EBPA3BUUCKAS SJKOHOMUYECKASI KOMUCCUS
KOJUIETUSA

PEKOMEHIAANMUA
«21» mag 2019 r. Ne 14 r. MockBa

O MeToau4ecKux peKOMeHAalHAX 110 NPOBEACHUIO
IKCNEePTH3BI 0€30MACHOCTH, KayecTBa H 3(PPeKTHBHOCTH
MeIUIIHHCKHX M3eHi B LeIsiX HX PerHCTPAaLlH B paMKax
EBpa3suniickoro 3k0HOMHY€ECKOIr0 ¢0K3a

Konneruss EBpasuiickoli SKOHOMHYECKOM KOMHCCHM B COOTBETCTBUHU
co ctatbedt 31 JloroBopa o EBpazuiickoM 3KOHOMHUYECKOM CO3€ OT 29 Mas
2014 roma wu crareedt 4 CorjameHuss O eAWHBIX [PUHLMIIAX
W MpaBwiax oOpaleHus MEAULHWHCKUX H3JeNUN (M31enui MeIUIMHCKOTO
Ha3HAYeHWss M MEJUIMHCKOW TeXHUKH) B pamkax EBpazuiickoro
HKOHOMHYECKOTro coro3a oT 23 aexabps 2014 roga,

B IIEJIAX YCTAHOBJIEHHs €IMHOOOpa3HBIX MOJXO0J0B MPU MPOBENEHUU
SKCIEPTHU3Hl Oe30MmacHOCTH, KadecTBa W 3G(EKTUBHOCTH MEIAMLHUHCKUX
u3enuii B paMkax EBpazuiickoro dJKOHOMHUYECKOro coro3a

peKOMeHAyeT rocygapcteaM  —  wieHam  EBpasuiickoro
HKOHOMHYECKOTO CO03a ¢ JaThl OMyOJHKOBaHUS HacTosledl Pexomenaannu
Ha odumanibHOM caliTe EBpa3suiickoro 3KOHOMHUYECKOI'O0 COO3a IIPUMEHSATH
Merouyeckre peKOMEHIAIK 110 IPOBEACHUIO0 SKCIEePTU3bl 0€30MacHOCTH,

KadecTBa U 3P(HEKTUBHOCTU MEJIMIIMHCKUX U3/IEHH B L& A UCTpalun

[Ipencenarens Konneruu
EBpa3uiickoil 5JKOHOMHUYECKOW KOMUCCHH APKUCTH



ITPUJIOXKEHUE

K Pexomennauuu Komnerun
EBpasuiickoli 53KOHOMHUYECKOH KOMHCCHI
or 21 masa 2019 r. Ne 14

METOAUYECKHUE PEKOMEHIAIIUHA
10 IPOBEICHHI0 IKCIIEPTH3bI 0€30MACHOCTH, KayecTBa U
3P PexTHBHOCTH MEAUIHHCKHX H3/IeTHI B HeIsIX HX PerucTpanudu
B pamkax EBpa3uiickoro sKoOHOMHYECKOIr0o cor03a

I. O0ume nonoxeHus

1. Hacrosimme Mertoauueckue peKOMeHIAIMU TIpeHA3HAYEHbl  JIsi
WCTIONIB30BAHMSI  OKCIEPTaMU  YIIOJHOMOYEHHBIX OpPraHoB (9KCHEPTHEBIX
OpraHu3anui), OCYLIECTBISIONIMMHU 3KCIEPTU3Y OE30IaCHOCTH, KauecTBa W
5(Q(EKTUBHOCTH  MEIULMHCKUX  WM3ISIHH, [POBOAUMYIO U Lesei
perucTpalvu  MEOUIWHCKUX — H3JeNuMd B pamkax  EBpazwuiickoro
9KOHOMHYECKOro coro3a (naynee — Coro3) B COOTBETCTBHH ¢ IlpaBuiaMu
PErHCTpaAllMi M OKCIEPTH3bl Oe30MacHOCTH, KadecTBa U 3(PPeKTHBHOCTH
MEIMIUHCKUX W3Jielini, yTBepxkaennbiMu Penienrnem Copeta EBpasuiickoi
SKOHOMHYECKOH komuccnu oT 12 despans 2016 r. Ne 46 (nanee — Ilpasuia
perucrpaium).

2. Hacrosimue Mertoauueckue pekoMeHIaMK pa3paboTaHbl B LEIsIX:

YCTaHOBJIEHHs €IMHOOOPA3HBIX MOJAXOMO0B K TMPOBENCHUIO DKCIEPTH3HI
Oe3onacHOCTH, KayecTBa U 3D(GHEKTUBHOCTH MEIMIUHCKUX U3IEITHIA;

yHuuKanuu  TpeOOBaHHH HKCMEPTOB K BHAY U COAEPKAHHIO
JOKa3aTeJIbHbIX MaTepHanoB (AOKYMEHTOB) MPOM3BOIUTENS MEIUIIMHCKOIO
M3IENUs, IIPEACTABIsSEMBIX Ha 3KCIEPTU3y B pamMKax cOopa IoKa3aTellbCTB
OezonacHocTy ¥ 3PPEKTHBHOCTH MEIULMHCKOTO HW3JENUSI U TOJArOTOBKH
PErucTpaloOHHOrO0 J10ChHE.

3. inst nenell npuMeHeHHs HacTOSIIMX MeTonMYecKuX peKoMeHaluil

HCITOJIB3YIOTCS ITOHATUS, KOTOPBIE O3HAYalOT CICAYIOMee:
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«[10Ka3aTeJIbCTBA MEPBON CTOPOHBI» — COOCTBEHHBIE JOKA3aTelLHbIE
marepuansl (AOKYMEHTBI) MpPOU3BOAUTENST W (WJIM) YIOJHOMOYEHHOIO
NPENCTaBUTENsT [IPOU3BOAUTENST (MPOTOKOIBI COOCTBEHHBIX HCILITAHUN
(MccreoBaHMii), B TOM YHCIE BbIIAHHBIE OpPraHaMd IO cepTU(UKALUHU,
MCIIBITATENBHBIMU  JTaOOpaTopusiMu  (LeHTpaMH), AaKKpPeIUTOBAHHBLIMU B
HAllMOHAJIBHOW cHcTeMe akKpeauTanuu rocynapctBa — uieHa Corosa,

pe3yJIbTaThl KIMHUYECKOTO IPUMEHEHUS U APyTrUe MaTepuallbl),

«JT0OKa3aTeIbCTBA  YIOJHOMOYEHHBIX OpraHu3alyiy — IPOTOKOJIbI
UCTIBITAaHU I (uccrelloBaHui), BbI/IAHHBIE YIIOJTHOMOYEHHBIMH
OpraHu3alusIMu;

