Cxema delicmeusi 3asieumerisi, oCyuecmeJsisirtouiux rnodayy pe2ucmpayuoHHbIX

docke Ha MeduyuHckue u3denus no [lpasunam EA3C

Lliaz ] —npencTaBneHne LOKYMEHTOB

Mpoueaypbl, CPOK
BbINOSIHEHUSA
KOTOPbIX HE

[
[
! oo 30 p. o.

YcTpaHeHue
3amMeyaHun,
BbISABIIEHHbIX NPY

B peghbepeHmHom eocydapcmee

KOTOPOM PETUCTPUPYETCs 3asBUTENb — NPON3BOAUTESTb
MEAUTEHCKOCR SIS MeOVLMHCKOro U3Oenust unm ero

9TO TOCYIapCTBO, B
yl'IOﬂHOMO‘-IeHHbIVI npencrtaBuUTElb

N\

[oKyMeHTbI He
OOCTOBEPHbI U (UNn)
npeacTaBneHbl He B
NnornHom obbeme

T
: BbISiBNEHHbIE

I HapyLleHus He

: YCTPaHEHbI U (1nn)
I He npeacTaBreHbl

1
|
yuuTbiBaeTcs npu
McuMcneHum cpoka ' :
nposeaeHus | Pecny6nuka y o
1 1
3KCNepTU3bl ! Benapyce - ONR
MEANLIMHCKOro : peghbepeHmHoe S BbIOOp pedhepeHTHOro rocygapcTea
nanenus : 20cydapcmeo @Q 1 rocygapcTs(a) npusHaHus
i 4*" :
i Mpencrtaenernne B LLOWM3 B kabuHeT \ i
YBenomneHue i Ne 104 permctpaumoHHOro gocke !
npoussoauTens ' (PL) B 9anekTpOHHOM 1 ByMaXKHOM I
O NOCTYyNJieHUU : BUAE C 3asBNIEHUAMU: i
PO B LIOU3 i v/ Ha nNpoBeAeHNe 3KCNepTUsbl ]
i v/ Ha NpoBefeHve perncrpaumm :
| v ;
i B LISW3: ohopmneHne aorosopa Ha E
I npoBefeHne aKcnepTusbl i
, nokymeHToB P, nepegaya ero I
| 3anBuTento Yepes kabuHet Ne 104 .
| J l
| v |
L l
| Mpenctasnenve B LIGU3 [
1 1
! OnfiaYeHHoro 1 NoAnMCcaHHOro :
: \,qoroaopa B kabuHet Ne104 i
. |
| no7p. A. ' = :
, ——~ B LIOM3 nposoauTcs noeepka i
I MOMHOTbI U AOCTOBEPHOCTH i
: coaepxalumxcsi B P '
e Lo AepKaLLy (i} :
| cBegeHumn I
1
1

npoBepKe MOMNHOThI
1 OCTOBEPHOCTU
coaepallmxcs

B Pl ceepeHunn
" )

-

¥ oTcyTCTBYIOWME

ao 2 p. Aa.

BosspaTt
3asBUTENIO
P c aktom
BbIMOMHEHHbIX
paboT yepes
kabuHeT Ne106

PR

ﬂOKyMeHTbInOCTOBeprIM
npeactaBlieHbl B MOJIHOM o6beme

B eocydapcmee npusHaHusi

“\

3TO rOCyIapcTBO, B
KOTOPOM
OCYIIIECTBIISETCS
COTJIaCOBaHUE
9KCIIEPTHOTO
3aKITIOYCHHS
pedepeHTHOrO
rocy/1apcTBa.

nepexod K waay 2


https://portal.rceth.by/Documents/Scheme_EAEU_MI/%D0%A6%D0%AD%D0%98%D0%97%20%D0%BA%D0%BE%D0%BD%D1%82%D0%B0%D0%BA%D1%82%D1%8B.pdf
https://portal.rceth.by/Documents/Scheme_EAEU_MI/%D0%94%D0%BE%D0%BA%D1%83%D0%BC%D0%B5%D0%BD%D1%82%D1%8B%20%D1%80%D0%B5%D0%B3%D0%B8%D1%81%D1%82%D1%80%D0%B0%D1%86%D0%B8%D0%BE%D0%BD%D0%BD%D0%BE%D0%B3%D0%BE%20%D0%B4%D0%BE%D1%81%D1%8C%D0%B5.pdf
https://portal.rceth.by/Documents/Scheme_EAEU_MI/%D0%B7%D0%B0%D1%8F%D0%B2%D0%BB%D0%B5%D0%BD%D0%B8%D0%B5%20%D0%BD%D0%B0%20%D0%BF%D1%80%D0%BE%D0%B2%D0%B5%D0%B4%D0%B5%D0%BD%D0%B8%D0%B5%20%D1%8D%D0%BA%D1%81%D0%BF%D0%B5%D1%80%D1%82%D0%B8%D0%B7%D1%8B.pdf
https://portal.rceth.by/Documents/Scheme_EAEU_MI/%D0%B7%D0%B0%D1%8F%D0%B2%D0%BB%D0%B5%D0%BD%D0%B8%D0%B5%20%D0%BD%D0%B0%20%D0%BF%D1%80%D0%BE%D0%B2%D0%B5%D0%B4%D0%B5%D0%BD%D0%B8%D0%B5%20%D1%80%D0%B5%D0%B3%D0%B8%D1%81%D1%82%D1%80%D0%B0%D1%86%D0%B8%D0%B8.pdf
https://portal.rceth.by/Documents/Scheme_EAEU_MI/%D0%9F%D1%80%D0%B0%D0%B2%D0%B8%D0%BB%D0%B0%20%D1%80%D0%B5%D0%B3%D0%B8%D1%81%D1%82%D1%80%D0%B0%D1%86%D0%B8%D0%B8%20(%D1%80%D0%B5%D0%B4.%20%D0%BE%D1%82%2008.07.2025).pdf

Llla2 2— npoBeAeHne 3KCnepTu3bl Meau3aenus

Mpoueaypbl, CPOK

BBIMOMHERNA B pegbepenmHom 2ocydapcmee B 2ocydapcmee npu3sHaHust
KOTOPbIX He
yuuTbIBaeTcs npu 5 LoV Ao 45 p. A.

McYncrieHmn cpoka
P P nposoautca

nposeaeHns akcnepTtusa PO
3KCNepTUsbl . . '
MeAULNHCKOro I $ 1 1
uspenus 3amevanmsano | 1 | i
pesynbtatam 1 1 | 1
" P A 4
akcneptmsel | o |
YcTpareive J : : OTtpuuatenbHoe
samedaHun, : 11 JKcnepTHOe
BbIABJTIEHHbLIX NPU -:-_—________J 1
aKcnepTU3e P% ! 1 3akrnr4eHune
. [
: YcrpaHevale I A
| 3aMevaHun 1
0 60 p. A. l L
A p-A : : ! Pes-hi
| I 1 VHCMEKTMPOBaHMS
I I 1 orpuuatensHble
i 11
Ao 90 p. a. : 1o
1 1 1
: Y 1
==

OpraHunsauus

Mpencrasnenve B LIGU3
Konui JOKymMeHTOB 00 onnate
cTpaHe(am) npusHaHus

rnepexod k wazy 3

n nposeaeHmne | PesynbTaTbl 3KCNepTU3bI
MHcnekumm ! PO nonoxurenbHble
npou3BoAcTBa ———)
(npn Heobxo- ! .
JMMOCTH) | Pe3-Tbl :
| IHCNEeKTUpoBaHUs :
| MOMOXXUTESbHbIE :
| ;
y i A 4
/yCTpaHeHVIe O\ MonoxutensHoe
1
3ameyaHuii ! JKcnepTHoe
no pesynbTaram i 3akKnro4veHue
NpoBeAeHNs !
MHCneKummn | E
NPOU3BOACTBA | :
(npwn i :
Qeo6xop,mmocw|) J i -
! Y [ go 30 p. o.
|
|
|



LlJaz 3 — cornacoBaHue 3KCNEepPTHOro 3aKkJ4yeHus
B peghbepeHmHoM 2ocydapcmee B eocydapcmee npusHaHusi

1

1

i LI3N3 pasmeluaet

' B MH(POPMAaLIMOHHOM cucTeme
| SKCMepTHOE 3aKnioyeHne
1
1
1
1
1
1
1

1
1
1
1
1
i
1
: no 5 p. A. !
1 CO OHS 0hopMIIeHns :
Mpy otcyTcTBUM 1 9KCMEPTHOro :
KOhCeH mn 1 3aKII0YEHNS !
no 30 p. a. O e H Gy I :
CO AHA oBpaLLeHns Boppocy corflacoBaHusa | ! o 30 k. a.
B KOHCYIbTaTUBHbIX 3KGNepTHOro A 7 : CO AHA pa3MeLleHuns
komurer 3aKnoYeHuns / MocTvnnene B \ CornacosaHue | 9KCMEPTHOTO 3aKIIOYEHNS
: y3|/|3 3KCMNepTHOro . B MH(DOPMALIMOHHON CUCTEME
O6patLeHme V I H 5 3aKnioyeHns |
. : noAaTBepXaeHNA(1n) S ——
B KoHCcynbTaTUBHbIN X MogTBepxaeHne
NS cornacoBaHusi/He . /
KomuTeT : ~~~~ COMIACOBAHMS HecornacosaHue cornacoBaHusi/He
% : 3KCMEepPTHOTOo 9KCMEPTHOTO | cornacosanin
* 1 1
- : saknioueHs, saKlioYeHns | 3KCNEepTHOro
? . e e e e 3aKMYeHns
* PP L 7 peLueHus < i
. ‘Il“ 1
LR KOHCYNbTaTUBHOIO ! \ /
1
PelueHne KoHcynbTatBHoro \ Komnrera j :
KOMMTETa HOCUT i T ;
peKkoMeHOaTeNnbHbIX XapakTep IHecornacoeanuel n .
: | skcneprioro |‘ PUHATME peLueHmns
! (| SR EL e y O rocyaapctBeHHOM !
LWaz 4: Peaucmpauun: " B cTpaHe(ax) \‘ perucTpauum :
1 1
5 NpU3HaHusA
MeOuyUHCKo20 u3denuti  npusHa \ J no 10 p. A.

CO OHA nony4eHua oT BCexX
CTpaH Npu3HaHna cornacoBaHuA
OKCMEePTHOro 3aKrn4veHnsa

OTKas B
peructpauum

OcHoBaHuA ANA oTKasa:

a) HenoaTBepPXAeHNe
COOTBETCTBYHOLLUMM
maTtepvanaMu 1 CBEAEeHUAMM,

B CcTpaHe(ax)
npusHaHuA -1 Pa3melweHve

coaepxalummncsa B B eANHOM peecTpe
pernctpaumMoHHOM Aocbe, EAQC:
KayecTBa, u (1Unu) L - cBepeHwit
acbdpekTnBHOCTY, U (MNn) ( \ 0 MEINLIMHCKOM
6€30MaCHOCTI MEANLIMHCKOrO 3asaBuTensb B
VEREIIEE LION3, B kabuHeTe nsaenum
6) npeBbILLEeHVEe pucka 106 nonyvaer: | byrosoAcTeEa
nonb3oBaTend
NPUYMHEHNS BPEAa 300POBbIO yBeaomreHne . 130BDBKEHMI
rpaxkaaH u MeanumMHCKUX O peweHun p

paboTHWNKOB BCreacTBME
NPUMEHEHNSA MEANLIMHCKOTO

MuHucTepcTBa QapKMpOBK“ J:
1
1

coaepXxalwmmca B AJOKYMeHTax

yepes 106 kabuHeT
perncTpaLmoHHOro 4OChe. P

3[paBOOXpaHeHMs I
n3genvsa Hag 3pPeKTUBHOCTLIO -
€ro NpUMeHeHus; Pecny6nviku \ 4 ( no 10 p. a.
Benapycb, CO [HA NPUHATNSA
B) BbISIBNIEHNE MpuU o) HeO6XOﬂ,I/IMOCT|/| pelleHua o peructpaymun
OCYLLECTBIIEHUM onnaThl OdbopmneHue
YNONMHOMOYEHHBIMU OpraHaMm .
rocyAapCTBEHHOIO KOHTPONSI rocyaapctseHHon PEMETPALMOARoro
(Hap3opa) 3a obpalleHnem MOLUSINHBI, aKTbl YROCTOBEPEHMA
MeaNLUMNHCKNX I/I3ﬂeI'IVII7I BbIMOJTHEHHbIX ‘ :
HEL0CTOBEPHbIX AaHHbIX 06 pa6OT MO [A0roBOpY |
ahheKTUBHOCTH 1 He3onacHoCTU \ J Bl ]
MEAMLMHCKOrO U3[enus n nx Aada ]
HECOOTBETCTBME AaHHLIM O perncTpaumMoHHOro |
MeAMLMHCKOM 13genuu, yOOCTOBEpPEHUS, i
1
1
1
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NEPEYEHDb

MpunoxeHne Ne 4
Kk MpaBunam perncTpaumm n aKCNepTm3bl

Be3onacHocTH, kayecTBa U APPEKTUBHOCTU

MeOULMHCKUX U3aenui

AOKYMEHTOB, HEOBXOAUMbIX OA5A PETUCTPALUUU MEAWLUMHCKOIO U3OENUA

(B peq. PeweHns Coseta ESK ot 08.07.2025 Ne 50)

MepguuuHckoe n3genue knacca
NOTEHLNaNbHOro pucka

Ne HanmeHoBaHue JOKymeHTa Meaunuukckoe uspenve ans MNpnmeyanue
n/n y MPAMEHEHIA OnarHocTuku in vitro P
1 2a 26
1. 3asBneHue + + + + no chopmam, NpeayCMOTPEHHbLIM MPUITOXKEHNSMU
Ne 2 n 3 k NMpasunam permcTpauumn n aKCnepTunsbl
6e3onacHoCTH, KavyecTBa U 3PEKTUBHOCTH
MEANLMHCKNX N30envii, yTBEPXKOEHHbIM
Pelwwennem CoBeta EBpasniickoi SKOHOMUYECKOW
komuccum ot 12 cpespans 2016 r. Ne 46
2. [oBepeHHOCTb OT MPOU3BOAUTENS Ha NPaBo + + + + 3aBepseTCs B COOTBETCTBUMN C MEXOYHAPOOHbIMM
npegcTaBneHns UHTEPECOB NpU perucTpauum HOpMaMu 3aBepEHUs UM HOPMaMu 3aBepeHMs,
(Npn HeobxoaMMoCTH) YCTaHOBMNEHHbIMW 3aKOHOA4ATENIbCTBOM
pedepeHTHOro rocygapcraa
3. [Jorosop npon3BoamMTens C yNnonHOMOYEHHbIM + + + + KOnus 3aBepseTcsl B COOTBETCTBUM C

npeacTaBuTenemM nNponseoanTens nNuéo ero
konusa (MpW HanM4YnM ynonHOMOYEHHOro
npeacTasuTens npovseoauTens). Ecnu
YNOSTHOMOYEHHbIV NpeacTaBuTeNb
NPOU3BOAUTENS HE ABMAETCA PE3NOEHTOM
pecbepeHTHOro rocyaapcTtea, npunaraercst

MeXayHapoaHbIMWU HOPMaMK 3aBEPEHNUS I
HOPMaMW 3aBepeHUs, YCTaHOBMEHHbLIMM
3aKoHOAaTeNbCTBOM pedepeHTHOro rocyaapcTea





KOMus OOKyMeHTa, NoaTBep)XaatoLero
perncrpaumio ynorHOMOYeHHOro
npeacTaBuTens NPOU3BOAUTENS B KaYecTBe
IOPUANYECKOrO N1 NGO MHAMBMOYaNbHOro
npeanpuHumarens

Konus paspelumMTensHOro AoKyMeHTa Ha npaso
Npon3BOACTBA B CTpaHe NpousBoanTeENs C
NpUoXeHuem (Npu Hanm4mm)

Konus gokyMeHTa nnbo ceeneHus,
noATBepXaaloLLe perncTpaumio
Npoun3BoOANUTENSA B Ka4ecTBe opUaNYeCcKoro
nvua nnéo MHAMBMAOYaNbHOro
npeanpuHumarens

Konusa ceptudmkata cCOOTBETCTBUS CUCTEMDI
MeHeKMeHTa KadecTBa TpeboBaHMAM
ctaHgapta ISO 13485 nnbo cooTBETCTBYHOLLENO
permoHanbHOro UM HauMoHarnbHOro
(rocypapcTBeHHOro) cTaHfapTa rocyqapcTsa -
uneHa EBpasninckoro skOHOMUYECKOro coto3a
(Oanee cooTBETCTBEHHO - rOCYAapCTBO-UIIEH,
Cot03), BblAaHHOIO Ha UMs Npou3BoauTENs
MEOVLMVHCKUX u3genui (Npon3BoaCcTBEHHON
nnowaakm) (mpu Hanu4nm)

Heknapaums o COOTBETCTBUN MELNLMHCKOIO
nsgenusi obsizatenbHbIM TpeboBaHMAM
rocygapcTs, He siBnsowmnxcs yneHamm Cotosa
(Hanpumep, OAMpeEKTUBAM UNU perfnamMmeHTam
EBponenckoro cotosa), Unm 3KBUBareHTHbIN
OOKYMEHT (Npu Hanu4mm) nnubo Konums Takmx
OOKYMEHTOB

3aBepsieTCs B COOTBETCTBMUN C MEXAYHapOOHbIMM
HOpPMamu 3aBepPeHs UM HOpMaMKn 3aBEPEHMS,
YCTaHOBMEHHbIMW 3aKOHOAATENBCTBOM
pedepeHTHOro rocygapcTea

KOMUSi JOKYMEHTa 3aBePSIETCS B COOTBETCTBUM C
MeXAyHapOAHbIMU HOpMaMKW 3aBEPEHUS UIK
HOpPMamu 3aBepeHusl, yCTaHOBNEHHbIMU
3aKOHOAATENbCTBOM PedepPEHTHOro rocyAapcTea;
CBefleHVs1 3aBepstoTCA NPOVN3BOAMTENEM

3aBepsieTCs B COOTBETCTBMUN C MEXAYHapOOHbIMM
HOpPMamu 3aBepPeHst UM HOpMaMKn 3aBEPEHMS,
YCTaHOBMEHHbIMW 3aKOHOAATENBCTBOM
pedepeHTHOro rocygapcTea

KONus 3aBepseTcsl NPOU3BOAUTENEM
(ynonHomoYeHHbIM NpeacTaBuTenem
npoussoanTens)





10.

11.

12.

Konusi pernctpaumnoHHOro yaoctoBepeHns
MeAMLMHCKOro nagenus (ceptudukara
csoboaHom npodaku, cepTudpmkara Ha akcnopT
(3a ncknoYeHneM MeanLMHCKUX N3Oenui,
BnepBble NPON3BEAEHHbIX HA TEPPUTOPUM
rocygapcTBa-yrieHa)), BblJaHHOro B CTpaHe
npoussoanTens (Npu Hanu4mm)

CefeHus o perncrpauum B gpyrnx ctpaHax co
CCbINKOM Ha OEeNCTBYIOLLNE UCTOUYHUKM TaKUX
CcBeJEeHWN 1 SNEKTPOHHbIN banr, coaepxallmm
Takune CBeAEeHUs, UNn Konus JOKyMeHTa,
YLOOCTOBEPSIIOLLENO PErMCTPaLMIO
MEeANLIMHCKOro U34enunst B Apyrmx cTpaHax (npm
HanMynm)

[aHHble 0O MapKMPOBKE 1 yNakoBKe
(nonHoLBETHbIE (C yKasaHUEM KOOUPOBKM
LBETa) MaKeTbl YyNaKkoBOK U 3TUKETOK), TEKCT
MapKMpPOBKM Ha PYCCKOM S3bIKe U
rocy4apCTBEHHbIX A3blKax rocyAapCTB-4reHOB
(npn HeobxoanmocTK). TEKCT MapKUPOBKM Ha
rocyAapCTBEHHbIX A3blKax rocy4apcTts
NMPU3HaHUS MOXET NPeacTaBnsaTbLCS nocne
(hOpMUPOBaHUS MONOXNTENBHOIO SKCNEPTHOrO
3aKMHYEHUS

MHdopmaLmsa o paspaboTke 1 Npon3BOACTBE:
CXeMbl MPOLECCOB NPON3BOACTBA, OCHOBHbIE
cTaguv NPOM3BOACTBA, YNaKoBKa, UCMbITaHWS U
npoleaypa BbiMycka KOHEYHOro NpoaykTa

CeefeHusa 0 nponssoauTene: HauMmeHoBaHue,
BUI AEATENbHOCTH, OPUANYECKUIA afpec,
dopma coBCTBEHHOCTH, COCTAB PyKOBOACTBA,

3aBepsieTCs B COOTBETCTBMUN C MEXAYHapOOHbIMM
HOpPMamu 3aBepPeHst UM HOpMaMKn 3aBEPEHMS,
YCTaHOBMEHHbIMW 3aKOHOAATENBCTBOM
pedepeHTHOro rocygapcTea

3aBepAeTca npomssognTenem (yI'IOJ'IHOMOLIeHHbIM
npeacrtaBuTenem I'IpOI/I3BO,EI,I/ITeJ'IF|)

3aBepAeTca npomssoanTenem (yI'IOJ'IHOMOLIeHHbIM
npeacrtaBuTenem I'IpOI/I3BO,EI,I/ITeJ'IF|)

3aBepsieTcs Npon3BoauTENemM (YNorHOMOYEHHbIM
npeacTaBuTenem Npou3BoanTENs)

3aBepsieTcs Npon3BoaUTENeM (YNoiTHOMOYEHHbIM
npeacTaBuTenem Npou3BoanTeNs)





13.

14.

nepeveHb NoapasgeneHnii u 4o4YepHUX
KOMMaHWI, y4acTBYIOLNX B MPON3BOACTBE
3as1BNSieMOro Ha perncTpaumo MeguLmMHCKOro
n3genus, ¢ ykazaHuem ux cratyca v
NONTHOMOYUI

MHdopmaLmsa 0 MapKeTUHre (MCTopus npu
ycroBum obpalleHns n3genus Ha pbiHke bonee
2 nert) (Npy Hanu4uu)

CoobLeHnsa 0 HeOnaronpUsTHbIX COObLITUSIX
(MHUMBaeHTax) u oT3biBax (MHOpMaUUs He
npenocTaBnseTcs Ansi BHOBb paspaboTaHHbIX U
CMNPOEKTUPOBAHHbLIX MEANLMHCKMX U3Oenunin):

CMUCOK HEBNaronpUSATHbLIX COBLITUI
(MHUMAEHTOB), CBSA3AHHbIX C
Mcnonb3oBaHUEM U3aenus, un
yKasaHue nepvoga BpeMeHU, Ha
NPOTSPKEHUN KOTOPOTO
NPOUCXOONNN yKa3aHHble CobbITUS
(MHUMAEHTbI)

ecnn HebnaronpuaTHbIX COObITUI
(MHUMAOEHTOB) CANLLKOM MHOTO,
HeobxoaMmMo NpegocTaBuTb
KpaTkme 0030pbl MO KaXaoMy U3
TMNOB COBLITMI U yKa3aTb obLlee
KOMM4YeCTBO COBLITUI KaXKOoro
TUNa, O KOTOPbIX NOCTYNann oT4YeThI

CNNCOK OT3bIBOB C PblHKa
MeONLMHCKUX U3aenuin n (unwu)
NOSICHUTENbHbIX YBEAOMITEHUN U
onvcaHue nogxoga K

+
(kpome knaccos 1 1 2a)

+
(kpome knacca 1)

3aBepsieTcs NPoM3BoAUTENEM (YNOTHOMOYEHHbLIM

npeacTaBuTenem Npou3BoanTeNs)

3aBepsieTcs Npon3BoauTENemM (YNorHOMOYEHHbIM

npeacTaBuTenem Npou3BoanTENs)





pPacCMOTPEHWIO 3TUX NPoBnem u nx
PEeLLEHUNIO MPOU3BOAUTENAMU B
KaXK[OM U3 TaKux criy4yaeB

onucaHue aHanusa u (unu)
KOPPEKTUPYOLLNX OENCTBUNA,
npeanpuHATBIX B OTBET Ha
yKasaHHble Crny4am

(B pen. Pewenns Coseta EQK ot 08.07.2025 Ne 50)

15.

16.

17.

18.

MepeyeHb cTaHOAPTOB, KOTOPLIE MPUMEHSANNCH
npou3BoauTeNnem npu NPoeKTMPOBaHNA U1
Npou3BoACTBE MeANLIMHCKOro ugenus (c
yKkasaHWeM HanMeHOBaHUS 1 0603Ha4YeHNs
CTaHOapToB)

CeefeHus 0 COOTBETCTBUMU MEAMLIMHCKOrO
nsgenua Obwmm TpeboBaHMaM Ge3onacHOCTH
N 3P EKTMBHOCTN MEOUUMHCKUX U3OENUN,
TpeboBaHMAM K UX MapKUPOBKE U
3KCcnnyaTauMOHHON JOKYMEHTaUUN Ha HUX,
yTBepxaeHHble PeweHnem CoBeta
EBpasnmnckon SKoHOMMUYECKOM KoMmuccum ot 12
deBpans 2016 r. Ne 27 (ganee - Obwme
TpeboBaHus), C MPUINOXKEHNEM OOKYMEHTOB,
CCbIfIKM Ha KOTOpble UMEITCS B yKa3aHHbIX
cBefeHunsIx

[loKyMeHT, ycTaHaBnmearoLwmmn TpeboBaHnsa K
TEXHUYECKMM XapakTepucTMKam MeanLMHCKOro
nsgenus

[MpOTOKOMbI TEXHUYECKUX UCMbITaHWMN,
NpoBeAEHHbIX B LENSAX JoKa3aTenbcTBa

+
(3a McKknoYeHnem

3aBepAeTca npomssognTenem (yI'IOJ'IHOMOLIeHHbIM
npeacrtaBuTenem I'IpOI/I3BO,EI,I/ITeJ'IF|)

3aBepAeTca npomssognTenem (yI'IOJ'IHOMOLIeHHbIM
npeacrtaBuTenem I'IpOI/I3BO,EI,I/ITeJ'IF|)

3aBepsieTcs Npon3BoauTENemM (YNorHOMOYEHHbIM
npeacTaBuTenem Npou3BoanTeNs)

KOMMM NPOTOKOSIOB 3aBEPSIOTCA UCMbITATENBHOMN
naboparopuei (LeHTPOM) 1IN B COOTBETCTBUN C





19.

20.

21.

COOTBETCTBUSA MeanuuHckoro nsgenus Oowmm
TpeboBaHMAM, NPOrpaMmMbl UCTIbLITAHUIA NGO
KONWUW yKasaHHbIX JOKYMEHTOB U (K1)
OOKYMEHTbI, coaepKallune gokasaTenbcrea
nepBoW CTOPOHBI

OT4eT no oLeHKke BMonorMyeckoro AencTemsa
MeOULUHCKOro usgenus (npu HeobxoamMmocT)

MpoToKOMbI MCccneaoBaHUM (MCMNbITaHWUA) NO
oueHke buonormyeckoro 4encTems
MEeANLIMHCKOrO U3AENusi, NPOBEAEHHbIX B LiEnsax
JoKasaTenbCTBa COOTBETCTBUSA MEONLIMHCKOrO
nsgenust Odwmm TpeboBaHnsM (Npu
HeobXoAMMOCTK), NPOrpamMMbl UCCriedoBaHUN
(ncnbiTanHuin) NGO KoNMK yKkaszaHHbIX
[OKYMEHTOB

OTYeT 0 KNMHNYECKOM A0Ka3aTenbCcTBe
3P eKTUBHOCTN 1 Be3onacHOCTH
MeOWLUHCKOro n3aenust Nbo ero konus

(B pen. Pewenns Coseta EQK ot 08.07.2025 Ne 50)

22.

OTYeT 0 KITMHMYECKOM UCTbITaHUN
(nccnegoBaHMM) MEOULMHCKOTO U3Oenusa nnm
OTYET O KINMHUNKO-NTabopaTopHOM MCMbITaHUN
(nccnegoBaHMM) MEOULMHCKOTO U3genusa ans
AnarHocTuku in vitro (nnbo ero konus) (no
NPUMEHNMOCTH)

(B pen. Pewenns Coseta EQK ot 08.07.2025 Ne 50)

peareHToB, HabopoB
peareHToB, KOHTPOJbHbIX
mMaTepuanos,
kanubpartopos,
NPOMbIBaIOLLMX PacTBOPOB
W nuTaTenbHbIX cpen)

HOpMaMu 3aBepeHus], yCTaHOBITEHHbIMU
3aKoHo4aTeNnbCTBOM pedhepeHTHOro rocyaapcTsa;
KOMuM NporpaMm 3aBepsitoTCa UCMbITaTeNbHOM
naboparopuei (LeHTPOM) UK NPOU3BOAUTENEM
(ynonHoMoYeHHbIM NpeacTaBuUTenem
npounseBoaunTens);

OOKYMEHTbI, coaepKalluune gokasaTenbcrea
NMepBON CTOPOHBI, 3aBEPSIOTCA NPOM3BOAUTENEM

3aBepAeTca npomssognTenem (yI'IOJ'IHOMOLIeHHbIM
npeacrtaBuTenem I'IpOI/I3BO,EI,I/ITeJ'IF|)

KOMMM NPOTOKOSOB 1 NpOrpaMM 3aBepsitoTcs
ucnbiTatenbHon naboparopuen (LEHTPOM) UnNn B
COOTBETCTBMM C HOPMaMu 3aBEPEHNS,
YCTaHOBMEHHbLIMW 3aKOHOAATENBCTBOM
pedepeHTHOro rocygapcrea

KONus oTyeTa 3aBepsieTcs NpousBoanTenem
(ynonHomoYeHHbIM NpeacTaBuTenem
npoussoanTens)

KOMnus oT4eTa 3aBepsieTcs MeaNLIMHCKON
opraHunsaumen (KNMHUYECKUM LEHTPOM) UK B
COOTBETCTBMMU C HOPMaMM1 3aBEPEHUS,
YCTaHOBIMEHHbIMW 3aKOHOAATENBCTBOM
pedepeHTHOroO rocyaapcTea





23.

