB-UJICHOB.

Taxast uH(OpMAaIHSI MOKET COIEPIKATh
CUMBOJIbI, YCTAHOBJICHHbBIE
MEXXTOCYJJapCTBEHHBIMH CTaHJapTaMHu, a
TaK)K€ YCTaHOBJICHHbIE MEXAYHAPOIHBIMU
cTaHaapTam (IIpH YCIOBUH, UTO
0€30MaCHOCTh MEIULIUHCKOTO U3EUs HE
HapYIIAETCs B CBA3HM C HETOHUMAaHUEM
OTJICIbHBIMU T10JIb30BATENIIMU 3HAYEHUS
TaKUX CUMBOJIOB).

IKCILTYyaTaIMOHHBIX JIOKYMEHTaX (MHCTPYKIIUU
110 IPUMEHEHHUIO).

PasnmuyHple BapwaHTBI MapKUPOBOK, C
yKa3aHHEM PYCCKOrO S3blKa W OJHOTO WJIH
HECKOJIBKUX rOCy/IapCTBEHHBIX SI3BIKOB
rOCYJapCTB-WICHOB MOTYT MPEIOCTaBISITECS U
MPUMEHSTHCS Pa3ACIbHO JJISI PA3HBIX SI3BIKOB C

Y4ETOM MPEIoaaracMoro oOparnieHus
MEJIUIIMHCKOTO  HW3JCIHUS B  KOHKPETHBIX
rocy1apCcTBax-4jeHax.

Jlost MEIUIIMHCKUX U3 IeIni
npoecCHOHATLHOTO ~ MPUMEHEHUS  MOTYT
NPUMEHSATHCS JTHOOBIE CHMBOJIBI, TPUMEHEHHUE
KOTOPBIX MpeayCMaTpUBACTCA
COOTBETCTBYIOIIMMH MPU3HAHHBIMU
CTaHJIapTaMH.

Jlns MEIUIINHCKUX U3AeIui,

npeaAHa3sHAYCHHBIX JJIA HGHpO(i)GCCI/IOHaJII)HI)IX
HOHLSOB&T@J’ICIZ, I MIPUMCHACMBIX CHUMBOJIOB,
IMPUMCHCHUEC  KOTOPBLIX IMPECAYCMATPUBACTCA
COOTBCTCTBYHOIIMMHU IMPpHU3HAaHHBIMHA
CTaHgapTamMu, JacTcAa 00BSICHEHHE X 3HAYCHHS

B MHCTPYKIMHU 10 TPUMCHCHUIO.

2.3.3. Ucnonp3oBanme MpU3HAHHBIX CTAHIAPTOB JJIS MOATBEPIKICHMUS
cootBeTcTBUs OOIIUM TpeOOBAHUSIM

[loaTBepkeHNE  COOTBETCTBUA  TPEOOBAHUSM  TPUMEHUMBIX K
MEIUIUHCKOMY V3EIUIO MIPU3HAHHBIX CTaHIApTOB ABJISACTCS
rapaHTUPOBAHHBIM  CIIOCOOOM  JIOKAa3aTelIbCTBa COOTBETCTBUsL  OO0IuM

TpeOOBAHUSIM.

Ecmm nnma  nmokasarenbcTBa  cooTBeTcTBUA  OOmMM  TpeOOBaHUAM
MIPOU3BOJAUTENb TIPUMEHSICT MPU3HAHHBIE CTAHAAPTHI, TO OH MPEAOCTABIISIET
MEpEYEeHb MNPUMEHUMBIX K  MEIUIUHCKOMY  H3JCIUI0  MPU3HAHHBIX
crtangaptoB. [IpousBoauTens OOOCHOBBHIBAET HEMPUMEHEHHE KaKUX-TUOO
CTaH/IAPTOB, YKA3aHHBIX B 3TOM MEPEYHE.

Ecmm nnma  nmokasarenbcTBa  cooTBeTcTBUA OOmMM  TpeOOBaHUSAM
MPOM3BOJIUTENL MPUMEHSIET HE Bce pas3aeibl (MyHKThI) IPU3HAHHOTO
CTaHJapTa, YyKa3aHHbIE B I€peYHE, TO OH IMPEJACTaBISICT OOOCHOBAHHE
HENIPUMEHCHUS

COOTBETCTBYIOIIMX pa3ienoB (IMyHKTOB) CTaHaapTa B
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cBelleHusiXx 0 cooTBercTBuU 1o ¢opme [lpunmoxenus Ne 2 k OOmum
TpeOOBaHUSAM Kak IMpPUMEUYaHUE MPU YKa3aHUM cTaHjaaprta B crosdue 4. B
X0JIe OKCIEepPTU3bl OILEHUBAETCS OOOCHOBAaHUE HEMPUMEHEHHUS pa3/iesioB
(MyHKTOB) TMPU3HAHHOTO CTAHAApPTa, JIOKA3bIBAIOIEE, YTO CJEJIaHHbIE
U3BATHA HE  yXyamaroT Oe3omacHOCTs W (W)  3(OQPEKTUBHOCTH
paccMaTpuBaeMOro MEJAUIIMHCKOTO U3CIIHS.

Ecnu npou3BoauTens npuMeHsieT 0osee MO3IHIO BEPCUI0 CTaHIapTa,
COJICPIKAILIETOCS B TMEPEYHE MPU3HAHHBIX CTAHAAPTOB, TO MPEIYyMIIUS
cooTBeTcTBUSI OOIUM TPeOOBAHUSIM PACITPOCTPAHAETCS TOIBKO Ha T€ HOPMBI
U TpeOOBaHUS MPUMEHSIEMOr0 CTAaHIApPTa, KOTOPHIE HE WU3MEHSIOT WU HE
OCNa0sII0T TpeOOBaHMUS K MEIUIMHCKOMY M3ICIHUI0 IO CpPaBHEHUIO C
TpeOOBaHUSIMU MPU3HAHHOTO cTaHjapta. [Ipu 3TOM pe3ynbTaThl UCHIBITAHUIMA
C IUENbI0 pErucTpald Ha COOTBETCTBHE TPEOOBAHUSM IPU3HAHHOIO
CTaHJapTa CUUTAKOTCS BAIMAHBIMU. {151 MOATBEPKAEHUS TOTO, YTO HOPMBI U
TpeOOBaHUSI TPUMEHSEMOIr0 CTaHIapTa HE OCIalIsaoT TpeOoBaHUS K
MEIUIIMHCKOMY HW3ACIHUI0 TI0 CPAaBHEHHUIO C TPEOOBAHUSAMH MPU3HAHHOTO
CTaHJIapTa, 3asIBUTEJIb MPEACTABISACT TAOJIUIY UBMEHEHUM JIJIsi IPUMEHSIEMbIX
pa3ze’oB CTaHAApTa C aHATM30M UMEIOIINXCS Pa3InYui.

[IpousBoauTensr MOXKET MOATBEPAUTH COOTBETCTBUE MNPUZHAHHOMY
CTaHAAPTY CJIEAYIOMHUMH CTIOCO0aMHU:

1) noka3aTe/ibCTBAMH, MOJYYeHHBIMHU C YYACTHEM TPeTheil CTOPOHBI
— MPOTOKOJIOM UCIBITAHUM YITOJTHOMOYEHHOMN MCIBITATEIbHOM JIabopaTopuu,
BKJIIOUCHHOM B TIepEYEHb OpraHu3allfii, HUMEIOIUX MPaBO IMPOBOJUTH
UCCNEOBAHUSA(UCTIBITAHNS)  MEIUIMHCKUX  M3ACIUM B HEISIX X
pETUCTPALINH. UcnplTanust B yIIOJHOMOYEHHOW  HCHBITATEIBHOM
nabopaTopun TPOBOIATCS HA COOTBETCTBHE TPEOOBAHUSAM MPU3HAHHBIX
CTaHJIAPTOB, SIBJISIONIMXCS CTaHJIAPTaMU Ha MPOJIYKIMIO, C IPUMECHEHUEM

MCTOJ0B HCHBITaHHﬁ, CoacCpKaluxCsa B COOTBCTCTBYIOIIMX IIPU3HAHHBIX
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CTaHJapTax.

Pesynbratsl HCCJIEIOBAaHUM (ucnpITaHUM), [I0JIy4YEHHBIE
YIOJTHOMOUYEHHBIMU OPTaHU3alUSAIMU (MCIBITATEILHBIMU JIA0OPATOPUSIMU) B
XOJI€ BBINOJHEHUS NPOLEAYpP PETUCTPAlM MEIUIMHCKUX  U3JEIIH,
MPU3HAIOTCS TPU YCIOBHHM, YTO OHHM BBIIIOJHEHBI B COOTBETCTBUU C
TpeOOBaHMAMU H TpaBUjiaMH, YycTraHoBiaeHHbIMU Komuccueit (IIpaBuna
MPOBEJICHUS] TEXHUYECKUX HUCIBITAHUN MeAUIMHCKUX u3nenuid u [lpaBuna
MPOBEJICHUS UCCIEOBAHUM (MCIBITAHUM) C 1IE€JIbIO OLIEHKHW OUOJOTHYECKOIO
JNEUCTBUS MEAUIMHCKUX W3AENINi, yTBepxkaeHHble Pemenusmu CoBera
Komuccun ot 12 ¢epans 2016 r. Ne 28 u or 16 mas 2016 r. Ne 38
COOTBETCTBEHHO).