«KJIMHUYEeCKast 0e30IacCHOCTb MEJUIIMHCKOTO H3JCTHS» — OTCYTCTBHE
HEJOIyCTUMOIO PHMCKa, CBSA3aHHOTO C MPUYMHEHHEM Bpela MalMeHTy IIpH
MCIIOJIB30BAHUM MEJIMIMHCKOTO M3/Ie/IMsl B COOTBETCTBUU C MHCTPYKIHEH 110
MPUMEHEHHIO;

«KOH(UTYpaIlss MEIULHUHCKOIO W3JeNUs» — KOMOHHALIMSA COCTABHBIX
YyacTed MEIUIMHCKOTO W3AENUs, YKa3aHHBIX B PErHCTPAllMOHHOM 0ChE,
KOTOpasi B COOTBETCTBUU C HMHCTPYKIHEH TO NPUMEHEHHIO 00ecIlieYyuBaeT
JNOCTUKEHHE LeJd [MPUMEHEeHUS MEJMIIMHCKOrO M3AEJHUSI B COOTBETCTBUU C
Ha3HAYEHUEM [POU3BOJINTENIS MEAUIIMHCKOTO U3IETTHSI;

«yIOJIHOMOYEHHBIE OpTaHU3ALMUY — YUPEXHJICHHUs, OpPTaHH3aI[HH WU
NPeANpPUsATHS,, BKJIIOUEHHBIE B  EIMHBIM  peecTp  YIMOJIHOMOYEHHBIX
OpraHu3anui, HMMEIIUX I[PaBO IMPOBOAMTH HCCIIEJOBAHUS (HUCITBITAHUS)
MEIULUHCKNAX U3JeIUNA B LEINsIX UX PeruCTpaliu.

Muple moHATHS MCIONB3YIOTCS B 3HAYEHMSIX, OIPEJICICHHBIX aKTaMH
opranoB Coro3a B chepe oOpaleHus MeIULIMHCKUX U3JIETHH.

4. be3omacHOCTh, Ka4ecTBO U 3P(HEKTHBHOCTh MEIUIMHCKOIO H3AEIus

MOATBCPIKOAKOTCS ITYTEM



a)aHanM3a M OLUEHKM JIOKYMEHTOB  PErvcTpaldOHHOTO  JIOChE,
JOKa3bIBAKOIIUX  COOTBETCTBHE MEIULHMHCKOTO M3JeNUS NPUMEHHMBIM
nojoxkenusm  OOmmux TpeGoBaHuit OezomacHocTH W 3()(HEKTHBHOCTH
MEIULMHCKHAX H3JeNnH, TpeOoBaHUH K UX MapKHUPOBKE M 9KCILIyaTALMOHHOM
JOKyMEHTallMM Ha HHX, yTBepkIeHHbIX Pemenwmem Comera Eppasuiickoit
DKOHOMMYECKOH Komuccuu oT 12 ¢espans 2016 r. Ne 27 (nmanee — O6uue
TpeboBaHus);

0) aHanuza  OTUETOB 00  WHCIEKTHPOBAHMH  IIPOM3BOJCTBA B
COOTBETCTBUHM ¢ TpeboBaHMSMH K BHEIPEHHIO, IMOICPIKAHUIO M OLIEHKE
CHUCTEMBI MEHEKMEHTa KayecTBa MEJUIIUHCKUX M3JIETUi B 3aBUCUMOCTH OT
NOTEHIHMAJBLHOTO pPHCKAa MX TPUMEHEHHs, YTBEPKICHHBIMH Pernenuem
Cosera Eppasuiickoil skoHomuueckoit xommccun ot 10 nHos6ps 2017 r.
Ne 106;

B) OLICHKM TIlJIaHa MPOM3BOJUTENsSI MO cOOpy W aHAIHU3y JAHHBIX [0
OesonmacHOoCTH U 3(QQPEKTUBHOCTH  MEIUIMHCKOIO  W3Jeaus  Ha
MOCTIPOJAXKHOM dTane ([UIsl MEOUIMHCKUX W3JIeIMM, 3asiBIISEMbIX Ha
PEruCTpaluio), CBEAGHHH O  BBISIBICHHBIX  TOOOYHLIX  JEHCTBHUSIX
MEJIMLIMHCKOTO H3JEeJIHsl B IpoLecce BSKCIUTyaTaluud (Ui MeJUIMHCKUX
M3eNIUH, IMEIOIINX UCTOPHIO 00paIlieH s );

I) aHaJli3a CBEACHUH O HeONAaronpUsTHEIX COOBITUSIX W OT3bIBAX
MEIMUMHCKUX H3JENUNA ¢ pBIHKA (A1 MEIUIUHCKUX HW3JIENHM, MMEIOIINX
MCTOpUID  ObpamieHus)) u (WiKM) yBeJOMJIEHHMH 10  0Oe30MacHOCTH
MEIMIHUHCKOTO H3ENIHs, a TAKXKE CBEACHHMH 0 KOPPEKTUPYIOIINX AeHCTBHSX,
MPENPUHSITHIX B YKA3aHHBIX CIyUasx;

) aHaJaM3a  OTYETOB O  [OCTPETUCTPAIIMOHHOM  KIIMHMYECKOM
MOHHUTOPHMHIe B COOTBETCTBMM ¢ [lpaBunamu mpoBeleHHss MOHHUTOPUHIrA
OesonacHocTH, KauecTBA W O(GGEKTHMBHOCTH MEIUIMHCKUX  HW3JENHil,

yrBepKaeHHbIMU  Pemennem Kommernm EBpasmiickoil  9KOHOMHYECKOMH
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Komuccuu oT 22 pekadps 2015 1. Ne 174 (ans 3aperdcTpUpOBaHHBIX
MEJMIMHCKUX U3/IeNTHiA).