24.

25.

OTyeT 06 aHanu3e pMUCKOB 1 ynpaerneHum M1
nnbo ero Konus

[aHHble 0 NekapCTBEeHHLIX cpeacTBax B
cocTaBe MeAULMHCKOro nsaenus (coctas
neKapcTBEHHOro CPEACTBa, KONMYECTBO,
[aHHble 0 COBMECTUMOCTU NEeKapCTBEHHOIO
CpeacTsa C MeAMLUHCKUM M3aenvem,
perncrpaumm nekapcTBeHHOro cpeacTea B
CTpaHe npoussoauTens)

[aHHble o Buonornyeckon GesonacHocTu (Mo
NPUMEHNMOCTHN)

(B pen. Pewenns Coseta EQK ot 08.07.2025 Ne 50)

26.

27.

28.

[aHHble 0 Npouenype cTepunusauum, BKYas
MHopMaumo o0 Banuaaumm npolecca,
pe3ynbTaThl TECTUPOBAHNS HA COAEpXKaHNne
MUKPOOPraHn3moB (cTeneHb Bruonornyeckom
Harpy3sku), MMPOreHHOCTN, CTEPUIBHOCTU (MpK
HeobX0AMMOCTN) C YKazaHneM METOA0B
npoBeaeHnst UCMbiTaHWI U aHHbIe O
Banugauum ynakoeku (4N CTepUNbHbIX
n3genuvmn)

WHpopmaLms o cneynanbHOM NporpaMmMHOM
obecnevyeHun (Mpu Hanu4nm): CBeaeHns
npou3soaunTens o Banugauuy nporpaMmMHOro
obecnevyeHus

OT1yeT 006 nccnegoBaHusAx ctabunbHOCTN NNMOO
ero Konus (B criyqae npeactaBneHnsl otyeTa Ha
WMHOCTPaHHOM $i3blKe C NEPEBOAOM Ha PYCCKUM

KOMus oTyeTa 3aBepsieTCa NPoOn3BOAUTENEM
(ynornHoMouYeHHbIM NpeacTaBuTenem
npovsBoanTens)

3aBepsieTcs Npon3BoauTENemM (YNorHOMOYEHHbIM
npeacTaBuTenem Npou3BoanTENs)

3aBepsieTcs NpoM3BoaAUTENEM (YNONTHOMOYEHHbIM
npeacTaBuTenem Npou3BoanTENS )

3aBepAeTca npomssognTenem (yI'IOJ'IHOMOLIeHHbIM
npeacrtaBuTenem I'IpOI/I3BO,EI,I/ITeJ'IF|)

3aBepsieTcs Npon3BoauTENemM (YNorHOMOYEHHbIM
npeacTaBuTenem Npou3BoanTeNs)

KOMUsl oTYeTa 3aBepseTcs Npom3soauTenem
(ynornHoMoYeHHbIM NpeacTaBmTeniem
MPOM3BOAUTENS), OPUTHAN NOANUCLIBAETCS





20.

30.

31.

32.

33.

A3bIK PE3yNbTaToB U BbIBOAOB UCCIEed0BaHWN) -
ANs U34ENWiA, UMeILLIMX CPOK XpaHEHUs

OKcnnyaTauuoHHbIN AOKYMEHT MW MHCTPYKLUNA
MO NPUMEHEHMIO MEOULIMHCKOIO M3Aenns Ha
PYCCKOM $13bIKE M rOCY4apCTBEHHbIX s13blKax
rocyaapcTB-4neHoB (Mpy HeobXoauMOoCTK).
OKcnnyaTauuoHHbIR AOKYMEHT MW MHCTPYKLUNSA
Mo NPUMEHEHMIO MEQULIMHCKOIO M3aenns Ha
rocyapCTBEHHbIX A3blKax rocyaapcTB
MPU3HaHWS MOXET NPEACTaBNSATLCS Nocre
(hopMUPOBaHMS MNONOXNTENBHOIO 3KCNEPTHOMO
3aKINoYeHns

PyKkoBoACTBO MO CEPBUCHOMY OBCIYXMBAHMIO -
B Crny4yae OTCYTCTBUS OaHHbIX B
3KCMnyaTauMoHHON AOKYMEHTauun (Npu
Hanuuum).

[aHHbI JOKYMEHT Ha rocyapCTBEHHbIX
A3blKax rocyaapcTB NPU3HaHUS MOXET
npegcTaBnATbCs nocrne popMmpoBaHns
MOMOXNTENbHOIO 3KCNEPTHOTO 3aKNI0YEHNS

OTy4eT 0 pesynbTaTax MHCNEKTMPOBAHUS
Npou3BoACTBa MEANLIMHCKOro n3genusi nmbo
€ro Konus (npu Hanu4mm)

MnaH cbopa 1 aHanu3a faHHbIX NO
6e3onacHoCTN N 3(hPEKTUBHOCTN MEQNLIMHCKNX
n3aenui Ha NOCTNPOAaXHOM aTane

[lokyMeHTbI, NoaTBepXKAatoLLmne pesynsTarhl
UCMbITAHWUI MEQULIMHCKUX U3AEnnii B Liensx
YyTBEPXOEHNSA TUMa CPEACTB U3MepeHuii (B

npounssoaunTenem

3aBepsieTcs Npon3BoaUTENeM (YNoiHOMOYEHHbIM
npeacTaBuTenem Npou3BoanTENs)

3aBepAeTca npomssognTenem (yI'IOJ'IHOMOLIeHHbIM
npeacrtaBuTenem I'IpOI/I3BO,EI,I/ITeJ'IF|)

KOnusi oT4eTa 3aBepPSIETCS UHCMEKTUPYHOLLEN
opraHusaumen nnm npovMssoguTenem
(ynONHOMOYEHHBLIM NpeacTaBuTenemM
npon3BoanNTEns)

3aBepAeTca npomssoanTenem (yI'IOJ'IHOMOLIeHHbIM
npeacrtaBuTenem I'IpOI/I3BO,EI,I/ITeJ'IF|)

KOMuu JOKYMEHTOB 3aBepSIOTCS opraHu3auuven,
YNOMHOMOYEHHOM (HOTUULNMPOBAHHOW) B
COOTBETCTBUM C 3aKOHOAATENbLCTBOM





34.

35.

36.

37.

OTHOLLUEHUN MEANLIMHCKNX N3OEenunn,
BKITHOYEHHbIX B NepevYeHb BUA0B MEeOQULMHCKUX
n3genui, nognexalimnx oTHECEHUIO Npu nux
perncTpaumm K cpeacteam UamepeHui,
yTBepxaeHHbI PeweHnem CoBeTa
EBpa3sninckon aKoHOMMYECKOM KoMuccum ot 12
deBpans 2016 r. Ne 42), nnbo mx konum

doTorpadumyeckue n3odbpaxeHunsa obuiero smaa
MELMLMHCKOro U3Jennst U NpuHaanexHocTemn
(npu Hann4uumn) (pasmep He meHee 180 MM X
240 mm)

[lokymeHTbl, noATBepXAatLLIMe KayecTBo
neKapcTBEHHOro cpeacTaa, buonornyeckoro
mMaTtepuana n UHbIX BELLECTB, KOTOpble BXOAAT
B COCTaB MEeAMLMHCKOro U3genus u
KOHTaKTUPYIOT C OPraHn3MoM YerioBeka B
COOTBETCTBMM C HA3HAYeHMEM MeOULIMHCKOro
nsgenvsi, a Takke npegHa3HaveHbl Ans
NMPUMEHEHMS TOMNBbKO C Y4ETOM Ha3HavYeHusi
MEAMLIMHCKOro n3aenus, onpeaeneHHoro
npou3soanTenem, 1 BbldaHHbIE B COOTBETCTBUU
C 3aKOHOAATENbCTBOM CTPaHbl MPOUCXOXOEHNS
nekapCTBEHHOro cpeacTaa, buonornyeckoro
maTtepuana v MHOro BelecTBa, NMbo nx Konuu
(no npumMeHnmocTK)

WHble OOKYMEeHTbI, NnpegocTaBlieHHble
3adButenemMm

Onuchk (B cnyvae nogayn permcTpaumnoHHOro
Aocbe B ByMaxkHOM Buae)

rocyfapcTBa-ynieHa Ha NpoBefeHne UCTbITaHWi
CPenOCTB M3MEpPEHW, NN B COOTBETCTBUM C
HOPMamW 3aBepeHus], yCTaHOBMNEHHbIMU
3aKoHOAATENbCTBOM ped)epeHTHOro rocyaapcTea

3aBepArTCA nponssognuTenem (yI'IOJ'IHOMO‘-IeHHbIM
npeacrtaBuTenem I'IpOI/I3BO,EI,I/ITeJ'IF|)

KOMnM LOKYMEHTOB 3aBEPSIOTCA NPOU3BOANTENEM
(ynonHoMouyeHHbIM npeacraBuTenem
npovsBoanTens)

KOMnM LOKYMEHTOB 3aBEPSIOTCA NPOU3BOANTENEM
(ynornHoMouYeHHbIM NpeacTaBuTenem
npovsBoanTens)

3aBepsieTcs Npon3BoaUTENeM (YNoiTHOMOYEHHbIM
npeacTaBuTenem Npou3BoanTeNs)






		Приложение № 4




TekcT aaHHoW pegakuumn nogrotoerieH cneyunanuctamm OO0 "KOpCnekTp" u He aBnsieTca pegakunen
HOpMaTUBHOrO NPABOBOrO akTa U3 3TanoHHOro 6aHKa AaHHbIX NPaBOBON MHGOPMAaLIUM

PELUEHWE COBETA EBPA3MUCKON 3KOHOMUYECKOMN KOMUCCUU
12 dbeBpansa 2016 r. N 46

O NPABUJIAX PETUCTPALIUM N SKCNEPTU3bl BE3OINACHOCTU, KAYHECTBA N 3®PEKTUBHOCTHU
MEOMUUHCKUX N3OENNA

Bcmynuno e cuny 6 masi 2017 200a

(B pen. Pewenun Coseta EGK 01 24.12.2021 N 144,
ot 19.05.2022 N 84, ot 30.03.2023 N 50, ot 08.07.2025 N 50)

B cooTteeTcTBMM C nyHKTOM 2 cTaTbh 31 [JoroBopa o EBpasninckoM aKOHOMUYECKOM coto3e oT 29 mas 2014
roga, nyHktamu 2 n 4 ctatbu 4 CornaweHus 0 eAVHbIX MPUHLMNAax 1 npaBuniax obpalleHnss MeaMLUHCKMX U3genuim
(n3genun MeguUMHCKOrO HasHa4vyeHus U MEeOMLUUVHCKOM TEXHWKM) B pamkax EBpasuinckoro sKOHOMMYECKOrO CO3a
oT 23 pekabpsi 2014 roga, nyHktoM 92 npunoxeHns N 1 k PernameHTy paboTbl EBpasviickon SKOHOMMUYECKOM
Komuccum, yreepxxaeHHomMmy PewieHvem Boicwero EBpasuinckoro akoHoMmnyeckoro coseta ot 23 gekabpsa 2014 r. N
98, n B Uensx ncnonHexHua PeweHusa Boeicwero EBpasninckoro akoHoMmyeckoro coseta ot 23 aekabps 2014 r. N
109 "O peanuzaumn CornalleHns o eauHbIX NpyHUMNax 1 npasunax obpalleHns MeanumMHCKUX usgenun (nsgenui
MEOMLMHCKOrO0 Ha3HaYeHus U MeauMLIMHCKOW TEXHWKM) B pamkax EBpasunckoro akoHomudeckoro cotosa" CoseT
EBpasuiickon akoHommu4eckon komumccun PELLATT:

1. YTBepaunTb npunaraemble [lpaBuna perncrpauMm u 3Kkcneptu3bl Ges3onacHoOCTW, kayecTBa MU
3 hekTMBHOCTM MEANLNHCKMX n3genun (aanee - MNpasuna).

2. YTpatun cuny.
(n. 2 yrpaTtun cuny. - PeweHune Coseta E3K o1 30.03.2023 N 50)

3. l'ocypapcTtBamM-dneHam oo 31 gekabpsi 2016 r.:

a) yTBepauTb pasmep CcOOpoB (MOWNMH) WK MHbIX 06A3aTenbHbIX MNnaTexen, nNPesyCMOTPEHHbIX
lMpaBunamu, ¢ y4eTOoM CMOXHOCTU npouedyp M obbema BbIMONHAEMbIX paboT, NPoBOAUMLIX B pedepeHTHOM
rocygapcTee M rocygapcteax NpusHaHus, B TOM Y1cne npu:

pervctpaumm MeguunHCKOro N3genus;
aKkcnepTm3e 6e3onacHoOCTH, kKayecTBa N 3PPEKTUBHOCTN MEOAULIMHCKOTO U34ENNS;
BHECEHUN U3MEHEHUIN B PETNCTPALUMOHHOE A0CHE MEAULMHCKOTO M3OeNus;
BblAaye oyOnnkaToB pPerMcTpaLmMoHHbIX YOOCTOBEPEHWI;

6) onpegenuTb opraHbl (OpraHv3auuM), OTBETCTBEHHble 3a OCYLLECTBNEeHVWEe perucTpauun, BHeceHue
N3MEHEHWNIA B PEerncTpaunoHHOe OOCbE U MHblE CBSI3aHHble C perucrpaumert MeaMUMHCKUX M3genvin npoueaypsbl,
npeaycMoTpeHHble MpaBunamu, 1 NpoMHpOopMUpoBaTh 06 3ToM EBpasnitckyto 3KOHOMUYECKYH KOMUCCHIO.

4. Hactosiwee PelueHne BcTynaeT B cuny no uctedeHmm 10 kaneHgapHbiX AHEN C AaThl BCTYMNSIEHNUST B CUNY
MpoTtokona, nognucaHHoro 2 pekabpsa 2015 roga, o npucoeanHeHun Pecnybnvkun Apmenus k CornaweHuo o
€AVHbIX MPUHUMNAxX K npasunax obpalleHnss MEeOULMHCKUX M3genvi (M3genvi MeOuuUUHCKOrO HasHaueHust U
MeOMLMHCKOW TEXHUKM) B pamkax EBpasunckoro akoHommu4deckoro cotosa ot 23 gekabpsa 2014 roga, HO He paHee
4yeMm no ucteyeHmm 10 kaneHgapHbIX AHEN ¢ AaThbl oduumansHoro onybnmkoBaHusa HacTosiwero Pelienus.

UneHbl CoBeTa EBpa3nimnckon skOHOMUYECKON KOMUCCUMN:

Or Pecnybmauku OT Pecnydimku Or Pecnybmuky OT KeIPTEIZCKOM OT Poccumckom





ApMeHMrda Benapychb Kazaxcraun Pecnybnukm denmepaunnm
B.T'abpuessgH B.MaToumeBCKUN B.CaruHTaes O.llaHkpaToB U.llysasos

YTBEPXIEHEL

Pemenrem ComeTa

EBpasumckoM 3KOHOMUYECKOM KOMMCCUU
or 12 dempana 2016 . N 46

(B pemaxuum PeumenHumsa CorerTa
EBpa3uliCckO¥ 3KOHOMUYUECKOV KOMMCCUMU
or 24 gpexkabps 2021 r. N 144)

NMPABUNA
PEFMCTPALIMN N SKCTNEPTU3bl BE3OMNACHOCTU, KAYECTBA
N 3PDPEKTUBHOCTU MEOULIMHCKUX U3OENUA

(B pen. Pewenun Coseta EGK 01 24.12.2021 N 144,
o1 08.07.2025 N 50)

. O6LwmMe nonoxeHus

1. Hactoswue lNpaBuna paspaboTaHbl B COOTBETCTBUM C MyHKTOM 2 cTatbh 31 [oroBopa o EBpasnickom
3KOHOMUMYecKoM cotoze oT 29 mada 2014 roga 1 nyHKTOM 2 ctaTtbk 4 CornalleHns o eanHbIX NPUHUUNax 1 npasunax
obpalleHns MeauUMHCKUX M3genui (M3gennii MeaMLMHCKOrO HasHayeHuss U MeOULUHCKOW TEeXHUKU) B paMKax
EBpasuiickoro akoHomudeckoro cotwsa oT 23 aekabpsa 2014 roga u ycTtaHaBnuBalT MOPSOOK MNpoBeaeHUus
npouenyp perncrpauumn n akcneptmabl 6e3onacHocTu, kavyecTBa U 3PEKTMBHOCTM MEAMLMHCKMX U3genvn (ganee
- 3KCMepTus3a), COrflacoBaHUSl SKCMEPTHOTO 3aKMYeHUsl, YperynupoBaHWsi pasHornacui B OTHOLUEHWM
COrNacoBaHUsl 3KCMEPTHOroO 3aKMOYEeHUs, BHECEHUS W3MEHEHUN B PErMCTpPaUMOHHOE [OCbe (B TOM 4ucre B
yBEOOMUTENBLHOM MOpsAKe), BblAaun Aybnukata perncTpauuoHHOrO YAOCTOBEPEHWUS MEOMUMHCKOrO usgenws,
COrNacoBaHUsl  3KCMEPTHOIO  3aKM4YEHUS Ha 3aperncTpupoBaHHOE MeAMUMHCKOe uM3genue, a Takke
NMPUOCTAHOBMNEHMWSA U (MNWN) OTMEHBI AEWCTBUSA (aHHYNMPOBaHUA) PErMCTPALMOHHOIO YAOCTOBEPEHMSA MEOULIMHCKOTO
nsgenusa B pamkax EBpasmmnckoro skoHommyeckoro cotosa (ganee - Cotos).

TpeboBaHus HacToAWwwmx [MpaBun MOryT He NPUMEHSTLCS B OTHOLLEHUW MEAULIMHCKUX M3AeNnii, NoTpebHOCTb
B KOTOpbIX BO3HMKaeT MNW BO3pacTaeT B Ype3BblHaiHbIX CUTyauUWsX, B YCMOBUSIX BOEHHbIX AEWCTBUIA, Yrpos3bl
pacnpoCTpPaHeHNs1 HOBbIX 3NUAEMUYECKMX 3aboneBaHWi, NPeACTaBMSIOWMX OMACHOCTb NS OKpYXakoLwmx, npu
yrpo3e OTCYTCTBUS UMM OTCYTCTBUM MELULMHCKUX MU3OENUiA Ha pblHKax rocyaapcts - uneHoB Coto3a (ganee -
rocygapcrBa-yneHbl) B YCIOBUSIX BBEAEHUSI OFPAHNYUTENBbHBLIX 3KOHOMUYECKMX MEP B OTHOLLEHUN XOTsi Gbl OQHOTO
n3 rocygapcTB-yuneHoB. O6palleHve Takux MEeAVMUMHCKUX W3LENUMA Ha TeppuTopusiX roCcy4apCTB-UNieHOB
perynupyeTcsi 3aKoHOAATeNnbCTBOM 3TUX TOCYy[apCTB-YNEHOB B TeyeHWe [eNCTBUS YKasaHHbIX YCIMOBUA U
yCTpaHEeHWs1 UX NoCneacTBuNA.
(B pea. PeweHusa Coseta ESK ot 30.03.2023 N 50)

2. [Ansa uenen HacToALWMX I'IpaBMn NCMNOJIb3YKTCA NOHATUA, KOTOPbIE O3HAYaloT criegykoLlee:

"6e30MacHOCTb MEeAMLMHCKUX u3genun” - oTCyTCTBME HEeLOMYyCTUMOrO pUCKa, CBA3AHHOIO C MPUYUHEHUEM
Bpea >XM3HUW, 340P0BbI0 YerioBeKa, OKpyXatoLlen cpeae;

"Banuapauus" - noareepxXxaeHne nocpeacTtBsoM npencrtaBneHnda 0OBEKTUBHbBIX CBUAOETENLCTB BbINONHEHUS
Tpe6OBaHMI7I, npegHa3Ha4YeHHbIX ANA KOHKPETHOIo UCnofib3oBaHUA Ui npuMeHeHns;

"Bepudmkaums" - nogTBEPKOEHNE HA OCHOBE MpPeACTaBreHMs OOBbEKTUBHbLIX CBUAETENBbCTB BbINMOSIHEHUS
YCTaHOBIEHHbIX TpeboBaHUN;

"rocyaapcTBo Npu3HaHus" - roCcydapCTBO-YNEH, YMOMHOMOYEHHbIN oOpraH (3KcnepTHas opraHusaums)
KOTOPOro OCYyLLEeCTBMsSIeT NpoLeaypy CornacoBaHUs 3KCNEPTHOro 3aknoyeHusa pedepeHTHOro rocyaapcTaa;





"nokasaTenbCTBa MEpPBOW CTOPOHbLI" - [OoKasaTenbHble MaTepuanbsl (OOKYMEHTbl) npou3BoauTensd
MeOMLMHCKOro mn3genus (NpoTOoKoMbl COBCTBEHHbLIX WCMbITAHUM (MCCneaoBaHMKM), B TOM 4uMChe BblAaHHblE
ucnbiTatenbHbiMM nabopaTopusiMm (LLeHTpamK), akkpeaUTOBaHHbIMU B HALMOHANIbHOM CUCTEME aKKpeauTauuu
rocygapcTtBa-yrieHa, pe3ynbTaTtbl KITIMHUYECKOro NPUMEHEHUST MeOULMHCKOrO U3aenus n apyrue marepuarbi);

"eduHbI peecTp MEeOMLUUHCKUX WU3OENU, 3aperMcTpupoBaHHbIX B pamkax EBpasnMnckoro 3KOHOMUYECKOro
coto3a" - anekTpoHHas 6as3a gaHHbIX MeQUUNHCKUX N3Oennii, 3apermcTpMpoBaHHbIX B COOTBETCTBUMN C HACTOSLLMMN
MpaBnnamu;

"3aasutenb" - npon3ssognTesib MeaANMLUMNHCKOro n3aenuna nnnm ero yl'lOJ'IHOMO‘-IGHHbIVI npencrtaBuUTElb;

"KauyecTBO MeOULMHCKOro msgenust" - CTeneHb COOTBETCTBUSA COBOKYMHOCTU CBOWCTB M XapakTepUCTUK
MEeOMLIMHCKOro N3aenusa HasHa4yeHuo, yCTaHOBEHHOMY NPOU3BOANTENEM;

"MeauUMHCKME Uu3genvs Anst AMarHocTuku in  vitro" - nwobble MHCTPYMEHTbI, annapatbl, npubopbl,
obopyaoBaHue, MaTepuanbl, peareHTbl, KanubpaTopbl, KOHTPONbHblE MaTepuanbl W MNpoYne U3genus,
NPUMEHsIEMbIE B MEONLMHCKNX LENAX MO OTAENbHOCTM UM COBMECTHO, a Takke BMECTe C NPUHAOSIEXXHOCTAMMU U
cneumanbHbIM  MporpamMHbIM - obecneveHnem, HeobxoguMbIMM Onst UX MPUMEHEHUSI MO Ha3HAYEeHUo, WU
npeaHasHadeHHble MpoM3BOAUTENEM AOS1S1 NMPUMEHEHUS NMPU UCCRedoBaHusX in vitro obpasuoB OMONOrM4eckmx
MaTepuanoB 4erioBeka ANs MOJyYeHUs MHOPMaLUN OTHOCUTENbHO (PU3NONOTMYECKOro MMM MNaTosiorM4eckoro
COCTOSIHMSA (BPOXXAEHHOW NaTonornv, NpegpacrnonoXeHHOCTM K onpedeneHHOMY KITMHUYECKOMY COCTOSIHUIO UMK
GonesHn), COBMECTUMOCTM TKaHeW C MOTEeHUManbHbIM  PEeUUunMeHTOM, MPOrHO3MPOBAHUSA peakuuMn Ha
TepaneBTMYeCKne BO3OeNCTBUS, BbIbOpa TepaneBTUYECKNX CPEACTB U (M) KOHTPOIS NeYeHns;

"Mogene (Mapka) MeguuMHCKOro u3genua" -  BapuaHT  UCNOSNHEHUs  MeaAWUMHCKOro  uUsgenwus,
XapaKTepU3yLWMNca  ONpeaeneHHbIMU  KOHCTPYKTUBHO-TEXHOMOMMYECKMMM  PELUEHMAMU U KOHKPETHBLIMM
3HaYeHNAMM NnokasaTenewn ero Lenesoro (pyHKLNOHANBHOIO) Ha3HaYEeHNs;

"NnpuHagnexHocTb" - usgenue, He sABnsAOWEecd MeAUUMHCKMM  u3genueMm, npegHasHayeHHoe ero
npomussogutenemMm AndaA COBMECTHOINo npuMeHeHua C OOHUM WU HEeCKONbKMMU MeaAUUUHCKUMWU usgennamn npu
MCcnonb3oBaHMN B COOTBETCTBUN C UX HA3HAYEHNEM;

"nponsBoguTenb MeauumMHCKoro nagenus”, "nponssoguTens” - pUANYECKOE NULO Mn dU3nYeckoe nuuo,
3aperucTpupoBaHHOE B KavyecTBe WHAOMBWUAYaANbHOrO MNpeanpuHUMaTens, OTBETCTBEHHble 3a pa3paboTky u
N3roTOBIIEHNE MEAMLMHCKOro M3Oenusi, Aenawolime ero [OCTYMHbIM Afs UCMONb30BaHWS OT CBOEr0 WMMEHMU
He3aBUCKMMO OT TOro, pa3paboTtaHo M (MUnM) U3roTOBIIEHO MEAULMHCKOE M3fenve 3TUM JMLOM UK OT €ro MMEHMU
Apyrum  nuuomMm  (niMuamu), U Hecylme OTBETCTBEHHOCTb 3a 0e30macHOCTb, KayecTBO M 3(EEKTUBHOCTb
MEAWNLMHCKOro U3genus;

"npon3BoacTBEHHAs nnowagka" - TepputopuanbHO 000COBNEHHLIN KOMMIEKC, MpeaHasHaveHHbln ans
BbIMOSIHEHNSA BCEro npoLecca NpoM3BoACTBa MEANLNHCKOrO M3AEeNUs Unn ero onpeaeneHHbIX cTagum;

"permcTpauynoHHoe [ocbe" - KOMMNMEeKT [OKYMEHTOB W MaTepuanoB YCTaHOBMIEHHOW CTPYKTYpbl,
npeacTaBnsiemMbli  3asiBMTENeM Mpu MNpOBEAEeHUM npouesyp peructpaummM M 3KCnepTu3bl, COrfiacoBaHus
9KCMEPTHOTO 3aKMOYEHWs, BHECEHUSI M3MEHEHUN B pEerncrpauuoHHoe Aocke (B TOM 4YMCre B yBEAOMMUTESbHOM
nopsigke), Bbldaun Jdybnukata perncTtpauyMoHHOro YAOCTOBEPEHMS MEOMUMHCKOTO M3Oenusl, CorracoBaHus
9KCMEPTHOro 3akKNOYEeHNs1 Ha 3aperucTpMpoBaHHOEe MeauLMHCKoe M3fenue, OTMeHbl eNCTBUS (aHHYNMPOBaHUSA)
perncTpaumoHHOro yAOCTOBEPEHNSA MEOULNHCKOrO U3AENNS, a Takke OpuriHanbsl 1 (MnM) KoMK UHbIX JOKYMEHTOB,
UMEILLNX OTHOLLEHNE K KOHKPETHOMY MEAULIMHCKOMY U3aenuio (peLleHnin ynoTHOMOYEHHbIX OPraHoB (3KCMEPTHbIX
opraHusauuii), NPOTOKONOB 3acefaHnn KOHCYynbTaTMBHOrO KOMUTETaA MO MeAUUMHCKMM udgenuam npu Konneruu
EBpasninckon 3KOHOMUYECKOW KOMWCCUM, OOKYMEHTOB, MPeaCTaBrEHHbIX MNpW YperynupoBaHUW pasHormnacum,
OTYETOB O pe3ynbTaTax UHCMEKTMPOBaHUSA NPON3BOACTBA U Mp.);

"perncTpaumoHHoe yaocToBepeHue" - OOKYMEHT eauHou ¢popMbl, noaTBepxaaroLlmi ¢akT perucrpaumm
MeOMLMHCKOro U3aennsa Ha TeppuTopmum OAHOIO UIM HECKOMNBbKMX rOCyapCTB-USEHOB;

"permctpauua MeguumMHCKoro msgenusa”, "pernctpauusa” - npouegypa Bblgadn YNoSIHOMOYEHHLIM OPraHoMm
pedepeHTHOro rocyaapcTBa paspelleHns Ha BbiMyCK B obpalleHWe MeOWUMHCKOrO M3OEenusa Ha Tepputopun
OLHOIO MIN HECKONbKUX rOCY4apCTB-4IEHOB;

"pedbepeHTHOE rocygapcTBo” - BbiOpaHHOE 3asiBUTENEM roCy[apCTBO-YMEH, YMOMHOMOYEHHbIA oOpraH
(aKcnepTHasa opraHM3aLms) KOTOPOro OCYLLECTBMNSET PErMcTpaumnio u aKkCnepTunsy;





"YNONMHOMOYEHHLIN OpraH" - opraH rocyfapCTBEHHOW BNAcTU rocygapcTBa-yneHa, YrnorHOMOYEHHbIM Ha
ocyllecTBrneHve u (Mnu) KoopAuHauuil aesTenbHOCTM B cdepe obpalleHus MeOULMHCKUX MW3Oenui Ha
TEPPUTOPUN 3TOFO roCcyfapCTBa-uNeHa;

"YNONMHOMOYEHHblE OpraHuM3auuM" - opraHusauuy, BKIOYEHHble B eduHbIA peecTp YMNONHOMOYEHHbIX
opraHusauuin, UMelLMx MpaBo NPOBOAWUTbL MCCNedoBaHUs (UCMbITaHWA) MeOWULUMHCKMX M3Oenuid B Lensax ux
perucTpaumu;

"YNONHOMOYEHHbIN NpeacTaBuTeNb npoussBoguTena” - topugudeckoe nuuo unm  ¢uamyeckoe nuuo,
3aperncTpupoBaHHOe B  KayecTBe WHOMBMAOYyaANbHOrO  MpeanpuHUMaTens, sSBAsOWMecs  pesnaeHTamu
rocygapctBa-ynieHa W YMNONHOMOYEHHble MpouM3BoaMTENEM B COOTBETCTBMM C [OMOBOPOM /MOGO  MHbIM
NpPeAyCMOTPEHHBbIM 3aKOHOOATENbCTBOM rOCYAapCTB-YIEHOB LOKYMEHTOM MPEeACTaBNATb €r0 MHTEPEChbl U HECTU
OTBETCTBEHHOCTb B YacTu obpalleHuss MeguuuMHCKOro nsgenus B pamkax Coro3a U UCMONHEeHUs obs3aTenbHbIX
TpeboBaHuiA, NPeabABASEeMbIX K MEAULMHCKUM U3LENUAM.