Ecnu ucnbiTaHus TPOBENEHBI B COOTBETCTBMU C YKa3aHHBIMU BBIIIIE
[IpaBwiamu, OJHAKO MPU AKCHEPTU3E BBIABISAIOTCS (DAKThI, CTaBSIIUE IO
COMHEHHE JIOCTOBEPHOCTh TIOJIYYEHHBIX PE3YJIbTATOB, TO HKCIEPTHAs
OpraHu3aiys BIpaBe MPOUH(POPMHUPOBATH 00 STOM YIMOJTHOMOUYEHHBIN OpraH
u(KMau) opraH Mo akKpeAuTallMM COOTBETCTBYIOIIErO rocyJapcTBa — 4JieHa
Coroza. OTHaKO 3TO HE MOXET BIIMATH HA PU3HAHKUE IIPOTOKOJIA UCIIBITAHUN,
110 KOTOPOMY BBISIBJICHBI YKa3aHHbIC (DAKThI;

2) moKa3aTeIbCTBAMH  NEPBOl  CTOPOHBI —  COOCTBCHHBIMH
JI0OKA3aTE€IbCTBEHHBIMH ~ MaTepuajlaMd  MNPOU3BOAUTENS  (IIPOTOKOJIBI
COOCTBEHHBIX UCHBITAHUM, PE3YJIbTAThl UCCIEAOBAHUM, OMBIT KIMHUYECKOTO
MIPUMEHEHUS, JISKJIapallii COOTBETCTBUS WIH JIPYyTHE MaTepUalibl) B CIydasx,
KOTJJa COOTBETCTBYIOIIMN  MPHU3HAHHBIM  CTaHAAPT TPUMEHSETCS K
MEIUIMHCKUM U3JIETUAM, OJHAKO JUIsi HEro HE HMMEETCs CTaHaapTa Ha
METO/IbI UCIIBITAHUIN UM aTTECTOBAHHOTO B YCTAHOBJIEHHOM MOPSIIKE METO/1a
WCTIBITAHUM.

B Xxome »9KcmepTus3bl OILIEHUBAETCS OOOCHOBAHHME ITPOU3BOIUTEIIS

OTHOCHUTCJIIBHO BaJIMAHOCTU  IIPUMCHACMOIO  MCTOJAa  IIOATBCPIKIACHUA
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COOTBETCTBUS MPU3HAHHOMY CTAHJAPTY C YUETOM Kjacca MOTEHIIMAIbHOIO
pUCKa TPUMEHEHUSI METUITUHCKOTO WU3CIIHS:

- 1711 MEIMIIMHCKUX M3JIETMA  KJIACCOB MOTEHIUAIBHOTO pPHUCKA
npuMeHeHus | u 2a MoryT OBITh 3a4T€Hbl MPOTOKOJBI COOCTBEHHBIX
HCTIBITAaHUM (MCCIIEIOBAaHUN );

- I MEAMIIMHCKUX W3AeNuid kiacca 20 U 3 MOryT OBITh 3a4TEHBI
MPOTOKOJIbI COOCTBEHHBIX HCHBITAHUN (KCCIIEIOBAaHUN) C MPHIOKEHHOU
NpOrpaMMOil  UCIBITAHUM U OOOCHOBAHMEM  BBIOPAHHBIX  METOJIOB

UCOBITAHUM.

2.3.4. Ucnionp3oBanue GpapmMakonelHbIX crateil (MoHoTrpaduii)
JUTSI TIOTBEPKACHUSI COOTBETCTBUA OOIIMM TpeOOBaHUSIM

B cnyuae ecnm mpowm3BOauTENh NMPUMEHSIET (DapMakoNeHHBIE CTAaThU
(monorpaduu) @Dapmakonen Coro3a Ui J10Ka3aTeIbCTBA COOTBETCTBUS
MEIUIMHCKOTO  m3nmenus  OOmmM  TpeOoBaHWAM, TPHU  IKCIEPTH3E
OIICHUBAIOTCS  JIOKA3aTEJIhCTBEHHBIC MaTepuajabl W MPUMEHUMOCTh K

MEIUITMHCKOMY H3CIINI0 UCTI0JIb3yeMbIX (DapMaKOTEHHBIX CTaTEH.

2.3.5. HenocpeactenHoe BeinosiHeHUE OOIIUX TpeOOBaHUIMA

[TonTBepKeHHE COOTBETCTBUSI MEAMIIMHCKOTO wu3aenus OOmum
TpeOOBaHUSM B Clydae HEMOCPEIACTBEHHOTO BBITIOJIHEHUSI YCTAHOBJICHHBIX
3TUM JIOKYMEHTOM TpeOoBaHus (T. €. 0€3 OTCBUIKM K TpeOOBaHUSIM
MPU3HAHHOTO CTaHAapTa) MPOBEpPSIETCS MyTEM aHalu3a J0Ka3aTelbCTB
MAaTE€PHUAJIOB, YKA3aHHBIX MPOU3BOJUTEIEM B KOHTPOJBHOM MEPEYHE IO
dbopme Ilpunoxenuss Ne 2 k OOmmm TpeOoBaHUSM. YKa3aHHbBIC
JI0OKa3aTeIbCTBEHHbIC MaTepuajbl MOTYT BKJIIOUaTh B Ce€0s pPe3yJIbTaThl
COOCTBEHHBIX HCCIICIOBAHUM U WCIHBITAHUM, WCHBITAHUA C Yy4YacTHUEM
MPUBJIEKAEMOW MPOU3BOJUTENIEM TPEThEH CTOPOHBI  (UCIBITATEIBHOM

JabopaTopyu), B TOM YHCIE, UCIBITAHUS Ha COOTBETCTBHUE TPEeOOBAHUIM
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NPUMEHSEMBIX CTaHIAPTOB, HE BKIIOUCHHBIX B TIEPEUYCHb MPU3HAHHBIX
CTaHAapTOB.

Ecnu mnpousBoauTeNlb HE NPUMEHSET TpeOOBaHHMA MPU3HAHHBIX
CTaHJApTOB Ha KOHKPETHBIM BHUJ METUIIMHCKOTO HU3ACNUS, TO MPOBEPSETCH,
YTO YTO PE3YJbTATUBHOCTh MCIOJIB3yEMOT0 MM Clocoba obecredeHus
COOTBETCTBUSI HE YCTyMaeT BBINOJIHEHUIO TPEeOOBAHUI MPU3HAHHOTO
cTanaapTa (1o MyHKTaM U MOJAIYHKTaMm).

[IpousBoauTens BOpaBe MNPUMEHSITh MEXIOCYJAPCTBEHHBIE W HHBIC
CTaHAApPThl, HE BXOJAIIME B TEpPEUYCHb MPU3HAHHBIX CTAHAAPTOB, OHAKO
TaKU€ CTAaHJApThl HE O00ECNEeYMBAIOT MPE3YMIILUI0 COOTBETCTBUS OOHIMM
TpeOoBaHusIM. B 3TOM ciyyae mpou3BOIUTENb MPEACTABISIET 00OCHOBaHUE
BAJIUAHOCTH MPUMEHSAEMOIr0 CTaHAapTa JJid MOJITBEPKICHUS COOTBETCTBUS
O6muM TpeboBaHusM. B Xole 3KcHepTH3bl OLIEHUBAETCS BAJIUIHOCTH
METOJOB  u(WM)  CTAaHJApPTOB,  KOTOpPhle  OBUIM  HUCIIOJIH30BaHBI
IIPOU3BOJIUTENEM sl I0Ka3aTeNbCTBAa COOTBETCTBUSI OOUIMM TpeOOBaHUSIM.

B ciyyae eciam mpou3BOJIMTENb B CBOEH JOKYMEHTAI[MU CCHUIAETCS Ha
CTaHAApPTHI, KOTOpPbIE HE TPUHATHI B  HAIMOHAIBHBIX  CHCTEMax
CTaHJapTu3aluu  pedepeHTHoro rocymapctBa W (WIU)  TOCYJIapCTB
NpU3HAHMS, TO OH VYKa3plBa€T B JOKYMEHTAllUM COOTBETCTBYIOIIUE
TpeboBaHUs CTaHAAPTa MPAMBIM 00pa3oM 0€3 OTCHIIOK.

B cnydae ecam B XOlle O3KCHEPTHU3bl BAIUAHOCTh TPEOOBAHMUIA
OPUMEHSEMOro  CTaHjapTra g  JOKa3aTelbCTBa  OE30MacHOCTH U
3¢ (PEeKTUBHOCTH  TOATBEP)KJEHA, TO  JIOKA3aTEJIbCTBA  COOTBETCTBUS
NPUMEHSEMOMY CTaHJAapPTy OLIEHMBAETCA C YYETOM Kjacca MOTEHUUAIbHOTO
pHUCKa NPUMEHEHUS MEJULUHCKOTO U3IEIHS:

- I MEAWIMHCKMX M3JIeJIMH  KJIAcCOB IMOTEHIUAIBHOTO PHUCKa
npumMeHeHnss | wW 2a MoOryT OBITh 3a4T€HBI TPOTOKOJIBI COOCTBEHHBIX

UCTIBITAaHUM (MCCIIEIOBAHUN );
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- 1711 MEIMIIMHCKUX U3JleNuid knacca 20 1 3 MOryT OBITh 3a4TEHBI
MPOTOKOJIbI COOCTBEHHBIX HCHBITAHUN (KCCIIEIOBAaHUN) C MPHIOKEHHOU
NpOrpaMMOil  UCHBITAHUM U OOOCHOBAaHMEM  BBIOPAHHBIX  METOJIOB

UCOBITAHUM.
2.3.6. AHanu3 pUCKOB

B cootBerctBuu 'OCT ISO 14971 ananu3 pucKoB BKJIIOYAeT B ceOs
BBISIBJICHUE OITACHOCTEW M OIPENICJICHUS CBSI3aHHBIX C HUMH PHUCKOB. B
coorBeTcTBUUM ¢ Mm.4 OOmux TpeOOBaHUNW MNPOU3BOJIUTENb JIOJKEH
NOATBEPAUTh, YTO OH OLEHUBACT M YIpaBIsSeT PHUCKaMU TaK, YTOOBI
OCTAaTOYHBIE PUCKH OBLIN JTOMYCTUMBIMHU.

[Ipon3BoaUTEND PEIOCTABIISAECT CBOIHBIN OTUET, COACPHKALINN !