S.Ilpm  mpoBeneHMM  BKCHEepPTHU3bl  OE30MACHOCTH, KayecTBa U
s dhexTHBHOCTH MEIUITTHCKHUX U3 N IPUMEHSIECTCSI pHUCK-
OPUEHTUPOBAHHBIM TMOAXOMA: TpeOOBaHUS IKCHEPTOB K OOBEMY M CTENeHH
JIeTAJIN3alMU T0KA3aTeIbHBIX MaTepHaIOB (JIOKYMEHTOB) PEruCTPaldOHHOTO
IOChE IPOIOPLIHOHAIBHBl KJIACCY TMOTEHIIMAJIBHOIO pPHCKA IPUMEHEHUSs
MEUILIUHCKOTO U3/IEIHSI.

6. JIokyMeHThI, TOATBEpXKIatole 0e30macHoCTh U APHEKTHBHOCTD
MEJIUIIMHCKOrO U3/1eJIUs, TIPeayCMOTpeHHbIe myHKkTamu 4, 5, 8 — 10, 12 — 27
u 30 nmpunoxenuss Ne 4 x I[lpaBunam perucrpainuu, MOJAKOTCsS B BHIE
OTHEJIbHBIX [JOKYMEHTOB B COCTaBE€ PEruCTPAIMOHHOTO J0Che U MOTYT
BXOJIUTH B COCTAB TEXHUUYECKOTO (aiina.

CooTBeTcTBHE CBEAECHUH, COIEPIKAITUXCS B TOKYMEHTaX, HEOOX0IUMBIX
JUIsL  peructpaiuuud  MEIUIMHCKOrO  M3JENUsi B COOTBETCTBUH  C
npuiioxkenueM Ne 4 x IlpaBunam perucTpaiiuu, CTPYKType HTaHHBIX O
MEIMLMHCKOM M3JIeJIMM TEXHMUYECKOro (aiiga MNOATBEepHkKAAeTCs IMyTeM
MpeACTaBAeHHs HH(OPMAIIUH COTIIACHO TTPUITIOKECHHUIO.

7.B  cocraB Texuuueckoro ¢aina MOryT  BXOAWThH  JIHOOEIE
JlOKa3arellbHble MaTepualibl (JIOKYMEHTHI), B TOM 4Yhcjie HHPOPMAIlHOHHEIE.
OHH MOTYT OBITh IPEJICTABIEHEI B BU/IE TIPUIIOKEHHUH WIIH B BUJIC OTAEJIBHBIX
JIOKYMEHTOB.

8. Ha nmoxasatenpHble Marepuaibl (JOKYMEHTBI) TeXHUYecKoro daiina,
KOTOpble  YHIPAaBISAIOTCS  Kak  caMOCTOsiTelibHble — (Harpumep,  (hai
MEHEDKMEHTA PUCKA, WHCTPYKIMS IO TNPUMEHEHHIO), NatoTCs CCBUIKH B
COOTBETCTBYIOIIMX pa3jienax U (WIn) MyHKTaxX TexHudeckoro (Qaiina.

Ecii 10KyMeHTBI, npenycMoTpenHble npumoxenuem Ne 4 x [Ipasusam

perucrpanuy, IOJAIOTCAs B cocrTaBe TexHuUYeckoro aiina, TO OHHU



BBIJICJIIOTCS. KaK CaMOCTOSITEIbHBIE CTPYKTYPHBIE €UHHUIIBI TEXHHYECKOIrO
(aiina 1 MOryT ynpaBisIThCs KAK CAMOCTOSATENbHBIC JJOKYMEHTBI.

Ecnu nokyMeHTsl, oATBepkaatone 6e3onacHocTs U 3 (heKTHBHOCTE
MEIULUHCKOrO0 M3JeNNs, IOAAlTCs B COCTaBe TEeXHUYecKoro daiina,
TO  MPOBEPSETCS  COOTBETCTBHE  €r0  CTPYKTYPbl M COJICpIKAHHS
npunoxenuto Ne 3 x IlpaBunam mnpoBeseHHs KIMHUYECKHUX W KIMHHUKO-
J1a0OpaTOPHBIX ~ HCHbLITAHUHM  (MCClIeOBaHMM) MEIMIUHCKUX — M3J(EJInN,
yrBepxaeHHbIM Peiienuem Cosera EBpasuiickoll 5KOHOMUYECKOH KOMUCCHH
ot 12 ¢espansa 2016 r. Ne 29 (nanee — I[IpaBuiia npoBefeHHs KIMHHYECKHX
WCIBITaHMM), W mnpunoxkenutro Ne 5 k TpeGosanusMm K BHEIPEHHIO,
MOJJEPKAHUIO U OLIEHKE CHUCTEMBbI MEHEIKMEHTa KayecTBa MEeIUIMHCKUX

U3JIENIUH B 3aBUCUMOCTH OT [IOTEHIIMAIILHOTO PUCKA X TPUMEHEHHSI.
II. Ouenka onucaHust MEJUIIMHCKOTO U3IETHS

9. Ilpu aHanu3e onucanus MEIUIUHCKOTO U3/IENHSI OI[EHUBAIOTCS

a) IpPaBUJIBHOCTh OTHECEHUsI M3MeHsl K MEAMLUHCKUM u3fenusm. 1lpu
OlIEHKE TMPAaBWIBHOCTA OTHECEHHUsSI H3JCIUs K MEJUIUHCKUM H3I0EIHIM
YUUTBIBAIOTCS B IOPSIAKE  [PUOPUTETHOCTU:  OMNpeAesieHHe  IOHSTHS
«MEJIULMHCKOE HW3Je/ue», ONpefelieHne TMOHITUS «MEIUIIMHCKHE H3JETHS
JUIs  AMAarHOCTUKKA In  Vitro», KPUTEpUH OTHECCHMsI TNPOAYKLIHH K
MEQUIIMHCKUM u3aenusm cornacHo Pexomennaumm Konnernn Erpazuiickoii
SKOHOMMYECKOW Komuccuu or 12 wosibps 2018 r. Ne 25. [lonsrus
«MEIULMHCKOE W3JeNUe» W «MEAULMHCKUE W3Je/us JJIs JHATHOCTHUKH
in vitro» NPUMEHSIOTCS C YYeTOM OIpEeHeNieHHs] IOHSTHS «Ha3HAaYeHHe
MEJIMLHUHCKOIO  U3JeNus», YyCTaHOBIEHHOro [lpaBuiamMu  TNpoBemeHHSI
KITMHUYECKUX UCTIBITAHWI;