3. Pernctpaumst MmeguumMHCKOro m3genus siensietca o6s3aTenbHbIM YCNoBMEM €ro Bbinycka B obpalleHve Ha
TEPPUTOPUN OAHOrO WUIM  HECKONbKMX TOCYyOapCTB-UYNIEHOB M OCYLLUECTBMASETCS YMONHOMOYEHHBIM OpraHom
pedepeHTHOro rocygapctea. Mpy 3ToM NpeabsBnsaoTCA OAUHAKOBblE TPeOOBAHWS B OTHOLLUEHUW MEAULMHCKMX
n3genuin, NponsBefeHHbIX Ha TaMOXXeHHON Tepputopun Coto3a 1 BBE3EHHbIX Ha TaMOXeHHY Tepputoputo Cotosa
N3 TPETbUX rOCYAapCTB.

4. B uensix peructpaumv MeauMUMHCKOrO W3Aenus NpOoBOAWUTCS 3KCMepTu3a IKCMEePTHOW opraHu3aumen,
onpeaeneHHon yNnonHOMOYEHHbIM OpraHoM rocyaapcTBa-yneHa (ganee - akcnepTHasi opraHusaums).

5. [OokymeHTOoM, nogTBepXdawwWwyM akT  permctpauuM  MeaMUMHCKOrO  u3fenusl,  sIBnsieTcs
perucTpaumoHHoe yaoCTOBEPEHWEe, COCTaBNsAeMoe no hopMe 1 NpaBunam cornacHo npunoxeuto N 1.

PernctpaunoHHoe yaocToBepeHue BblgaeTca 6eccpodHO M AeicTByeT Ha TeppuTopuKM OOHOTO UM
HECKOSbKMX roCYAapCTB-4IIEHOB.

6. 3apernctpupoBaHHOe MeOUUWHCKOE u3denue OOfMKHO cooTeeTcTBoBaTb OOwmMM TpeboBaHMSM
6e3onacHoCTM U 3(PPEKTUBHOCTU MELOULMHCKUX U3OENuiA, TPeBoBaHUSAM K MX MapKMPOBKE M 3KCMiyaTauuoHHON
OOKYMeHTauunm Ha Hux, yTBepxaeHHbiM PeweHvem CoBeTa EBpasuickon 3KOHOMUYECKOW komwmccum ot 12
deBpansa 2016 r. N 27 (ganee - O6wme TpeboBaHus). OTBETCTBEHHOCTb 3a COOTBETCTBME MELAMLMHCKMX U3AENWN
OO6wmm TpeboBaHMsIM HECET NPOU3BOANTENL (YNONTHOMOYEHHbIV NMPeACTaBMTENb MPON3BOANTENS).

7. TpousBoautenn u3 TPeTbMX rocyaapcTB [AOIMKHbI Ha3HaAYUTb YMNONHOMOYEHHOro npeacTaBuUTens
npovsBoanTens, AeNCTBYOLLEro B nepunon obpalleHns MeauUnHCKoro nsaenus B pamkax Cotosa, M noaaepxusatb
B aKTyanbHOM COCTOSIHUM WHJOPMauLuio O TakoM MpeacTaBuUTene MNpPoOUM3BOAMTENS, COAepXKallylocs B
perucTpaLuoHHOM [0Che.

8. TllpousBoguTens obecnevyvMBaeT BHeApPEHUE U MoJOepXKaHue B aKTyarnbHOM COCTOSIHUM CUCTEMBbI
MEHEDKMEHTa Ka4yecTBa MeANLIMHCKOIro u3genvs B COOTBETCTBUM C TpeboBaHMAMM K BHEAPEHMIO, NOAOEPKAHUIO U
OLEHKe CUCTEMbl MEHeMKMEHTa KavyecTBa MeOULMHCKUX U3LENUN B 3aBMCMMOCTM OT MOTEHLMAaNbHOIO pucka Ux
npuMeHeHusi, yteepxaeHHbiMn PeweHnem CoBeTta EBpasunckon akoHoMuyeckon kommccum ot 10 Hoss6pst 2017 .
N 106 (ganee - TpeboBaHus K cCTeMe MEHEKMEHTA KavyecTBa).

9. o nogaunM B YMNOMHOMOYEHHbIA OpraH (3KCMEPTHYK opraHu3auuio) pedepeHTHOro rocyaapcrea
3adaBlieHna O npoBegeHun JIKcnepTusbl MeaAMLMHCKOro wusgenuna u 3adBlieHna O npoBeaeHun perncrtpaumm
MeOMLMHCKOro magenus no dgopmam cornacHo npunoxeHusim N 2 n 3 (ganee - 3asBfieHUs O perucrpaumm u
3KCMnepTu3e) 3asBUTENb OCYLLECTBNsieT cOop AokasaTenbCTB 0e3onacHoOCcTM U 3hEKTUBHOCTUM MeAULIMHCKOro
n3genus n NOAroTOBKY COOTBETCTBYHOLLENO PErMCTPaLMOHHOIO JOChE.

10. B uensx nogroToBku permcTpaLmoHHOro Aocke 3asButens (Npyu HeOBXo0AMMOCTHN):

a) BnpaBe o06paTUTbCA B YMNONMHOMOYEHHbLIA OpraH (3KCMepTHYK opraHusauvi) Aans  nonyvyeHus
npeaBapuTeNbHbIX KOHCYIbTaUMii Mo BOMpOcaM, CBA3aHHbIM C pernctpauuei U aKCnepTu3on, B TOM 4YUCle Ha
BO3ME3[HOM OCHOBe, B TMOpPsiAKe, YCTAHOBJIEHHOM YMOSHOMOYEHHLIM OPraHoM (3KCMEepTHOW opraHusauven)
COOTBETCTBYHIOLLErNO rocydapCTBa-yreHa;

0) B LensiXx NOATBEPXOEHUA COOTBETCTBUSA MeQULMHCKOrO nagenust O6wmm TpeboBaHnsaMm:





NPOBOAMUT TEXHUYECKME UCTIbITaHMS, UCMIbITaHNUA (MCCneaoBaHns) C LeNbio OLLeHKN GUONorMyeckoro AencTems
MEOULIMHCKOrO M3Aenus, KMUHUYEcKMe U KNUHUKO-NaGopaTopHble WUCMbITaHUa (MccrnefoBaHusl) MeauLUHCKOro
nsgenua nNbo BKIoYaeT B perncTpaumoHHoe AoCke UMeloLLMecs AaHHble (qoKa3aTenbcTBa NepBoii CTOPOHbI);

NPOBOAWT MWCMbITAHUS B LUeENsX YTBEPXAEHWs Tuna CpPeacTB U3MepeHun (B OTHOLUEHUM MeOULMHCKUX
n3aenuin, BKMOYEHHbIX B NepevyeHb BUAOB MEAULIMHCKUX N3AENNA, NOANEeXaLlMX OTHECEHMIO NPU UX perncTpaummn K
cpeacTBaM u3aMmepeHun, yTeBepxaeHHbln PewweHnem CoeTa EBpasuiickon 3KOHOMMYECKOW Komuccun ot 12
deBpana 2016 r. N 42) B nopsgke, YCTaHOBMEHHOM 3aKOHOAATENbCTBOM rOCydapcTBa-yneHa B obnactu
obecneyeHnss eauHCTBA  UM3MepeHun, B  BblOpaHHbIX  3adBMTENEM  OpraHM3auusix, YNOSIHOMOYEHHbIX
(HOTMUUKMPOBAHHBIX) B COOTBETCTBMM C 3aKOHOAATENbCTBOM rocyAapCTBa-yrieHa Ha npoBefeHue WCMbITaHun
CPeACTB M3MepeHun;

B) obecneunBaeT npoeegeHne nepnoanyeckoro (I'IJ'IaHOBOFO) nnn BHEMaHOBOIo WHCNEKTUpoBaHUA
npoun3soactBa B UeNAX OueHKU yCJ'IOBI/II7I npon3soactea W OLUEHKM CUCTEMbI MEeHe)KMEeHTa KadecTtBa
npoun3soguTena B COOTBETCTBUU C Tpe6OBaHI/IF|MI/I K cuctemMe MeHeaXmMeHTa KadyecTtBa.

11. Tpwn perucTpauum un 3IKCMEPTU3E YMNONHOMOYEHHbIE OpraHbl (3KCMEepTHble OpraHv3auuv) B3avMHO
NPU3HaKT pe3ynbTaTbl UCMbITAHWIA (MCCregoBaHU), yKkasaHHbIX B noAanyHkTe "6" nyHkta 10 HacTosawwmx lMpaswun,
npu ycrnoBWW, YTO OHMW BbIMOSMHEHbI cornacHo [paBunam NpoBeAeHUS TEXHUYECKUX MCMbITAHUA MELMWLMHCKMX
nsgenun, yteepxaeHHolM PeweHnem CoeeTa EBpasuiickon akoHomuyeckon komuceun ot 12 cespang 2016 r. N
28, MNpaBunam npoBeAeHus nccnegoBaHnii (MCMbITAHUIA) C LEeNbo OLEHKU Bronormyeckoro 4eNCTBMA MeQNLIMHCKNX
nsgenun, yteepxaeHHolM PeweHnem CoeTa EBpasuickon akoHoMuyeckon komuccum ot 16 masa 2016 r. N 38,
unu MNpaBunam NpoBefeHUst KNMMHUYECKUX U KITMHWKO-NabopaTopHbIX UCMbITaHWIA (MCCneaoBaHnin) MeanLMHCKNX
nsgenun, yteepxgeHHbim Pewernvem Coseta EBpasuinckon akoHoMuyeckon kommccmm ot 12 despans 2016 r. N
29, COOTBETCTBEHHO, a TaKKe 3aKOHOAATENbCTBY rocyaapcTBa-yfieHa B criydae NpoBeAEHUs! UCMbITaHUIA B LEnsaxX
YTBEPXAEHMS TUMa CPEACTB N3MEPEHUN.

12. Mpn HeobxoaMMOCTM YMONIHOMOYEHHbIA OpraH (3KCnepTHasi opraHu3auus) npuBekaeT K y4yacTuio B
3KCNepTM3e BHELLHUX 3KCMEPTOB, ECIN UX CcrieumarnbHble 3HaHUA HEOOX0AMMbI ANsi NPOBEAEHMS IKCNEPTU3bI.

MpeacrtaBuTenu ynonHOMOYEHHbLIX OpraHu3auui, NPOBOAMBLUME B OTHOLWIEHUUM MeAWLUMHCKOro wusgenus,
npeacTaBreHHOro Ha 3KCNepTM3y, UCNbITaHUs (MCCrefoBaHus), ykadaHHble B nognyHkTe "6" nyHkTa 10 HacToAwmx
MpaBun, a Takke NpeacTaBUTENM MHCNEKTMPYIOLWNX OpraHn3auuii, NPOBOAMBLLME OLEHKY CUCTEMbl MEHEKMEHTa
kavyecTBa (MHCNEKTVpOBaHWE NPOM3BOACTBA) MPOM3BOAUTENSA TAKOrO MEAULMHCKOrO W3Aenus, He MoryT
NpuBreKaTbCs K y4acTUIO B 3KCrepTum3e.

Mpv NpoBegeHUM 3KCNepTu3bl IKCNEpT AOJHKeH OblTb He3aBMCKMM OT opraHa WM nuua, HasHauuBLUEro
3KCMEepTU3y, NPOU3BOAUTENS, €ro YMOSIHOMOYEHHOro MpeacTaBUTENS WU APYrMX 3aMHTEPEeCOBaHHbIX B
pesyrnbTaTax 3KCrepTu3bl fuL.

B cnyuyae ecnu akcnepTy U3BeCTHbl OBCTOATENbLCTBA, NPENnATCTBYIOLME €ro MpPUBIIEYEeHUI0 K NMpoBeaeHUIo
aKcnepTusbl NGO He No3BonsoLLMe eMy coBMoaaTh NPUHUMMLI ee NPoBeAeHWsl, OH OOMKEH COOBLUTL 06 3TOM
PYKOBOAUTENIO YMONIHOMOYEHHOro opraHa (3KcnepTHOW opraHnsaummn) pedepeHTHOro rocyaapcTea.

13. OTBETCTBEHHOCTb 3a AOCTOBEPHOCTb VIH(bOpMaLI,VIVI, I'Ipeﬂ,CTaBJ'IeHHOVI B perncrtpaumoHHOM OocCbe, HeceT
3afaBuUTEIb.

[oKyMeHTbl permcTpauuoHHOro 4Oocke NpeAcTaBrsioTCa HA PYCCKOM A3blKe B 3NEKTPOHHOM Buae. B cniyyae
€Cnn 3aKkoHoaTeNLCTBOM pedepeHTHOro rocyaapcTaa He npegycMoTpeHa BO3MOXHOCTb OChOPMITEHUS yKa3aHHbIX
OOKYMEHTOB B 3MNEKTPOHHOM BuAe, YMOMHOMOYEHHbIM OpraH (3KcnepTHas opraHusaums) pedepeHTHOro
rocygapcTsa Brnpase 3anpocuTb Takne AOKYMEHTbI (MX Konuun) Ha BymaxHOM HocuTene.

B cnyyae npepocTtaBneHus OOKYMEHTOB PEermcTpauuMoHHOrO AOCbe Ha OyMakHOM HocuTene 3asBuTenb
TakkKe NpefocTaBnseT UX 3MEKTPOHHbIE KOMWUKU Ha 3MeKTPOHHOM HocuTene (B hopmaTte *.pdf ¢ TekcToBbIM Cnoem ¢
BO3MOXHOCTbIO BbIAENEHNS U KOMMPOBaHMSA TEKCTa, a Takke OCYLLECTBMEHUS noucka). ONEeKTPOHHbIe Konuu
OOKYMEHTOB [AOfKHbl OblTb MpeAcTaBneHbl B COOTBETCTBMM C  Krnaccudumkatopom BuAOB OOKYMEHTOB
PerncTpaumMoHHOro AoCbe MeAMUMHCKOro usgenvs, yTBepxaeHHbiM Pewenuem Konnerun EBpasuinckon
3koHoMuMYeckomn kommcenm ot 3 anpens 2018 r. N 48.

SKCHﬂyaTaLlMOHHbIVI OOKYMEHT U UHCTPYKUMA NO NMPUMEHEeHNI MeaUUumnMHCKOro mnsgenua, pykosocrteo no
CepBUCHOMY O6Cﬂy)KVIBaHI/IIO N TEKCT MapKMpOBKN MEOULMHCKOro mnsgenuna gonoJyIHUTENbHO NpencTtaBsiAlTCA Ha
rocyoapCtBeHHOM A3blke (Focyﬂ,apCTBeHHbIX FI3bIKaX) rocygapcrtB-4yieHOB Npu Haln4nmnu COOTBETCTBYHOLLNX





Tpe6OBaHMI7I B 3aKkoHOOaTesNbCTBE rocyaapcCTB-4J1IEHOB.

[loKyMeHTbI permcTpaLnoHHOro AoCke, NPeACTaBeHHbIE HA MHOCTPAHHOM S3blKe, AOMKHbI CONMPOBOXAATLCS
NepeBodOM Ha PYCCKWIA S3blK, 3aBEPEHHbIM B MOPSAKE, YCTaHOBMEHHOM 3aKOHOAATENbCTBOM pedepeHTHOro
rocygapcTea.

14. |_|pI/1 MCcHNCNeHnn Ccpoka nposefeHuna YnorIHOMOYEeHHbIMU oOpraHamMmu (GKCI'IepTHbIMI/I OpFaHI/I3aLI,MF|MI/I)
npouenyp, npegyCMoTpeHHbIX HacToALLNMH npaBI/IJ'IaMM, He YYUTbIBAKTCA creyloLline CpoKu:

a) nepuoa CO AHS HanpaBfeHus YNOfMHOMOYEHHbIM OpraHoM (3KCNepTHOW opraHu3auunen) pedepeHTHOro
rocygapcrea 3asBuTento 3anpoca nMbo yBeaoMIieHMs O HEOOXOAUMOCTUN YCTPaHEHNS BbISBMEHHbIX HAPYLUEHUA U
(vnn) npegcTaBneHnss OTCYTCTBYOLWMX JOKYMEHTOB NMB0 0 HE06X0AUMOCTH NpeacTaBeHNs KONUn AOKYMeHTOB 06
onnarte npouenypbl COrnacoBaHWs 3KCMEPTHOro 3aknioYeHns B rocygapcTBe (rocydapcTBax) MpU3HaHus A0 OHS
nony4eHns ynonHOMOYEHHbIM OpraHoM (3KCNepTHOW opraHu3auunen) pedepeHTHOro rocygapctaa oTBeTa Ha Takon
3anpoc nMbo ysegoMIeHue;

6) cpok, HeoGXoAMMBIN AN opraHu3auuMy U MNpoBedeHMsI MHCMEeKTUpOBaHUs MPOM3BOACTBa (B cryyae
NpOBeAEHUs! MHCTMIEKTUPOBAHUSI MPOM3BOACTBA B pamMKkax NpoLeayp PerucTpaumm u akcneptusbl);

B) CpOK, HeOOXOAMMbIV AN HanpasfeHuss oTdyeTa O pesynbTaTax WHCMNEKTMPOBaHUSA MNPOU3BOACTBA
MHCMEKTMPYIOLLEN opraHu3aunen (B criyyae, ecnum ee pornb He BbINOMHSET YNONHOMOYEHHbIN OpraH (dKkcnepTHas
opraHm3auus)) B yNOSTHOMOYEHHbIN OpraH (3KCNepTHY OpraHu3aumio) Anst BKIOYEHNS B PErMcTpaumoHHoe Aocke
(B crnyyae npoBegeHVs MHCNEKTUPOBaHUSA NPOM3BOACTBA B pamKax Npoueayp perncTpauumn n akCnepTusbl);

r) CPOK corfacoBaHusi C 3asBUTENEM HeoOXxoauMMocTu ob6paiieHus B KoHCynbTaTUBHbIA KOMUTET MO
MeauuMHCKuM mnsgenuam npu Konnerun EBpasnincko 3KOHOMWYECKOW Komuccun (panee - KoHCynbTaTUBHbLIN
KOMUTET);

4) CpoK, HeoOXOoMMbI AN BbIMNOMHEHWUS YMOJIHOMOYEHHBIM OpraHoMm (3KCMEepTHOM opraHusaumen)
pedepeHTHOro rocygapctsa MeponpusATUIA Mo BKIOYEHMIO HOBOTO BuAa MefuuuHCKoro magenus B nobanbHyto
HOMEHKNATYPy MEeANLMHCKUX U3OENUA U B HOMEHKNATYpy MeaunumHcknx usgenuii Cotosa (B criydae BbISIBNEHMSA MO
pesynbTatam 3KkcnepTuabl HeobxoammocTu obpalleHusi B AreHTCTBO [nobanbHOoW HOMEHKNaTypbl MEeAULMHCKMX
M3OenMn W NpU  yCroBMM OTCYTCTBUS 3aMEYaHU K [JOKYMEHTaM, CoAepXalumcs B NpeacTaBrieHHOM
perucTpaumMoHHOM J0Cke, UMK YCTPAHEHUS 3aMeYaHuin, yka3aHHbIX B 3anpoce).

(mn. "a" n. 14 BBegeH Pewennem CoBeta ESK o1 08.07.2025 N 50)

15. Pacxogbl Ha npouenypbl peructpaunm n 3KCNepTusbl, cCornacoBaHMA 3KCNEpPTHOro 3aKrk4eHus,
BHECEHUS1 NBMEHEHWI B perncrpaunoHHoe gocbe (B TOM 4Yucrne B yBeaAOMUTESTIbHOM I'IOpFlJJ,Ke), Bbla4vyn E,y6J'II/IKaTa
perncTtpaunoHHOro yaocCctoBepeHuda WnnM corfnacoBaHNA 3KCMNEPTHOro 3aKr4yeHuna Ha 3apernctpnpoBaHHOE
MeONUNHCKOe mnsgernmne HecetT 3aaBuUTerib B COOTBETCTBUM C 3aKOHOOATENIbCTBOM rocygapcrea-yrieHa.

16. Pernctpaums ocyuwectBngetrca pedepeHTHbIM rocya4apCTBOM MO UTOraM 3KCNepTu3bl M corfacoBaHud
9KCMEPTHOTO 3aKrYeHMs rocyaapCcTBOM (rocygapcTBamMm) NPU3HaHMS.

17. YNONHOMOYEHHbIE opraHbl (SKCI'IepTHbIe opransau,MM) rocygapcTtB npu3HaHua Brnpase O3HAaKOMUTBLCA C
XO0OO0M npoBeaeHnAa 3KCnepTu3bl B peCt)epeHTHOM rocygapcrtee n cooTBeTCTBYyHOWMMU OOKYMEHTaMKN, B TOM 4uUcne
C AOKYMeHTaMu, Od)OpMJ'IFIeMbIMI/I npun npeacrtaBneHnn dadasutenem OOMOJTHUTENbHbIX U YTOYHAKOLNX cBeaeHun B
npouecce permcrTpaumm n akecnepTn3bl MeaANLIMHCKOro n3aenusa.

18. WHdopmaumns o0 MeOuMUMHCKMX U3[enusx, B OTHOWEHWM KOTOpbIX MPOBOASATCS Npoueaypsl,
npegycMOTPeHHble HacTosiwmmK MNpaBunamuy, a Takke AOKYMEHTbI, codepXallumecss B permcTpauuoHHOM [OChbe,
KpOMe 3KCMiyaTauUoHHOrO AOKYMEHTA UMW UHCTPYKLMU MO NPUMEHEHMWI0 MeQULMHCKOTO M3Aenns, pykoBoACTBa No
CepBUCHOMY 0GCNYyXXMBaHWIO, AaHHbIX O MapKUPOBKE W yrnakoBke (MOSMHOLUBETHbIE (C yKkasaHMeM KOAUPOBKM LiBeTa)
MakeTbl YMAKOBOK W 3TMKETOK), TeKCTa MapKUPOBKM Ha pPYCCKOM £A3blke W FOCY[apCTBEHHbIX S13blkax
rocyapcTB-4reHOB, OTHOCATCA K KOH(UAeHUManbHOW WHGOPMauuM U AOCTYMHbI TONbKO 3auHTEpPEeCcOBaHHbLIM
YNONHOMOYEHHbIM OpraHam (3KCMepTHLIM OpraHM3aunsimM) rocyaapcTB-4NeHoB.

19. BkroyeHMe B OOHO PErncTpauyoHHOe YOOCTOBEpEeHME HECKOSIbKUX Mogenein (Mapok) MeAMLMHCKOro
W3enus, B TOM YMCIe OTHOCALLUXCA K pa3HbiM BUAAM MEAMLMUHCKUX U3OEenNUil B COOTBETCTBUMU C NPUMEHAEMON B
Coto3e HOMEHKNaTypoi MeAWLUMHCKMX U3OENuWiA, BO3MOXHO MpPW YCIOBUM COOTBETCTBUSI 3TUX Mogenen (Mapok)
BCEM CriefyioLLImMM KpUTEpUaMm:





a) npon3soacTBoO mMoaenemn (MapOK) MeOUUMHCKOro mnsaenna ocyuwlecteriideTca oaHMM npoussoauTernem no
OAHOWN TEXHUYECKOM LOOKYyMeHTauunu;

0) mopenu (MapkM) MeAMUMHCKOrO Wu3Oenusi OTHOCATCA K OOHOMY Kraccy MNOTeHUManbHOro pucka
NPUMEHEHWS;

B) Mogenu (Mapku) MegUUUHCKOrO U3AENUsS UMEKT O4MHAKOBOE (DYHKLMOHANbHOE HasHaydeHue U NpuHLMN
DencTeus;

r) mogenn (Mapkv) MeOMUMHCKOTO W3Lenus mnpedHasHaveHbl Ans onpedeneHns Hanuuus u  (Mnu)
KONMYECTBEHHOro coaepxaHus B Ouomnornyeckon npobe OAHOro M TOr0 Xe KIMHUYECKUM (BUarHOCTUYECKM)
3Ha4YMMOro aHanuTta (aHanuToB) (4N9 MEAVNLMHCKMUX U3AENUA ANs AWarHOCTUKK in Vitro);

,El) moaenun (MapKVI) MeONLMHCKOIro nsgenna MMerT passiMdHble KOMMJekTauun, He BIndloume Ha npuHuumn
paGOTbI n (*JYHKLI,VIOHaJ'IbHoe Ha3HayeHne, 4TO Mo3BonsieT obecneynTb pacwupeHne unn cneuunannsaumio mnx
npuMMeHeHna B MEANLUUNHCKUX Lenax (I'IO I'IpVIMeHI/IMOCTI/I);

€) moaenu (Mapku) MEANLMHCKOro U34enusi UMeT pasnuyHblie TEXHUYECKME napaMeTpbl (Hanpumep, ONuHY
BOSMHbI U3My4YeHWs, pa3mep CBETOBOro MOMs, paspeLlaroLlyto CnocobHOCTb U T.M.), HE BMAMSIOWME Ha NPUHLMN
paboTbl U PyHKLMOHaNbHOE Ha3Ha4YeHue (Mo NPUMEHMMOCTH);

X) mogenu (Mapku) MeauMUMHCKOro m3genusa obpasyloT TunopasMepHbli (MoAenbHbIA) psg (Hanpumep,
MMEeloT pasnuyHble pasmepbl (rabapuTHble, NWHEVHble, obbemHble u T.M.), hopmy, LBETOBOe KOAMPOBaHMWE,
nponsBeAeHbl N3 OOHMX M TeX e MaTepuaroB 1 T.N.) UNU SBASIOTCA rPYNNoON UCNONHEHUSS MEQULIMHCKOrO 13genus
(Hanpumep, cTauMOHapPHbLIM NepeaBMXHbIM annapaTom (NPMGOPOM, CUCTEMON, KOMMIEKCOM U T.M.) C HACTEHHbIM U
(vnn) HanonbHbLIM KpenneHnem n T.n.) (Mo npumeHumocTn). Mpu aTOM nog rpynnon UCNONHEHUS MeaULMHCKOro
n3genns MoHMMATCA U3OEeNusl, B OTHOLUEHWM KOTOPbIX BbIMOMHEHbI OAWMH TPYNMOBON YepTex getanei u (unu)
ofHa rpynnosas cneungukaums;

3) MoZenu (Mapku) MeAULIMHCKOrO U34enust UMET OAMHAKOBbIE NMPU3HAKN B YacTW:
obnactv npuMeHeHus;

WHBA3NBHOCTW;

CTEPUINBHOCTM (B TOM YMCNE C Y4ETOM METOLOB CTEpPUNM3aLmn);

4YaCToTbl MCMNOJIb30BaHUA (O,ElHOKpaTHOG npuMmeHeHne, MHOrokpatHoe npuMvmeHeHne oOOHUM NaUuNEeHTOM,
MHOrokpaTtHoe npuMMeHeHne HeCKOJTIbKUMU I'IaLlI/IeHTaMI/I);

SKCnyaTalyMOHHbIX N KOHCTPYKTUBHbIX ocobeHHocTel;
ONUTENbHOCTU NPUMEHEHUA;

OOVHAKoOBOCTM MaTepuanoB, WUCMNOMNb3yemMblXx B Mogensx (Mapkax) MeOVMUMHCKOro usgenus wu
KOHTaKTUPYIOLLIMX C TeroM 4YeroBeka (MO MX XUMUYECKUM, TOKCUKOMOrMYeckuM, (U3NYECKUM, SMNEKTPUYECKUM,
MOPONOrMYECKUM U MEXAHNYECKUM CBONCTBAM).

(8 pea. PeweHuns Coseta EOK o1 08.07.2025 N 50)

20. Ha TamoxeHHom Tepputopumn Coto3a He A0MyCcKaeTCs:

a) BbIGOp OBYX U Gonee pedepeHTHbIX rocyaapcTs ANa perucTpaumm u aKcrnepTmabl 0OHOMO MEeAULIMHCKOro
n3genvs;

6) perncrtpauuna pas3fimyHbiX MeOUUMNHCKNX n3genun nog OAHNMM HaMMeHOBaHUEM;

B) perucrpaumsa B KayecTBe MEOULUHCKMX U3Oenuin npoaykuum, HaMMeHOBaHWe KOTOPOW COAEpXUTCH B
€[IMHOM peecTpe 3aperncTpMpoBaHHbIX NEKapCTBEHHbIX cpeacTB EBpa3nncKoro akKOHOMMUYECKOro COK3a, NOPSAoK
dopmMmpoBaHMA U BeeHus KoToporo yTeepxxaeH Pewennem CoseTa EBpa3ninckon SkOHOMUYECKOW KOMUCCUM OT 3
Hos16ps 2016 r. N 84, nnn coBnagaeTt ¢ HaMMEHOBaHUEM GMONOrM4YecKkn akTUBHOM A00aBKu K nulle, cBegeHUs O
KOTOpOW cogepXaTcs B eQUHOM peecTpe CBUAETENbCTB O rOCYAapCTBEHHOW perncrpauuu npogykumm, nopsgok
dopmupoBaHusa 1 BeAeHN KOTOpPOro yteepxxaeH PewweHnem Konnermm EBpasninckon aKOHOMMUYECKOM KOMUCCUN OT
30 untoHs 2017 r. N 80. Ecnu nekapcTBeHHOe CPeACTBO MM OMOMOrMyeckn akTuBHasi 4obaBka K NuLle SIBMSIHOTCSA





KOMMNOHEHTOM MeAUUMHCKOro wu3genund, T0 UX HauMeHoBaHuA MOryT WCnoiib3oBaTbCA B HaMMEeHOBaHUU
MeaNLNHCKOro n3aenua.