- JIOKYMEHTHUPOBAHHBIEC BCE CIIy4yad MPEAyCMOTPEHHOTO MPUMEHEHUS U
000CHOBAHHO MPOTHO3UPYEMOI'0 HEMPABWIHLHOTO MPUMEHEHHUS, a TaKXKe BCE
KaueCTBCHHBIC M KOJHMYECTBEHHBIC XaPAKTEPUCTHKH, OOCCIICUMBAIOIINE
NpeIoTBpaIllEeHne  HENOMyCTUMOTO  pUCKa  (Mpu  HEOOXOAMMOCTHU
YKa3bIBAIOTCS UX MPEACIBHO JOMYyCTUMbIC 3HAUCHUS);

- IEPEYEHb U3BECTHBIX WJIM MPOTHO3UPYEMBIX OMACHOCTEH, CBA3AHHBIX C
paccMaTpUBa€MbIM MEIUIIUHCKUM HU3/ICIIUEM, KaK ISl HOPMAJIbHBIX YCJIOBUI,
TaK Y JJIs YCIIOBUM OTKa3a;

- IEPEUYCHb OIMACHBIX CUTyallud W OOOCHOBAaHHO MPOTHO3HPYEMbIE
MOCJICIOBATETILHOCTH WM KOMOWHAITUU COOBITHI, TPUBOISIINX K OMACHBIM
cutyauusiMm. OnpeniesieHue OMacHbIX CUTYallMid U COOTBETCTBYIOIIUX PUCKOB
MOKET HE TNPOBOJIUTHCA B CIIydasX, KOIJa BO3MOXHBIM Bpen s
paccMaTpuBaeMbIX OMACHOCTEM SIBJISICTCS MUHUMAJIbHBIM;

- ONPEZICJICHUE PUCKOB IS Ka)KJIOM OMAaCHOM CHUTyaluu. [[Ji1 omacHBIX
CUTyalliid, B OTHOLIEHUH KOTOPBIX HE MOXET OBITh OIpe/eieHa BEPOSITHOCTD

NpUYUHCHUA BpCada, AOJIKCH OBITH IMOATOTOBJICH IICPCUCHL BO3MOKHBIX
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MOCJIC/ICTBAN TMPUMEHEHUS MEIULIMHCKOTO W3IEIUs, WCHOJb3YEMBIM IIpU
OLICHMBAHWM M YIPABJICHUM PHUCKOM. IS TEX OMACHOCTEW M OMNAaCHBIX
CUTyallMi,  KOTOPbIE  TOJHOCTBKD  OXBATHIBAIOTCA  MNPUMEHSEMbIMU
IPOU3BOUTENIEM TPU3HAHHBIMU CTaHAAPTaMU MO 0€30MaCHOCTH MPOYKIIHUH,
JNONYCKAETCS HE OMNpENesATh W (WIM) HE OIEHHWBATh COOTBETCTBYIOIIUE
pUCKH. B 3TOM Cilydae pyUCKM CYUTAKOTCS JONYCTUMBIMU;

- MEpbl 1O YNPABJICHHUIO PUCKOM, HEOOXOAMMBIE ISl yMEHBUICHUS
PUCKOB JI0 JIOITYCTUMOTO YPOBHS C YYETOM KPUTEPHUEB, YCTAHOBJIEHHBIX B
IJIAaHE MEHEI)KMEHTA PUCKA.

Ecnu ocraToyHbli PUCK IO KPUTEPUSIM, YCTAHOBIEHHBIM B ILIAHE
MEHEKMEHTAa PHUCKA, COYTEH HEIOIYCTUMBIM, a JaJbHEHIIECEe CHUKCHUE
pHUCKa - IPAKTUYECKN HEOCYIIECTBUMBIM, TO IMPOU3BOAUTEIL HA OCHOBE BCEX
UMEIOIINXCA JaHHBIX AaHAJIM3UPYET COOTHOUIEHWE puck/mosb3a. Eciom
pe3ynbTaTbl aHalau3a CBUACTEIBCTBYIOT O TOM, YTO TMOJb3a OT
MPEIYCMOTPEHHOIO TMPUMEHEHUsSI MEIULUMHCKOTO W3ACIUS IPEBBIIIACT
OCTaTOYHBIA PUCK, TO PUCK CUATAETCS MPUEMIIEMBIM.

[Ipn skcnepTh3e oOT4YETa NPOBEPSETCA OTCYTCTBUE HEAOMYCTUMBIX
PUCKOB M, TEM CaMbIM, MOATBEPXKAAeTCS 0OE€30MaCHOCTh MEAUIIMHCKOIrO
m3genusa. Ecmm 1o pesysbrataM SKCIEPTU3bl JENACTCS 3aKIOYEHHUE, YTO
PUCKH HEJOOIIEHEHBI U (MJIM) BBIMOJHEHHBIE MEPHI N0 YMEHBIICHHIO PUCKOB
HE PE3YyJIbTAaTUBHBI TaK, YTO OHH IMONAAAl0T B HEIOIYCTHMYK 30HY B
MaTpHIle PUCKOB, TO B DKCIIEPTHOM 3aKJIFOUEHUU JIOJKHBI OBITh MPUBEICHBI
000CHOBaHUS MPUYMH, TPUBOASIINX K 00Jiee BBICOKMM prcKaM (yBETUYEHUE
CTEMEHU TSHKECTH W (WJIM) BEPOSTHOCTH NPUYMHEHHSI Bpella, KOTOpbIE

MPUBOAAT K HEJIOIMYCTUMOMY PHCKY).
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2.4. OTyeT 0 KIMHAYECKOM JO0Ka3aTeabCTBE 3 (PEKTUBHOCTH U 0€30IaCHOCTH
MEIUIIMHCKOTO H3ICIIHS

2.4.1. O0mne moI0KEHUS

B cootBerctBum ¢ myHkToM 3 IlpaBmi mpoBeAeHUS KIMHHUYECKUX
UCTIBITAHUN B Clly4ae, €CJIM KIMHUYECKHE JaHHbIE MCIOJIb3YIOTCS st
J0Ka3zaTelbcTBa COOTBETCTBUsL OOmmMM TpeOOBaHMSAM, JI0Ka3aTeIbCTBO
KIMHUYECKOW A(PGEKTUBHOCTH W OE30MAaCHOCTH MEIUIIMHCKOTO H3ICIIHs
odopmIIsieTcs B BUAC OTYETa M BKIIOYAET B ce0s BCe KIMHUYCCKUE JaHHBIE,
Ha KOTOPBIX OHO OCHOBAHO.

JIis MEIUIMHCKUX W3JCIUN JUIsl JUArHOCTHKHM IN VItro ordyer o
KIMHAYECKOM  JIOKa3aTelabCcTBE  A(PPEKTUBHOCTH U 0OE30MaCHOCTH
COCTaBJISIETCSl B CJIy4ae, €CIM K MEAUIIMHCKOMY M3ACIUI0 JUIsl JUATHOCTUKHU
IN VItro mpuMEHUMBI TIOKa3aTeIM aHAIMTHYSCKOH 3(PPEKTUBHOCTH (Takue,
KaK HampuMmep, YyBCTBHTEIBHOCTh, CHEIU(UIHOCTh, MPABHIBHOCTb,
MOBTOPSIEMOCTh, BOCIPOU3BOAMMOCTD, TIPeneNl OOHapyXeHUs (IEeTEeKIUu) U
JMATa30H M3MEPEHUS) WIM XapaKTePUCTUKH KIMHUYECKON 3((PEeKTUBHOCTU
(Takwe, Kak HampuMep, AUArHOCTUYECKash  UYyBCTBUTEIBHOCTh U
JTUArHOCTHYECKass CHelUM@UIHOCT). J[Is MEeaWIMHCKMX U3IeTud s
JUArHOCTUKK 1N VItr0 Kiacca NOTEHIHMAILHOTO pHUCKA HPUMEHEHHS 1
COCTABJICHHE OTYETa O KIMHUYECKOM JO0Ka3aTelbCTBe 3(P(EKTUBHOCTH U
0€30MacHOCTH HE SIBISETCS 00s13aTeIbHBIM.

OT4eT O  KIMHAYECKOM  JIOKa3aTelbCcTBE  A(P(EKTUBHOCTH W
0€30macHOCTH  MEIUIIMHCKOTO M3ACIHS JOJDKEH IOJJACPKUBAThCA B
aKTyaJlbHOM COCTOSHHM B COOTBETCTBHH C TIpaBWJIaMHU  yIPABJICHHS
JOKyMEHTAaIliel, TMPUHATBIMA Ha NPEANPUITHH, C Y4YE€TOM JaHHBIX,
MOJIYYEHHBIX B XOJI€ MOCTIPOAAKHOTO MOHUTOPUHTA U (MJIN) TIPU TIOSIBJICHUHT
HOBOW TMOATBEPKACHHOW WH(OOpPMAIMM W3 HAYYHBIX JIUTEPATYPHBIX

HCTOYHUKOB, Kacarolieucs ero 0e30IMacHOCTH U 3(1)(1)€KTI/IBHOCTI/I.
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2.4.2. AHanu3 oT4eTa O KIMHNYECKOM JI0Ka3aTeIhCTBE Y(PPEKTUBHOCTH U
0€30MacHOCTH MEIUIIMHCKOTO U3/EIINs

Pekomenayemasi CTpyKTypa OT4YeTa O KIMHUYECKOM JI0KAa3aTEIbCTBE

3 PEeKTUBHOCTH U OE30MACHOCTH MEIUIIMHCKOTO u3enus (1ainee — oTYeT) u

COJIep>KaHME IKCIIEPTU3bI IPUBEACHBI B Tabmmie 2.

Tabnuua 2
HaumeHoBaHue PexoMeHnauum no cogep:RkaHUI0 Ouenka npegocTaBeHHO
pasnesa (110 MPUMEHUMOCTH) uHpopmanuu
1. Obmas OTtyer MAOKEH coJep’KaTh JaTy IIpoBepsieTcst Hanuuue JaThl

uHpopmarnus 06
oTYeTe

COCTaBJICHUS u CBEJICHUS 0
cocraBisBuMX otyer jaumnax (PUO,
KBaJTMUKAIH).

OT4Y€Ta, a TaKXKEC CBeI[eHI/Iﬁ (¢}
COCTaBJIIBIIHNX OTYECT JIMIIAX.