0) IpaBMJILHOCTL ~ OTpeNeNieHus]  Kjacca  IMOTEHIMAIBHOTO — PHCKa

[IpUMEeHEeHUsl B cooTBeTcTBUM ¢ [lpaBunamu kinacCHpUKAINKM METUIMHCKUX



M3JICJIMH B 3aBUCHMOCTH  OT MOTEHIMAJILHOTO pPUCKA TMPHMEHECHUS,
yrBepxkaeHHpIMH  Pemennem Kosuteruun EBpasuiickoif  5KOHOMUYECKOMH
Komuccun oT 22 pekabps 2015 r. Ne 173. Tlpu ykasanuu xnacca
MOTEHIMATBHOIO pPHCKA IPUMEHEHHUs 3asBUTENIb BIPAaBE COCIATbCS Ha
NpUMEHseMbIl  MyHKT  ykasanHbelx  IlpaBun.  Ilpu  paccmorpenun
MPaBUIBHOCTH OTHECEHMs MEIUIMHCKUX M3ACTUH /I THArHOCTHKY in Vitro,
KOTOpBIC ~ MOTYT TIPUMEHATLCS —Kak — oOmienabopaTopHble, K  Kiaccy
MOTEHIHATbHOTO0 pPHCKA IPUMEHEHHs 1, TpoBepsieTcsi BO3MOMKHOCTb MX
JIBOMHOTO Ha3HAYCHHUS B COOTBETCTBUH ¢ IyHKTOM 40 ykazaHHbIX [TpaBui;

B) IPaBUJILHOCTb ~ OTHECEHHMsI K BHAY MEIUIUHCKOIO  W3JeJHs
B COOTBETCTBMM C HOMEHKJIaTypol meauumHckux wuszgenuii Coroza. Ecnu
3asABUTEIIL MPEJOCTABISET CBEAEHUS O KOJie BHUJA MEOUIIHHCKOTO W3eIus
['obanbHoi  HOMEHKIATYphl MEJULIHHCKHX W3/Euil, NpoBepsieTcs WK
ONpEJENIeTCss €ro COOTBETCTBUE KOAY BHIA MEJULUHCKOIO W3IEIHS
HOMEHKIaTypel  MeauuuHckux  u3genuit  Corosa.  Ilpw  moaroroske
PErHCTPALlMOHHOTO  JI0ChE 3asBUTENb OMpenenseT BHI W KOI BUia
MEIMIIMHCKOTO M3/l B COOTBETCTBUU C HOMEHKJIATYPOM MeEIHIIMHCKUX
uznenuii Corosa, pasmeleHHoit Ha wHMOpMalMoHHOM mopraie Coro3a B
MH()OPMALMOHHO-TENIEKOMMYHHKALMOHHOM ceTn  «MHTepHeT». B ciyuae
OTCYTCTBHMSI B HOMeHKiIarype  MmeaumuHckmx — usgenuii  Corosa
COOTBETCTBYIOIIEr0 BHAA Ul  3asABIIEMOTO MEOUILHUHCKOTO  M3JEIIHS
3asBUTENIb 10 MOJAa4YH PErUCTPALMOHHOIO JOChe OOeCIieurnBaeT BKIIOYEHUE
HOBOTO BHIa MEAMLMHCKOrO H3IEIUs B HOMEHKIATYPY MEIUIIMHCKIX
m3nenuii Coro3a B yCTaHOBIEHHOM IOPSIJIKE;

r) nadopmalys, pazmeliaeMas Ha MapKHpPOBKE MEIULIMHCKOTO W3eITHs
v (MIM) €ro  COCTaBHBIX YacTAX (KOMIIOHEHTax), II03BOJISIOLIAs

I/II[eHTHq)I/I[lI/IpOBaTB MCIHMIMHCKOE H3JCIIHUEC U (I/IJII/I) C€ro COCTaBHBIEC YHacCTH
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B COOTBETCTBUM ¢ mnozapasgenoMm 13 paspena III u noapazmenom 11
pazzeina [V O6mux tpeboBaHuii.

WneHTu@uuupyromyMi  IpU3HAKaMd ~ MOTYT  OBITh,  Halpumep,
HAaUMEHOBaHWe MEIUIIMHCKOTO u3Aeius © (WIM) COCTaBHOM yactu
MEJULIMHCKOrO M3Je/Iusl U HaUMEHOBAHUE IIPOU3BOJUTENs, U (MIIH) HOMED
MoZenH, M (WIM) HOMEp WM HauMEHOBaHWEe MOAM(UKAIMK (BapuaHTa
WCIIOJIHEHMs), W (WJIM) CChUIKA HA WISCHTH(QHIUPYIOMUN HOMEp (apTHKYyJI)
MOJIenM, W (MJIM) ee COCTaBHBIE 4YacTH, a TakkKe KOMOWHALMS
MICHTH(QUUMPYIOIMX  IpH3HakoB. Ilpuw  skcmepTuse  mpoBepsieTcs
JIOCTaTOYHOCTh ~ MCIIOJB3YEMBIX IPOU3BOJUTENIEM  UACHTH(MUKAIHOHHBIX
IPU3HAKOB I OJHO3HAYHOI'O IMPOCIICKUBAHUS MEIUIIMHCKOTO M3JE/Us U
(MM) ero cocTaBHbIX YacTel K JIAaHHBIM PETHCTPAIHOHHOTO H0Che. B ciyuae
€CJIM  3asBJICHHOC K pPErucTpallud MEAULUHCKOE H3JeIe COMEPIKUT
HECKOJIBKO ~MOJU(UKAIMI (BapHAHTOB HCIOJHEHMS) WM HECKOJIBKO
COCTaBHBIX YacTeH, TO Ha MapKHUPOBKE M B WHCTPYKIUH MO IPUMEHEHMIO
KOHKPETHOIO ~ M3J€aMs  yKa3blBaeTcs  HaUMEHOBaHHE  MOJAUDUKAIMH
(BapuaHTa UCIOJHEHHUs), Tpd 3TOM  ODOOOIIEHHOEe  HauMeHOBaHHE
MEJUIMHCKOIO M3JeJIisl B COOTBETCTBMM C 3asBICHHEM Ha PETUCTPALMIO
MOJXKeT He yKasblBaTbes. [lJIss MHOXKECTBEHHBIX MOAUGMUKAINK (BapHaHTOB
WCIIOJIHEHMS) TOJI Ul M3MEHSIeMBIX IapaMeTpoB B IPOEKTax (MakKeTax)
MapKUPOBKU JOMYCTUMO OCTaBIISATE HE3aITOJIHEHHBIMU;