Il. Mpoueaypbl perncTpaunm u akcnepTUsbl MeAULMHCKOro U3penus

21. Ona perucTpaumMn MeOuUMHCKOTO M3genvsl 3asiButefle BbiOUpaeT pedepeHTHOe rocydapcTBO U Kak
MWHMMYM OZHO rOCYAapCTBO NPU3HAHUS.

22. 3asBuTenb NpeacTaBnsieT B YMNOMHOMOYEHHBbIM OpraH (3KCNepTHYK opraHusaumio) pedepeHTHOoro
rocygapctea cnefyoLime JOKYMEHTbI:

a) perncTtpaumnoHHoe ocbe, coaepxallee 3adaBiieHnAa O perumcrtpaunm n 3kcnepTmnie, a Takkke JOKyMeHTbl Mo
nepeyHto cornacHo npuioXxeHur N 4;

0) KonMMM OOKYMEHTOB, NOATBEPXAAKLWMX onnaTy npouenyp peructpaumm u aKkcnepTusbl B pedepeHTHOM
rocyfapcrBe.

23. YNONHOMOYEHHLIM OpraHoOM (3KCMEPTHOW OpraHusaumen) pedepeHTHOro rocygapctea B TeveHue 7
pabounx gHew co OHA MOCTYNIEHUsA 3asBEHUN O perncTpaLmmn 1 aKCNepTn3e N JOKYMEHTOB, YKa3aHHbIX B MyHKTe
22 HacToswmx NpaBun, npoBoanTCA NPoBEpPKa NOMHOTLI M JOCTOBEPHOCTU COAEPXKALLUXCA B HUX CBEAEHWNA.

24. B cny4ae ecnv 3asBneHns O perncrpauumn nm aKcnepTuse npeacraBneHbl C HapylweHnem TpeboBaHuim,
YCTaHOBMEHHbIX HacTosAwmMm [NpaBunammn, unn B HUX yKa3aHbl HEOOCTOBEPHblE CBEAEHUS, WM OOKYMEHTHI,
yKkasaHHble B MyHKTe 22 HacToswwmx [paBwn, npeacTtaBneHbl He B MOMHOM obbeme, YMONMHOMOYEHHbIV opraH
(akcnepTHasa opraHu3auus) pedepeHTHOro rocyaapcTea B TedeHune 7 paboumx AHewn CO OHSA MOCTYMNSEHUst Takux
3asBNeHNA U OOKYMEHTOB YBeAOMIIAEeT 3asBuTENs O HeOOXOOMMOCTU YCTPAHEHMUSA BbISIBMIEHHbIX HApyLUEHWA W
(vnun) npeacTaBneHWs OTCYTCTBYHOLUMX [OOKyMeHTOB B TeyeHune 30 paboumx OHeW €O [OHA pasmelleHus
COOTBETCTBYIOLLETO YBEAOMNEHUS B WH(OPMALMOHHOMW CUCTEME YMNOSIHOMOYEHHOrO opraHa (9KcnepTHOM
opraHusauumn) pedpepeHTHOro rocygapcrea nubo CO AHSA HanmpasreHus yBeAOMIIEHUS 3asBUTENO Cnocobom,
yKa3aHHbIM B 3asiBNEHMSX O perncTpaumm n akcnepTmse.

25. B cnyyae ecnm no uctedeHun 30 paboumnx OHei 3asiBUTENEM He YCTpaHeHbl BbISIBIIEHHble HapyLIeHNs U1
(vnn) He npeacTaBneHbl OTCYTCTBYHOLWME [OOKYMEHTbI, YMOJNIHOMOYEHHbIN opraH (3KcnepTHasi opraHusauus)
pecepeHTHOro rocyaapcTea B TedeHue 3 pabounx AHel NpUHMMaEeT pelleHne O Bo3BpaTe 3asiBUTENH0 3asiBNeHNI
0 pervcTpaummn n aKcnepTmae 1 JOKYMEHTOB ¢ 060CHOBaHMEM NPUYKNH BO3BpaTa.

26. B TeyeHne 3 paboumx OHEN CO AHS MNpPeAcTaBrieHUst 3asiBNIEHUA O perucTpaumMm n 3Kcneptuse u
OOKYMEHTOB, COOTBETCTBYHOLIMX TpeboBaHuaM Hactodwmx [lpaBun, a Takke B Cryvyae YyCTpaHeHus B
YCTAHOBMEHHbIN B MNyHKTE 24 HacToAwmx [MpaBun CpoK BbISIBIEHHbIX HapyleHun u (unu) npeacTaBreHus
OOKYMEHTOB, COOTBETCTBYHLNX TpeboBaHusM HacTosawmx [lpaBwn, YMNONMHOMOYEHHbIM oOpraH (dKcnepTHas
opraHusaumst) pedbepeHTHOro rocygapctasa NnpuHUMaeT peLleHne 0 Havyane npouenyp perucrpaumm n akcnepTussl,
a TakKke pasmelLaeT B CBOEN MHAPOPMAaLMOHHOW CUCTEME perucTpaumoHHOe AOCbe, coaepxallee 3asBreHns o
perncrpaumm n aKkcnepTuse.

27. MNpoBegeHne aKCnepTn3bl BKMOYaeT B cebsi (ecnv NpUMeH1MO):
a) oLeHKY NPaBUINbHOCTM OTHECEHUS U3AEenus K MEAULUHCKUM U3OeNUAM;

©) OLEHKy COOTBETCTBUSA YKa3aHHOINO 3asBWUTENIEM Kracca MNOTEHUManbHOTO puUcka nNpUMEHEHUs
MeOMLMHCKOro U3fenus B COOTBETCTBUM ¢ [NpaBunamm knaccudpukaumm MeamumMHCKUX U3nenuim B 3aBUCMMOCTH OT
NOTEHUMANbHOrO pUCKa MNpUMEHeHUsl, yTBepxaeHHbiMM PeweHnem Konnermn EBpasuiicko 3KOHOMUYECKON
Kkomuccum ot 22 aekabpst 2015r. N 173;

B) OLLEeHKY MPaBUIbHOCTU OTHECEHUS MeAQMUMUHCKOro nsgenusa (mogenen (Mapok) MeguuUUHCKOro U3genus) K
onpeaeneHHoMy B1ay MeguuMHCKUX U3Oennii B COOTBETCTBUN C HOMEHKIaTYpPO MEAULIMHCKUX U3genui, npasuna
BeAleHMS KOTopou yTBepxaeHbl PewwweHnem Konnerum EBpasninckor akoHoMmuyeckom kommceum ot 29 aekabps 2015
r.N177.

B cnyuyae BbisiBNeHns no pesynbTatam 3KCNepTU3bl (MPU YCNOBUM OTCYTCTBUS 3aMeyvaHUil K JOKYMeHTam,
codepxaliuMcs B NpeACcTaBreHHOM perucTpauMoHHOM [OCbe, UMW YCTPaHEHUs 3amMeyYaHWi, YKa3aHHbIX B
3anpoce) cakra OTCYTCTBMS B HOMEHKnatype MeguuuHckux msgenuii Cokwo3a COOTBETCTBYHOLLEro Buaa Ans
3asiBNEHHOINO0 MeAMUMHCKOro wusgenust (Mogenu (Mapku) MeOuLMHCKOrO M3Aenuvsl) YNONMHOMOYEHHBIN opraH





(akcnepTHaa opraHusauus) pedepeHTHOro rocyaapctBa BnpaBe WHULMUPOBaTb MNpoLeaypy BKMAYEHUS HOBOro
BYAa MeauumuHCKoro wusgenus B [nobanbHylo HOMEHKNaTypy MEeOMLUUHCKMX W3Oenuin U B HOMEHKNaTypy
MeguumHckux umsgenun Coto3a. B TeyeHne 10 paboumx [HEM CO [OHSA BbISIBNIEHUS YKa3aHHOro pakTa
YMNOSTHOMOYEHHBIA OpraH (3KcnepTHas opraHu3auusi) pedepeHTHOro rocygapcresa yBedoMnseT 00 3Tom
3asBUTENS;

(vyacTtb BTOpas nn. "B" n. 27 BeBegeHa PewweHnem Coeeta EOQK o1 08.07.2025 N 50)

) OUEHKYy COOTBETCTBMA Mogenew (MapoK) MeauuMHCKOro usgenus (npu Hanmyum), BKNIOYaeMblX B OOHO
perncTpauMoHHOE YAOCTOBEPEHNE, KpUTEPUSM, YCTaHOBIEHHbBIM NyHKTOM 19 HacTosawwmx Mpasum;

[) aHanu3 1 OUEeHKY [JokasaTeNbHblX [OOKYMEHTOB (MaTepuanoB), MOATBEPXKAAKOLIMX COOTBETCTBME
MeaumumHckoro nsgenus Obwmm TpeboBaHuaM, BKOYaoLmne B ceds:

aHanu3 npeacTaBneHHbIX MpovM3BoaUTENEM CBEAEHMA O COOTBETCTBUM MeauuMHCKOro mdgenus O6wmm
TpeboBaHMsAM, B TOM 4UCME aHanuM3 npaBWUMbHOCTM uAeHTUukaumm nonoxeHun OBWUX TpeboBaHW,
NPUMEHNMBIX K MEOULMHCKOMY M3OENUIO;

OLEeHKY COOTBETCTBUA NPOTOKOJ10B TEXHUYECKUX ncnbITaHUN, BblAaHHbIX YNOJIHOMOYEHHbIMU
opraHunsauunamu, npaBMJ’IaM npoeeaeHnA TEXHNYECKNX UCNbITaHU MEOULMHCKNX N3OENUN;,

OLEHKY COOTBETCTBUSI NMPOTOKOMOB MCCreAoBaHMI (UCMbITAHWIA) C LieNblo OLLEHKM BGMOMNorMyeckoro 4encTems
MeAULMHCKUX U3AENWi, BblAaHHbIX YNONMHOMOYEHHbIMU opraHusauusmu, MNMpaBunam npoBefeHust nccrnegoBaHuii
(ncnblTaHuin) ¢ Lenbto oueHkn Bronormyeckoro 4encTBms MeaUUMHCKUX U3AenniA;

aHanu3 oT4yeTa Mo oueHke Guonornyeckoro AeNCTBUS MeQULMHCKOro n3aenust (MpoBoauTca B TOM Yuche ans
NoATBEPXKAEHUST TOro, YTO MaTepuanbl, BXOAsALWME B KOHTaKT (B3aMMOAENCTBYHOLIME) C TKaHSMW YenoBeka,
noeHTnmumpoBaHbl (ykasaHbl MapkM MaTepuManoB U UMX W3rOTOBUTENW), a Takke Ans MOATBEpPXAeHUS
0DOCHOBAHHOCTN OTCYTCTBUSA HEOOXOOAMMOCTM MNPOBEAEHUS WCCNeAOBaHUM (MCMbITAHUA) C  LEeNbi  OLEHKM
BGMONorMYeckoro EeNCTeus);

aHanma3 oT4yeTa O KIMHUYEeCKOM [okasaTenbcTBe 3pdekTUBHOCTU 1 6e30NacHOCTU MEeOULMHCKOrO U3genuvs
(npoBoguTCa Ons  NOATBEpXAEeHUS OOOCHOBAHHOCTM BbliOOpa METOO4OB [J0OKa3aTenbCTBa  KIIMHUYECKON
acbdekTMBHOCTM U 6e30nacHOCTM MEAWLMHCKOrO  M3Oenusl, BanugHOCTM  AaHHbIX, WCMONb3yeEMbIX AnS
JoKasaTenbCcTBa  KIMMHWYECKOW 3dpeKTUBHOCTM U ©e30MacHOCTM  MeOMUMHCKOrO  U3denusi, a Takke
0DOOCHOBAHHOCTU 3aKMOYEHMS O KNMHMYECKOM 3dEKTMBHOCTU M 6€30MacHOCTM AN BCEX 3asiBIIEHHbIX MNOKa3aHUN
K NPUMEHEHMIO C Y4ETOM Harnm4ms Ui oTCYTCTBUS NMPOTUBOMNOKa3aHWN);

OLEHKY COOTBETCTBUSI OTYETOB O KIMHUYECKUX (KMMHUKO-NabopaTopHbIX) MCMbITaHUSIX (MCCnenoBaHmsX)
MeAUUUHCKMX un3genuin [MpaBunam npoBeaeHUst  KIMUHUYECKMX U KIUMHUKO-NabopaTopHbIX  UCMbITaHWI
(nccnepoBaHuin) MeAULIMHCKUX N3AEeNUi;

aHanu3 BanMOHOCTU [0oKas3aTenbCTB MEPBOW CTOPOHbI (MPY HanMuuMu) Ons NOATBEPXOEHUS COOTBETCTBUS
MeauuuHckoro usgenus O6wwmm  TpeboBaHMSIM C  y4eTOM Kracca MOTEHUManbHOro pucka MpUMEHEHUS
MeANUMHCKOro m3genus (ons MeOUMUMHCKUX M3OENWIA KNacCoB MOTEHUMANbHOrO pucka npumeHeHus 26 n 3 k
[oKasaTenbCcTBaM NepPBON CTOPOHbI AOSMKHBI NpunaraTbCs NporpaMma UcnbITaHui (MccrnefoBaHuin) u 06ocHoBaHMe
BblOpaHHbIX METOO0B);

aHanua ctaHaapToB, NPUMEHSIEMbIX NPOM3BOAUTENEM MPU NPOEKTUPOBAHUN U NPOU3BOACTBE MEeAULIMHCKOro
nsnenus;

aHanua 6e3onacHoCTN n 3¢pHEKTUBHOCTM NTEKAPCTBEHHOIO CPeACTBa B COCTABE MEAULMHCKOrO U3aenus, ero
BNUSHMSA Ha  (PYHKLMOHANbHOCTb MEAULMHCKOro Un3genusi, COBMECTMMOCTU FIeKapCTBEHHOro CpeacTtBa C
MEeOMLMHCKUM M3aennem (3a UCKMYEHUEM MEeOMLMHCKUX U3OEeNnuin Ons AUarHOCTWUKM in vitro). JlekapcTBeHHoe
CpeacTBO AOMKHO BbITb 3aperncTpMpoBaHHbIM U paspeLleHHbIM K NPUMEHEHMIO B rocyaapcTBe - NpousBoauTene
NeKapCTBEHHOro cpeacTBa;

aHanu3 [fAaHHblX 0 Guonoruyeckot 6e30nacHOCTM MEAMLMHCKOrO W3Aenusi Ha OCHOBE aHanuMsa BCeX
MaTepuranoB XMBOTHOIO MW YENOBEYECKOrO NPOUCXOXAEHUS, BXOASALWMNX B MEAMUMHCKOE n3aenve, nigpopmaumm
0 noabope WCTOYHMKOB (QOHOPOB), OTOOpe MaTtepuwana, obpaboTke, XpaHEeHWM, TecTUpOBaHWM, Banuaauuu
npoueayp TEeCcTMpOBaHMSl, a Takke oOpalleHun C TKaHsMW, KneTkamu, CcybCTaHUMsIMU XKMBOTHOIMO  UNn
YeroBEeYECKOro NPOUCXOXKAEHUS, KyNbTypamMmu MUKPOOPraHN3MOB 1 BUPYCOB;
(B pea. PeweHusa Coseta ESK ot 08.07.2025 N 50)





aHanm3 npouenypbl u Metogoos crepunmsadnun MeaunumMHCKOro msgennda, matepuaros, 060CcHOBbIBaOLLNX
crnocob CTepunnsaumnu, npegnaraeMblXx MeToO0B KOHTPOIA Ka4vecTBa U onpenernieHna oCTaTkoB CTepunm3yrouiero
BeLlecTBa npu npuMeHeHnmn XxmmMmmn4eckoro cnocoba cTepunusaunu;

n3yyeHve BanMOHOCTM MPOrpaMMHOro obecreyeHust Ha OCHOBE aHanusa AaHHbIX O ero Bepudukaumn u
Banuaauuun, B TOM Y1cne nHdopmaumm o ero paspaboTke, Mepax v cpeacTBax 3alluTbl OT HECAHKLMOHUPOBAHHOMO
goctyna u obecnevyeHun knbep6GesonacHOCTM, TECTMPOBaAHWUM MPOM3BOAMTENEM, OAaHHbIX 06 WaeHTUdDUKaLUN K
MapKUpPOBKe;

aHanma oTyeTa 0 CTabUINbHOCTN MEOULMHCKOrO n3aenns, 060CHOBAHHOCTU 3asiBITEHHOMO CpOKa XpaHEeHUA;

paccMmoTpeHne oT4eTa No aHanudy PUCKOB B Uendax noarBepXneHud NOJIHOTbI VI,EI,eHTI/I(bI/ILI,I/IpOBaHHbIX B
TAaKOM OT4eTe OI'IaCHOCTeI7I, onacHbIX CI/ITyaLI,I/II7I M COOTBETCTBYHLLNX PUCKOB, KOTOpPblE MOryT ObITb OuUeHeHbl Kak
HegonyCtTuMmble, a TakXke noATBepXOeHUA 3aKri4deHua npoun3BoaunTend 00 OTCYTCTBUMU HEeOonyCTUMbIX PUCKOB
nmoo OOonyCTUMOCTU PUCKOB, KOTOPble B OT4YeTe MO aHaln3dy PUCKOB OUEeHEeHbl KaK npuemnemble Ha OCHOBe
aHanusa COOTHOLLEHMS "pUCK - nonb3a”;

NoaTBEPXKAEHNE Ha  OCHOBaHMM  MNPEACTABIEHHbIX  AoKasaTernbHbIX  MaTepuanoB  (AOKYMEHTOB)
060CHOBaHHOCTW pe3yrnbTaTta OLEHKM TMPOM3BOAUTENST O COOTBETCTBUM MeauuuHckoro usgenust O6wmm
TpeboBaHusM;

OLEHKY COOTBETCTBUA 3KCNIyaTauMOHHOINo AOKYMEeHTa U UHCTPYKUUKM MO NMpUMEeHeHuto, pykoBoacTea no
cepBucHoMy obcnyxmnsanuo O6wum TpeboBaHUAM;

OUEHKY COOTBETCTBUA MapPKUPOBKN MEOUUMHCKOIo nsgenua O6wmm TpeGOBaHMﬂM;
aHanms Tpe6oaaH|/||7| K TEXHUYECKUM XapaKkTepuctmkam mMmeanumnHCKOro n3aennd;

OUEHKY [OOKYMEHTOB, MnoATBepXOawnwWnx pe3yrbTaTtbl UCMbITAHUA MEAVMUWHCKUX UW3Oenun B Lensax
yTBEPXOEeHUA TuUMNa cpencTs M3MepeHVIl7I (B OTHOLWIEHUN MEAUNLMNHCKMX M3OENUN, BKITHOYEHHbLIX B nepe4vyeHb BnaoB
MEANLMNHCKMUX N3aennin, nognexalinx oTHECEHNIO npun nx pernctpauunmn K cpeacrteam I/I3MepeHVIIZ);

€) aHanu3 OT4eTOB O pesyrbTaTax UHCMEeKTMPOBaHUS NPOU3BOACTBA MEANLIMHCKOrO N3genus (MpoBoaMTCs B
Lensix NOATBEPXKAEHUs COOTBETCTBUSI 3asIBMIIEMOr0 MeAULIMHCKOro M3genus rpynne (noarpynne) MeauuUHCKMX
n3genuii ¢ y4eToM Knacca MoTeHUManbHOro pucka npumeHeHus cornacHo npunoxerHutio N 2 k TpeboBaHusIM Kk
cUCTEME MeHe)KMeHTa KayecTBa, a Takke MOATBEPXKAEHMSI LOCTOBEPHOCTM WHoOpMauMn 06 ykasaHHbIX B
3as1BMEHNsX O PerucTpauum U 3KCnepTu3e MNpPOU3BOACTBEHHLIX MMOLIAAKaxX, Ha KOTOpble pacnpocTpaHsAeTcs
OeNCTBUE OTYETa O pesynbTaTax MHCNEKTUPOBaHWUSI MPON3BOACTBA MEAMULMHCKOrO U3genus);

X) aHanu3 JaHHbIX O cepTudmKauMm CUCTEMbl MEHeKMEHTa KadecTBa (Mpu Hanuuum), B TOM 4ucrne
TpeboBaHWIA, Ha COOTBETCTBME KOTOPbIM CepTUdULMPOBaHa CUCTEMA MEHEMKMEHTa KayecTBa Npon3BoaMTenNs, U
cBefeHun o ceptudmkatax (Homep, gaTa Bbldayun, CPOK AEWCTBUSA cepTudmkaTa, HAMMEHOBaHME U cBefeHus 06
aKkkpeguTaumm opraHa no ceptudukauum);

3) noareepXxnoeHne 0B60CHOBaHHOCTH YKa3aHuAa npoun3BOACTBEHHbIX nnowagok perncTtpupyemoro
MeaNLIMHCKOIro n3aenua;

M) aHanu3 [aHHblX O pas3paboTke W MPOU3BOACTBE MEAMLMHCKOro u3genus (Cxembl MpoLeccoB
Npou3BOACTBa, NHopMaL A 06 OCHOBHbIX CTaAUSX NPOU3BOACTBA, YNakoBKW, UCMbITAHWUIA U O NpoLeaype Bbinycka
KOHEYHOro npoaykra);

K) aHanu3 npeAcTaBfieHHOW NPoM3BoAMTENEM UHGOPMaLMM O MapKeTUHTE;

n) aHanu3 npeAcTaBrfIEHHbIX NMPOU3BOAMTENEM CBEAEHMMA O HanMUuMM MM 06 OTCYTCTBMM COOBLLEHUA O
HebnaronpuaTHbIX COBbITUAX (MHUMOEHTAX), CBA3aHHbLIX C UCMNOMb30BaHWEM MEAULIMHCKOro U3genus, oT3biBax C
pblHKa MEeAUNLMHCKOro ns3genus, ysegomMmneHun no 6e3onacHOCTM MeOuULMHCKOro M3aenus, NoaxoA0B K peLUeHuto
Takux npobnem NnponsBoaMTENEM NPU UX BOSHUKHOBEHWMW, ONUCAHUA NPEANPUHATBIX KOPPEKTUPYIOLLMX AENCTBUN, a
Takke aHanu3 COOTHOLLEHMS YPOBHSA NpoAax, Konuyecrtsa HebnaronpuATHbIX cobbITUIA (MHLMOEHTOB) U OT3bIBOB
MEANLNHCKOro n3genus u3 obpalleHus;

(B pea. PeweHusa Coseta ESK ot 08.07.2025 N 50)

M) aHanmi3 nnaHa 060pa AaHHbIX Mo 6Ge3onacHocTn W SCb(beKTI/IBHOCTVI MeOULMHCKOIro wusagennda Ha





NnocTnpogaXHom aTane.

28. lMpn npoBeaeHUM 3KCNepTU3bl B Cliyyae HegOoCTaTOMHOCTU MaTepuanoB M CBEOEHUM, cogepXallnxcs B
3asIBNIEHNSIX O PErucTpaumm u aKCrnepTuse M OOKYMEHTax PerncrpaumMoHHOro ocbe, AN MPUHATUS PeLUeHns o
Hayane nmpoBEAEHUss WHCMNEKTUPOBaAHMA NPOU3BOACTBA (NpM HeobXoouMMOCTM €ro npoBedeHus) wunm  Ans
MOArOTOBKM 3KCMEPTHOro  3akmntoyeHust (Mpu  OTCYTCTBMM HEOOXOOUMOCTU MNPOBEAEHUSI UHCMEKTUPOBAHUS
Npou3BOACTBA) YMOJSIHOMOYEHHbIV OpraH (3KcnepTHas opraHu3aums) pedepeHTHOro rocyaapctea HanpaensieT
3a8BUTEMNO0 COOTBETCTBYIOLLMIA 3anpoc (C ykazaHMeM xapaktepa 3amevaHuii U cnocoboB nx yctpaHeHus). 3anpoc
HanpasnAaeTcAa OAHOKPAaTHO CI'IOCO6OM, YKa3aHHbIM B 3aABNEeHUAX O pernctpaunn n akcnepTnse.

3asButenb obsa3aH npencrtaBnuTb OTBET Ha 3anpoc B Te4YeHne 60 pa6ow|x OHen co gHs ero nony4yeHnA. B
cny4dyae HenpeacrtaslieHNA YKa3aHHOrNo oTtBeTa B CPOK yI'IOJ'IHOMO‘-IGHHbIVI opraH (GKCI'IepTHaFI OpI'aHVI3aU,VI9|)
NnpUMHMMaeT peweHne OTHOCUTEeINIbHO BO3MOXHOCTW perncrtpaunmn MeagunumHCKoro wusgenna Ha OCHOBaHUU
OOKYMEHTOB, MMEKLLINXCA B €ro pacnopaXeHun.

Mpn BbIABNEHUN YMOMHOMOYEHHBIM OpraHoM (3KCMEPTHOW opraHu3auuen) pedepeHTHOro rocygapcrea B
NpeAcTaBreHHbIX 3asiBUTENEM B OTBET Ha 3anpoc [OOKYMEHTax HeAOCTOBEPHbIX AaHHbIX WW LOKYMEHTOB,
COCTaBMEHHbIX WM codepXawux TEKCT Ha WHOCTPaHHOM A3blke 0e3 3aBepeHHOro B YCTaHOBMEHHOM
3aKoHOAATENbLCTBOM pedepeHTHOro rocygapcTBa Nopsigke NepeBofa Ha PYCCKUIM A3bIK, YNOMHOMOYEHHbIA OpraH
(aKkcnepTHas opraHu3aums) B TedeHne 2 paboynx gHEN co OHSA NOSyYeHUsa Takux AOKYMEHTOB Bpy4YaeT 3asiBUTENHO
cnocobom, ykasaHHbIM B 3asIBIIEHUSIX O PETMCTPaLNM U IKCNEPTU3e, peLleHne O BO3BpaTe yKa3aHHbIX JOKYMEHTOB
c oboCcHOBaHMEM MpUYMH BO3BpaTa U COOOLUEHMEM O BO3MOXHOCTW MOBTOPHOIO MPEeACTaBIEHUS 3asiBUTENEM
OOKYMEHTOB [0 UCTEYEHMS yKa3aHHOro B ab3ale BTOPOM HacTOSILLErO MyHKTa Cpoka.

29. YNONHOMOYEHHbIV OopraH (3KcnepTHasa opraHm3auus) pedepeHTHOro rocygapcTtea B TedeHune 45 paboumx
OHEN CO OHS MPUHATUA UM pELUEHMsI O Hadyane npouenyp peructpaumm u 3KCnepTusbl MEOULMHCKOrO M3Oenus
odhopMrsieT aKcnepTHoe 3akmntoyeHne cornacHo npunoxedntio N 5 nmbo B cnyyae Heob6xooMMOCTU NpoBeneHUs
WHCMEKTMPOBaHUSI NPOM3BOACTBA NPUHMMAET PELUEHUE O Havane NpoBeAEHMSI MHCMEKTMPOBaHWS NMPOU3BOACTBA
(Mpu ycnoBum oTCyTCTBUS 3aMeYaHuii K JOKYMEHTaM, CoaepXKallMMcsl B NpeacTaBlieHHOM J0Ckbe, UMW YCTPaHEHMUS
3aMeYaHui, ykasaHHbIX B 3anpoce) W yBeOooOMIIeT 3asiBUTENst O MNPUHATOM pPELUEHUU MYTEM HanpaBleHus
yBeOOMIIEHUS CNOCOOOM, YKa3aHHbIM B 3asiBNIEHMSX O PErmcTpaLmmn n akcnepTmse.

30. Mpu NpUHATUM pelleHnss O Havane MWHCMEKTUPOBAHUSA MNPOU3BOACTBA YMOSIHOMOYEHHLIM OpPraHoM
(aKcnepTHOM opraHmsaumen) pedepeHTHOro TroCcydapcTBa WHCMEKTUpYLWasa opraHnsaumsi pedgepeHTHOoro
rocygapcrtea MNPOBOAUT MHCMEKTUPOBaHME NPOM3BOACTBA B COOTBETCTBUM C TpeboBaHWsMM K cuUcTeMe
MeHeaKMeHTa kadvectBa. CpoK opraHM3aumm n MNpoBeOEHUS] MHCMNEKTMPOBAHMS MPOM3BOACTBA HE OOMKEH B
COBOKYMNHOCTU npeBbiwatb 90 pabounx [HENW CO [OHA NPUHATMS  YNOMHOMOYEHHbIM OpraHoM (3KCNepTHOM
opraHusaumen) peLleHns 0 Havane UHCNEKTMPOBaHNS NPOU3BOACTBA.