2. O0mmas
uHpopmanus o
MEIUIITHCKOM
U3JICIINU

2.1. Unentudukanuss MEAUIIUHCKOTO
u3zenus, ero MoUbUKALHA
(BapraHTOB MCIOJHEHUS), HA KOTOPbIE
pacrpocTpaHsieTcs JefcTBUs OTYeTa.

MenumacKoe U3JICIne
JIOJKHO OBITH
UICHTU(PHUIIIPOBAHO B

COOTBETCTBUH C TpeOOBaHUSIMU
1. 9 O0mux TpedoBaHui.

[TpoBepsieTcs HaJIn4yue
pacrpocTpaHeHHs OTYETa Ha BCe
3asBJICHHbIE MOJUUKALTIH
(BapuaHTHI WICTIOJTHCHHUS] )
MEIUIIMHCKOTO U3AEIIHSL.

2.2. HammeHoBaHue u aznpec HaumenoBanust u  aapeca
MPOU3BOAUTENS U (IIPU HAIMYMM) €ro | KOMITaHUH JIOJKHBI

YIIOJITHOMOYCHHOTI'O MPEACTABUTCIIA.

COOTBCTCTBOBATbL YKA3aHHBIM B
3a4BJICHUN Ha PpErucTpaluro Hn

TPYTHX JOKYMEHTaxX
PETUCTPALIMOHHOI'O JIOChHE.

2.3. Kpatkoe OTHUCaHue [TposepsieTcs HaJu4yue

MEIULUHCKOTO u3Jenus ero | MH(GopMaIK 1 ee COOTBETCTBHE
MOTU (UK (BapHaHTOB | IOKyMEHTaM PETUCTPAIMOHHOTO
UCIIOJHEHU), BO3MOJKHBIX | JIOCBE.
KOH(UTypamuii, BKIOYas OCHOBHBIC
(GyHKIMOHATBHBIE  XapaKTEPHCTHUKHU,
CBENICHUS 0 Marepuanax,
KOHTAKTUPYIOUIMX C  OpPraHu3MOM
TIAIMEHTA.

2.4. Ha3znaueHnue MEIULUHCKOTO [TpoBepsieTcst  COOTBETCTBUE
U3Ienus, OIHCaHKE KaKMMH{ | HA3HAUEHUs] W YKa3aHHBIX
CBOWCTBaMH U(UIH) | XapaKTepUCTHK YKa3aHHBIM B
XapaKTEepPUCTHKAMH  O0ECTIeYMBACTCS | APYTHX JOKYMEHTaX
JOCTHIKEHHE IeJIel MpeTHa3Haue€HHOTO | PErHCTPAlMOHHOTO JIOChE.
WCTIOJIH30BAHUS MEIUIIUTHCKOTO
U3JeNusL.

2.5. Uadopmanus 0 [Iposepsiercs HaJau4yue
npeaHa3HauCHHBIX NOJIB30BATENSIX, | HH(pOpMaIUK 0
LIEJIeBBIX TPYIIIax. MpeIHa3HauYEHHBIX

II0JIB30BaTCIIAX u OCJICBBIX




23

rpynnax ¥ €€ COOTBETCTBHE

IpEeCTaBICHHBIM B
JI0Ka3aTeIbCTBEHHBIX
marepuanax Otuera.

2.6. [Tokazanus u [IpoBepsietcs HaJu4yue
IIPOTHBOIIOKAa3aHUA K IMPUMEHEHUIO, | MHPOPMALMU O  IOKa3aHMsIX,
OCTaTOYHbIE PUCKU (TIpU HATUYHH) IIPOTUBOIOKA3aHUIX u

OCTaTOYHBIX pHCKax (mo
MIPUMEHUMOCTH).
[TpoTuBONIOKa3aHUS u
OCTAaTOYHbBIE PUCKHU (npu
HaJTUYHH) JIOJIKHBI OBITH

yKa3aHbl OJJHO3HAYHO M SICHO.

JIisi MEIMIIMHCKOTO HM3JEIINs
U1 JMArHOCTHKM I Vitro
IOHSATHE MPOTHBOIOKA3AHUS HE
UCIIOJIb3YETCS.

2.7. KnaccuukanmoHHbIe PU3HAKH

MEUIIUHCKOTO u31enus (o
MIPUMEHHUMOCTH )

- 0IHOPA30BOE/MHOTOPA30BOE;

- UHBa3UBHOE/ XUPYPrUYeCcKH
WHBA3UBHOE/ HE WHBa3UBHOE/
UMIUIAaHTUPYEMOE;

- MUKPOOHOJIOTMUECKU CTaTyc
(cTepusibHOE/HECTEPUIIBLHOE,
CTEpPHIIN3YEMOE,

HI/IpOFCHHOG/aHHpOFeHHOC) .

Knaccudukannonnsie

OpU3HAKU  YKa3blBAalOTCA IO
OpUMEHUMOCTH (B cllyyae
HENPUMEHUMOCTH pU3HaKa
uHpOpMaLUi O HEM MOXKET
OTCYTCTBOBATb);

yKa3aHHbIE

KJIaCCU(PMKALMOHHbIE TIPU3HAKU
JIOJKHBI COOTBETCTBOBATh
MIPUBEIECHHBIM B IpyTUX

JAOKYMCHTAaxX PETUCTPALIUOHHOI'O
JOCKC.

2.8. Undpopmanuss 0  HalIU4MH
perucTpanuu (I0mycka K 0OpalieHuro)
B JpYTUX IOPUCAMKIMAX, HCTOpUS

WNudopmanivs npuBoAUTCS MO
JKETaHUIO 3asBUTEINSI, YKa3aHUE
JaHHBIX CBEICHHUH MOXET OBITH

3. Kinunnueckue
aCIEKTEI
MPUMEHEHUS

M€ IUIMHCKOTO
H3IEIINSL.

oOpamieHus U3eus Ha phIHKAX. WCTIOJIH30BAHO TUISt
JI0Ka3aTenbCcTBA  KIMHUYECKON
3 PEeKTUBHOCTH.

3.1. Onucanue cdepsl Cdepa npumeHeHHs A0JDKHA
MEIUIIUTHCKOTO NpUMEHEHHUs | OBITh ONMCaHa B COOTBETCTBUU C
paccMaTprUBaeMoro MEIUIUHCKOTO | HA3HAUYE€HUEM, IPHUBEICHHBIM B
U3JIEIHSI. JOKYMEHTaX PETUCTPAIIHOHHOTO

J0Che

3.2. Kpartkas uHbopManus, [IpencraBieHHbII 0030p
OIMCHIBAIOLIAS COCTOSIHUE | TaHHBIX JOJKEH
MEIUTITTHCKIX TEXHOJIOTHH, | COOTBETCTBOBATh  3asBICHHOMY
MIPUMEHSEMBIX B JTAHHOM | Ha pErucTparmio
MEIUINHCKOM W3ICITUU TS | METUIIUHCKOMY H3JIEINHUIO.
peanu3alu  LeIM TNPUMEHEHUs U
obecnieyeHus Oe3onacHOCTH
UCIIOJIb30BAHUS MEIUIIUHCKOTO

u3nenus. [pu HeoOxonuMoOCTH, MOTYT
OBITH BKJIFOUEHBI CCBUIKM  Ha
UCIOJIb3yEeMble HCTOUHUKH JAHHBIX.
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3.3. Oncanue KJIIMHUYECKHUX
COCTOSIHHI (3abosieBaHMi ),
OTHOCSIIIUXCSL K cdepe MNpUuMEHEHUs
MEJIUIUHCKOTO U3/ICITHSI.

IIposepsercs HaJIn4ue
OIHCaHUS KIIMHUYECKHX
COCTOSTHUI (3aboneBanumii),
OTHOCSLIUXCS K chepe
IIPUMEHEHUS MEAMLUHCKOIO

U3JeIusl U HMX COOTBETCTBUE
YKa3aHHOMY Ha3Ha4€HHUIO.

4. Tlpumensiembie
MIPOU3BOTUTEIIEM
METO/IBI
JIOKA3aTebCTBA
KJIMHUYECKOU
0e30MacHOCTH U
a3 pexTuBHOCTH
MEIUIIMHCKOTO
U3JICIHSL.

Ha ocHOBE KIMHUYECKUX TaHHBIX:
1) moJay4eHHBIX IyTeM [IOUCKa B

HAy4JHOM JUTEpaType JUISt
paccMaTpuBaeMoro MEIUIIMHCKOTO
M3JEHUS WIH JUIS  MEIUIIMHCKOTO
W3JIeHs, DKBHBAJICHTHOCTH KOTOPOTO
paccMaTpuBaeMOMY  MEIUIIMHCKOMY
M3JCIUI0  JOKa3aHa COrjacHo I8
TaOJIHIIEI 2;

2) WM U3 OIbITa KIXHHYECKOTO
MIPUMECHCHHS paccMaTpuBaeMoro

MEIUIIMHCKOTO HU3/1ETIHS;
3) WM TONy4YeHHBIX B pe3yJbTaTe

KIIMHUYIECKHIX WCIIBITAHUH
(uccrnenoBaHuii);

4) wd  KOMOWHAIMS ~ YKa3aHHBIX
METOJIOB.

W naeiM crtocodoM.

[TpoBepsiercsi  0OOCHOBaHUE
BbIOOpa METOJI0B
JI0Ka3aTelnbCcTBa  KIMHUYCCKON
0e30macHOCTH u
s dexTuBHOCTH
paccMaTpuBaeMoro

MCIUIIMHCKOIO uU3ACIHA, CCIH

UCTIONIB3YETCSI MHOW CTI0Cc00.