1) onucaHue MoAudpuKauui  (BapHAaHTOB HUCMOJIHEHUS) ©  (WIIH)
KOH(UIypanuil paccMaTpUBaeMoro MeJMIMHCKOro u3zenus. Kondurypaums
MEIUIUHCKOIO  U3JEJMs  MOXET HU3MEHSATHCS B COOTBETCTBHH €
NOTPEOHOCTAMU KOHKPETHOTO TMOTpebuTesnst B mpejesiax, 0003HAYEHHEIX B
UHCTPYKI[MHU MO MPUMEHEHHIO;

€) HAJIMUME XapakTepPUCTHK, KOTOpBIE COAEPIKATCS B WHCTPYKIHHU 110

HNPAMCHCHHIO U JPYTHX MaTepHallax, JOCTYIMHBIX KOHCYHOMY I10JIb30BATEIIHO,



a TAK)Ke XapaKTEPUCTUK, KOTOPBIE HUCIOJIB3YIOTCS MPOW3BOJUTENEM ISt
JI0Ka3aTebCTBa COOTBETCTBHS MEIUIIMHCKOTO U3JEITHs O061mm
TpeOoBaHusIM. OLIEHUBAETCS COOTBETCTBHE XapPAKTEPUCTUK, YKa3aHHBIX B
MHCTPYKIUU TIO NPUMEHEHHIO M perucTpauoHHOM nocke. IlpencraBienue
MPOU3BOJUTENIEM MHBIX XapaKTepuUCTHK He Tpebyercs. B cmpaBke Ha
MEIMLIMHCKOE H3JEeJIMe B KayecTBE KPAaTKUX XapaKTePUCTHK YKa3LIBAIOTCS
ero ()yHKLHOHAJIbHbIE XapaKTEPUCTHKH, KOTOPBIE COMEPIKATCS B MHCTPYKIIUH
M0 NPUMEHEHMIO M  HMHBIX JIOKYMEHTaX, JAOCTYNHBIX KOHEYHOMY
T10JIb30BATEINIO;

K) HAJIMYKME TepedHs IMPUMEHSIeMbIX CTaHJIapTOB, €CIM MPOU3BOIUTEND
[pUMEHsET CTaHAapThl Ul oleclieyeHust 0€30MacHOCTH U d(PPEKTHBHOCTH
MEAULIMHCKOTO U3CIHUS;

3) HAJIMYUE ONMCAHUSI MaTepPUAIOB, BCTYIAOLIMX B HEMOCPEICTBEHHEIH
WJIM OINOCPE/IOBAHHBIN KOHTAKT C TEJIOM YeJoBeKa ¢ IEeblo 0obecredyeHus
(QYyHKLMA MEIMIUHCKOTO M3JEIMs B COOTBETCTBHM C Ha3HAueHHEM (Kpome
MEIMLUHCKUX U31eNMi JU1sl IMarHOCTHKH 1n Vitro).

JlJIs. HEMHBA3UBHBIX MEIUIIUHCKUX H3JIEIMH KIIacCOB MOTEHIIHAILHOIO
pHUCKa MEIUIUHCKOrO IpuMeHeHust 1 u 2a kateropun A (KpaTKOBPEMEHHOTO
konTakTa o ['OCT ISO 10993-1) ykaseiBaeTcsi HauMeHOBaHHE MaTepHaia.
JUisg MeAMIMHCKUX U3JIeUH Klacca MOTEeHIUAIBbHOTO PUCKA NTPUMEHEHHS 2a
kareropuy B wu C (IauTenbHOT0 WM IOCTOSIHHOIO — KOHTAKTa
no 'OCT ISO 10993-1) u xnaccoB MOTEHUUAIBLHOIO PUCKA MPUMEHEHHS 2a
MHBA3UBHBIX  MEINULMHCKMX  u3jenuit w20  kareropum A
(mo I'OCT ISO 10993-1) ykasbiBaeTcsi HaWMEHOBaHHE W MapKa WK
cneuudukaluss Ha Marepuan. g  MeIMIMHCKAX —HM3JENMi  Kjacca
NOTEHLMAILHOINO  pUCKa  IpuMmeHeHust 20  kateropudk B m  C

(mo T'OCT ISO 10993-1), a Takxke Kiacca MOTEHIHAIBLHOIO pHCKA
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NPUMEHEHHs 3 yKa3bIBAIOTCSI HAUMEHOBaHUe, MapKa WM CrelupuKanus Ha
MaTepHa U ero MPOU3BOIUTEIb;

W) HaJIMYHe OIHCAHMs JIEKAPCTBEHHBIX CPEICTB, KOTOPBIE CONEPIKATCS B
MEIULIMHCKOM  H3JCIMH M  KOTOPhIE  OKa3bIBAIOT  JIOTOJIHUTEILHOE
BO3JEHCTBHE HA OPraHU3M 4eJloBeKa Hapsly ¢ BO3JEHCTBHEM METUIMHCKOIO
U3LENINAS, WX BIUsSHUE Ha (QYHKIMOHAJIBLHOCTL MEIUIMHCKOIO H3JEINS,
COBMECTUMOCTH JIEKAPCTBEHHOTO CPEICTBA C MEAMIIMHCKUM M3JEIHEM
(kpoMe MEIUIMHCKUX U3ENUi IJIsl IMarHOCTUKH in Vitro), a TakyKe CBEIEHUs
O paspelleHdd K [PUMEHEHHIO B TOCYZapCTBe — MPOU3BOIMTENE
JEKapCTBEHHOTO CPE/ICTBA;

K) HAJIMYWE OINUCAHUSI MATEPUAJIOB JKHBOTHOTO MIIM YEJOBEYECKOTO
IIPOMCXOXKAECHUs, KYJIbTYp MHUKPOOPTaHU3MOB ¥ BHPYCOB, BXOJISIIMX B
MEJIMIMHCKOE M3JeNue, MHGOpMalUul O 10J00pe HCTOYHHUKOB (IOHOPOB),
oTOOpe MaTepuana, MPOLIECCUHTe, XPAHECHWW, TECTHPOBAHHH, BaJIUAALUU
IpOLENYp TECTUPOBAaHMS, a Takke oOpallleHHs ¢ TKaHSIMH, KIJIETKaMHu,
CyOCTaHLMSIMH ~ KMBOTHOTO  MJIM  4YEJOBEYECKOr0  IPOHCXOXKIEHHS,
KyJIbTYpaMH MUKPOOPTaHU3MOB W BHUpYycoB. CTeneHb AeTaau3aliy JaHHOU

UH(pOpMaIMK BBIOMpPACTCS C YYeTOM pPe3yJIbTaTOB aHaIH3a PUCKOB, 4 TaKkKe

YIpaBJIeHUs] PUCKAMH.