31. OT4eT 0 pesynbTaTax MHCNEKTUPOBAHMSA NMPOM3BOACTBA HaMNpPaBnseTCs MHCNEKTUPYHOLEN opraHu3aumnemn
B YMOMHOMOYEHHbIA OpraH (3KCMEepTHyI OpraHu3aumio) pedepeHTHOro rocydapcTBa ANA  BKAYEHMS B
perncTpaumMoHHOEe OOCbe W 3asdABUTEN0 MO MOYTE 3aKa3HbiM MOYTOBLIM OTMPABMEHMEM C YyBEOOMIMEHUEM O
BpyYeHun nmbo B hOpMe IMEKTPOHHOro AOKYMEHTa, MOAMUCAHHOIO 3MEeKTPOHHOW MoAMnuCblo, B TeveHue 15
pabounx OHenW CO AHSA 3aBepLUeHWUs WHCMEKTUPOBaHMSA npoussoacTBa. [lpn 3TOM B cryvae ecnu no urtoram
WMHCMEKTUPOBaHNS NPOM3BOACTBA BbISIBIEHbl HECOOTBETCTBMSA, OTYET O pesynbTaTax WHCNEKTUPOBaHUS
Npou3BoACTBa, AOMOMHEHHbIN CBedeHMAMU OO YCTpaHeHWM BbISIBNEHHbIX HECOOTBETCTBMI, HanpaBnseTcs
WHCNEKTMPYIOLLEN OpraHu3aumen B YMNOMHOMOYEHHbIA OpraH (3KCMEepPTHYK opraHu3auuio) pedepeHTHOro
rocygapctea B TedyeHue 15 paboumx AHem nocne nonyyvYeHWs OT 3asdBuTens cBefeHun o6 ycTpaHeHuu
HeCOOTBETCTBUI NTMBO CO AHA UCTEYEHMS CPOKA, YCTAHOBIIEHHOTO ANS UX YCTPaHEHUS.

B cnyyae ecnv no vtoram MHCNEKTUPOBAHWUS NPOU3BOACTBA B AOKYMEHTbl PErmcTpauMoHHOro AOCbe Ha
pernctpupyemoe MeaunuMHCKOe N3fgenme BHECEHbl UBMEHEHUS, Takne JOKYMEHTbI, 0DOPMIEHHbIE B COOTBETCTBUN
¢ npunoxeHunem N 4, HanpaBNAKOTCA MHCNEKTUPYIOLWEN opraHusaumen B YNONTHOMOYEHHbIA OpraH (SKCMepTHYHo
opraHusaumio) ped)epeHTHOro rocygapcraa.

32. YNonHOMOYEHHbIV OpraH (aKkcnepTHas opraHu3aunsl) pedpepeHTHOro rocygapcrtea B TedeHve 15 pabounx
OHEN CO [HSA MOMyyYeHus oTyeTa O pe3ynbTaTax WHCMEKTUPOBaHUS MPOM3BOACTBA OOpMMSeT 3KCMepTHoe
3aKmyeHne B COOTBETCTBMM C nNpunoxkeHnem N 5 k HacTosawmMm MNpasunam.

33. BblBOAbI, coaepallmnecs B 3KCNepTHOM 3aKmueHMU, AOMMKHbI BbiTb 04HO3HAYHLIMU Y MOHSATHLIMMU.





34. OcHOoBaHMsIMWN ANS BbIHECEHWUS YMOMHOMOYEHHbIM OpraHoM (3KCNepTHOW opraHusaumein) pedepeHTHOro
rocyaapcTtBa 3aknoyeHus ob oTkase B permcrpauum MeauLMHCKOro nsaenus aBnsaiTcs:

a) HenoaTBepXAeHWe COOTBETCTBYOLIMMM MaTepuanamMmu U CBEdEHVSIMM, COoAepXalyMucs B
perncTpaumMoHHOM [0Cbe, KayecTsa, U (Mnn) ahEKTUBHOCTH, U (M) 6e30NacHOCTU MeANLUHCKOTO U3OEnus;

6) npeBbilleHne puUcka npuinHeHna Bpena 300pPOBbHO rpaxaaH U MeanunHCKUX paGOTHMKOB Bcneacrteue
NnpUMEeHeHna MeanLMHCKOro n3aenmnd Hag 3d)(*)eKTI/IBHOCTbI'O €ro npMeHeHua,

B) BbISIBNIEHME MpPU OCYLLECTBMNEHUM YNONHOMOYEHHBIMU OpraHaMu rocyqapCTBEHHOro KOHTpons (Hagsopa)
3a obpalleHMemMm MeOULMHCKUX W3denuii  HeOJoCTOBEepPHbIX AaHHbIX 06 addeKTUBHOCTM U 6Ge3omnacHOCTy
MEOULIMHCKOro M34enna U UX HeCOOTBETCTBME AaHHbIM O MEAMLMHCKOM U3Oenuu, CoaepXallyMcs B AOKYMeHTax
pPerncTpaLmoHHOro 4oche.

35. B cnyyae ecnu 3kcnepTHOe 3akftoYeHWe OTHOCMTENbHO BO3MOXHOCTM perucTpauum MeauuMHCKOro
nspgenus sBnsieTcs oTpuuaTenbHbIM, YNONHOMOYEHHbI OpraH (3KkcnepTHasi opraHmsauusl) B TedeHne 10 pabounx
OHen co aHA ocopMreHns (Mony4YeHmnsl) SKCNePTHOMO 3aKMoYeHNs NMPUHUMAET pelleHre o6 oTkase B perucTpauum
MeANLMHCKOro usaenusi, opopmnseT v BblaaeT 3asiBUTENO CNoCOOOM, YkazaHHbIM B 3asiBNEHNAX O pernctpaumm u
aKcrnepTU3e, yBeaomreHne ob oTkase B permcrpaumm MeauumHCKoro usgenusi ¢ o6ocHoBaHMEM NPUYMH OTkasa U
MPUINOXEHNEM K HEMY KOMWM SKCMEPTHOrO 3aKi4YeHWst YNONTHOMOYEHHOTO opraHa (SKCMepPTHOW opraHusauumn)
pecepeHTHOro rocygapcrea.

36. B Cny4yae ecnnm 3KCnepTHOe 3akrnk4veHne OTHOCUTESIbHO BO3MOXHOCTU perncrtpaunn mMmeguumHCKoro
n3genuna  ABnNAeTCA MOJIOKUTESbHbIM, yl'IOJ'IHOMO‘-IeHHbIﬁ opraH (SKCFIepTHaFI opransauMﬂ) pecbepeHTHoro
rocygapcrtea B Te4YeHue 5 pa60‘-WIX OHen co gHs O(bOpMJ'IeHVIFI 9KCNEPTHOro 3akKkrr4yeHna pasmMellaeT B CBOEM
I/IHCbOpM&LI,VIOHHOI?I cucrtemMme permctpaumoHHoe A0Cbe U 3TO IKCMEepTHOE 3aKrnk4veHne n yseaomMndeT 3adaButena o
HeobxoaumMocTu npencraBneHna Konwui OOKYMEHTOB o6 onnarte npouenypbl cornacoBaHnA 3KCNEepTHOro
3aKIn4eHna B rocygapcree (rocyp,apCTBax) NPpU3HaHNA B Te4eHne 30 KaneHaapHbIX OHen co gHs HanpasleHunda
TaKoro ysegomrneHuna 3aaButento cnocobowm, YKa3aHHbIM B 3aABIIEHUAX O pernctpauum n aKkcnepTuse.

37. 3asButenb yBeAOMNSET YMNONHOMOYEHHbIE OpraHbl (3KCNepTHble opraHusauum) pedepeHTHOro
rocygapctsa U rocygapcrea (rocyaapcTts) NpusHaHus o6 onnarte npoueayp CornacoBaHUsi B CPOK, YCTAHOBIEHHbIV
nyHkToM 36 HacToswwmx Mpasun.

38. CornacoBaHune 3KCMePTHOIO 3aKMiOYEeHNs ABMSETCA OCHOBaHUEM AN MPUHSTUS pEeLleHns O perncrTpaumm
MEAMLMHCKOrO WU3Lenust B rocyaapctBe MpusHaHus U opopMIsieTcst YNONMHOMOYEHHBIM OpraHoMm (3KCMepTHOW
opraHusauuen) rocygapctea nNpu3HaHWst B (OpMe  3aKM4YeHWst O  MOATBEPXKAEHWM  COrnacoBaHUs
(HecornacoBaHuWsl) 3KCNEPTHOrO 3akroyeHUst cornacHo npunoxeHuto N 6 (ganee - NnoATBEPXKAEHWE COMMacoBaHus
(HecornacoBaHus) 3KCNEPTHOIO 3aKIoYeHUs).

39. CornacoBaHue 3KCMEPTHOro 3ak/oYeHUs YMONHOMOYEHHbIM OpraHoM (3KCMepTHOW opraHusaumen)
rocygapcTea Nnpu3HaHUa OCYLLECTBNSAETCA B COOTBETCTBUM ¢ pasgenoM |l HacToswwmx Mpaewun.

40. lpun ycrnoBum OTCYTCTBUS pasHornacum wmexagy pedepeHTHbIM rocygapCTBOM M Focyd4apcTBOM
(rocygapctBamn) NpuM3HaHWsi B OTHOLUEHMM COINacoOBaHUSA 3JKCMEPTHOrO 3aKiioYeHUs! YMOSTHOMOYEHHbIN OpraH
(akcnepTHas opraHmnsauus) pedepeHTHOro rocygapcraa:

a) B TeyeHne 10 paboumx OHEM €O OHA NONyYeHMs OT BCEX YMOMHOMOYEHHbIX OPraHoB (3KCMNEepTHbIX
opraHm3aumi) rocygapcts MNpU3HaHMSA MOATBEMKAEHWS COrfacoBaHUS 3KCMEPTHOro 3aknioyveHuss nmbo co AHs
NCTeYeHMs CpoKa, yCTaHOBIEHHOro AN NpeaoCcTaBneHns rocyaapcTBaMmy NPU3HaHUS yka3aHHOTO NOATBEPXKAEHUS
(mpy ycnosuu, 4TO 3asBuTenem Obiny npeacTaBneHbl B YMNOMHOMOYEHHbIW OpraH (SKCMepTHYK OpraHu3auuio)
pedepeHTHOro rocyaapcraa Konmu JOKYMeHTOB 06 onnaTe npouenypbl COrfiacoBaHNs SKCNEPTHOMO 3aKoYeHns B
rocygapcrBax MNpU3HaHWS W MNepeBOAOB 3JKCMyaTaLMOHHOTO OOKYMEHTa WM MHCTPYKUMWM MO MPUMEHEHWUIO
MEAMLMHCKOro U3aenus, pyKoBOACTBa NO CEPBMCHOMY OBCMYXXMBaHWUIO N TEKCTA MapKUPOBKM Ha rOCYAapCTBEHHbIe
A3bIKM rOCyOapCTB MNpu3HaHusa (Mpu HeoBXoAMMOCTM)), MPUHUMAET pelleHue O perucTpaumm MeauLMHCKOro
n3genusa u pasvellaer B eOVHOM peecTpe MeaWMUMHCKMX M3Oenui, 3aperncTpupoBaHHbIX B pamkax Cotosa,
cBedeHMs 0 MeAMLMHCKOM usgenuu, npegycMoTpeHHble MNopsgkom hopMupoBaHms U BegeHns MHopMaLMoHHON
CUCTEMBI;

6) B TeuyeHne 10 paGounx OHEW CO AHA TMPUHATUS PEeLleHUs O perucTpaumum MeAuLMHCKOro u3genust
ocbopMIIsieT 1 BblgaeT 3asiBUTENI0 CNOoco60OM, yKa3aHHbIM B 3asiBIIEHUM O NPOBeAEHNM perncTpaLmum MeauLmMHCKoro
n3nenusi, perucTpaunoHHoe yA0CTOBEPEHME U NPUMIOKEHNE K HEMY.





41. HecornacoBaHve 3KCMEPTHOrO 3akMi4eHUsl YNONHOMOYEHHOro OpraHa (3KCMepTHOW opraHu3auun)
pecepeHTHOro rocygapcraa B O4HOM U3 rocyapCTB NPpU3HaHNS SBNSETCA OCHOBaHMEM Afs OTKasa B perncrpauum
MeOMLMHCKOro U3genus Ha TeppuTopmm 3TOro rocygapcTea NpuU3HaHus.

42. B cnyyae Hanuuus rocypgapcTtBa (rocyaapcCTB) NPU3HaHWS, YNOMHOMOYEHHbIM OpraHoMm (3KCrnepTHOM
opraHmsaumen) KOTOpOro 9KCMEepPTHOE 3akfyeHue He CornacoBaHo, YMNOMHOMOYEHHbIM opraH (aKkcnepTHas
opraHusaumsi) pedepeHTHOro rocygapctea B TedeHve 10 paboumx OHEW CO [OHA MofydeHus OT  BceX
YMONTHOMOYEHHbIX OpraHoB (9KCMEPTHbIX OpraHu3auui) rocyaapcts MPU3HaHUS NOATBEPXOEHMS COrnacoBaHus
(HecornacoBaHusi) 3KCMEPTHOrO  3akmyeHMss nMbo CO  [OHA MCTEYEeHUs Cpoka, YCTAHOBMEHHOrO Ans
npegocTaBneHns rocygapcTBamMmmn NpU3HaHUS yKkasaHHOro noaTBepXaeHus (Npu ycroBuu, YTO 3asdBuTenem Obinu
npeacTaBneHbl B YMNOMHOMOYEHHbIA OpraH (3KCNepTHyH opraHm3aumio) pedepeHTHOro rocyaapcresa Konuu
OOKyMeHTOB 00 onnate npoueaypbl COrMacoBaHUSI 3KCMEPTHOTO 3aKM4YeHUs B rocygapcTBax MPU3HaHUSA U
NepeBOfOB 3KCMMyaTauUOHHOTO [JOKYMEHTa WM  MHCTPYKUMM MO MPUMEHEHUID MEOMLMHCKOrO uM3genus,
PYKOBOACTBA MO CEPBUCHOMY OOCINY>XMBaHUIO M TEKCTa MapKUPOBKM Ha roCydapCTBEHHblEe SA3bIKM rocydapcTB
npu3HaHus (NpyM HeOOXO0AMMOCTK)), C YYETOM XapaKTepa BbISIBNEHHbIX 3aMeYaHUN BbIMONTHAET OAHO M3 CriegyoLmx
OEeNCTBUI:

a) HanpaenseT 3asBUTENIO YBELOMIEHE O HEOOXOAUMOCTM cornacoBaHmsa obpalleHnss B KOHCynbTaTUBHbIN
KOMUTET [ONns  YperynupoBaHWs pasHOrfacuin B OTHOLUEHWM COrfacoBaHUA 3KCMEPTHOrO  3aKMiYeHns ¢
NPUNoXeHnemM Konum (Konuin) NoATBEPXKAEHUSA COrracoBaHus (HecornacoBaHMs) 9KCNepTHOro 3akmntodeHus. Npu
OTCYTCTBMM OTBETa 3asBUTeNns no wuctedeHun 15 pabounx OHeMm CO AHA MONyYeHWUs COOTBETCTBYHLLErO
yBegoMrieHus obpatleHune B KOHCynbTaTMBHbIA KOMUTET CUMTAETCs HECOrNacoBaHHbIM;

0) B cnyyae cornacus ¢ BblBOAaMW YMOSIHOMOYEHHOrO OpraHa (3KCMepTHOW opraHu3auun) rocygapcrea
MPU3HAHUA O HEBO3MOXHOCTU perucTpaumm MeguumMHCKOro u3genus npuHuUmaeT pelweHne ob oTkase B
permctpaumMm MeauuMHCKOro m3genus. B aTom cryyae ynomHOMOYEHHbI OpraH (dKcnepTHasi opraHv3auusi)
pecepeHTHOro rocygapctea B TedeHme 10 paboumx OHeW CO OHA NMPUHATUS pelleHnss 06 oTkase B permcrpauum
MeOMUMHCKOro n3genusa opopmnsieT n BolgaeT 3asiBUTEN0 CNocoboM, yKasaHHbIM B 3asBIIEHNSX O pernctpaumm u
aKcnepTu3e, yBegomneHne ob oTkase B perncrpauumn MeauumHCKoro nsgenusa (c o60cHoBaHUEM NPUYUH OTKasa U
NPUIOXEHNEM K HEMY KOMUI SKCMNEPTHOTO 3aKIMOYEHUss U MNOATBEPXKAEHUS HECOornacoBaHUs 3KCMepTHOro
3aKkniYeHns).

43. YNONHOMOYEHHBI OpraH (3KcrnepTHasa opraHnsaumsi) pedepeHTHOro rocygapcTea B TeyeHne 3 paboumx
OHEN CO OHA Mony4vyeHus oTBeTa OT 3asiBUTENs OTHOCUTENbHO obpalleHns B KOHCynbTaTMBHbLIA KOMWUTET AfS
yperynmpoBaHusi pa3HOrnacui B OTHOLLEHUW SKCMEPTHOTO 3aKMYeHWs:

a) obpaluaetcs B KOHCynbTaTUBHbI KOMUTET B COOTBETCTBUM C pa3aenom IV HacToawwmx MNpasun (B cnyvae
cornacoBaHus 3aasuTenem obpalleHns B KoHCynbTaTUBHbLIN KOMUTET);

0) npvHUMaeT pelweHve O perucTpaumMm MeaWUMHCKOro wu3genusa 6e3 ykaszaHus B permcTpauuoHHOM
yOOCTOBEPEHUN rocygapcTBa (rocydapcTB) MPU3HaHUSA, YNOSIHOMOYEHHbBIM OpraHoM (3KCMEePTHOW opraHu3auuen)
KOTOPOro He COrnacoBaHO 3KCMEpTHOEe 3akrioyeHue (B Crydae HecornacoBaHus 3asBuTenem obpalleHus B
KoHcynbTaTuBHbBIN KOMWUTET). B 3TOM crnyvae ynornHOMOYEHHbI OpraH (3KcnepTHasi opraHusaums) pedepeHTHOro
rocygapctea B TeyeHne 10 pabounx gHen co OHA NPUHATUSA PELLEeHUs O permcTpaummn MeguLmMHCKOro n3genus:

pa3MelLaeT B eUHOM peecTpe MeAMLMHCKUX U3OENWiA, 3aperMcTpupoBaHHbIX B paMkax Coto3a, cBedeHust o
MeAVLIMHCKOM U3aenuu, npedycMoTpeHHble Mopsaakom (hopMUpoBaHns U BedeHNUst MHPOPMAaLVOHHOW CUCTEMBI;

Od.)OpMJ'IFleT N BblOaeT 3asBUTEND Crnocobom, YKa3aHHbIM B 3adBlieHMM O npoBeaeHun perncrtpaunm
MeONUMHCKOro nusaenua, permctpaumoHHoe yaoctoBepeHme n npunoxeHne K Hemy.

lll. Mpouenypa cornacoBaHusi 3KCNEPTHOro 3aK4YeHns

44. Tlpouenypa COrnacoBaHUsi 3KCMEPTHOrO 3aKIOYEHUS! OCYLLECTBMSIETCS B OTHOLUEHWM 3KCMEPTHOro
3aKI04YeHnsl, 0POPMIIEHHOTO B pamKax criefytoLmx npoueayp:

a) npouenypbl perucrTpaumm u 3KCNepTusbl MEeOMLMHCKOro u3genust B CooTBeTcTBuM € pasgenom |l
HacTosawmx MNpasun;

0) npoueaypa BHECEHNS] UBMEHEHWUI B PEMMCTPaLMOHHOE A4OCke B COOTBETCTBUM C pas3genom V HacToALWmX
Mpasun;





B) mpoLeaypa CornacoBaHust 3KCNEpPTHOro 3aKrYeHNss Ha 3aperncTpupoBaHHOE MeaMLMHCKOe u3genve B
cooTtBeTcTBUM ¢ pasgenom VIl HacToawmx MNpasun.

45. 3asBuTenb B CPOK, COMMacoOBaHHbLIA C YMNONIHOMOYEHHBIM OpPraHoM (3KCMEPTHOW oOpraHu3auunen)
rocygapctBa NPU3HaHWS M He NPEBLILALWMIA CPOK, YKka3aHHbIA B nyHkTe 50 HacTosawwmx MNpaeun, obecnevnBaet
npeacTaBneHne  YnonHOMOYEHHOMY oOpraHy (SKCNepTHOW opraHu3aumu) pedpepeHTHoro rocygapcrea U
rocygapctBa npu3HaHWs MNepeBOOOB IKCMMyaTauMOHHOMO AOKYMEHTa WM UHCTPYKUMU MO MPUMEHEHUI0
MEeLMLIMHCKOro M3aenus, pykoBoAcCTBa N0 CEPBUCHOMY OBCIYyXMBAHUIO U TEKCTA MapKUPOBKU Ha rocyaapCTBEHHbIN
A3bIK rocygapcTBa Npu3HaHus (MpyM HanuMuMm COOTBETCTBYHOLMX TpeboBaHUN B 3aKkoHOAATENbCTBE rocyaapcTaa
Npu3HaHus).

46. lMpu npoBegeHuM npouedypbl COrNacoBaHUsi 3KCMEPTHOrO 3aKMYEHUst YMONMHOMOYEHHbIA OpraH
(akcnepTHas opraHu3auusl) rocygapcTBa NPU3HaHUSI MPOBOAMT OLIEHKY MONMHOTbI M [OCTATOYHOCTW AaHHbIX,
noATBepXaarLLMx 6e30nacHOCTb, Ka4ecTBO U 3P(PEKTUBHOCTb MEAULIMHCKOTO U3AENWs, MPaBUnbHOCTU nNepesoaa
aKcnnyaTaynMoHHOro AOKyMeHTa Wnn WHCTPYKUMKU NO NPUMEHEeHUo MeOUUMHCKOro usgenund, pykoBoacTBa Mo
CEPBUCHOMY OBCMYXMBaHWIO M TEKCTa MapKMpPOBKM Ha rOCYyAapCTBEHHbIW SA3blK rocygapcTBa nNpusHaHus (mpu
HeobXx0AMMOCTH).

47. TMpn HeoBGXOAMMOCTU YMOMHOMOYEHHbIE OpraHbl (3KCMepTHblE OpraHu3auuu) rocygapcTB MpUsHaHWS
MOryT HanpaensiTb C UCMNONb30BaHNMEM CPEACTB MHTErpupoBaHHON MHGOPMaUMoHHOW cucTeMbl Cotosa (panee -
MHTerpMpoBaHHas cuctema) B YNOSTHOMOYEHHBIN opraH (3KCNepTHYH opraHusaumio) pedepeHTHOro rocyaapcTea
CBOW 3aMevaHus 1 NpeasioxXeHust 40 opOPMIIEHUS] 3TUM YNOSTHOMOYEHHBLIM OpraHoM (3KCMepTHOWM opraHusaumen)
3KCMEPTHOrO 3aKIYeHUs.

48. B xoge cornacoBaHus 3KCMEPTHOrO 3aKIOYeHUs YNONTHOMOYEHHbIE OpraHbl (3KCMepTHbIE OpraHM3aunm)
rocyapCTB-4fIeHOB MOTYT B3aVMOAEWCTBOBATL APYr C APYroM B LIENSAX yperynmpoBaHnus BO3HUKAIOLLUX BOMPOCOB.

49. B cnyyae Hanu4umsa pasHornacun mexagy pedepeHTHbIM rocy4apCcTBOM M roCyaapCTBOM (rocyaapctBamu)
MPU3HAHUA B OTHOLUEHUW COrMacoBaHWUS JKCMEPTHOro 3aKMYeHUs YMNONTHOMOYEHHbIN OpraH (3KkcnepTHas
opraHm3auus) pedepeHTHOro rocygapcrBa MPUHMMAET pelleHne Ha OCHOBAHMKM 3JKCMEPTHOrO 3aKMmYeHus |
NOATBEPXKAEHMS HEeCcOornacoBaHWs 3KCMEpPTHOro 3akmnio4YeHus, B TOM 4Yucre C Yy4eTOM WUTOroB YyperynmpoBaHus
pasHornacui B OTHOLLUEHWW COrfacoBaHUSA 3KCMEPTHOro 3aknioyeHns B pamkax KoHcynbTaTmBHOro komwuteTa (B
cnyyae obpalleHus B KoHCynbTaTUBHbIA KOMUTET).

50. YnonmHOMOYEHHbIi opraH (3KcrnepTHas opraHu3auMsl) rocygapcTea NpuU3HaHUS paccMaTtpuBaeT
3KCMepTHOEe 3aksioyeHne B TedeHne 30 paboumx AHeN, UCUMUCeMbIX OT OAHOM U3 criedyoLmX AaT:

npu NPoOBeAEHMU Npoueayp PerucTpaumm u akcnepTusbl MEOULMHCKOTO M3Oenus - ¢ AaTbl NOCTYNNEHUs B
YMNOSTHOMOYEHHbIE OpraHbl (3KCMepTHble OpraHusaumnn) pedepeHTHOro rocygapctea M rocygapcrea (rocyaapcrs)
npusHaHus yBeaoMneHus 06 onnarte npoueayp CornacoBaHus;

npy nNpoBefeHun npoueaypbl BHECEHUS U3MEHEHW B perucTpaumMoHHOe [OCbe - C AaTbl pasMelleHus
YNOMHOMOYEHHbIM OpraHoOM (3KCMepPTHOW opraHu3auunen) pedepeHTHOro rocyaapctsa B cBoen UH(opMaLnoHHOM
CUCTEME PErMcTpaumoHHOro 4OChe, COAepXKaLLero 3asBreHne 0 BHECEHUN U3MEHEHUI B PEMMCTPaLIMOHHOE AOChE;

npu npoBedeHUM NpoLedypbl COMMacoBaHWA OKCMEPTHOrO 3akM4YeHUss Ha  3aperncTpyupoBaHHOe
MeOuUMHCKoe u3denue - C¢ OdaTbl pasMeLleHUs YMNONHOMOYEHHbIM OpraHoM (3KCMepTHOW opraHusauuen)
pedepeHTHOro rocyaapcTea B CBOEW MHAOPMALMOHHOW CUCTEME PEerncTpaLMoHHOro O0Cbe, CodepKallero
3asBMneHne O MPOBEOEHUN COrfacoBaHUsA IKCMEPTHOrO 3aKMoYeHUs Ha 3aperucTpyMpoBaHHOEe MeaMLMHCKoe
nspenve.

Mpv 3TOM YCINOBMEM MCYUCIIEHUS YKa3aHHOMO CpOKa ABMSAETCS Hanuyne Ha cyeTe YNoSIHOMOYEHHOro opraHa
(aKcnepTHOM opraHusauMn) rocydapctea NpPU3HaHUS OEHEXHbIX CPeAcTB, MOCTYMUBLUUX B pes3ynbTate onnathbl
3aaBUTENIEM NpoLedypbl COrMacoBaHNs 3KCNePTHOMO 3aKMoYeHUst B rocy4apcTBe NPU3HaHUsi B MONIHOM oO0beme.

51. o pesynbTaTam pacCMOTPEHUSI ISKCMEPTHOrO 3aKkrYEHUs] YMOMHOMOYEHHbIM oOpraH (3KkcnepTHas
opraHusauus) rocygapcrBa nNpuM3HaHWs HanpaenseT B YMNOMHOMOYEHHbIN OpraH (SKCNepTHYK OpraHvM3aumio)
pedepeHTHOro rocyaapcTBa MOATBEPXAEHWE COrnacoBaHMs (HeCcOrnacoBaHUs) SKCMEePTHOro 3akmoueHus (C
060CHOBaHVWEM) C WCMOMb30BaHMEM CPEeACTB WHTErpupoBaHHOM CUCTEMbl (B TOM 4ucne MOATBepXaeHune
NpaBUIbHOCTU NepeBOoAa 3SKCMyaTauMOHHOrO AOKYMEHTa WM WHCTPYKUMM NO MNPUMEHEHWIO MeAMLMHCKOro
n3genns, pykoBoACTBa MO CEPBMCHOMY OOCMYXMBaHWIO W TeKCTa MapKMPOBKM HAa FOCYAAPCTBEHHblE SA3bIKW
rocyaapcTB MpU3HaHMA B COOTBETCTBMM C 3aKOHOAATENbCTBOM FOCY4apCTB-YNEHOB).





52. B cnyyae HenpeacTaBlieHWsl  OCYAApCTBOM — MPU3HaHWA  NOATBEPXKAEHMS  COrnacoBaHust
(HecornacoBaHUs) 3KCMEPTHOrO 3aKMYEHUs B CPOK, YCTAHOBIEHHbIN NMYHKTOM 50 HacToAwwmx Mpasun, akcnepTHoe
3aKJI0YEHME CYMTAETCS COMIacoBaHHbLIM MPU YCIIOBMU, YTO 3asBuTENeM Gblfin NpeacTaBfieHbl B YNOSIHOMOYEHHbIe
opraHbl (9KCMepTHble opraHusaumu) pedepeHTHOro rocygapcTBa M rocydapcTBa  MpU3HaHUs nepeBodbl
3KCMyaTaUMOHHOTO [OOKYMEHTa MMM WMHCTPYKUUKM MO MPUMEHEHWUIO MeAWMLMHCKOTO W3Oenusi, pyKoBOACTBa MO
CEepPBMCHOMY OBCMYXXVMBaHWIO M TeKCTa MapKUpPOBKM Ha rOCyOdapCTBEHHbIA SA3blK FroCyAapcTBa MpusHaHusa (npu
HanM4YMn COOTBETCTBYIOLLMX TPeGOBaHWIA B 3aKOHOAATENIbCTBE FOCYAaPCTBa NPU3HaHUS).