5. Knunnyeckue
JTAHHEIE,
MOJy4eHHbIE TyTEM
IIOMCKA B HAYYHOU
auTeparype (eciu
IPOM3BOIUTEIH
NpUMEHSET JaHHbIA
METOI).

[TpuBoautTcss 0030p KIMHUYECKUX
JAaHHBIX TI0 paccMaTpUBaEMOMY WIIN
9KBHUBAJIEHTHOMY MEAUIIMHCKOMY
W37CJINI0, BKIIOYAIOMIMA IIeIh U
3a/1a41 MIOMCKa HEO0XOUMBIX
KJIIMHUYECKHUX JAHHBIX 1o
3¢ dekTHBHOCTH U 0OE30MacCHOCTH C
yKa3aHMEM MCTOYHHUKOB JlaHHBIX. B
0030p MoOryr  OBITb  BKIIIOYEHBI
MIOCTABJIEHHBIE BOIIPOCHI, KJIIOYEBBIE
ClIOBa, KpUTEpUHM OTOOpa HaNJAEHHBIX
JAHHBIX I LEeJIed J0Ka3aTelbCTBA
KJIIMHUYECKOU 6e3omacHoOCTH "
3 PEeKTUBHOCTH.

JUis moucka JaHHBIX MOTYT OBITH
HCIIOJIb30BaHbI, HAIpUMep:

MEDLINE - oOubaunorpaduueckas
6asza craTeil Mo MEIUIIMHCKUM HayKaM,
OXBAaThIBa€T OKOJO 75 % MHUPOBBIX
MEIUIMHCKUX U3/1aHu;

PubMed - nmyGnmuunast Bepcusi 6a3bl

manaeix MEDLINE;
EMBASE/Excerpta Medica -
€BpoIeicKas 0a3za JIAaHHBIX

nyOauKanuil B 001acT OMOMETUITTHBI
1 (hapMaKoJIoTHH;

ClinicalTrials.gov — 6a3a qaHHBIX 110
KIHHUYECKUM HMCIIBITAHUAM;

[TpoBepsieTcs BaJIMIHOCTh
MPEA0CTABICHHBIX JTAaHHBIX,
UCTIONB3YEMBIX TUTST
JI0KA3aTeNIbCTBA  KIIMHUYECKOU
0€30MacHOCTH u
3 PEeKTUBHOCTH.

[Ipy HEOOXOAUMOCTH MOTYT
ObITh  3aTpeOOBaHbl  MOJIHBIE

konuu (6e3 CcokpalleHHuif) Ha
SI3bIKE OPUTHHANA C TIEPEBOIOM
Ha  pycckMi  s3bIk  (mis
WHOSI3BIYHBIX UICTOYHUKOB).
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Cochrane central trials register —

6&3& JaHHBIX 110 KINHNYCCKHUM
HUCIIBITAHUAM,
WHO International Clinical Trials

Registry Platform - 6a3za manusix BO3
0 KJIMHUYECKUM UCTIBITAHHUSIM.

B 0630pe nomkHa OBITH OOecreueHa
MPOCIICKUBAEMOCTh HUCTOYHHKOB
JTaHHBIX.

6. Kimmnuueckue
aHHEIE,
MOJTYYCHHBIC Ha
OCHOBE OITBITa
KJIMHHYECKOTO
IpUMEHEHHUs (eciu
MIPOU3BOIUTEIb
MIPUMEHSIET JaHHbIN
METOI).

[Ipencrasmnstores MaTepHuabl
MIPOU3BOJIUTENS TI0 COOpPYy W aHAIU3Y
JTAHHBIX o 0e30ITacCHOCTH u
3G(PEKTUBHOCTH  paccMaTpUBAEMOTO
MEIHIUHCKOTO U3JICTINS Ha
IOCTITPOAAXKHOM JTarne. Takumu
MaTepuajaMl MOTYT ObITh, B TOM
qucie, CBO/JIHBIE OTYETHI o
HeOIaronpusTHBIM COOBITHSAM u
OT3BIBAM C PBIHKA B COOTHOIICHUU C
KOJIMYE€CTBOM IMOCTaBJICHHBIX
MEIMIIMHCKUX U3JE/INH, ITaHHBIE II0
KOPPEKTUPYIOIIUM u
P IYIPEIUTEIEHBIM JIEHCTBUSIM,
MPEANPUHATHIM B OTBET Ha yKa3aHHbBIC
COOBITHS, OT3BIBBI MOTpeOuTeNneil 00
OTBITC TPUMEHEHHS MEIAUIIUMHCKOTO
W3JIeHs, Pe3yabTaThl aHKETUPOBAHUS
MoJIb30BaTeneil, HIAeHTUDUIUPYEMbIE
3aIMCH PE3YJIbTATOB YCTHBIX OIPOCOB,
mo0sle GopMbl W OTYETHI B
COOTBETCTBUHU C JIOKYMCHTHPOBAHHOMN
MpoLeaypold 1o 0OpaTHOW CBS3M C
MOTpeOUTEIEM, PEyCMOTPEHHOM
CHCTEMOM MEHEIKMEHTa  KadecTBa
MIPEANPUSATHS.

JUIst  MEAWUMHCKUX —M3JIeIUN IS
JUArHOCTHKU 1IN Vitro MaTepuabl
MIPOU3BOJUTENS TI0 COOpPYy W aHAIU3Y
JTAHHBIX o 0e30IMacHOCTH u
s dexTuBHOCTH MEJIUIIUTHCKUX
W3JIeN Ha TOCTHPOAAXKHOM dTare
MPUMEHUMBI  JUIS  TTOJTBEPIKICHUS
aHAJUTHYECKOMH u KJINHUYECKOM
3¢ PEeKTUBHOCTH.

[IpoBepsiercs
MIPEIOCTABICHHBIX
HCITOJIB3YEMBIX IS
JIOKa3aTeIbCTBA  KIMHHUYECKOM
0€e301acHOCTH u
3¢ (HEeKTHBHOCTH.

BaJIMHOCTD
JTAHHBIX,

7. Knuaunueckue
JIaHHBIE,
MOJTYYCHHBIC TTPU
KIMHUYECKUX
UCTIBITAaHUSAX (eCITr
MIPOU3BOUTEIND
MIPUMEHSIET JaHHbBIN
METOI).

[IpuBOoasATCSA pE3yNbTAaThl U BBIBOJIBI
10 KJIINHUYECKUM (knUHUKO-
71a00PaTOPHBIM) UCTIBITAHUSIM.

IIposepsercs:

- COOTBETCTBHE KIMHHUYECKUX
u KIIMHUKO-JTA00PaTOPHBIX
WCTIBITAHUI (uccnenoBaHuii),
MPOBEJICHHBIX B TOCYJapCTBaX-
uieHax, [IpaBunam mpoBeneHUs
KIIMHAYECKUX HCIIBITAHUH (eciu
B oTyere UCTIONB3YIOTCS
MOJTyYCHHbIE JaHHBIE) C IEJIbI0
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NIPU3HAHKS UX PE3YJIbTaTOB;
- COOTBETCTBUE IPOBEACHHBIX

KIIMHUYCECKUX u KIIMHUKO-
71a00paTOPHBIX UCTIBITAHU T
(uccnenoBanuii) B

rOCy/IapcTBaX, HE SIBIISIOLIUXCS
wieHamu Coro3a, KpUTEpHUSIM
[MpaBun IPOBEICHUS
KIMHUYECKUX  WCIBITAaHUHA, C
TeM, 4YTOOBI MX PE3yJIbTaThI
MOIJIM OBITh TPU3HAHHBIMH B

KayecTBe HCTOYHUKA
KITMHHYECKUX JTAHHBIX 0
MEJIUIIMHCKOM U3JICIIHH.
8. Jloka3aTenbCTBO B coorBerctBum ¢ IlpaBwiamu IIpoBepsiercst  o0ocHOBaHUE
SKBUBAJICHTHOCTH MIPOBEJICHUS] KIMHUYECKUX HCIBITAHUN | SKBUBAJIEHTHOCTU JIPYTroro
Jpyroro MEIULIMHCKUX M3ACTHA TPUBOAATCS | METUIITHCKOTO W3IENNs
MEAUIIMHCKOTO JI0Ka3aTeNIbCTBA TOTO, YTO: 3asIBIISIEMOMY (ecu
U3JIEIHs a) paccMaTpUBacMble MEAWIMHCKUE | KIIMHUYECKAE  JaHHBIE  JUIA
3agBIAEMOMY (€Cl | U3JIeNHs UMEIOT OJIMHAKOBOE | APYTrOro MEIULUHCKOTO U3IEIUS
KIIMHUYECKHE Ha3HAYCHUE; UCIIOJIb3YIOTCS JUISE
JaHHbIE AJIs APYTrOro 0) TexHHYeCKue U OHOJOTMYeCcKHe | I0Ka3aTeabCTBa  KIMHHUYECKON
MEIUITUTHCKOTO XapaKTEePUCTHKH  PacCMaTPUBAEMBIX | d3PPEKTHBHOCTH u
U3JIeHs MEIUIIMHCKUX H3ACNUN OJWHAKOBHI B | 0€30MaCHOCTH).
UCTIONB3YIOTCS JUIsL | TOW CTENEHH, KOTOpasi TapaHTHPYeT
JI0Ka3aTenbCTBa OTCYTCTBHE pa3iauuui B ux
KJIINHAYECKOU KIIMHUYEeCKOW  3(QQPEeKTUBHOCTH U
3¢ (HEeKTUBHOCTH U 6esomacHoctu. Jns  dITOM  1enu
0€30MacHOCTH). MPUBOJSATCS  CICAYIONIUE DJIEMEHTHI
CpaBHEHMSL:
- IPEICTABIISIOTCSI  CPaBHHUTEIBHBIC
¢dororpadun paccMaTpuBaEMBbIX
W3eIMi B Clydae, €CId  OHH
KOHTAKTUPYIOT C TEJIOM IMallUEHTA;
- IPUBOAATCSA CBE/IeHUS,
MTOATBEPIKIAOIIIHE, YTO o0a
MEIUITTHCKUX U3JIeNus UMEIOT
OJIMHAKOBBIN MPUHIMII ICHCTBUS,
- IPUBOASATCS JIaHHBIE,
MTOATBEPIKTAOTIIHE, YTO o0a
MEIULIUHCKUX U3JIeNTUs UMEIOT
OJTMHAKOBBIE  CBOWCTBA B  YaCTH