III. CooTBeTcTBUE MeAMLIMHCKOTO U3eus OOImuM TpeOOBaHUSIM

1. IloaTBepxKaCHUE COOTBETCTBUS MEIMIIMHCKOTO H3aeaus O61um
TpeOOBaHUSM, TPUMEHUMBIM KO BCEM MEIHIIMHCKHAM H3JEIHAM

10. CBesieHnss O  COOTBETCTBMM MEIMIIMHCKOTO wu3genus OOmmm
TpeOOBaHUSIM MPEeACTABIISIFOTCS IPOU3BOJIUTEIIEM o popwme,
npenycMoTpeHHoH npuinoxxkenrem Ne 2 k O0nmm TpeOoBaHHSIM.

11. CoorBerctBHe MeaunuHcKoro wu3zgenuss OOmmMM  TpebOBaHUAM

obecreunBaeTcs BBIIMTOJIHEHHUEM YCTaHOBJICHHBIX OTHM HOKYMEHTOM
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TpeOOBaHMH  HEMOCPEeACTBEHHO  JIMOO  BBHINOJHEHWEM  TpebOBaHUi

COOTBETCTBYIOIIUX  pa3Ae/ioB CTaHAApPTOB, BKJIKYEHHBIX B [IEPEYCHDb

CTaHIApTOB, B pe3yJIbTaTe IPUMEHEHUS] KOTOPHIX Ha JOOPOBOJILHON OCHOBE
MOJIHOCTBIO MM YacTUYHO oOecrneunBaeTcsi COOIIOJIEHHE COOTBETCTBHS

MEJMUMHCKMX  m3genu  OO0mum

TpeOOBaHUSIM  OE€30MacCHOCTH |

5 (HEKTUBHOCTH MEAMLHHCKUX W3IENHH, TpeOOBaHUAM K MX MapKHUPOBKE H

OKCIUTyaTallHOHHOW  JIOKYMEHTAallMM Ha HUX (Jajee — T[epedyeHb)

(mpunoxenue k Pexomenpauuu Kosuterun EBpasuiickoil 5KoHOMHYECKOi

Komuccuu ot 4 centsiopst 2017 r. Ne 17).

12. TpeboBanust 6Ge3omacHOCTH |

3 (EKTUBHOCTH  MEIUIIMHCKUX

U3JIENTNH, U3JI0KEHHBIE B IyHKTax 3 — 11 O0mux tpedoBaHuM, MpHMEHUMEI
KO BCEM MEIULIMHCKUM U3JICJTUSIM.

B rtabmuue 1 mnpuBeneHbl peKOMEHJAMM [0 AHAIU3y U OLICHKE

JlOKa3aTeabHbIX MaTepHaIoB (IOKYMEHTOB), IIPECTABIISIEMbIX

[IPOM3BOIUTEIIEM C TICJIbIO IMOATBEPIKACHHUA COOTBETCTBHSA YKa3aHHBIM

TpeOOBaAHUSIM.

Tabnuna 1

[Tynkr OOux TpedoBanuit CopepxaHue dKCIIEPTH3EI

3. MenuuuHcKue U3IeTHs
TIPOEKTUPYIOTCS U U3TOTOBJISIFOTCS
TakuM 00pazom, yToOBI IPH

Ouenka cooTBeTCTBHA TpeOOoBaHHIO ab3ala
IIEPBOTO JTAHHOI'O MYHKTA IPOBOJIUTCS
(110 IPUMEHUMOCTH) Ha OCHOBE OTUYCTA

HCIOJIb30BAHUH B YCJIOBUSX H B LIEIISIX,
COOTBETCTBYIOIMX UX HA3HAYECHHUIO,
OIIPEIEIICHHOMY [IPOM3BOUTEIIEM,

H IIPH HEOOXOAMMOCTH € YUETOM
TEXHUYECKHUX 3HAHWH, OIIbITa,
00pazoBaHUs HITH CHEIHATBHOR
OJIFOTOBKH, KJIMHUYECKOTO 1
(hHU3UIECKOTO COCTOSIHUS MOTH30BATENIS
OHH JICHCTBOBAJIH COTIIACHO
HAa3HAYEHHIO, OIIPEIEIICHHOMY
IIPOU3BOJUTENIEM, U ObLIN Oe301aCHBI
JUISL TTOJIB30BATENsl U TPETHUX JIHIL IPH
YCIIOBHH, YTO PHUCK, CBA3aHHBIN ¢ UX
[IPUMEHEHUEM, SABIISETCS IPHUEMIIEMbBIM

NPOU3BOIUTENS 00 aHalnu3e PHCKOB, BBIBOIOB
OTUETa 0 KIMHHYECKOM JI0KA3aTe/IbCTBE

3¢ dexTHBHOCTH 1 DE30MACHOCTH MEIUIITHCKOTO
H3JIEJIHS, TPOTOKOJIOB KIMHUYUECKUX (KITHHUKO-
ab0oPaTOPHBIX ) HCTILITAHHH (MCCIIeN0BaHMH),
JOKa3aTeJIbHBIX MaTePHATIOR (JJIOKYMEHTOB),
IIOJITBEPIK/IAKOIINX COOTBETCTBHUE MTPUMEH IEMBIM
cranzapram. IIpoBepsercs, 4To omacHOCTH,
CBA3aHHBIE C MEMIIMHCKUM M3EITHEM,
HJIEHTH(UIIHPOBAHEL, COOTBETCTBYIOIIHE PHCKH
OLICHEHEI M COBOKYIIHBIA OCTATOYHBIH PUCK
ABJIAETCS IPUEMIIEMBIM IIPH COTIOCTABICHHH

C II0JIb30H B COOTBETCTBUH C paszienom [V
HacTOSIIUX MeToIMUecKuX peKOMEH IallHi.
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ITynxT O0nmx TpeboBanmii

Coniepxanue SKCIEePTH3BI

IIPH CONOCTABIIEHHH C IIOJIB30MH 1
[10JIb30BATE.