53. B pamkax npoueayp pernctpauum n aKCnepTmusbl MEQULMHCKOrO U3genusa B COOTBETCTBUM C pasgenom |l
HacTodAwmx [MpaBun OCHOBaHMAMM AONS HECOrnacoBaHUSA rOCYAapCTBOM MPU3HAHUSA 3KCMEPTHOrO 3aKmniovyeHus
SABNSAOTCSA:

a) OCHOBaHWs, NpeayCcMOTPeHHble NyHKTOM 34 HacToswmx MNpaBun;

0) HenpeacTaBneHne 3asiBUTENEM B COMMacoBaHHbLIN CPOK MepeBoda 3KCMMyaTauuoHHOIO AOKYMEHTa unu
WHCTPYKUUN NO NPUMEHEHUI0 MEAULUHCKOro M3genus, pykoBoACTBa MO CEPBUCHOMY OOCMNYXXMBaHWIO U TeKcTa
MapKUPOBKM Ha rocy4apCTBEHHbIN A3blk rocyaapcTBa npusHaHus (Mpu HeobxoaMMocTH);

B) OTCYyTCTBME Ha c4eTe YnoJIHOMOYEeHHOro opraHa (SKCFIepTHOIZ OpFaHVI3aLI,I/IVI) rocygapcrtea npu3HaHuaA
OEHEeXHbIX CpencTB, NMOCTYNMUBLUMX B pe3ylnbTaTe onnatbl 3adaBUTENEM npouenypbl corfiacoBaHUA 3KCNEPTHOro
3aKn4veHnst B NOSTHOM obbeme.

54. B paMKax npouenypbl cornacoBaHUA 3KCMEepTHOro 3akro4YeHud Ha 3apernctpmnposaHHoe MeuLnHCKoe
n3genne B COOTBeETCTBUM C pa3aesioMm VIl HacTosAwmx I'Ipanu'l OCHOBaHUAMU O54 HecornacoBaHMA rocyaapCcTtBom
NPU3HaHNA SKCNEePTHOro 3aKnk4YeHnA ABMATCA OCHOBaHUA, NpeayCMOTPEeHHbIE NMYHKTOM 34 HacToALWmNX I'Ipanm.

55. B pamkax npoueaypbl BHECEHUS USMEHEHUIN B PErMcTpaLMoHHOEe A0Cbe B COOTBETCTBUM C pasgenom V
HacTosAwmx [MpasBun OCHOBaHMAMM ONA HEecorracoBaHWS rocyAapCTBOM MPU3HaHUSA SKCMEPTHOrO 3aKmnioveHus
ABNAOTCA:

a) OCHOBaHUs, NpeayCMOTPEHHbIe NYHKTOM 79 HacToswmx [Npasun;

0) oTCyTCTBME NEPEBOAOB AKCMITyaTaLUMOHHOrO JOKYMEHTa UM MHCTPYKLUUN NO NPUMEHEHWNIO MEANLUHCKOro
n3genvs, pPykoBOACTBA MO CEPBWCHOMY OOCMYXMBAHMIO M TEKCTa MAapKUPOBKM Ha rOCYyAapCTBEHHbIA HA3bIK
rocygapctsa npusHaHus (Npu HeobxoaMMOoCTH).

IV. YperynupoBaHue pa3Hornacum B OTHOLWEHUU COrNTacoOBaHUsA 3KCNEePTHOro 3aKio4YeHuns

56. Mpn oTCyTCTBUM KOHCEHCYCa MO BOMPOCY COrfMacoBaHUS SKCNEPTHOro 3aknioveHusi, ohOpMIIEHHOrO B
pamkax npouenyp permcTpaumm n 3KCnepTusbl MeAULIMHCKOrO U3genusa B COOTBETCTBUM € pasaenom |l HacTosawmx
MpaBun, yperynupoBaHue pasHoOrnacum ocyllecTBnaeTca nyteM obpalleHus YnonHOMOYEHHOro oOpraHa
(akcnepTHOM opraHusaumm) pedepeHTHOro rocygapctaa B KOHCYnbTaTUBHbIA KOMUTET.

57. YNOnHOMOYEHHbI opraH (3KcnepTHasi opraHmM3aumsi) pedepeHTHOro rocyaapcrea Mo CorfacoBaHuio C
3agBuTenemM HanpasnsdeT B KOHCynbTaTUBHBIA KOMUTET 3asiBNieHMe O HEOOXOAMMOCTU PacCMOTPEHUS pPa3HOrnacun
(c ykasaHuem cBefeHun o npegMeTe pasHornacui u ob uTorax NPoOBEAEHHbIX MEPEroBOPOB M KOHCynbTaummn). K
3asBNEHNI0 MOryT npunaratbcs nobble MaTepuanbl, 0OOCHOBbIBaKOLME MO3ULMIO YNONMHOMOYEHHOIO oOpraHa
(aKcnepTHOM opraHusaumm) pehepeHTHOro rocygapcTaa no npeaMeTy pasHornacum.

58. lMocne nonyyeHusi 3asiBNieHNs U MpuUiaraeMbiX K HEMY MaTepuasioB OT YMNOSTHOMOYEHHOro opraHa
(akcnepTHOM opraHusauum) pedepeHTHoro rocygapcTBa KoHcynbTaTMBHBIA - KOMUTET — 3anpawvBaeT Y
YNOMTHOMOYEHHbIX OPraHOB (3KCMEePTHbLIX OpraHu3aLuii) rocy4apcTB NpU3HaHUa Matepuarnbl, NoATBepXKAatoLme Ux
no3nLuMIo Mo NpeamMeTy pasHornacuii.

59. KoHcynbTaTuBHbBIA KOMUTET HanpaBnsaeT yBeAOMIIEHME O NPOBEAEHUU 3acefaHus NO yperynmpoBaHuio
pasHornacuii yrnoriHoOMOYEHHbIM opraHaMm (3KCnepTHbIM opraHu3aumnsam) pedhepeHTHOro rocyaapcTea U rocygapcTs
npu3HaHUsA nocne NpeacTaBneHns UMM COOTBETCTBYIOLLIMX MaTepuarnos.

60. OpraHusauuss ¥ MpoBedeHMe 3acedaHusi Mo YperynMpoBaHuio pasHornmacuii  obecneynBaloTcs
KoHcynbTaTMBHBIM KOMUTETOM. B 3acefaHuu npuvHMMaloT ydyacTue uneHbl KoHCynbTaTMBHOMO KoMuUTETa,
ABNSOWMECS NpeACTaBUTENSIMU YNOMHOMOYEHHbIX OPraHoB (3KCMEpPTHbIX opraHu3auuit). MNpu Heo6xoaMMoCTU Nno
MPEeAoXKEeHUI0 YNONMHOMOYEHHbIX OpPraHOB Af1sl y4acTusi B pacCMOTpeHun obcyxaaemMoro B pamkax 3acefaHus





KOHch'IbTaTMBHOFO KOMUTETa BOMNpOCa MOryT npurnawlatbCa npencraBuUTenn opraHM3au,|/||7| 34paBoOXpaHeHnd,
OKCMEPTHbIX OpFaHI/I3aLI,MI7I, npounssoauTena n gpyrme cneunanuncTbl.

61. o wuTtoram 3acegaHuss KOHCYNbTaTMBHOrO KOMUTETA MPUHMMAETCS peLleHne, KOTopoe HOCUT
pekoMeHAaTeNbHbIV XapakTep.

62. Cpok yperynupoBaHus pasHornacum B OTHOLLUEHMM COrnacoBaHUS 9KCNEPTHOro 3akmnioyeHUsa He OOMmKeH
npesbiwaTte 30 pabounx OHen co OHA HanpaBneHWs YNONHOMOYEHHbIM OpPraHoM (3KCMepTHOM opraHusauumen)
pecdepeHTHOro rocygapctea B KOHCynbTaTMBHbIA KOMUTET COOTBETCTBYHOLLENO 3asiBNIEHNS 1 MaTepuaros.

63. B TeueHue 3 paboumx AHeN CO AHS NONyyYeHWs npoTokona 3acefaHus KOHCynbTaTMBHOMO KomuTeTa no
YPErynupoBaHuio pasHornacui ynonHOMOYEHHbIN opraH (dKcnepTHasi opraHu3auus) pedepeHTHOro rocyaapcraea
Ha OCHOBaHMM pekomeHAauun KOHCynbTaTMBHOIO KOMWUTETa MPUHUMAET peLleHMe OTHOCUTENbHO BO3MOXHOCTU
perncTpaumm MeauLuHCKOro n3genus.

64. B cnyyae ecnu npuHATOE B COOTBETCTBMM C MYHKTOM 63 HacTtoswwmx [MpaBun pelleHue sBnsieTcs
MONOXMUTENbHbBIM, YNOMHOMOYEHHBIN OpraH (3KCnepTHas opraHu3auus) pedepeHTHOro rocygapcrtea B TeveHue 3
pabounx AHEN CO OHSI ero MPUHSTUS:

a) pa3veLLaeT B eAMHOM PeecTpe MeAULMHCKUX U3Oenuii, 3aperMcTpupoBaHHbiX B pamkax Coto3a, cBeeHust
0 MeaMLMHCKOM U3genuu, npedycMoTpeHHble Mopsakom hopMrUpoBaHUs 1 BeAeHWUSI MHDOPMAaLUOHHOW CUCTEMBI;

6) OCbOpMJ'IFIeT perncTpaumoHHoe YyOoCToBEepeHue Uu npunoxeHne K Hemy (C YKa3aHnem rocynapcts
npun3HaHua, ynosiIHOMOYeHHbIMU OpraHamu (SKCFIepTHbIMVI OpFaHVI3aLI,VIF|MI/I) KOTOpPbIX COrfnacoBaHO 3KCnepTtHoe
3a|<moqu|/|e) M BblaeT WX 3asBUTENO CMNocobom, YKa3aHHbIM B 3adBlieHMNn O npoBedeHUn perncrpaunm
MEeOANLIMHCKOIro n3aenua;

B) MpW HanM4mMm No utoram 3acegaHus KoHCynbTaTMBHOIO KOMUTETa rocygapcTsa (rocy4apcTs) NpuU3HaHus,
YMNOSIHOMOYEHHBbIM OpPraHoM (3KCMEepTHOW OpraHusauuen) KOTOpOro He COrfacoBaHO JKCMEpPTHOE 3aKrioyeHue,
HanpaBnsieT 3asBUTENi0 CNocoboM, yKa3aHHbIM B 3asiBNEHWAX O perncrpaumu u aKcnepTuse, yBedoMISieHMe O
MPUHATOM pEeLleHMN YMNONTHOMOYEHHOrO oOpraHa (9KCNepTHOW opraHu3auun) rocygapctsa npusHaHua (C
NPUNOXEHNEM KOMWW MOATBEPXAEHWUS HEeCOrnacoBaHWs 3KCMEePTHOrO 3akmioYeHUs M pelleHust (MPOTOKONbHOW
3anucu) KoHcynbTaTUBHOIO KOMUTETA).

65. B cnyyae ecnu nNpuHATOE B COOTBETCTBUMM C MYHKTOM 63 Hactoswmx [paBun pelueHne ABNseTcs
oTpuuaTenbHbIM, YNOITHOMOYEHHBIN OpraH (3KCnepTHas opraHu3auus) pedepeHTHOro rocygapctea B TeyeHune 3
paboymx OHen co OHA ero NpuHATUA odopMIISIET M BblOaeT 3asBUTENO CMOCOOOM, yKa3aHHbIM B 3asiBIEHUSX O
permctpaumMm n aKcnepTuse, yBegomrneHne ob oTkase B peryctpaunm meguumHckoro nsgenuvs (¢ o6ocHoBaHWEM
NPUYNH OTKa3a U NPUIOXEHNEM KOMUIA 3KCNEPTHOrO 3aKMoveHUsi, NOATBEPXKOAEHUSI HECOINacoBaHUSA SKCNEPTHOro
3aKniYeHns 1 peLLeHus (NPOTOKONbHOW 3anucu) KoHCcynbTaTUBHOIMO KOMUTETA).

V. MNpouenypa BHECEHUSA UBMEHEHUW B perucTpaumoHHoe A0Cbe

66. 3asButen B TeuveHMe 90 KaneHAapHbIX OHEW CO [HA BHECEHUS] M3MEHEHUN B [OOKYMEHTHI,
coAgepxawmecs B permctpaumoHHOM pocbe, 0653aH MHMUMMPOBATb MpoLedypy BHECEHWSI TaKMX WM3MEHEHWUA B
perncTpaumoHHoe gocke.

67. K M3MeHeHMsIM B perMcTpaumoHHoe Aockbe, TPebylowmmM pernctpaumm HoBOro MeauLMHCKOro usaenvs,
OTHOCATCSH:

a) M3MeHeHus1, BrekyLume 3a coboi naMeHeHne OyHKUMOHANBHOMO HasHavyeHus U (Mnu) NpuHumuna gencTems
MEAULIMHCKOIO U3aenus;

0) BknouYeHWe cBegeHUn O Moaendax (Mapkax) 3aperMcTpupoBaHHOrO MEAWUMHCKOro u3genusi, He
COOTBETCTBYIOLLMX KPUTEPUSIM BKIMIOYEHUS B OOHO PErucTpauuMoHHOEe YAOCTOBEPEHME HECKONbKUX Moaenen
(Mapok) MeauLMHCKOro nsgenusa B COOTBETCTBMM € NyHKTOM 19 HacTosawwmx MNMpasun;

B) W3MEHEHWsl, BrieKkyliMe 3a coboN OOHOBPEMEHHOE W3MEHEHVWE CBe[EHWA O npou3BoauTENE U
MPOU3BOACTBEHHOW Nowaake (MPOU3BOACTBEHHbLIX NMOWAAKax) MO OTHOLUEHUIO K CBEAEHMUSIM, yKasaHHbIM B
PErMcTpaLyoOHHOM YOOCTOBEPEHWW, BbIAAHHOM B paMkax npoueayp peructpauuu 1 SKCnepTusbl MeOWLUMHCKOTo
M3nenusi, 3a WUCKIYEeHWEM CBeaeHuii 06 opraHM3aunoHHO-NPaBOBON hopMme, afapece, peopraHuM3auun, UHbIX
CBeEHUI, COAepPXKaLLMXCsl B YCTABHbIX JOKYMEHTax.





68. B cnyyae BHeceHUs1 USMEHEHUN, BreKkyLUuX 3a cOBON M3MeHeHMe IKCNyaTauMoHHOro JOKyMeHTa unu
WHCTPYKUUN MO NPUMEHEHNIO MEAULIMHCKOrO U3genusi, pykoBOACTBa MO CEPBUCHOMY OOCINYXMBaHWIO U TekcTa
MapKuMpoBkKu, B TedeHne 180 kaneHgapHbIX AHEN C OaTbl BHECEHUSA 3TUX U3MEHEHWN paspellaeTcs BbIMYCK B
obpalleHne MeguuMHCKUX U3Oenui, COOTBETCTBYIOLLMX JOKYMEHTaAM U CBEAEHUSIM U3 PETMCTPALMOHHOIO AOCke 40
BHECEHUSI B HEro M3MeHeHui. [JonyckaeTcs OOHOBPEMEHHbLIN BbINMYCK B OOpalleHne MeaMUMHCKUX U3OEeNnuin C
3KcnyaTaunmoHHbIM LOKYMEHTOM MITM UHCTPYKUUEN MO NPUMEHEHMIO MEAMLMHCKOro M3genus, pykoBoACTBOM MO
CEPBUCHOMY OOCIYXMBaHUIO WM TEKCTOM MapKUPOBKM, COOTBETCTBYIOLWMMU OOKYMEHTaM W CBEAEHUsM U3
PErncTpaumoHHOro Jocbe A0 W NOCie BHECEHUS B HETO U3MEHEHWUIA.

69. lpoueaypa BHeCEHMS] U3MEHEHWUA B peErncTpaumoHHOe AOCbe (3a MCKMYEHWEM W3MEHeHWW, Ans
KOTOpLIX NPeAycMOTpeHa npoueaypa Ux BHECEHUS B YBEOOMUTENBLHOM Mopsiake) TpebyeT npoBeaeHus npouenypbl
COrNacoBaHUSl 3KCMEPTHOrO 3aKM4YeHUsl C rocydapcTBaMy NPU3HaHWS, YKasaHHbIMU B PErncTpaLuoHHOM
yOOCTOBEPEHUW, B Nopsiake, ycTaHoBneHHoM pasaenom |l HacToswmx MNpaeun.

70. B uenax BHeCEHUS U3MEHEHUN B perncrTpauuoHHoe A0Cbe 3asBUTENb HanpasnsaeT B YNOMHOMOYEHHbIN
OopraH (3KCnepTHY OpraHn3aumnio) pedepeHTHOro rocygapcTea crieayolme AOKYMEHTbI U CBEAEHUS:

a) 3asfBrieHWe O BHECEHWM U3MEHEHW B pErucTpaumoHHoe Aocke (Ha BymaxHoOM HocuTene u (unu) B
3MEKTPOHHOM BUAe) Mo hopMe cormacHo npunoxeHnto N 7 (Qanee B HacTosieM pasgene - 3asiBlieHUE O
BHECEHWUMN U3MEHEHUI);

0) konmsa OOKyMeHTa, MOATBEPKAAILWEro NosIHOMOYNS YNONHOMOYEHHOrO NpeacTaBuTens npousBoanTens
(npw ero Hanuuuwn);

B) AOKYMEHTbI U CBEAEHMSI O COOTBETCTBYIOLLNX U3MEHEHUSX, B TOM YMCNe AOKYMEHThI, NoaTBEpXaatowmne
N3MEHEHNA U CBUAETENbCTBYIOWIME O TOM, YTO BHECEHME 3TUX WU3MEHEHWUI He BreyveT 3a CoBON U3MEHEHUS
CBOWCTB M XapaKTepuUCcTUK MeaULIMHCKOro U3aenus, BNUSIOLWMUX Ha ero 6e3onacHoCTb, Ka4ecTBO U 3 EeKTUBHOCTb,
U COBEPLLEHCTBYET €r0 CBOWCTBA M XapaKTEPUCTUKN NPU HEM3MEHHOCTUN (DYHKLIMOHANBHOrO HasHa4YeHUst 1 (Unu)
npuHUMNa OencTBUS MeAULMHCKOro u3aenus;

r) KONUM OOKYMEHTOB, MOATBEPXAAMOLWMX ONnaTty npouenypbl BHECEHUS U3MEHEHWA B PErMCTpauMOHHOE
Oocbe B pedepeHTHOM rocyfapcTBe W Mpouefypbl COrnacoBaHUSA SKCMEPTHOrO 3aKriYeHUss B rocygapcTBe
(rocypoapctBax) npusHaHWs, a Takke BblOayu PErMCTPaLMOHHOIO YAOCTOBEPEHUS B pedepeHTHOM rocyaapcree
(npu HeobxogmMmocTn);

) OpuUrMHan permcTpaumoHHOro yaoctoBepenus (aybnukar);
€) On1Cb LOKYMEHTOB.

71. YNONMHOMOYEHHbI opraH (3KcnepTHasi opraHmM3aums) pedepeHTHOro rocygapcrea B TedeHme 7 paboumnx
OHEN CO OHSA MOCTYNMeHWs 3asiBNEHUS O BHECEHMU U3MEHEHWUN, a Takke AOKYMEHTOB U CBEAEHWN, yKa3aHHbIX B
nyHkTe 70 HacToswmx Mpasun, NnpoBoAUT NPOBEPKY NOMHOTHI U AOCTOBEPHOCTU COAEPXKALLUUXCSA B HUX CBEAEHUN.

72. B cnydyae ecnu 3asiBNeHWe O BHECEHWW WU3MEHEHW MNpeAcTaBneHO C HapylleHnem TpeboBaHui
HacTodawmx MNpasun n (MNK) COAEPXKUT HeQOCTOBEPHbIE CBEeAEeHUSA U (MNK) OOKYMEHTbI U CBeAEHWUs!, YKa3aHHbIE B
nyHkte 70 HacTtoswwmx [MpaBun, npeactaBneHbl He B MNOMHOM OO6beme, YNONHOMOYEHHbIN OpraH (3KkcnepTHas
opraHusaumsi) pedepeHTHOro rocyaapcTsa B TedyeHne 7 paboumx OHEN CO OHA MOCTYNMEeHUs Takux 3asiBNEHus,
OOKYMEHTOB U CBeAEeHUI yBeAOMIISIET 3asaBUTENA 0 HEOOXOAMMOCTIN YCTPaHEHUS BbISIBNEHHbLIX HapyLLEeHU 1 (unu)
npeacTaBrneHns  OTCYTCTBYKOLUMX OOKyMeHToB B TedeHne 30 pabounmx p[HeW €O  OHS  pasMeLleHus
COOTBETCTBYIOLLETO YBEOOMIIEHNS B WMH(OPMALMOHHOM CUCTEME YMONIHOMOYEHHOrO oOpraHa (3KCnepTHON
opraHmsaumm) pedepeHTHOro rocygapcrTBa fMbo CO AHA HanpaBneHusl YBeOOMIIEHMS 3adBUTENO0 Cnocobom,
YKa3aHHbIM B 3asiBNIEHUN O BHECEHWUN U3MEHEHUI.

73. B cny4yae ecnu no uctedeHmnm 30 pabounx aHeln 3aaBuTenemM He YCTpaHEHb! BbISBMEHHbIE HApPYLUEHUS U
(vwnn) He npencTaBneHbl OTCYTCTBYHOLIME [OOKYMEHTbI, YMNONMHOMOYEHHbIWN OpraH (3KcnepTHast opraHusaums)
pecbepeHTHOro rocyaapcTea B TedeHne 3 paboumx gHen NnpuHMMaeT pelueHme O BO3BpaTe 3asiBfIeHUA O BHECEHUN
N3MEHEHW U JOKYMEHTOB (C 060CHOBaHMEM NPUYMH BO3BpaTa).

74. B TeyeHune 3 pabounx OHen co AHS NpeAcTaBneHust 3asiBIEHNS1 O BHECEHUN U3MEHEHWIA, JOKYMEHTOB U
CcBeJEeHUI, COOTBETCTBYIOLMX TpeboBaHMsAM HacToswwmx [paBun, a Takke B cnyvae ycTpaHeHus B 30-OHEBHbIN
CPOK BbISIBMIEHHbIX HapyLUEeHUA 1 (Unn) NpeacTaBneHnsa JOKYMEHTOB, COOTBETCTBYIOLLMX TPEOOBAHUAM HACTOSLLUX
MpaBun, ynonHOMOYEHHbIW OpraH (3KCnepTHas opraHusaums) pedepeHTHOro rocygapcraa NPUHUMaeT peLleHne o





Hayane npoLeaypbl BHECEHUSI U3MEHEHUIA B PErMcTpaLMoHHOE A0Cbe U pa3MellaeT B CBOEW MH(OPMAaLNOHHOW
cucTemMe perucTpauMoHHoe [ocbe, coJepxallee 3asiBlieHWe O BHECEHUM W3MEHEHUA U OOKYMEHTbI,
noaTBepXXaatoLmne N3MeHeHus.

75. lNpun NpoBedeHUn 3KcnepTnsbl B Criyd4ae HeJoCTaTOMHOCTU MaTepuanoB U CBeAEHUN, coaepXaluuxcs B
3asBMEHNN O BHECEHUM U3MEHEHWW W JOKYMeHTax, MoaTBepXOatowMX W3MEHEHWsl, YNONHOMOYEHHbIA opraH
(skcnepTHasa opraHusaums) pedepeHTHOro rocygapcrsa HanpaBnsdeT 3asBUTEN0 COOTBETCTBYIOWMA 3anpoc (C
yKa3aHMem 3amMedyaHuin u cnocoboB MX yCTpaHeHus). 3anpoc HanpaBnsAeTcs 3asBUTEN0 OOHOKPATHO CrocoboM,
YKa3aHHbIM B 3aAB1€HNN O BHECEHUM M3MEHEHWUN.

3asBuTenNb NpeAcTaBnseT OTBET Ha 3anpoc B TedyeHne 60 paboumx OHel co OHS ero nosnydeHus. B cnyyae
HenpeAcTaBlieHNst OTBETA B yKa3aHHbIA CPOK YMONHOMOYEHHbIV OpraH (3KkcrepTHas opraHu3aumsi) pecepeHTHoro
rocygapcTea NpuHMMAaeT peLleHre Ha OCHOBaHUM OKYMEHTOB, UMEIOLLMXCS B €0 PacropsiKeHuu.

76. MNpu BbISBNEHUN YNONHOMOYEHHBIM OpraHoM (KCNepTHOW opraHu3auunen) pedepeHTHOro rocyaapcrea B
NpeAcTaBrneHHbIX 3asiBUTENEM B OTBET Ha 3anpoc [OKyMeHTax HEeAOCTOBEPHbIX CBEAEHUN WU LOKYMEHTOB,
COCTaBMEHHbIX UMM coAaepXaliMx TEKCT Ha WHOCTPaHHOM £3blke ©0e3 3aBepeHHOro B YCTaHOBIIEHHOM
3aKoHO4ATENbLCTBOM rOCyAapcTBa-yfieHa Mopsigke nepeBoda Ha pPYCCKUA  A3blK, YMONHOMOYEHHbIN OpraH
(akcnepTHasa opraHusaumsl) pedepeHTHOro rocygapcTBa B TedeHue 2 paboumx OHeW CO OHS MONyYEeHUsA Takux
OOKYMEHTOB Bpy4YaeT 3asBUTEM CNocoOOM, yKa3aHHbIM B 3asIBIIEHWM O BHECEHUW W3MEHEHWUW, peLleHVe O
BO3BpaTe yKa3aHHbIX JOKYMEHTOB (C 060CHOBaHMEM NPUYUH BO3BpaTa U COOBLLEHNEM O BO3MOXHOCTU NOBTOPHOIO
npeacTaBrneHns AOKyMEHTOB [0 UCTEYEHUS yka3aHHOro B ab3ale BTOPOM MyHKTa 75 HacToswmx [Npasun cpoka).

77. YNONHOMOY€EHHbIN opraH (dKcnepTHas opraHv3aunsl) pedepeHTHOro rocygapcrasa NpoBOAUT IKCMEPTU3sy
N ohopmMnseT IKCNEepTHOE 3akmnyeHne cornacHo npunoxeHuto N 8 B TeueHne 30 pabounx gHen co OHA NPUHATUSA
peLleHns 0 Havarne npoueaypbl BHECEHUSA U3BMEHEHUI B PErmMCTpaLMoHHOe JOCkeE.

78. BbiBOAbI, COAEpKaLLMecsi B 9KCNEPTHOM 3aKIMYEHUN, AOIMKHbI OblTb OAHO3HAYHLIMU U NMOHATHBLIMMU.

79. OcHoBaHMsIMM ANst NOATOTOBKU YNOSTHOMOYEHHbIM OpraHOM (3KCMEepPTHOW opraHunsaumnei) pedepeHTHOro
rocygapcTtBa SKCMEPTHOrO 3akIoYeHUst O HEBO3MOXHOCTU BHECEHUS WU3MEHEHWMI B PErMCTPaUMOHHOE [OChbe
ABNSOTCSA:

a) HeOCTOBEPHOCTb NMpeaCTaBIEHHbIX CBeAEHUA, 0OOCHOBbBIBAOLNX BHECEHNE M3MEHEHU (B TOM 4ucne
BbISIBMIEHHAsi MPW OCYLLUECTBMEHMM YMNOSIHOMOYEHHBIMU OpraHamMn roCyAapCTBEHHOIO KOHTpons (Hagsopa) 3a
obpalleHnemM MeguLUMHCKUX N34enui);

6) OTCYTCTBME B NpencTaBJIEHHbIX 3aaBUTENEM OOKYMEeHTax cBeaeHun, noareepXxparnwmnx, 4TO NSMEHEHUA,
BHOC/MMbI€ B OKYMEHTbI, coaepXaljnecda B permctpaumMoHHOM OCbe, He BIEKYT 3a cob0on M3MEHEHNA CBOWCTB U
XapakTepuctnk mMeauumHCKOro msaenund, BInALWKNX Ha ero ©e30nacHOCTb, KayecTBO U SC*)d)GKTMBHOCTb, nnn
COBEPLUEHCTBYIOT cBouicTBa W XapaKTepuctukm npm HEen3MeHHOCTU (byHKLI,I/IOHaJ'IbHOFO Ha3Ha4yeHna w”n (MJ'IM)
npuHUuna OEeNCTBMS MeaMLUMNHCKOrO U3nenus;

B) HEO6XOOMMOCTL MPOBEAEHUSA HOBOW pernctpauumn MeguuuHCKOro n3genvs B COOTBETCTBMM C NMyHKTOM 67
HacToswwmx MNMpasun.

80. YNonHOMOY€eHHbIN opraH (3KcnepTHasa opraHm3auus) pedepeHTHOro rocygapctaa B TedeHne 10 paboumx
OHen co OHA odopmreHus (NonydeHust) SKCNEPTHOro 3akmniYeHUs O HEBO3MOXHOCTU BHECEHUS U3MEHEHU B
perncTpaumoHHoe A0Cbe MPUHUMAaET pelleHne o6 oTKasze BO BHECEHUU ITUX U3MEHEHUN, ohopMIisieT U BbiaaeT
3aABUTENO CNOCOOOM, YKasaHHbIM B 3asiBIIEHMM O BHECEHUN U3MEHEHWUN, yBegoMneHne 00 OTka3e BO BHECEHMM
N3MEHEHN B perncTpaumoHHoe gocbe (C 0O60CHOBaHMEM MPUYMH OTKasa M MPUIOXKEHUEM KOMUWU SKCMEPTHOrO
3aKNOYEeHNsT YNOTHOMOYEHHOrO opraHa (SKCrMepTHOW opraHu3auuu) pedepeHTHOro rocygapcrea M opurMHana
(oybnukaTa) permcTpauuoHHOro yaoCcTOBEPEHUS.

81. Nocne odopmneHus B pedepeHTHOM rocygapcTBe SKCMEPTHOMO 3aKMIOYEHMS O BO3MOXHOCTU BHECEHUS
NU3MEHEHNA B perucTpaLMoHHOE [0Cbe YMOMHOMOYEHHbIM opraH (9KkcnepTHasi opraHusauus) pedepeHTHOro
rocygapctea pasMellaeT B CBoen MHPOPMaLMOHHON CUCTEME PEerMcTpaLlmMoOHHOe A0Ckbe, cCoaepXallee 3asBreHune
O BHECEHUW M3MEHEHUIN N 3KCMEPTHOE 3aKII0YEHNE.