OMOJIOTHYECKON COBMECTUMOCTH;
- UASHTUPUIMPYIOTCS BCE pa3anyuus
B M3ACIMAX, OIPEHEIATCS  T€

pa3nuuus, KOTOpble HE OKa3blBaloT
CYLIECTBEHHOI'O BIIMSTHUSA Ha
KIIMHUYECKYl0  3((eKTUBHOCTH U
0€30MaCHOCTb, OOBACHSAETCS TOYEMY
9TH  pa3iWyus HE BIWAIOT Ha
KIMHAYECKYI0  3(QQPEKTUBHOCTH U
0€e30IacCHOCTE;

- ONpCACIISIIOTCA TC pasjinius,
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KOTOpBIE MOTYT OKa3bIBaTh
CYILECTBEHHOE BIIMSIHUE Ha
KIUHAYECKYI0  3(PPEKTUBHOCTH U

0e3omacHocTh. Eciu Takue pasimuus
HUMCIOTCA, TO I J0Ka3aTcJbCTBa
OKBHUBAJICHTHOCTH, IIPOU3BOAUTECIIb
MOKCT NpOBOAUTH, IO IPUMCHHUMOCTH,

CpaBHUTEJIbHBIC TEXHUYECKUE
WCTBITAaHUSL M(WIM) HUCIBITAaHUSA C
LUeIbl0  OIEHKH  OHOJOTrHYEeCKOro
JEUCTBUSA u(1iam) KIIMHUYECKUE
(KTMHUKO-1a00paTOPHBIE) HCIIBITAHUS
(uccnenoBanus) MEIUITMHCKIX
W3JIeTHi, B TOM  YHCIE, c
MIPUBJICYCHUEM YIIOJTHOMOYEHHBIX
OpraHu3aIui (MCTIBITAaTENFHBIX
nabopaTopuii).

9. Ananus
KJIMHUYECKUX
JAHHBIX.

CymmupyroTCsi BCe KIMHMYECKHUE
JaHHbIE, TPOBOJUTCS KPUTUYECCKUN
aHalM3 Kak OJaronpusTHBIX, TaKk |
HeOIaronpusATHBIX KITMHAYECKUX
JAHHBIX,  JeJalTCid  BBIBOJBI O
KIUHA4YecKod  3¢ddekTuBHOCTH U
0e30IacCHOCTH, B~ TOM  YHCIIE,
000CHOBBIBAETCS JIOTTYCTUMOCTh
OCTaTOYHBIX PHUCKOB B CPAaBHEHUH C
IOJIB301 oT IIPUMEHEHUS
MEIULUHCKOTO U3/IeNHsl.

[IpoBepsiercsi:

- 000CHOBaHMS KJIMHUYECKOU
0e301acCHOCTH u
a¢ekTHBHOCTH I BCEX
3asBJICHHBIX  MOKa3aHUH K
NPUMCHCHUIO, HAJIUYhe WIH

OTCYTCTBHC HpOTI/IBOHOKaBaHI/Iﬁ
TAKXKE HOJDKHO IMOATBCPIKAATHCA
MaTepuajIaMu OTUCTA,

- HaJIn4Iue 000CHOBaHHUs
pacnpocTpaHeHuUs BBIBOJIOB
OTUETAa HAa BCE HCHOJHEHUS U
KOH(UTYpaILNH, eclu
paccMarpuBaeMoe MEIUIIMHCKOE
U3JIeIMe  HUMEET  pPa3JINYHbIe
WCTIOTHEHUSI 1 KOHPUTYpaIu B
COOTBETCTBUH c
3KCIUTyaTallMOHHOM

JOKYMEHTAIel (MHCTPYKIHSIMHE
10 IPUMEHEHHUIO);

- IOCTaTOYHOCTh MAaTepPHAIIOB
oTyeTa JUISI  TOATBEPKIACHUS
COOTBETCTBUS  MEIMI[MHCKOTO
u3aenus nyHktam 3, 6 u 8
OO6mux TpeboBaHUN C Yy4ETOM
TpeboBaHUit
MTOCTPETHCTPAITHOHHOTO
KIIMHUYECKOTO MOHHTOPHHTa B

cootBercTBUM ¢ IIpaBunamm
IIPOBEJICHUS MOHHMTOpPHHIA
0e30macHOCTH, KadecTBa U

3¢ (HEKTUBHOCTH  METUIIUHCKUX
W3/1EIINN, YTBEPKIAECHHBIMU
Pemenuem Komnerun Komuccun

ot 22 nexabps 2015 . Ne 174,
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3. AHaIIM3 OTYETOB MO pe3yIbTaTaM WHCIICKIIUH ITPOU3BOICTBA
MEIUIIUHCKOTO U3IEIUS

IIpu oSkcmepTy3e OTYETOB MO  pe3yabTaraM  HMHCIEKTUPOBAHUS
IIPOM3BOJCTBA MEIULMHCKOIO M3JEIUs, IPEICTABISAEMBIX B COCTaBE
PErUCTPALlMOHHOTIO JOChE, IIPOBEPSAETCS PACIPOCTPAHEHUE NEUCTBUS OTYETA
Ha 3ajBIsIEMOE MEIULMHCKOE U3Jenue MyTeM aHajau3a CIEeIYHoLUX
CBEJICHUN:

1) Hanuuue ordyera 00 WHCIICKTUPOBAHMSI IPOU3BOJICTBA METUITMTHCKOTO
U3aenus;

2) HaJIMYKME TTOJIOKUTEIFHOTO 3aKIFOYCHUS O COOTBETCTBHH CHUCTEMBI
MEHE/KMEHTa KauecTBa MEIUIMHCKUX M3AeNUid TpeOOBaHUAM K €€
BHEJPEHUIO U IOJJIEP)KAHUIO B AKTyaJIbHOM COCTOSIHUM, YCTaHABIMBAEMBIX
EBpa3uiickoil 93KOHOMUYECKON KOMUCCHUEH;

3) COOTBETCTBHE  3asBJIIIEMOTO  MEAWIMHCKOTO  W3JCIHS  TPYIIe
(moarpyImre) MEIMIUHCKUX M3JEIUi, Ha KOTOpPBIE pPacHpOCTPaHAETCs
JICCTBHUE OTYETA;

4) COOTBETCTBHE TIEPEUHS MPOU3BOJICTBEHHBIX IIONIAJIOK M UX aJIPECOB,
YKa3aHHBIX B PErMCTPALMOHHOM JI0ChE€, COOTBETCTBYIOLIEMY IIEPEYHIO B
oT4yeTe 00 MHCIIEKTUPOBAHUS TPOU3BOJICTBA MEAUIIMHCKOTO U3EIIH.

4, DxcnepTr3a JOKYMEHTAIMH C 11€JIbI0 BHECEHUSI U3MEHEHUM B
PETUCTPALIMOHHOE JIOCHE

4.1. O01e moJI0KEeHUS.

N3mMeHeHus1 B perucTpaliMOHHOE JOChE MOTYT BHOCUTCS TI0 CJICIYIOIIUM
OCHOBAHMUSIM B cOOTBETCTBUU ¢ [IpaBuiaMu perucrpanum:

1) u3MEHEHHE CBEICHHMA O 3asBHUTENIC, BKJIIOYas CBEACHUSA O
peopraHu3aiuy PUIUIECKOro Jiuia, 00 U3MEHEHUH €r0 HAaMMEHOBAHUS WU
dbammwiy, WMEHH U aJpeca MecTa JKUTEIbCTBA HWHJMBUIYATbHOTO

NpCAIIPUHUMATCIIA,
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2) I3MEHeHHEe HAaUMEHOBAaHUSI METUIIMHCKOTO H3/ICTIHS;

3) U3MEHEHHE COCTaBa MPUHAIICKHOCTEH W (MJIM) KOMIUICKTYIOIIUX H
(WJ1M) pacXoJHBIX MAaTEPUAJIOB;

4) u3MeHEHWE TIOKAa3aHWH T0 NPUMCEHEHHIO, O0JIACTH TPHUMCHCHUS,
MIPOTUBOIIOKA3aHM; TOOOYHBIX 3(DPEKTOBR;

5) u3MeHEeHHE CBEACHUI O MPOU3BOIUTEIIC METUITMHCKOTO HU3/ICIHS;

6) M3MEHEHHE XapaKTEPUCTUK B CHEIUPUKAIUN MPOU3BOJUTEIS HITH
TEXHUYECKUX  YyCJIOBUM (IIpM  HAJIMYMM), KOTOPHIM  COOTBETCTBYET
MEIUIUHCKOE H3Aenne, W (WIM) SKCIUIyaTalMOHHOM JOKyMEHTaluu
MEIULUHCKOTO U3JIEIUS.

NHble W3MEHEHUs B JOKYMEHTAllMd MPOU3BOJUTENSA, BKIIOYAs
Texuuueckuit Qaiin, B ToM uucie, (aili MEHEIKMEHTa pHUCKa, OTYET O
KIMHUYECKOM  JO0Ka3aTeabCcTBE  A(PPEKTUBHOCTM U OE30MaCHOCTH
MEIUIMHCKOTO  W3JeNus,  IepeYeHb  NPHUMEHSEMBIX  CTaHAApPTOB,
KOHTPOJIBbHBIA MepeueHb cooTBeTcTBUs OOIuM TpeOOBaHUSM, HE TPeOyrOT
BHECEHHS U3MEHEHUI B PETUCTPALIMOHHOE J10CHE.

4.2. 1Ipy u3MEHEHUWM T[OKa3aHWW MO MNPUMEHEHHUI0, O00JacTH
NPUMEHEHUsS, TMPOTHUBOMNOKA3aHUM, TMOOOYHBIX 3APGHEKTOB, MPOBOIUTCS
DKCIIEPTH3a AKTYyAIM3UPOBAHHOTO OTYETA O KIMHUYECKOM JOKa3aTeJIbCTBE
3 PEeKTUBHOCTH W OE30MaCHOCTH MEAMIIMHCKOTO W3Jeus B TIOPSIKE,
ONMCAHHOM B TI. 2.4 HACTOAIIUX PEKOMEHIAIUN.