He monyckaercs orpanuyeHue
B3aUMO3aMEHAEMOCTH MEIMIIMHCKIX
W3JIENUHA TyTeM HCIOTB30BaAHHNS
CIIELHAJIbHBIX TEXHUUYECKUX HIIH
[IPOrPaMMHBIX CPEACTB WIIH JIPYTUMHU
criocodamu.

HO,[[TBep)KILBHHeM COOTBECTCTBHS TpGGOBaHH}O
a0zana BTOPOI'O JaHHOT'O ITYHKTA ABJIACTCH
3aABJICHHUC IIPOMU3BOOUTEIIA O TOM, YTO
MMPpUMCHACMEIC CIICIHMAJIbHBIC TEXHHYECKHUE HIIN
[IporpaMMHEIE CPENCTBA HE OTPAaHUYHBAIOT
B3aHMO3aMEHSEMOCTh MEJHIIMHCKHX H3ACIHH.

4. Pelienus, NpUHSTHIE
[IPOU3BOJIUTENEM [IPU IIPOEKTUPOBAHUH
U U3TOTOBJIEHHH MEIHIIMHCKOTO
U3JICJIHS, JTOJDKHBI COOTBETCTBOBATH
IIPUHLIUAIIAM 0O€30MacHOCTH C YUETOM
OOIIENPU3HAHHOIO YPOBHS PA3BHTHS
3naHui. [Tpu HeoOXomuMocTH
[IPOHM3BOAUTEID YIIPABIISIET PUCKAMH
TakuM 00pa3oM, YTOOBI OCTATOUHBIH
PHCK, CBA3AHHBIH ¢ JIFOO0H 0ITaCHOCTBIO,
ABIIsUICA pueMiemMbiM. [IponszBoaurens
PYKOBOJICTBYETCS CIAEAYIOIITUMHI
IIPUHIIUIIAMH B [TOPSIKE
[PHOPUTETHOCTH:

BBISIBJIEHHE U3BECTHON UIH
IIPEeIBUAUMON OIIAaCHOCTH U OLIEHKA
CBSI3aHHBIX C HEIO PHCKOB,
BO3HHUKAIOIIMX ITPH HUCIIOJIb30BAaHUT
MEIUIIMHCKOTO U3/IEJIHsI TI0 HA3HAYCHHIO
H IIPH [IPEJICKAa3yEMOM HENPABHIBHOM
UCIIOJIb30BAHUH;

yCTpaHEHHE PUCKOB I1yTEM
MPUHATHS COOTBETCTRYIOIIHX
TEXHUYECKUX U TEXHOJIIOTUYECKUX
pELIeHHH IpY MPOSKTHPOBAHUH U
U3TOTOBJIEHUH MEJIMIIMHCKOTO MU3AEIIHS;

CHIJKEHHE OCTATOYHBIX PHUCKOB
MyTeM IIPUHATHS aJIeKBATHBIX 3alTUTHBIX
Mep, BKIIFOYAsi CHTHAIBI TPEBOTH;

HH()OPMHPOBAHUE 110JIb30BATENEH
000 BCEX OCTATOYHBIX PUCKAX.

[IpoBonuTes aHaNM3 JAHHBIX TIPOM3BOIHTEIIS
0 IIPUMEHSAEMBIX CIIOCO0aX YCTPaHEHHS U (HITH)
CHMIKEHMSI PUCKOB J0 IIPHEMIIEMOTO YPOBHS B
COOTBETCTBHH C pazJiesioM [V HacTOsII#X
Meroaruecknx peKoMEHALuUH, a TAaKXKe OLleHKa
MaTEePUAIOB, IOATBEPIKIAIONINX COOTBETCTBHE
IIPUMEHAEMBIM CTaH/lapTaM.

IIpoBepseTcs HanuyKMe Ha MAPKUPOBKE H (HIIH)
B HHCTPYKLUAX 110 IPUMEHEHUIO HH(POPMATTHH
000 BCEX OCTATOUHBIX PHCKAX, KOTOPBIE SBIISIFOTCS
HEIOIYCTUMBIMH B COOTBETCTBHHU C KPHTEPHAMH,
YyCTaHOBJICHHBIMH B IJIAHE MEHEKMEHTA PHCKA,
IIPH YCJIOBUH, YTO I10JIb3a OT IPEIYCMOTPEHHOTO
[IPUMEHEHHS MEIHIHHCKOTO H3/IEITHS TPEBBIIIACT
OCTaTOYHBIH PHUCK.

5. Meaununckue u3aenus
IPOEKTHPYIOTCS, U3TOTABIHBAKOTCS 1
YIaKOBBIBAKOTCSl TAKMM 00pa3zoM, 4TOOBI
UX DKCITyaTallHOHHBIC XapaKTePUCTHKH
1 9()PEeKTHBHOCTD HE HAPYIIAIUCH IIPH
TPAHCIIOPTHPOBKE U B IIpoIiecce
XpaHeHUs B COOTBETCTBHH C
HUHCTPYKIHEH 110 IPUMEHEHHIO.

JUst TOITBEPIKIEHUST COOTBETCTRBHS TAHHOMY
TpeOOBaHHIO TIPOBEPAETCS HATMYHE TPeDOBAHUN K
TPAHCIIOPTHPOBKE H XPAHEHHUIO, a TAKIKE
paccMaTpUBAOTCS TOKA3aTEIBCTBA
YIOIHOMOYEHHBIX OpraHU3aIHil 1 JI0Ka3aTe/IbeTBa
[IEPBOI CTOPOHBI, OITBEPKIAIOIIHIE, UTO
JKCILIyaTallHOHHBIC XapaKTEPHCTHKH (Harpumep,
CTaOMIIBHOCTB) U 3P PEKTHBHOCTh HE HAPYLIAIHCE
IIPH TPAHCIIOPTUPOBKE M B NPOIECCe XPAHEHUS B
COOTBETCTBHH ¢ HHCTPYKLIHEH 110 TIPUMEHEHHTO.
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ITynkr O0mux TpeboBanmii

Cozxepn(aﬂne JKCIICPTH3BI

6. MeauuMHCKHE U3EIHsT JOTDKHEBI
ObITh 3 (PEeKTHBHBIMH TaK, KAK 3TO
IPEYCMOTPEHO TTPOU3BOIHTEIEM,

H JOJDKHBI OBITh CIIPOEKTHPOBAHBI H
H3TOTOBIIEHBI TAKHM 00Pa3oM, 4TOOLI

B HOPMaJIBHBIX YCIOBHAX SKCIUIYaTAI[HH
OHHU COOTBETCTBOBAJIH IIEIISIM
IPUMEHEHHUS 110 Ha3HAYEHHIO,
OIIPEJICIEHHOMY ITPOH3BOIUTENIEM.