82. B cny4ae oTcyTCTBMS rocydapctBa (rocydapcTB) MPU3HaHUSA YNOMHOMOYEHHbIM opraH (akcnepTHas
opraHusaumsi) pedepeHTHoro rocygapcrtea B TedeHue 10 paboumx gHem co AHA OhopMMeHust SKCNepTHOro
3aKmMYeHMs1 0 BO3MOXHOCTU BHECEHUS UBMEHEHWUI B perncTpaumMoHHOe AOChe:





a) NpUHMMaEeT pelleHWe O BHECEHUUM M3MEHEHWI B perncTpauuoHHoe AOoCbe M pasMellaeT B eguHOM
peecTpe MeAVLMHCKUX WU3Oenuii, 3apermcTpupoBaHHbIX B pamkax Colo3a, CBedeHWUs! O BHECEHUN WU3MEHEHWU B
perncTpaumoHHoe Jocke B COOTBETCTBUM C [NopsakomM hopMMpoBaHusa 1 BedeHWsi MHOPMAaLMOHHOW CUCTEMBI, @
Takke CKaHMPOBaHHbIE KOMUW [JOKYMEHTOB, B KOTOPbIE BHECEHbI M3MEHEHWS;

©) B TeueHme 10 paboumx OHEN Co OHA NPUHATUS peLleHUs O BHECEHUW U3MEHEHUN B perucTpauuoHHoe
Jocbe yBegomnsieT o6 aToM 3asiBUTENSA CNOCOOOM, yKasaHHbIM B 3asiBIIEHUN O BHECEHUWN U3MEHEHUN, a Takke B
crnyyae BHECEHUS U3MEHEHWN B PEerncTpaumoHHOe YAOCTOBEpEeHue u (Mnu) NpunoxeHune Kk Hemy OOpMMseT U
BblJaeT 3asiBUTEN0 CnocoboM, YKasaHHbIM B 3asiBMIEHUM O BHECEHUU W3MEHEHUN, nepeodopMIeHHbIe
perncTpaumoHHoe yYAOCTOBEPEHUE U MPUSIOXKEHNE K HEMY C COXpaHEHUEM MNpexHero Homepa (C ykasaHuem fatbl
BHECEHMS COOTBETCTBYHOLUUX U3MEHEHMI) U BO3BpaALLaeT paHee BblAaHHbIE PErnCcTpaunoOHHOE YOOCTOBEPEHME U
MPUIOXEHNE K HEMY C OTMETKON 00 MX HeJEeNCTBUTENBbHOCTY (C yKasaHneM adaThl).

83. B cnyyae Hanuuusa rocygapcTtBa (rocyaapcTtsB) MPU3HaHUSA U MPU YCIOBUM OTCYTCTBUS pasHOrnacum
Mexay ynorHOMOYEHHbIM OpraHoM (3KCMepTHOW opraHusaumen) pedepeHTHOro rocygapctaa U yrnornHOMOYEHHbIM
OpraHom (3KCMepTHOW oOpraHu3auuen) rocygapcTea (rocygapctB) NPU3HaHMA B OTHOLLEHUM COrflacoBaHust
3KCMEPTHOrO 3aKMYEHNs YNONMHOMOYEHHbIV OpraH (3KcnepTHasa opraHm3auus) pedepeHTHOro rocyaapcraa:

a) B Te4yeHne 10 pabounx gHeWn Co AHA NOMyYeHUs OT YNOSTHOMOYEHHbIX OPraHoB (IKCMEePTHbIX OpraHnsaunii)
BCEX roCydapCTB NPU3HaHWA NOATBEPKOEHUS COrnacoBaHWUS 3KCMEPTHOro 3akoyeHns nubo co AHA MCTeyYeHus
Cpoka, NpegycMOTpeHHOro nyHkToMm 50 HacToswmx MNpasun (npy ycrnosum, 4To 3asBuTenemM Obin NnpeacTaBneH B
YMONMHOMOYEHHbIN OpraH (3KCMepTHYI0 opraHu3aumio) pedepeHTHOro rocygapcrasa fnepeBop dKCnnyaTauMoHHOro
OOKYMEHTa WU UHCTPYKUMW N0  NPUMEHEHUI0 MEAMLMHCKOro U3Aenus, PpyKoBoACTBa MO CEPBUCHOMY
06CNyXMBaHUIO U TEKCTa MapKUPOBKM Ha rocyAapCTBEHHbIE A3bIKM rOCYAapcTB NpU3HaHms (Mpu HeobxoanmMocTh)),
NPUHUMaeT pelleHne O BHECEHWUM WU3MEHEHUN B permcTpauMoHHOe AOCbe W pa3MellaeT B eauHOM peecTpe
MEeOUUMHCKUX W3OENUi, 3aperucTpupoBaHHbiX B pamkax Cowsa, cBegeHus O BHECEHWW W3MEHEeHWh B
perncTpaumoHHoe Jocbe B COOTBETCTBUM C [lopsiakom dhopmMupoBaHUs U BeAeHUs MHPOPMaLUMOHHOW CUCTEMBI, a
TaKkKe CKaHWpPOBaHHbIE KONUW AOKYMEHTOB, B KOTOPbI€ BHECEHb!I U3MEHEHUS;

6) B TeyeHne 10 paboumx OHEWN CO AHSA MPUHSITUS PELUeHUst O BHECEHUU W3MEHEHWUA B pernctpaumoHHoe
Jocbe yBegomnsieT o6 3ToM 3asiBUTENS cnocoboM, ykasaHHbIM B 3asIBIIEHMN O BHECEHUM U3MEHEHWUI, a Takke B
criyyae BHECEHVSI U3MEHEHWA B PErmcTpauMoHHOe YAOCTOBEpeHve U (Unu) nNpunoxeHne K Hemy odOpMNSAeT U
BbldaeT 3asBMTEM CnocoboM, YykasaHHbIM B 3asiBIEHUN O BHECEHUU U3MEHEHUN, NepeodOpMIIEHHbIE
PEerncTpaumMoHHOe YAOCTOBEPEHME N NPUMOXKEHNE K HEMY C COXPaHEHMEM NPEXHEro HOMepa (C ykasaHvem Aatbl
BHECEHUSI COOTBETCTBYIOLLMX U3MEHEHWIA) U BO3BpaLLAET paHee BblAaHHble PEerncTpaumMoHHOE yAOCTOBEPEHUNE U
NpUNoXeHne K HEMy ¢ OTMETKON 06 UX HegeNCTBUTENBHOCTM (C yKka3aHneM aathbl).

84. HecornacoBaHune 3KCMEpPTHOrO 3ak/oyYeHUs YMNoSIHOMOYEHHOro opraHa (9KCcrnepTHOW opraHusauum)
pedepeHTHOro rocyaapctea B OOHOM W3 TOCYydapCTB MNPU3HAHMS SABMSETCA OCHOBAHWMEM AN UCKMOYEHUs
MHbopMaLMn 06 3TOM rocyapcTee U3 PErncTPaLMOHHOIO YAOCTOBEPEHUS.

85. Ecnu ynonHOMOYEHHbIV OpraH (3KcrnepTHas opraHusauus) rocygapctBa MpU3HaHUSA He cormacosan
9KCMEepTHOE 3aKrlYeHWEe W YMOJSIHOMOYEHHbIV OpraH (3KcnepTHas opraHusauus) pedepeHTHOro rocygapcrea
cornaceH C BbiBO4AMM YMOMHOMOYEHHOrO oOpraHa (9KCMepTHOM opraHu3auuun) rocygapctsa nNpU3HaHUSA
OTHOCUTENbHO HEBO3MOXHOCTU BHECEHUSI U3MEHEHUA B pernctpaunoHHoe aochbe, yHOﬂHOMOLIeHHbIVI opraH
(akcnepTHas opraHmsaums) pedepeHTHOro rocyaapcTea:

a) B TeyeHne 10 paboumx gHelN co OHA MOSyYEHUS OT YNONHOMOYEHHbIX OPraHOB (3KCMEPTHbLIX OpraHu3aLuii)
BCEX rocyaapcTB NpU3HaHWsA NOATBEPKAEHMWS COrmnacoBaHUs (HECOrIacoBaHUs) KCMEepPTHOro 3aKmnioyYeHns NMbo co
[HSl CTeYeHMs1 cpoka, NpeaycMOTPeHHoro nyHkToMm 50 HacTosiwmx MpaBun, npyvHMMaeT pelleHne o6 oTkase BO
BHECEHUWN U3MEHEHWUI B PErMCTpaLMOHHOE AOChE;

6) B TedeHne 10 paboumx AHEW CO OHS MNPUHATUA pelleHus o6 oTkase BO BHECEHWW W3MEHEHWA B
perncTpaumMoHHoe [ocbe oopMnseT U BblgaeT 3asdABUTEN0 CNocoboM, ykasdaHHbIM B 3asiBNEHWM O BHECEHUU
N3MeHeHW, yBedomMneHne ob oTKase BO BHECEHUW W3MEHEHWW B perumcrpaumoHHoe focbe (C 0BOoCHOBaHMEM
MPUYNH OTKa3a, a TaKkke C NPUIOXKEHNEM KOMUKN IKCMEPTHOrO 3aKo4eHNs YNONTHOMOYEHHOro opraHa (3KCnepTHOW
opraHusaumm) pedepeHTHOro rocygapctsa, KOnuu (KOMWi) MOATBEPXAEHWs cornacoBaHMsA (HecornacoBaHuWs)
SKCMEePTHOrO 3aKMNioYeHUs 1 opurMHana (aybnvkaTa) perncTpaumMoHHOro yA0CTOBEPEHUS).

86. Ecnu ynomHOMOYEHHbI opraH (3KCnepTHasd opraHuMsauusi) rocyaapcTBa MpPU3HaAHWSA He cornacoBan
3KCMEPTHOE 3aKMYEHNe M YNONTHOMOYEHHLIN OpraH (3KcnepTHas opraHu3auus) pedepeHTHOro rocygapcrea He





cornaceH c BblBOgAMUW YMONHOMOYEHHOIO oOpraHa (3KCMEepPTHOM oOpraHuM3auunM) rocyaapctea MNpU3HaHUS
OTHOCUTENbHO HEBO3MOXHOCTU BHECEHUSI W3MEHEHWA B PErncTpauuoHHOE A0Cbe, YMONHOMOYEHHbIA OpraH
(aKcnepTHasa opraHmsaums) pedepeHTHOro rocyaapcrea:

a) B TeyeHne 10 paboumx AHeEN CO OHA NONyYeHUst OT YNONMHOMOYEHHbIX OPraHOB (SKCNepPTHbLIX OpraHmM3auunn)
BCEX rocyaapcTB NpU3HaHUA NOATBEPXKAEHUS CornacoBaHusi (HECOrnacoBaHUS) 3KCNEPTHOro 3akntoyveHus nmbo co
OHS  UCTeYeHMs CpoKa, YCTaHOBMNEHHOr0 Ha npeaocTaBneHwe rocyaapcTBaMyn MNPU3HaHUS  yKasaHHOro
noaTreepxaeHus (Npy ycrnosuu, 4YTO 3asBuUTeneMm Oblnl NpeacTaBneH B YNOMHOMOYEHHbIN opraH (3KCNepTHYHO
opraHusaumio) pedepeHTHOro rocygapctsa nepeBof IKCMyaTauMOHHOrO [AOKYMEHTa UMM WHCTPYKLUMKU MO
NPUMEHEHNIO MEOMWLIMHCKOrO M3Oenusi, pyKOBOACTBA MO CEPBUCHOMY OBCMY>XUBAHMIO U TEKCTa MapKUPOBKM Ha
rocyaapCTBEHHbIE A3bIKM rocyaapCTB Npu3HaHus (NpyM HeobxoammocTn)):

NPUHMMAET pELUEHNE O BHECEHUMU W3MEHEHWA B PErucTpauMoHHOE [ocbe U 06 UCKMYEeHUM U3
PErncTpauUMoOHHOIO YAOCTOBEPEHUST MHpopMaL MM O rocyaapcTBe (rocydapcTBax) NPU3HaHWs, YNONTHOMOYEHHbLIM
OpraHom (3KCnepTHOM opraHmnsaumein) KOTOPOro He COrnacoBaHO AKCNEPTHOE 3aKMOYEHUE;

pa3MmelwlaeT B eAnHOM peecTtpe MegULUNHCKUX nsgenun, 3aperncTpmpoBaHHbIX B paMKax Coto3a, cBegeHust o
BHECEHMWN M3MEHEHUN B pernctpaunoHHoe p[ocbe B COOTBETCTBUM C nOpﬂﬂKOM (bOpMI/IpOBaHI/IFI n BeaeHudA
I/IHCbOpMaLI,VIOHHOVI CUCTEMBbI, a TakKXe CKaHUPOBaHHbIE KOMUN OOKYMEHTOB, B KOTOPbI€ BHECEHbI UIBMEHEHUA,

0) B TedeHne 10 paboymx AHEWN CO OHA NPUHATUS peLleHUs O BHECEHWM U3MEHEHWA B PErncTpauuoHHOe
aocbe:

yBeAOMMseT 3asBMTENs O BHECEHWU W3MEHEHVWW B perucTpaumoHHoe Aocbe M 06 UCKMYeHUU u3
perncTpaumMoHHOro yYAoCcToBepeHus MHopmauun o rocyaapcTBe (rocygapcTBax) NPU3HaHWs, YNONTHOMOYEHHbIM
OpraHoM (3KCNepTHOWM opraHu3aumein) KOTOPOro He COrnacoBaHO JKCMEPTHOE 3aknioyeHue, crnocobom, ykasaHHbIM
B 3asIBMIEHMN O BHECEHWW WU3MEHEHWW (C MPUIOXEeHWeM KOMUU NOATBEPXOEHUS HecOornacoBaHWs 3KCNEPTHOro
3aKknioyeHns);

odhopmnsieT U BbldaeT 3asABUTENO CMNocobOM, YyKa3aHHbIM B 3asiBIIEHUM O BHECEHUN W3MEHEHWUN,
nepeodOpMIIEHHbIE PErMCTPALUOHHOE YAOOCTOBEPEHWE U MNPUITOXEHUE K HEMY, M3 KOTOPbIX MWCKOYEHa
WMHpopmMaums o rocyaapcTaee (rocygapcraax) NnpusHaHus, YNONHOMOYEHHbIM OpraHoM (3KCMepTHOW opraHu3aumen)
KOTOPOro He COrfiacoBaHO 3KCMEPTHOE 3aKkiioYeHWe, U B KOTOPblE BHECEHbI M3MEHEHUA B COOTBETCTBUM C
3asBMEHNEM O BHECEHUN W3MEHEHWI, C COXPAHEHMEM TMpPEXHEro Homepa (C ykasaHMeM pJdaTbl BHECEHMWS
COOTBETCTBYIOLLMUX NUSMEHEHUI);

BO3BpalLlaeT 3asBUTEN0 CnocoboM, yKasaHHbIM B 3asiBNEHUN O BHECEHUW W3MEHEHWI, paHee BblaHHble
perncTpaumMoHHOE YOOCTOBEPEHUE U MPUIIOXKEHME K HEMY C OTMETKON 06 UX HeaeWCTBUTENbHOCTU (C yKasaHUeM
narbl).

VL. I'Ipou,enypa BHECEHUA N3MEeHEeHUn B perncrtpaumoHHoe AoCbe B yBegOMUTEeNbHOM nopsanke

87. I'Ipou,e,qypa BHECEHMS U3BMEHEHUN B perncTtpaumMoHHoe OoCbe B YBEOOMUTENIbHOM NnopAaaKke npuMeHdeTCA
B cneayrwLwmnx cnyyasax:

a) N3MEHEHNA KacaroTCA CpPOKOB nencreuns AOOKYMEHTOB, coaepXalwuxcd B pernctpaunoHHOM AOoCbe
(aKTyaJ'IVI3aLI,I/IFI AOOKYMEHTOB pernctpauymMoHHOro gocbe 3aFIBI/ITeJ'IeM);

6) U3MEeHEeHUA BHOCATCA npoun3sBoguTenemMm mMeanmumnHCKMX n3gennin Knacca noTeHuuanbHOro pUcCKa
npuMeHeHunsa 1 nnu HeCTepunbHbIX MeaULUNHCKUX M3genuin knacca noTeHUnanbHOro pucka npmMeHeHudA 2a,
npoweawnm  OUEeHKY CUCTeMbl MeHeKMeHTa KadectBa MeOuUMHCKOro wusgenusa (BKJ'HO‘-IaFl npoueccobl
NnpoeKkTnpoBaHna u pa3p360TKM MeONLIMHCKUNX I/I3,Cl,e]'|l/|l7|) B CoOoTBeTCTBUKN C Tpe6OBaHVI9|MI/I K cucrteme
MeHeP)KMEeHTa Ka4veCTBa,

B) M3MEeHeHNAa KacaloTCda cnegyrowmx cBedeHun o npoussoauTene MeguuunHCKOro wusgenva unm ero
YNONMHOMOYEeHHOM npeacTaBuUTene:

HanmeHoBaHune Kpunan4eckoro nuua (I'IOJ'IHOG N CoKpalleHHoe (I'Ipl/l HaﬂVI‘-IVIVI), B TOM 4ucne cpwpmeHHoe,
HaI/IMeHOBaHVIFI), agpec MeCTa HaxoxaeHuna nnmn agpec mecrta OCyLeCTBIIEHNA OeATENIbHOCTH,

(*)aMI/IJ'II/IFl, nM4, oT4eCTBO (r|p|/| HaJ'II/IHI/II/I), agpec MecCTa XutenbCctBa nHaAnBMayarnbHOro npeanpuHuMartens
nnu agpec mecta ocyuleCcTBieHna AeATelIbHOCTU U PEKBU3UTLI AOKYMEHTA, yaoCcToBepArLero JIM4HOCTb;





r) W3MEHEHUs HaMMEeHOBaHMS MEAMLMHCKOro W3Oenusl B 4acTM TOBapHOrO 3Haka W MHbIX CPeacTs
UHOMBUAYaNM3aLunK;

[0) V3MEHEHUs 3aknioyalTcA B WCKIMIOYEHUU cCBedeHuin o Mopenu (Mapke) MeOUUMHCKOro uagenus us
PerncTpaumMoHHOro Ya0oCTOBEPEHUS.

88. B Lenax BHECEHUS M3MEHeHW B perucTpauuMoHHOe A0Cbe B YBEAOMWUTENbHOM MopAdKe 3asBUTEnb
HanpaBnaeT B YMNOMHOMOYEHHbIA opraH (3KCMepTHYI OpraHu3aumio) pedepeHTHOro rocydapcTea creayloline
[OKYMEHTbI U CBeAeHUs:

a) 3asiBNeHne O BHECEHUN W3MEHEHWA B pPEermcTpauMoHHOe [O0Cbe B YBEAOMMUTENbHOM nopsake (Ha
ByMaXHOM HOcuTene 1 (Mnu) B 3NEeKTPOHHOM BuAe) no cdopme cornacHo npunoxeHuio N 9 (ganee B HacTosiLeM
pasfene - 3asiBNeHWe 0 BHECEHUN N3MEHEHWIA);

6) Konuna OOKyMeHTa, noarBepXaakwero noyiHoMo4na ynoryiHoMOYeHHOro npencraBsutend npon3BoguTend
(I'Ipl/l HalnM4ynn ynosiIHOMO4YeHHOro npeacraBurtens I'IpOVI3BOﬂ,VITeJ'IFI);

B) AOKYMEHTbI U CBEAEHMS O COOTBETCTBYIOLIMX M3MEHEHUSAX, B TOM YMCre AOKYMEHTbI, NoATBepXaatoLme
NU3MEHEHNST U CBUAETENbCTBYIOWME O TOM, YTO BHECEHME ITUX WU3MEHEHWU/ He BrnedeT 3a coboW M3MeHeHus
CBOWNCTB U XapaKkTepUCTUK MEOAULIMHCKOrO N3aenusi, BMSIOWNX Ha ero 6e30nacHOCTb, ka4eCcTBO M 3h(PEKTUBHOCTD,
U COBEPLLEHCTBYET €ro CBOWCTBA N XapaKTEPUCTUKM MPU HEU3MEHHOCTU (DYHKLMOHANBHOIO Ha3Ha4yeHms 1 (Mnm)
npyvHUMNa 4eNCTBUA MEOULVMHCKOrO U3aenus;

) oTyeTbl O pe3ynbTaTtax NEPBUYHOrO, NEPUOAMYECcKOro (MraHOBOro) M BHEMSIaHOBOrO MHCMEKTUPOBaHMSA
npouseoacTea (B crnyyae, NnpeaycMOTPEHHOM NoAnyHKToM "6" nyHkTa 87 HacToswwmx Mpasun);

) KOnuu JOKYMEHTOB, MOATBEpPXAaloWwMX onnaTty npoueaypbl BHECEHUS U3MEHEHWiA B perMcTpauuoHHoe
[OCbe B YBEOOMUTENbHOM Topsiake B pedepeHTHOM rocydapcTBe, a Takke BblAayu pernctpauyvoHHOro
YOOCTOBEPEHMWS B pedpepeHTHOM rocygapcTee (Mpy Heo6XoanuMocTu);

€) opurMHan permcTpauuoHHOro yaoctoBepeHus (aybnvkar) (B cnydae HeobGXoaMMOCTU BHECEHUSI B HEro
N3MEHEHNI);

) OMUCb JOKYMEHTOB.

89. 3asiBneHne o BHECEHUM U3MEHEHUI U [OKYMEHThI, NOATBEPKAAIOLLME U3MEHEHUS (B TOM YMCIE OTHETHI O
pesynbTaTtax WHCMNEKTUPOBaHMSA MPOU3BOACTBA), pa3MeLllaTcs  YNONHOMOYEHHBIM OpraHoM  (3KCMepTHOW
opraHusaumein) pedepeHTHOro rocygapctea B CBOeN MHAOPMALUMOHHOM CUCTEME C NpenocTaBlieHMeM [ocTyna
TONBbKO YMOMMHOMOYEHHBIM OpraHam (3KCNepTHbIM OpraHmsaunsam) pedepeHTHOro rocygapcrTBa M rocygapcrsa
(rocygapcTB) Npu3HaHus.

90. YNONMHOMOYEHHbBI opraH (3KcnepTHasi opraHuMsaLms) pedepeHTHOro rocyfapcraea B TedeHme 7 paboumnx
OHen co OHS MOCTYNMNeHUsa 3asBfeHUs O BHECEHUU U3MEHEHUN, a Takke AOKYMEHTOB U CBeOEeHWUN, YKa3aHHbIX B
nyHkTe 88 HacTosAwwmx Mpasun, NpoBOANT NPOBEPKY MOMHOTLI 1 JOCTOBEPHOCTU COAEPXKALLUXCSA B HAX CBEAEHUI (B
TOM YUCIEe CpOKa AeNCTBUSA OTYETOB O pesyrbTaTax MHCNEKTUPOBaHUSA NPOM3BOACTBA).

91. B cnyyae ecnu 3asiBfieHNe O BHECEHWM W3MEHEHWA NpeAcTaBfieHO C HapylleHnem TpeboBaHui
HacTosAwmx NpaBun, cooepXMT HeOOCTOBEPHbIE CBEAEHUSA U (M) OOKYMEHTbI U CBEAEHUS, YKa3aHHbIe B MyHKTE
88 HacTtodAwmx NpaBun, npegcTaBneHbl HE B MOSIHOM 06beme, YyNOMHOMOYEHHBIN OpraH (3KcnepTHasa opraHvM3aunst)
pecbepeHTHOro rocyaapcTea B TeveHue 7 pabouvx OHEW CO AHSI MOCTYNNEeHUs Takux 3asiBNeHusi, JOKYMEHTOB U
cBedeHun yBedoMMseT 3asBuTensd O HeobBXOAUMOCTW YCTPaHEHUS BbISBMEHHbIX HapyweHun wu  (1unwu)
npeacTaBrneHnMs  OTCYTCTBYKOLUMX OOKyMeHToB B TedeHne 30 pabounmx p[Hel €O  OHS  pasMeLleHus
COOTBETCTBYIOLLErO YBEAOMMEHUA B WHEHOPMALMOHHON CUCTEME YMNONTHOMOYEHHOrO OpraHa (3KCnepTHON
opraHusaumm) pedepeHTHOro rocygapcrtea nnbo cO OHA HanpaBneHusl YBEAOMIIEHUS 3asdABUTENO Crnocobom,
YKa3aHHbIM B 3asiBNIEHUN O BHECEHWUN U3MEHEHNI.

92. B cny4ae ecnu no uctedeHmnm 30 pabounx aHeln 3aaBuTeNeM He YCTpaHEHbI BbISBMEHHbIE HApYLUEHUS U
(vnn) He npeacTaBneHbl OTCYTCTBYHOLIME AOKYMEHTbI, YMNOMHOMOYEHHbIN OpraH (3KcnepTHas opraHv3aums)
pedepeHTHOro rocygapctea B TeveHne 3 pabounx gHen NpuHMMaeT peLleHne 0 Bo3BpaTe 3asiBNEeHUs O BHECEHUU
N3MEHEHNI U JOKYMEHTOB (C 060CHOBaHMEM NPUYMH BO3BpaTa).

93. B TeueHne 3 pabounx OHen co AHS NpeAcTaBneHUst 3asiBIEHNSI O BHECEHUN U3MEHEHWIA, JOKYMEHTOB U





CBeOEeHUN, COOTBETCTBYIOLLMX TpeboBaHNsAM HacTosLmx NpaBun, a Takke B cryvyae yCTpaHEHUS B YCTAHOBMEHHbIN
nyHkTOM 91 HacToawmx [lpaBun CpPOK BbISABMAEHHbLIX HapyleHUun u (Mnu) npeactaBrieHns [LOKYMEHTOB,
COOTBETCTBYIOLWMX TpeboBaHMAM HacToswmx [lpaBun, YNONMHOMOYEHHBIM OpraH (3KcnepTHas opraHumsauums)
pecdepeHTHOro rocygapctBa MpMHMMAeT peLlleHMe O Havane npouedypbl BHECEHUS U3MEHEHUA B
perncTpaumoHHoe [OoCbe B YBEOOMWUTESIbHOM MOpsiAke M pasmellaeT B CBOeN MHGOPMALMOHHOW CUCTEME
perncTpaumoHHoe Oocke, CoaepKallee 3asiBlieHNEe O BHECEHUN U3MEHEHWIA.

94. B cny4ae ecnv CpoK OeWCTBUA OT4eTa O pesynbTarax MHCMEKTUPOBaHWSA NPOU3BOACTBA UCTEK (Ans
cnydvasi, NnpeayCcMOTpeHHOro noanyHkToM "6" nyHkrta 87 HacTtodAwwmx Npasun), 3asBneHne 0 BHECEHUN U3MEHEHUN
He NPUHUMAaETCa N BHECEHUE U3MEHEHUN B perncTpauuoHHoe 4OCke NPOBOAMTCS B COOTBETCTBMM C NpoLeaypon,
npeaycMoTpeHHon pasgenom V HacToawmx Mpasun.

95. BHeceHMe W3MEeHEeHWI B PperncTpaumMoHHOe [0Cbe B YBEAOMUTENILHOM MOPSiAKE OCYLLECTBISETCS
YNONHOMOYEHHbLIM OpraHoM (3KCMepTHOW opraHu3aLuueit) pecdbepeHTHOro rocygapctea B TedeHue 15 paboumx gHen
CO [HS MNPUHATUA pelleHnss O Havyane npouedypbl BHECEHUA W3MEHEHWd B perucTpauMoHHoe [OoCbe B
yBe4OMUTENbHOM MopsaaKe.

96. Mpoueaypa BHECEHNSA U3MEHEHWIA B perncTpauuoHHoe J0oCbe B yBeAOMUTENbHOM Mopsiake He TpebyeT
cornacoBaHns C rocyaapcTBaMu MpusHaHus. B cBA3M ¢ 3TUM rocydapctea NpU3HaHWA B 3asiBIIEHUM O BHECEHMU
N3MEHEHUIA HE YKa3bIBAIOTCS.

97. B cnyyae ecnu BHOCMMble W3MEHEHWUsl KacaloTCA CBeAEHW, codepXaliuxcs B perncTpauuoHHOM
YAOCTOBEPEHUM, YMONHOMOYEHHbI oOpraH pedepeHTHOro rocygapcTsBa BblAaeT HOBOE perMcTpauuoHHoe
yAOCTOBEPEHME C COXPaHEHNEM MPEXHEro HoMmepa (C ykasaHMeM AaTbl BHECEHUSI COOTBETCTBYHIOLLMX U3MEHEHUIA).

98. OcHoBaHMsAMWN ONSA MPUHATUSA YNOMHOMOYEHHBIM OpraHoM (3KCNepTHOW opraHusaumen) pedepeHTHOro
rocygapctea pelleHuss o6 oTka3e BO BHECEHUW W3MEHEHUA B pPerncrpauuoHHoe AOCbe B YBEOOMWUTENbHOM
nopsiake ABNAKTCA:

a) HeOOCTOBEPHOCTb MNPEACTaBMEHHbIX CBEeAeHWl, OBGOCHOBLIBAIOWMX BHECEHWE W3MEHEHWn B
yBe4oMUTENbHOM nopsake (B TOM 4mMcre UCTedeHue Cpoka OEeMCTBUA oT4yeTa O pesyrnbTaTax WHCMEKTUPOBaHUA
NpPOM3BOACTBA);

0) HecoOTBETCTBUE NPEACTABMNEHHbIX JOKYMEHTOB U CBeAEHUI NYHKTY 88 HacTosawmx MNpasun;

B) HEO6XOOMMOCTL MPOBEAEHNSA HOBOW perncTpauumn MeguuuHCKOro m3genvs B COOTBETCTBMM C NMyHKTOM 67
HacToswwmx Npasun;

F) HEeCOOTBETCTBME BHOCUMbIX N3MEHEHWI cny4yadaMm, yKa3aHHbIM B MYHKTE 87 HacToALwmnx npaBI/IJ'I.