4.3.1Ipy u3MEHEHUSX B TEXHMUECKUX XapaKTEPUCTHUKaXx U (WIJIM)
HKCIUTyaTallMOHHOW JOKYMEHTAllMW, CBSI3aHHBIX C CBOMCTBAaMU M (WIJIM)
XapaKTEPUCTUKAMM  MEIMIMHCKOIO W3JENus, MPOBOJUTCS SKCIEpPTU3A
nepedHsi cooTBeTcTBusi O0mmM TpedboBanusM cornacHo [Ipunoxkennto Ne 2 x
OOmuM TpeOOBaHMSIM B YaCTH CHCIAHHBIX M3MEHEHHH B paMKax
NPEACTABICHHOM  HOPMATUBHOM  JIOKYMEHTAalldd  C  BHECEHHBIMHU

N3MCHCHUAMU. HpOBCpHCTCH, 4qTO MCIHUIHUHCKOC HU3ACIINC IIPOIOJIKACT



30

cooTBeTCTBOBaTh OOmMUM TpeOOBaHUSIM B CBA3U CO  CJACIAHHBIMU
u3MeHeHusiMu.  OlleHKa  JI0KA3aTelIbCTBEHHBIX  MaTEpUAliOB, KOTOpPBIC
IPOU3BOAUTENb MCHOJB3YET [JIsl JOKa3arelibcTBa COOTBETCTBUS OO0nmm
TpeOOBaHMAM, PaCCMATPUBAIOTCS B COOTBETCTBUU C NMyHKTamu 2.3.2 - 2.3.5
HACTOAIIMX PEKOMEHIAINIA.

[Ipy w3MeHEHUsX, HE CBSA3aHHBIX C CBOMCTBaMH u  (WJIN)
XapaKTepPUCTUKAMU MEJUIIMHCKOTO W3JIeNUs, SKCIEpPTHU3a OTrPaHUYUBACTCS
pPAacCCMOTPEHHUEM 3asBJICHUS O BHECEHUU HW3MEHEHUN B PETUCTPALIMOHHOE
JIOChE MEIUIIMHCKOTO U3IEIIHSL.

4.4. TTpn pacCMOTPEHUU KOHTPOJIBHOTO TMEpedHs coOoTBETCTBUS OOImmM
TpeOOBaHUSAM MO MYHKTY 4.3 HACTOSAUIUX PEKOMEHAIMN TaKXKe MPOBEPSIETCS
aKTyaJIbHOCTh MPU3HAHHBIX CTaHIApPTOB, HA KOTOPHIE MMEIOTCA CCBhUIKH B
KOHTPOJBHOM TIEpeYHEe U  TOATBEPKIECHUE COOTBETCTBUS  KOTOPHIM
UCIIOJIB30BAJIUCH ISl JIOKA3aTeNbCTBA COOTBETCTBUA OOLIUM TpeOOBaAHUSIM.
Taxke mpoBepseTcss Hamuyue  OOHOBJIEHHBIX  JOKA3aTeIhCTBEHHBIX
MaTepUalioB JJIsl aKTyaIM3UPOBAHHBIX CTAHJAPTOB B YACTU MOATBEPHKIACHUS
COOTBETCTBUSI HOBBIM M (WJIM) HM3MEHEHHBIM TPEOOBAHUSIM YKa3aHHBIX
CTaHAapTOB.

[Ipn axTyanu3aluyM NOPU3HAHHBIX CTAaHJAPTOB JIOKA3aTE€IbCTBEHHBIE
MaTepualibl MPEJOCTABISIOTCS MNPOU3BOJUTENIEM TOJBKO B 4YacTH TeX
TpebOBaHUM, KOTOPHIE HUCIOIB30BAINCH JJIS JOKA3aTeIbCTBA COOTBETCTBUS
OO6muM TpeOOBaHMUSIM U KOTOpPbIe ObUIM M3MEHEHbI B HOBOW (aKTyalbHOM)
Bepcun cranaapra. OIleHKa J0Ka3aTelbCTBEHHBIX MAaTepHalioB, KOTOpPbIE
NPOU3BOAUTENL  HUCIONB3YEeT  JUIsl  JOKAa3aTelbCTBA  COOTBETCTBUS
aKTyallM3UPOBAHHBIM MPU3HAHHBIM CTAHJAPTAM, pACCMaTPUBAIOTCA B

COOTBETCTBHUU C MyHKTaMU 2.2.3 HACTOAIIUX PEKOMEHIAIMMN.
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I[TPUJTOKEHUE

K MCTOJNYCCKUM PCKOMCHIAIIHUAM

10 TIPOBEJICHUIO AKCIEPTU3BI OE€30MMaCHOCTH,
KadecTBa U 3(PPEKTUBHOCTH MEIUITUHCKOTO
M3AEIUs B LIENIX PErUCTpalii B paMKax
EBpa3zuiickoro 3kOHOMHUYECKOTO COI03a

TABJUIIA COOTBETCTBUSA CBEJAEHUMN,
NnpuBeeHHbIX B JoKyMeHTax [Ipunoxenns Ned k [IpaBuinam
PerucTpanuu M 3KCHEepTU3bl 0€30IMACHOCTH, KayecTBA U 3P PeKTUBHOCTH
MeIUIUHCKUX u3/1euil, yreep:kaeHHbIiM Pemennem CoBera
EBpa3zuiickoii s3xoHOMuU4eckoii komuccuu ot 12 geBpass 2016 r. Ne 46,

CTPYKTYpe JAHHBIX 0 MeAMIUHCKOM u3eauu Texuuueckoro gpaiia

Ne /i HanmenoBanue nokymeHra Pasnen Texnuueckoro | Paznen TexHuueckoro
MIPUJL. npunoxenus Ne 4 k [TpaBunam ¢aitna MU ¢aitna MU B]]
Ne4 perucTpanyuu (xpome MIBJI)

4 Konuu ceprudukaros Ha cuctemy | VII. Paznen VII
MEHEKMEHTa kadyectBa | [Ipon3BoicTBEHHBIE [Tpou3BoacTBEHHBIE
IPOU3BOUTENS MEIULIUHCKUX | IUIOIIAIKU IUIOINAAKHY, 1. 8
mw3nenut  (MCO 13485  mmbo
COOTBETCTBYOLIUN PErMOHAaJIbHBIN
120011 HAIMOHAJLHBIN CTaHJApT
rocyjaapcTBa-uieHa) (Ipu HaJIM4uu)

5 Hexmaparmusi o coorBerctBum | VIII. CBenenus o Paznen VIII
TpeOOBaHUSAM 6e30macHOCTH U | COOTBETCTBUM OOIMM | JlesTenbHOCTh 1o
3¢ (HEeKTUBHOCTH MEAMIMHCKUX | TpeOOBaHUAM BepUpUKALUU U
U3JeNnni WIN HKBUBAJICHTHBIN BaIMJAINH, 1. 9 «T»
JIOKYMEHT (Tpy HAJIUYUH)

8 Cnpaska Ha menunuHckoe | [. O61mee onucanue Paznen I O6ume
u3JleMe C  ONHUCaHueM  O00JacTH | MEIULHUHCKOIO TpeOOBaHUS K
NPUMEHEHMs, Ha3HA4YeHUs, KpPaTKOM | u3aenus COZIEp KaHUIO
XapaKTEPUCTHUKU MEIUITTHCKOTO TEXHUYECKOro ¢aina
U3JIeNus, BapUaHTaMU MCIOJIHEHUS U Ha MEJMIIMHCKOE
KOMIUTEKTYIOMUMH (110 hopme) W3AEIue ISt

IAArHOCTHKH IN Vitro,
m. 1

9 Hannpie o  mapkupoBke U | V. Paznen II
yrnakoBke (MOJIHOIBETHbIe MakeThl | CompoBOAUTENbHASL ConpoBoautenbHast
YyIIaKOBOK M JTUKETOK,  TEKCT | MH(popMarus uHpopmanus, 1. 3 a)
MapKHPOBKH Ha PYCCKOM SI3BIKE U
roCyJapCTBEHHBIX A3BIKAX

TOCYJapPCTB-WICHOB)
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Ne n/mt HanmenoBanue nokyMeHTa Pasnen Texnuueckoro | Paznen Texnuueckoro
MpUJL. npusnioxenus Ne 4 k [IpaBunam (aiina MU daiina MU B/
Ne4 pEerucTpanuu (xpome IBJI)

10 Nudopmanus o paspaborke u | V. IIpoektupoBanue u | Pazmen V
IPOM3BOJICTBE:  CXEMBI  IPOIIECCOB | pa3paboTKa IIpoexTupoBanue u
MIPOU3BOJICTBA, OCHOBHBIE  CTaJHH | MEIULIUHCKOIO pa3paboTka
IIPOM3BOJICTBA, YNAKOBKA, WCIBITAHUS | U3EIINS MEIAULIMHCKOTO U3/1EHS
U Tpoueaypa Bblllycka KoHeuHoro | VI. JUIS TUATHOCTHKHY 1N
IPOAYKTa ITpou3BoCTBEHHBIE vitro, . 6

MPOLECCHI Paznen VI
IIpousBoacTBEHHBIE
MPOLECCHI, 1. 7

12 Wudpopmanus o  mapkerunre | X. Jlesrensnocts o | Pazmen VIII
(uctopus mpu YCIOBHM oOOparieHus | Bepuduxaiuu u JlesiTensHOCTD 110
U3JIeNusl Ha peIHKE Oosee 2 jer) (mpu | Bamupamuu, 1. 11 «e» | Bepudukanuu u
HAJIUYUN) BaJIMIALINH, 1. 9 «K»

13 CooOmieHust 0 HecuacTHBIX | X. JlesrenpHocTh IO | Pazmen VIII
CIy4asix ¥ OT3bIBax (MHGOpMalus He | BepupHUKaluu U JlesiTensHOCTD 110
NPEIOCTABISIETCA s BHOBB | Bamumanuu, 1. 11 «e» | Bepudukanuu u
pa3paboTaHHBIX U CIIPOCKTHUPOBAHHBIX BaJIMIALINH, 1. 9 «K»
MEIUITMHCKAX W3/ICTINN):