Ouenka cooTBETCTBUS TIPOBOAUTCH (110
NPUMEHMMOCTH) Ha OCHOBE aHAIH3a OTYETA O
KJIHHHYECKOM JI0Ka3aTelbeTBe 3 PEeKTUBHOCTH H
0e301acHOCTH METHIIMHCKOTO H3EIIHs,
HHCTPYKIMH 10 IPUMEHeHHIO (3KCIUTyaTallHOHHOM
noxkymenranun). Kpome toro, oreHuBaroTes
MaTepuaibl, IOATBEPKAAIONINE COOTBETCTBHE
[IPUMEHSIEMBIM CTaHapTaMm.

7. DKCIUTyaTalMOHHBIE
XapaKTEPUCTUKH U HPPEKTHBHOCTH
MEIUIUHCKOTO U3/ETHS HE JIOJKHBI
HU3MEHATHCS JI0 TaKOH CTENeHH, UTOO
CTaBUTh IIOJ] YTPO3Y JKU3HB U 3/I0POBLE
II0JIL30BATENEH U TPETHUX JIMIL B
TEYECHHE CPOKA HKCIITyaTalluu,
OTIPEJIETIEHHOTO IIPOU3BOIUTENEM, TIPH
YCIIOBHH, YTO MEAUIIMHCKOE U3JIeTHe
IIOIBEPraeTCs BO3ACHCTBUAM, KOTOPbIE
MOT'YT BO3HHKAaTh B HOPMAaIbHbIX
YCIIOBHSIX 3KCIUTyaTalllHy,

1 TEXHHYECKOE 00CITyKHBaHUE
IIPOBOJIUTCS B COOTBETCTBHH C
HHCTPYKIMEHN 10 IPUMEHEHHIO.

Jlns noaTBepKAEHHIS COOTBETCTBHS JIAHHOMY
TpeOOBaHUIO OIEHHBACTCS (110 MPUMEHUMOCTH )
OTUeT 00 MCCIIeIOBAHHH CTaOHILHOCTH
MEJIMIUHCKOIO H3/IEITHS, WK JaHHbIE,
IIOJTyHYEHHLIE Ha OCHOBE OIBITA KJIMHHYECKOTO
IPUMEHEHHMs1, HIIH MATE€PUATIBI, TOATBEPIKIAIOIIHE
COOTBETCTBHE IIPHMEHIEMBIM CTAHIAPTAM.

8. Bce u3BecTHEIE U
IPENOIaraeMble PHCKH, BOZHUKAOIINE
IIPU UCIIOJIE30BAHUE MEAUIIMHCKOTO
U3/IENHS, U MOObIe HeXelaTe/IbHbIe
3} (EKTH 0T TAKOTO HCIIONIB30BAHHUS
CBOJATCS K MUHUMYMY U JOJIYKHBI OBITh
IIPHEMIIEMBIMH IIPU COTIOCTABIIEHUN
C TIOJIB30H J171sI TTOJIB30BaTeNIeH,
[OJIy4aeMOH OT IIPEAYCMOTPEHHOTO
NPOM3BOIUTENEM JieHCTRUS
MEIUIMHCKOTO U3JIEHS IPH
HOPMaJIbHBIX YCJIOBHSX 3KCILTyaTalllu.

JIist IO ATBEPIKACHUS COOTBETCTRUS JAHHOMY
TpeOOBaHUIO IIPOBOJIUTCS AHAJIN3 BHIBOIOB
HPOM3BOJUTEI O JOMYCTHMOCTH COBOKYITHOTO
OCTAaTOYHOTO PUCKA B COOTBETCTBHH C
pasaenom IV HacTosumx MeToandeckux
pEKOMEH Al .

9. JIng Kammaoro MegUIIMHCKOTO
W3JIe1Msl IPEIOCTABIISICTCS HHPOPMATLTHS,
HeoOXouMast JUIst UIeHTH(HKALIUI
3TOTO MEJIMIIMHCKOTO H3/IEIUS U €T0
ITPOM3BOAUTENSI, CTPAHBI
IIPOHCXOXKACHHUS, a TakiKe HHPOPMAaIHs
JUISA TI0J1b30BaTeNs (IIpodhecCHOHATBEHOTO
MJI HETIPO(EeCCHOHANBHOIO0),
Kacarolasics 0e30macHOCTH
MEJIMIIMHCKOIO U3/ICNHUS, €TO0
(YHKIIHOHATBEHBIX CBOMCTE M
3KCILIyaTallHOHHEBIX XapaKTePUCTHK,
Taxas un(opmariust MOKeT HAXOIUTHCS
Ha caMOM MEJIMIIMHCKOM H3IeIHH,

Brmonnenne TpeboBanus nposepseTcs mo
JIAHHBIM O MapKHPOBKE, MPe/ICTARICHHBIM
IIPOU3BOJUTENIEM B COCTABE PETHCTPANIMOHHOTO
JIOChe, a TAKKE B MHCTPYKIHAX M0 TPUMEHEHHIO
(9KCILTyaTallMOHHBIX JIOKyMeHTax). B pesynnrate
IIPOBEPKH JOJKHO OBITh MOATBEPIKICHO,
4TO B COBOKYIHOCTH HH(OPMAIIHS, IPUBE/IEHHAS
Ha CaMOM MEJHUIHHCKOM H3JIETHH, Ha ero
YIIAKOBKE H B HHCTPYKIMH 110 TPUMEHEHHIO,
COOTBETCTBYET JAaHHBIM PETHCTPATTMOHHOM
JOKYMEHTAIUHK C y4eTOoM TpeOOBaHHiT MyHKTa 9
O0mux TpeOoBanuii U SBJISIETCS JOCTATOYHON IS
€ro uJeHTu(PUKaIuH,