CIIUCOK HEXeNaTeNbHBIX COOBITUN UITH
HECUACTHBIX CJIy4aeB, CBS3aHHBIX C
HCIIOJIb30BAHUEM U3JICIINS, U YKa3aHUE
MepruoJa BPEMEHHM, HA NPOTSHKEHUU
KOTOpPOTO MPOUCXOJUIN YKa3aHHbIE

CITyJan
eCIIM HEeXeJaTEIbHBIX COOBITHUH
CIIAIIIKOM MHOTO, HEOOXOIMMO

MPEOCTaBUTh KpaTKue O030pbl IO
KOKIOMY W3 THIOB COOBITHH |
yKa3zaTh 001ee KOJIUYECTBO COOBITHIT
KQKJOTO TUTIA, O KOTOPBIX MOCTYIAIH
OTYETHI
CIIUCOK  OT3BIBOB C  PBIHKA
MEAWIMHCKUX W3Jenuid u  (Win)
MOSICHUTEIHBIX ~ YBEJAOMJICHHA |

OMMMCAaHUC IMOAXO0Ja K PACCMOTPCHHIO

9TUX MpodsieM U HX PEUICHHUIO
MPOU3BOTUTENSIMU B KQXKJIOM M3 TaKUX
CIIy4aeB

OMHCaHWe aHamM3a W (WUJIH)
KOPPEKTUPYIOIINX JEWCTBUH,

MPEIIPUHSTHIX B OTBET HA YKa3aHHBIE
ciIyvau

14

[lepeduensb cTaHAapTOB, KOTOPHIM
COOTBETCTBYET MEIUIIMHCKOE U3/eTHe
(c ykazaHueM CBEJICHHIA O HUX)

II. Ontucanue
MEIUITNHCKOTO
U3aenus

Paznen VIII
JledaTenbHOCTh IO
Bepudukanuu u
BaJIMIAInu, 1. 9 «a»
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Ne n/mt HanmenoBanue nokyMeHTa Pasnen Texnuueckoro | Paznen Texnuueckoro
MpUJL. npusnioxenus Ne 4 k [IpaBunam (aiina MU daiina MU B/
Ne4 pEerucTpanuu (xpome IBJI)

15 Ceenenus 0 coorBeTcTBHU | VIII. CBenenus o Pazgen 111
MEAWIIMHCKOTO  WM3JAENUs  OOIIMM | COOTBETCTBUM 00muM | CBeaeHHs O
TpeOOBaHUAM 0€301acHOCTH U | TpeOOBaHUSM cootBeTcTBUU OOIIHMM
3¢ (HeKTUBHOCTH mequnuuckux | 1. Cepuika Ha TpeOOBaHUSAM
W3EIINH, TpeOOBaHUAM K UX | MOOOOHEIE U 0€30I1aCHOCTH
MapKUpOBKE U O3KCIUTyaTallUOHHOM | MpEebIIyIIne 1 3P HEKTUBHOCTH
MOKYMEHTalluu Ha HuX (Jaiee - | MoAU(UKAIIN
obmrre TpedboBaHms) MEAUIIMHCKOTO

U3JIEIHS

16 JlokyMeHT, ycranaBnuBawomuii | II. Onucanue Paznen VIII
TpeOoBaHUS K TEXHUYECKUM | METUIIUHCKOTO JlesiTensHOCTD 110
XapaKkTEepUCTUKAM MEJUIIUHCKOTO | U3/ BepUPUKALIUU U
U3JEIN Banuaanyu, 1. 10

Jlst oGopynoBaHus —
pazaen |

17 [TpoTokobI TexHuueckux | X. JlesTeabHOCTh MO Paznen VIII
UCIBITAHUHN, TPOBEACHHBIX B IENAX | BepUPHUKALUU U JlesiTensHOCTD 110
JIOKa3aTeJIbCTBAa COOTBETCTBHS OOLIUM | BAJIMJIALIUH BepUPUKALIUU U
TpeOOBaHUSIM BaJIMJIALINY, 1. 9 «O», «B»

18 IIpoTokoIBl uccienoanuil | X. JlesTesbHOCTD 110 -
(MCTIBITAaHMI ) o OIlCHKE | Bepu(UKaIUU U
OH1OJIOrN4ECKOro NEUCTBUS | BaTUAAIIMU
MEAUIIMHCKOTO U3JIENNS,

MIPOBECHHBIX B LeTISAX
JI0Ka3aTeNbCTBA COOTBETCTBUSL OOLTUM
TpeOOBaHUSIM

19 OTtuer 0 KiIrHH4YeCcKOoM | X. JIeaTeIbHOCTh 0 Paznen VIII
nokazaTeslbcTBe  IG(EKTUBHOCTH U | BepUPUKAIIHT U JledaTenbHOCTh IO
0e30MacHOCTH MEJMIIMHCKOTO | Banuganuu, . 11 «e» | Bepudukauu u
U3 Jens BaJIUJALIMU, . 9 «<K»

20 OTuet 00 aHAJIN3€E PUCKOB IX. Pe3ynbTaThl Pasnen IV Pe3ynbratsl

aHanu3a u aHaJIN3a U yIpaBJIEeHUS
YOPaBJICHUS] PUCKOM | PUCKOM, M. 5

21 JlanHbIE 0 JeKapcTBeHHBIX | X. JlesaTenbHOCTh Mo -
CpeICTBaX B COCTaBE MEIUIIMHCKOTO | BepHU(pHUKAIUU 1
u3nenus  (CocTaB  JIGKAPCTBEHHOTO | BAJIMJIAIUH
CpeicTBa, KOJIMYECTBO, JAHHBIE O
COBMECTUMOCTH JIEKapCTBEHHOTO
CpeAcTBa C MEAMIIMHCKUM HU3JIEITUEM,
perucTpanuu JIEKapCTBEHHOTO
CpEJICTBA B CTpaHE-TPON3BOJAHUTEIE)

22 Jlanubie 0 ouonornueckoi | X. JleaTeabHOCTh 10 Paznen I [lestenbHOCTD

0e30macHOCTH (IIPU HAJTMYUHN)

BepUpUKaLUU U
BaJIM AU

1o Bepu(UKaLUU U
BaJWJALMU, 11. 4
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Ne n/mt HanmenoBanue nokyMeHTa Pasnen Texnuueckoro | Paznen Texnuueckoro
MpUJL. npusnioxenus Ne 4 k [IpaBunam (aiina MU daiina MU B/
Ne4 pEerucTpanuu (xpome IBJI)

23 Janubie 0 npouenype | X. deqarenbHoCTh 110 Paznen VIII
CTepUIIN3aLuH, BKJIIOYAs | BepU(PHUKAIUU U JlesiTenbHOCTH 11O
uH(pOpPMaLIMIO O BAIMJIAIUH [IpoLiecca, | BaIUIAUU BepUpUKaLUU U
pe3yJIbTaThI TECTUPOBAHUS Ha Banuaanuu, 1. 14
coJiepXKaHue MHUKPOOPTraHU3MOB

(creneHb OMOJIOTUYECKON HArpysKu),
NUPOTCHHOCTH, CTEPUWJIBHOCTH (TIpH
HE00X0IUMMOCTH) C yKa3aHUueM
METOJIOB TPOBEICHHUS HCHBITAHUI |
JaHHbIE O BAJIUAALMU YIAKOBKHU (I
CTEPHJIbHBIX M3JICIIUI)

24 Nudopmanus o crnenuanbHoM | X. JeAT€IbHOCTH 1O Paznen VIII
nporpaMmMHOM  obecrieueHun  (NpH | BepuuKamuu u JleATenbHOCTh 110
HAJIMYUH): CBEICHUS TTPOU3BOTUTEIIS O | BATHIAIIUU BepUPUKALIUU U
BaJIM AL MIPOrPaMMHOTO BaJIMgaLnuu, 1. 15
obecreucHus

25 Otuer 00 ucciegoBanusax | X. JleATenbHOCTh 110 Pasznen VIII
CTaOMIIBHOCTH - C QYTEHTHUYHBIM | BepHUPHUKAIUU U JlesATenbHOCTh 110
NEpeBOJIOM  HA  PYCCKUMH  S3BIK | BAIMJAIUU BepU(DUKAIIIU U
pPE3YJIbTaTOB W BBIBOJOB HCIBITAHUN BaMaanuu, 1. 13
UL HM3ICIHHA, HUMEIOIMUX  CPOK
XpaHCHUs

26 OKCIUTyaTallMOHHBIN nokyment | V. Pasnen 11
WIH WHCTPYKIUS 10 mpuMeHeHHo | ConmpoBoaUTEIbHAS ConpoBoautenbHast
MEIUIIUHCKOTO U3JICIIHS Ha | uHpopmanus uHpopmanus, m. 3 «o»
TOCY/IApPCTBEHHOM SI3BIKE TOCYIApCTB
npu3HaHus (OpU HEOOXOJUMOCTH) H
PYCCKOM sI3BIKaxX

27 PykoBoznctBo 1o  cepBucHomy | IV. Paznen II
00CITyKUBaHUIO (B yactu | ConpoBoauTenbHast ConpoBoaurtenbHast
KOMIUTEKTYIOLITUX MEIUIIMHCKOTO | HH(pOpMAIUsI uHpopmanus, 1. 3 «o»
u3Jenusl) - B CIy4yae OTCYTCTBHS
aHHBIX B JKCILTyaTaI[MOHHON
JIOKYMEHTaluu (py HATMYHUHN)

30 JoxymenTsl, mnoarsepxpaaromue | X. learenbHOCTh 110 Paznen VIII
pe3yIbTaThI UCTIBITAHUH | BepUPUKAIIIN U JlesATeIbHOCTh 110
MEIUIIMHCKUX HM3JCIUi B  LEIIX | BaluJaliu BepUpUKALIUU U
YTBEPKIACHUS THIIA CPEICTB BAJIMIAINH, 11. 9 «O»
U3MEpEeHUI (B OTHOIIICHUHU

MEIUIIUHCKUX W3/ICIHA, OTHECEHHBIX
K CpeICTBaM HU3MEPEHUH, IepeyeHb
KOTOpBIX yTBepkaaercss Kommuccueit)
(mpu He0OXOAMMOCTH)
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