99. YNONMHOMOYEHHbI opraH (3KcnepTHasi opraHmM3aums) pedepeHTHOro rocygapcrea B TedeHme 5 paboumnx
OHEN CO [OHSA TNPUHATUS peleHnss o6 oTka3e BO BHECEHWM W3MEHEHUW B pErncTpauuoHHOe [oCbe B
yBEOOMUTENBHOM Mnopsake ohopMnseT M BblgaeT 3asBUTEN0 CNocobOM, yKasaHHbIM B 3as8BIIEHUM O BHECEHWU
NU3MeHeHu, yBeaoMneHne ob oTkase BO BHECEHUM U3MEHEHUA B pernmcTpauuoHHOe A0Chbe B YyBEOOMMUTENbHOM
nopsigke ¢ 06OCHOBaHMEM, a Takke BO3BpallaeT 3asiBMTEN0 CMOCOOOM, yKasaHHbIM B 3asBNIEHUU O BHECEHWUU
NU3MeHeHW, paHee BblJaHHble pPerucTpaumoHHOe yaocToBepeHue (OyOnukaT) U NpUNoXeHne K Hemy B criydae ux
npeaocTaBneHus.

100. YNOMHOMOYEHHbIA opraH pedepeHTHOro rocyaapctea B TedeHne 5 paboumx AHeW CO AHA MPUHATUS
peLleHnst O BHECEHMN U3MEHEHWI B PErMCTPaLMOHHOE JOChe B yBEAOMUTENBHOM NOpPSKe:

a) pa3MellaeT B eAMHOM PEecTpe MeaMLMHCKUX N3Oenuii, 3aperncTpupoBaHHbiX B pamkax Colo3a, cBeaeHus
O BHECEHWUM U3MEHEHWIn B perucTpauMoHHoe AoCbe B COOTBeTCTBMM C [opsiakomM (hopMUPOBaHWA U BedeHus
MHPOPMALIMOHHOMN CUCTEMbI, @ TaKKe CKaHMPOBaHHbIE KOMUM JOKYMEHTOB, B KOTOPbIe BHECEHbl U3MEHEHWS;

0) odopmnsieT M BbigaeT 3asBMTENI0 CMOCOOOM, YyKa3aHHbIM B 3asiBNIEHUM O BHECEHUM W3MEHEHUN,
yBEOOMJIEHNE O BHECEHWM W3MEHEHWI B PErucTpauMoHHOE AOCbe B YBEAOMUTENBbHOM MOPSAAKE, a Takke npu
HeobxooMMOoCTU NepeodOpPMIIEHHbIE PErMCTPALMOHHOE YOOCTOBEPEHMNE U MPUMOXEHME K HEMY C COXPaHEHWeEM
npexHero Homepa (C ykazaHveM AaTtbl BHECEHUSI COOTBETCTBYIOLLUNX U3MEHEHUI);

B) BO3BpalLaeT 3asBMTEN0 CrocoboM, yka3aHHbIM B 3asiBIEHUN O BHECEHWUU U3MEHEHWI, paHee BblaaHHble
perncTpaunoHHoe yaoCToBepeHUe (QyGnukaT) u NpUnoXxeHue K HeMy C OTMeTKoW 06 X HeOoeWCTBUTENBHOCTM (C





yKasaHueMm [aTbl) B Criyvyae ux npegocTaBrneHus.
VII. Mpouenypa Bbiaaum gyobnukara permcTpauMoHHOro yaocToBepeHus

101. B cnyyae yTtpatbl (Mopyn) PErMCTPaLMOHHOIO YAOCTOBEPEHUS 3asiBUTENb BrpaBe obpaTuTbcA B
YNOMHOMOYEHHbI OpraH pedepeHTHOro rocydapcTBa C 3asiBlieHMeM O BblAave AyGnvkaTa perucTpaumoHHOro
yaocToBepeHusi (Ha GyMaxkHOM HocuTese U (Unn) B aNEKTPOHHOM Buae) no dopme cornacHo npunoxeruio N 10.

102. B cnyyae nopunm perucTtpauuoHHOro YAOCTOBEPEHUs K 3asBneHuto O Bblgaye Aaybnvkarta
perncTpaumoHHOro yaAoCTOBEPEHUS NpUnaraeTcs NCNopYeHHoOe percTpaLmoHHoe YOOCTOBEPEHNE.

103. B TeyeHne 5 paboumx gHewm co OHSA MONyyvYeHus 3asiBNeHUst 0 Bblgadve aybnukaTta perMctpauyMoHHOro
YOOCTOBEPEHMST  YMNOSNIHOMOYEHHbI opraH pedepeHTHOro rocygapctea odpopmnisieT Ha 6naHke pybnukar
PErncTpaumoHHOro y4OCTOBEPEHUS] U BbIOAET €ro 3asiBUTEN0 CrnocoboMm, yKasaHHbIM B 3asiBieHMM O Bblgade
aybnvkaTa peruMcTpaumMoHHOro y4OCTOBEPEHNS.

104. B cny4yae ecnv npeAcTaBlieHHOe 3asiBfieHVe O Bblaaye Aybnuvkata permcTpaluMoHHOro YaAoCTOBepeHus
ocbopMIieHO HeHagnexawum obpasoM U (Mnn) B HEM yKasaHbl HeOJOCTOBEpPHbIE CBEAEHMWS, YNOJIHOMOYEHHbIN
opraH pedepeHTHOro rocyaapctea odopmisieT pelleHue o6 oTkase B Bblaade Ay6nukata pernctpauvoHHOro
YAOCTOBEPEHMUSI.

VIil. I'Ipou,e,qypa cornacoBaHus 3KCNepTHOro 3aknw4yeHnsa Ha 3aperucTtpmposaHHoe megmumnHCKoe nigenve

105. [Mpouenypa perucTpaumMnm MEeAVMUMHCKOTO W3OEenusi, 3aperMcTpUpoBaHHOIO B COOTBETCTBUM C
HacTosiwmmu [paBunamu, B rOCyAapCTBax-yfieHax, He YyKa3aHHbIX B PErucTpauMoHHOM  YAOCTOBEPEHWUU,
OCYLLECTBMSETCA MyTEM COMMACOBaHNs YMOMHOMOYEHHbIMM OpraHaMu (3KCMEepPTHbIMU OpraHu3auusiMm) 3TUX
rocyqapCTB-YNE€HOB  OKCMEPTHOro  3aknoudeHuss. Mo  uTOram cornacoBaHWsi  YMONHOMOYEHHBIM  OpraHoM
pedepeHTHOro rocynapcTea BblAaeTCsi PEerncTpauMoHHOEe YOOCTOBEPEHME C yKa3aHMEM BCEX TOCYAapCTB
MPU3HaHWs, YNONMHOMOYEHHbLIMM OpraHaMu (3KCMEPTHLIMWM OpraHM3aLusiMu) KOTOPbLIX COrfacoBaHO 3KCNEPTHOE
3aKroYveHme.

106. 3asiBUTenb npeactaBnseT B YMNOMHOMOYEHHbI OpraH (3KCMEepTHYH opraHuM3auuio) pedepeHTHOro
rocygapcTea cnefyoLime JOKYMeHTbl (Konum AOKYyMEHTOB):

a) perucTtpauuMoHHOe [0Cbe, coAepxallee 3asdBreHMe O MNpPOBEeAEeHMM COrnacoBaHUs 3KCNEepPTHOro
3aKnNOYEHUs Ha 3aperncTpmpoBaHHOe MeaULHCKOE nsaenue (C ykasaHvem rocygapcTtea (rocy4apcTB) NpU3HaHus,
He yKa3aHHOro B permcTpauuoHHOM YAOCTOBepeHun) (Ha BymaxHOM HocuTene u (unu) B 3neKTpOHHOM BUAE) MO
dopme cornacHo npunoxexHnio N 11 (danee B HacTosLeM pasgerne - 3asBrieHne O CornacoBaHMM 3KCMEePTHOro
3aKNOYEHUS) U AOKYMEHTbI MO NepeYHIo cornacHo npunoxexuto N 12;

6) koMU [OKYMEHTOB 06 onnaTe Bblgays HOBOTO PEerncTpauuMoHHOro YAOCTOBEPEHUS B pedepeHToM
rocygapcTee (Mpy Hanu4yMmM COOTBETCTBYIOLLMX TpeBGoBaHWIA);

B) KOnun OOKYMEHTOB o6 onnare npouenypbl cornacoBaHnA 3KCNEPTHOro 3akio4YeHuA B rocygapcrtee
(rocy,u,apCTBax) NPpU3HaHUA, ykasaHHOM B 3aABJ1IEHNN O COrnmacoBaHNN 3KCMEPTHOroO 3aKrk4YeHnaA.

107. YNONHOMOYEHHbIN OpraH (3KcnepTHasa opraHm3aums) pedepeHTHOro rocygapctea B TedeHne 7 paboumx
OHEN CO OHSI MOCTYMNEHUS 3asBIIEHNSI O COMMacoBaHWMM 3KCMEPTHOrO 3aKMYEHUS M OOKYMEHTOB, YKa3aHHbIX B
nyHkTe 106 HacTosAwmx MpaBun, NpoBOAMT NPOBEPKY NOMHOTLI U JOCTOBEPHOCTU COAEPXKALLUUXCA B HAX CBEAEHUN.

108. B cnyyae ecnu 3asBneHve O COrnacoBaHUM 3KCMEPTHOro 3aKmyeHUs NPeACTaBeHO C HapyLleHUeMm
TpeboBaHui HacToswmx [NpaBun, cooepXMT HELOCTOBEPHbIE CBEAEHUSI U (UNN) OKYMEHTbI, YKa3aHHbIE B MYHKTE
106 HacToAwwmx [lpaBun, npeacTaBneHbl HEe B MOMHOM oOObeme, YMNOMHOMOYEHHbIN OpraH (dKcnepTHas
opraHu3auus) pedepeHTHOro rocygapcrsa B TedeHue 7 paboumx OHEN CO OHA MOCTYMIEHNs TakuX 3asBEHNUS U
OOKYMEHTOB yBe[OMIISeT 3asiBUTENs O HeoOXOAMMOCTU YCTPaHEHUS BbISIBNIEHHbIX HapywWeHun un  (1unu)
NpeacTaBneHnst OTCYTCTBYIOLUMX [AOKYyMEeHTOB B TeudeHne 30 paboumx [HEM co [JHA  pasMelleHust
COOTBETCTBYIOLLErO YBEOOMIIEHNS B WH(OPMALMOHHOM CUCTEME YMONIHOMOYEHHOrO oOpraHa (3KCnepTHOM
opraHusaumm) pedepeHTHOro rocygapcrea nmbo co OHA HanpaBfeHus YBEAOMITEHUS 3asBUTEMN CNocobom,
yKa3aHHbIM B 3a5IBfIEHUM O COMMlacoBaHMM SKCMEPTHOTO 3aKITHYEHNS.

109. B cny4yae ecnv no ncredeHmmn 30 paboumx OHEN 3asiBUTENEM HE YCTPaHEHbI BbISIBIIEHHBIE HAPYLLEHNS 1





(unn) He npeacTaBneHbl OTCYTCTBYIOLUME [OKYMEHTbI, YMOMHOMOYEHHbIA OpraH (3KcnepTHasi opraHu3auusi)
pecepeHTHOro rocyfapctea B TedeHue 3 pabouux OHEW MpuvHMMAaeT pelleHne O BO3BpaTe 3asiBNeHUs O
COrNacoBaHMM 3KCMEPTHOIO 3aKIYeHWs U JOKYMEHTOB (C 0GOCHOBaHMeM MpUYMH BO3BpaTa).

110. B TeyeHue 3 paboumx OHeN cCO AHS NpeacTaBreHus 3asdBfeHUs O COrnacoBaHUU 3KCMEPTHOro
3aKniYeHUs N OOKYMEHTOB, COOTBETCTBYHOLUMX TpeboBaHUAM HacToswux Mpasun, a Takke B criyyae ycTpaHeHusi
B YCTaHOBNEHHbIN nyHKTOM 108 HacToswmx [MpaBun CpoK BbISIBMEHHbIX HapylweHun U (unu) npeacTtaBneHus
OOKYMEHTOB, COOTBETCTBYHOLINX TpeboBaHuMAM HacToawmux [lpaBun, YNONHOMOYEHHbIN oOpraH (JkcnepTHas
opraHusaumsi) pedepeHTHOro rocyaapcrea MnpuHMMAaeT pelleHMe O MNpoBeAeHWM npouenypbl CornacoBaHuUs
3KCMEPTHOrO0  3aKrMYEeHUs Ha 3aperucTpMpoBaHHOE MeOUUUHCKOe wu3genue u  pasmellaetr B CBOeK
WH(POPMALIMOHHON CUCTEME PErnmcTpauuoHHOEe A0Cbe, coaepKallee 3asiBieHMe O COrfacoBaHUM 3KCMEPTHOro
3aKMOYEHMS.

111. CornacoBaHve 9KCNEpPTHOrO 3aKMyeHUs rocydapCTBaMu NPU3HaHWS, yKasaHHbIMWU B 3asBfEeHUU O
COrnacoBaHUN SKCNEPTHOro 3akMiYeHUs, OCYLLECTBMSETCA B COOTBETCTBMM C MNyHKTamu 46, 48 - 52 un 54
HacToswmx [Npasun.

112. HecornacoBaHue OQKCNEPTHOro 3aknw4yeHnda B OOHOM U3 ToCyaapCtTB MpU3HaHuA, YyKal3aHHbIX B
3adABlieHnMn O cornacoBaHMM 3KCMEPTHOrNo 3akKrtovYeHunda, ABndeTcdA OCHOBaHMEM [AOJid OTKal3a B 06pau.|,eHV||/|
MEeANLNMHCKOIro n3aenna Ha TeppuTtopum 3Toro rocygapcrtea npmn3HaHu4.

113. B TeyeHue 10 paboumx AHem cO OHS MOSyYeHMS OT BCEX YMOSIHOMOYEHHbLIX OPraHoB (3KCMEePTHbIX
opraHu3aumi) rocygapctB MPU3HaHUA, YKa3aHHbIX B 3as8BIIEHWM O COMNMacoBaHWW 3KCMEPTHOrO 3aKiioyeHus,
NMOATBEMKAEHUS CornacoBaHus (HECornacoBaHWUsl) 3KCNEpPTHOro 3akmnioyveHuss Nnbo Co OHA UCTeYeHus CpoKa,
yCTaHOBMEHHOro nyHktom 50 HacToAwmx [lpaBun, yYNOMHOMOYEHHBIN oOpraH (3KcnepTHas opraHuM3auus)
pedepeHTHOro rocygapctea MpuUHMMaeT pelleHne O Bblgaye nepeodOpPMIEHHOTO  pPerucTpaumoHHOro
yAOCTOBEpPEHMS (B Cnyvae Hanuuus rocygapcTB MPW3HaHUS, YMNOIHOMOYEHHBbIMU OpraHamu (3KCnepTHbIMU
opraHuM3auusaMmn) KOTopbIX COrnacoBaHO 3KCNepTHOe 3aknioyeHne) nmbo ob oTkase B Bblgaye nepeodOpMIIEHHOro
perncTpaumMoHHOro YOOCTOBEPEHUS (B Cryvyae OTCYTCTBUSI roCydapCTB NPU3HAHUS, YNOMHOMOYEHHbIMW OpraHamu
(3KCNepTHLIMK OpraHN3aLnsIMmn) KOTOPbIX COrNIaCOBaHO AKCNEPTHOE 3aKroYveHue).

B TeuyeHune 10 paboumx gHEn co AHSA MPUHATUSA pelleHus O Bblaaye nepeodOpMITEHHOTO PErmcTpaLnoHHOro
YyOOCTOBEPEHMS YNOJTHOMOYEHHbIN OpraH (3KcnepTHasi opraHnsaumnsi) pedbepeHTHOro rocygapcrea:

pasMellaeT B €OUHOM peecTpe MeaMUMHCKUX W3Aenui, 3aperucTpupoBaHHbIX B pamkax Cotosa,
nHdopmaumio 06 ykasaHHbIX B 3asBMIEHMN O COrNAcOBaHUM SKCMEPTHOrO 3aKYeHUs rocygapcTBax MpU3HaHus,
YNOMHOMOYEHHbIMW OpraHamu (3KCnepTHbIMU OpraHn3aLnsiMmn) KOTOPbIX COrMacoBaHO IKCMEPTHOE 3akrioyeHue, a
TaKkKe CKaHVMpOBaHHble KOMUW [AOKYMEHTOB, B KOTOPble BHECEHbl W3MEHEHUs, B COOTBETCTBUM C [lopsakom
¢opmMupoBaHua U BegeHMs MHPOPMaLNOHHON CUCTEMBI;

ochopmnsieT U BblAaeT 3asiBATEN0 CNocoBOM, YKa3aHHbIM B 3asiBIEHUM O COrfacoBaHWMM 3SKCNEPTHOro
3aknioveHns, nepeodopMneHHoe perncTpaumoHHOe YAOOCTOBEpPEHWE U MNPUINOXEHUE K HEMY C COXpaHeHUem
npexHero Homepa (C yka3aHMeM BCeX roCyfapcCTB MPU3HAHWUSA, YMOMHOMOYEHHbIMW OpraHamu (3KCMepTHbIMU
opraHusaumsiMm) KOTOpbIX COrMacoBaHO 9SKCMEpPTHOe 3akfyeHue, W AaTbl BHECEHUS COOTBETCTBYHOLLUX
N3MeHeHUI);

BO3BpalllaeT 3asBUTEN CNocobom, ykazaHHbIM B 3asiBIEHMM O COrfacoBaHUM 3KCMEPTHOro 3akilioueHus,
paHee BbldaHHble PErucTpaLMoHHOE YyOoCTOBepeHue (OybrvkaT) u MpUoXeHMe K HeMy C OTMeTKonm 06 ux
HeOencTBUTENbHOCTU (C yKa3aHueM Aathl);

BblJaeT 3asBUTESN0 CrnocoboM, yKasaHHbIM B 3asiBlIEHWM O COrlacoBaHUM JKCMEPTHOTO 3aKMoueHus,
yBegoMiieHme 00 OTkasze B pernctpauuv MeAUUMHCKOro W3Oenusi rocygapCTBOM MPU3HAHMUS, yKa3aHHbIM B
3aABfIEHUN O COrNacoBaHWUM IKCTIEPTHOIO 3aKIOYEHUs!, C NPUIIOXKEHUEM KOMWUU MOATBEPXKAEHUS HECOracoBaHus
3KCMEPTHOro 3aK/YEHUsT YNONTHOMOYEHHbIM OpraHoM (3KCMNEPTHOW opraHusalumelt) ykasaHHOro rocyaapcrea (npu
HanMyMu rocydapcTea MpW3HaHWS, YMNONIHOMOYEHHbIM OpraHoM (3KCMEpPTHOW opraHusaumei) KoToporo He
COrnacoBaHo 3KCMNepPTHOE 3aKroYeHmne).

B TeyeHne 10 paboumx AHeWn CO OHSA MNpUHATMSA pelweHns ob oTkase B Bblgade nepeodOopMIEHHOro
pPerncTpaumMoHHOro  yooCTOBEPEHMS  YMONHOMOYEHHbIN OpraH (3KcnepTHas opraHu3aums) pedepeHTHOro
rocygapcrsa:

BO3BpallaeT 3adAaBUTEIIO crnocobom, YKa3aHHbIM B 3asABJ1IEHUN O COrnacoBaHMU 3KCNEPTHOro 3aKr4eHus,





paHee Bbl4aHHblE perncTtpaunmoHHoe yooctoBepeHune (ﬂy6J'II/IKaT) N NpUnoxeHne K Hemy,

BblJaeT 3asiBUTESN0 CrnocoboM, yKasaHHbIM B 3asiBlIEHWM O COrflacoBaHUM 3JKCTMEPTHOTO 3aKmoueHus,
yBegomMmieHme 00 OTkase B pernctpauuv MeAUUMHCKOro W3Oenusi roCcyaapCTBOM MPU3HAHMUS, yKa3aHHbIM B
3aABMIEHUN O COrNAacoBaHMUN IKCTIEPTHOIO 3aKIOUEHUS!, C NMPUIIOXKEHUEM KOMWUU MOATBEPXKAEHUS] HECOrIacoBaHus
SKCMEPTHOro 3akioYeHnss YNoNHOMOYEHHbIM OpraHoM (3KCTMepTHOW opraHusaluuMen) ykasaHHOro rocyaapctsa, a
Takke opurMHana (gyénukarta) permcTpaumMoHHOro yaoCToBEPEHUs.

IX. Mopsgok npnocTaHOBNEHUS1 UNTU OTMEHbI AeNCTBUA (AHHYNTIMPOBaHUA) PermcTpaumoHHOro
yAocToBepeHus

114. MpuocTaHoBneHWe AEWCTBUS PErMCTPALIMOHHOIO YAOCTOBEPEHNS OCYLLECTBMSETCS YNONTHOMOYEHHbIM
opraHoMm ped)epeHTHOro rocyaapcTBa B CreayoLmx cryyasx:

a) no pesynbTataM MOHUTOPUHra ©e3onacHoCcTK, kayecTBa M IPAPEKTUBHOCTU MEOULMHCKMX U3OEeNun B
NOCTPErnCTPaLMOHHbIN NEPUOA - MPU BbIABMEHMUU NOTEHLMANBHON CEPbE3HON Yrpo3bl 340POBbLI0 YENOBEKA;

6) no pesynbTaTtaMm rocyapCTBEHHOTO KOHTPOMs (Hag3opa) 3a obpalleHnemMm MeAUUMHCKUX U3Oenuid - npu
Hanuyun ceefeHuin o hakTax u 06CToATENbCTBAX, CO3AAIOLUMX YIPO3Y KU3HM 1 300POBbLI0 rpaxkaaH 1 MeauLMHCKNX
pabOTHMKOB NPU NPUMEHEHUM 1 KCMNyaTaUMn MeAULUUHCKUX U3OENWIA;

B) OTCYTCTBME B PErUCTPALMOHHOM [JOCbE aKTyarbHOW MHopmaLmn o6 ynonHOMOYEHHOM MpeacTaBuTene
npounsBoauTens (4N Npou3sBoauTenen n3 TpeTbUx rocyaapcTs).

115. PelweHne o npuocTtaHOBNEHUU OEWCTBUS PErMcTpaLuoHHOro yooCTOBepeHus (C ykazaHueM MPUYUH,
OaTbl U CpoKa MNPUOCTAHOBIIEHWSI) MPUHUMAETCS YMOSIHOMOYEHHLIM OpraHoMm pedbepeHTHOro rocygapcTea B
COOTBETCTBMM C 3aKOHOAATENBCTBOM 3TOr0 rocygapcTaa.

116. CpoK npuvOCTaHOBMEHUS OEWCTBUS PEerMcTpaumMoOHHOrO yOOCTOBEPEHMS He MOXeT npeBbiwatb 6
MecsueB, Mpu 3TOM peanu3auus U MpUMEHeHUe Taknx MeOWUMHCKUX U3denun B pedepeHTHOM rocygapcree u
rocygapcrtee (rocygapcTBax) NpuM3HaHus He JOoMyCKatoTCs.

117. YNONHOMOYEHHBIA OpraH ped)epeHTHOro rocyfapctea B TeveHne 5 paboumx gHewn co OHSA NpUHATUSA
peLLeHns 0 NPUOCTaHOBIEHUN AEUCTBUSA PErMCTPaLMOHHOIO YAOCTOBEPEHUSA BHOCUT COOTBETCTBYHOLUNE CBEAEHMS
B €OWHbI peecTp MeAVLMHCKMX W3Oenui, 3apermcTpypoBaHHbiX B pamkax Corosa, n uHdopmupyet o6 atom
YNOMHOMOYEHHbIE OpraHbl rocyaapcTB NpU3HaHua 1 EBpasnMmnckyto SKOHOMUYECKYIO KOMUCCUIO C UCNOSb30BaHUEM
CPEeACTB MHTErpupoBaHHOW CUCTEMbI, a Takke 3asBuTens nyTeM nepefayn yBeOOMIIEHUS NUYHO Nof POCHUCh,
nnbo HanpaBneHus1 yBeAOMIEHMS 3akasHbiM MOYTOBbIM OTNPaBfEHNEM C yBeAOMIIEHMEM O BpyyYeHun, nmbo
HanpaBneHns B 3MNEKTPOHHOM BuAe UM B (PopMe SMNEeKTPOHHOro [OKyMEHTa, MOANUCaHHOMO 3MEeKTPOHHOW
noanucklo (C ykasaHWeM NPUYKnH, 4aTbl U CPOKa NPUOCTaHOBMEHUS AENCTBUS PErmcTpaunoHHOro yaoCTOBEpeHus, a
Takke HeobBXOAMMOCTM YCTpaHeHus 3asBuTeneM OBCTOSATENbCTB, MNOBMEKWMX MPUOCTAHOBMEHME [OEeNCTBUS
perncTpaumMoHHOro yaoCTOBEPEHUS).

118. 3aaBuTENb B TEYEHME YCTAaHOBIIEHHOIO YMOSTHOMOYEHHbLIM OpraHoM ped)epeHTHOro rocygapcrea cpoka
00653aH yCcTpaHUTb 06CTOATENBCTBA, NOBMEKIINE NPUOCTAHOBIEHNE AENCTBUS PErMCTPALMOHHOIO YAOCTOBEPEHNS,
N yBeAOMUTb 0O 3TOM B MUCbMEHHON (POPME ITOT YMOSTHOMOYEHHBIN OpraH (C NPUIOXKEeHNEM MOATBEPKAAOLLMX
OokyMeHToB). [lo pesynbTaTam pacCMOTpeHWs MpPeACcTaBfieHHbIX 3asBUTENEeM OOKYMEHTOB YMNOMHOMOYEHHbIN
opraH pedepeHTHOro rocygapcTBa NpMHUMAaET pelieHne o BO30OHOBNeHUM nmbo 06 OTMeHe [encTBuUS
(aHHYNMpoBaHUKN) perncTpaLuoHHOro yaA0CTOBEpEHNs (C ykasaHMeM aaTtbl BO30GHOBNEHUSI UMM OTMEHbI AEACTBUS
(aHHynupoBaHwWs) perncTpaLmMoHHOro yaoCTOBEPEHUS).

119. YNONMHOMOYEHHbIM opraH pedepeHTHOro rocyaapcTsa B TedeHne 5 paboumx AHel CO AHA NPUHATUS
peLleHnst 0 BO30OHOBIEHUM OENCTBUSA PETMCTPALMOHHOIO YAOCTOBEPEHNSI BHOCUT COOTBETCTBYIOLLME CBEAEHUS B
€[VHbIA peecTp MeAVLUHCKMX U3denuii, 3aperncTpupoBaHHbIX B pamkax Cotos3a, M yBeOOMNSIET 3asBMTENs O
NMPUHATOM peLUEHMN NNYHO Mo pocnuck, NMMBo HanpaBnseT yBe4OMIIEHNE 3aKa3HbIM MOYTOBLIM OTMPAaBNEHUEM C
yBEeOOMIIEHMEM O BpyYeHuu, NMnbo nepepaeT B SMEKTPOHHOM BuAe v B POPME 3MEKTPOHHOrO [OKYMEHTa,
NOANUCAHHOIO 3NEKTPOHHON MOAMNUCHIO.

120. PeweHne o0 BO30OHOBNEHUN OENCTBUS PErMCTPALMOHHOIO YAOCTOBEPEHUSA MPUHUMAETCA B
COOTBETCTBMM C 3aKOHOAATENBCTBOM peEPEHTHOIO rocyAapcTBa U BCTyNaeT B CUMY CO OHSA €ro NPUHATKS.

121. B Ccny4yae HeyCTpaHeHnda 3adaBuTenemMm B YCTaHOBﬂeHHbIVI CpOK 0bCcTOATENLCTB, MOBMEKLLNX





NPUOCTaHOBMIEHWE [OEWCTBUSI PErnmcTpaLMoHHOrO yOOCTOBEPEHUSl, YMONHOMOYEHHLIN opraH pedepeHTHOro
rocygapctesa B TedeHue 3 paboumx OHen CO AHS UCTEYEHUsI YKa3aHHOrO cpoka MPUHUMAaET pelueHne o6 OTMeHe
aencTens (aHHYNMPOBaHUKN) PErMCTPALMOHHOTO YAOCTOBEPEHMS (C 060CHOBaHMEM).

122. YNonHOMOYEHHbIN opraH pedepeHTHOro rocyjapctea He3amennuTenbHO BHOCUT COOTBETCTBYOLLME
CBeOEeHUA B eAuHbI peecTp MeAUUMHCKUX W3Oenuin, 3aperucTpupoBaHHbIX B pamkax Coto3a, u yBegomnseT
3aaButenss o6 oOTMeHe [AencTBuS (aHHYNUPOBaHMM) PErmcTpaumMoHHOro yOOCTOBEPEHUMS MyTeEM nepedayu
yBEOOMNEHNsT 3asBUTENI0 JIMYHO NOA poCnuUCb, NUBO HamnpaBneHus1 YyBeOOMIEHUS 3akas3HbiM MOYTOBbIM
OoTnpaBfneHMeM C YyBeOOMMEHWEM O Bpy4veHuu, nMbo HanpaeBneHuss B 3NEKTPOHHOM Buge unuM B dopme
3NEKTPOHHOro AOKYMEHTA, MOAMMCAHHOIO SNEeKTPOHHOW NOAMUCHIO.

123. OcHOBaHUSIMU ANA MPUHATUS YNOSIHOMOYEHHBIM OpraHoM ped)epeHTHOro rocyaapcTeBa pelleHnst ob
OTMeHe [eWCTBUS (aHHYNMPOBaHUW) PEerncTpaumMoHHOrO yAOCTOBEPEHUS UM 06 OTMEHe perucTpauuu
MeauUMHCKoro usgenvs (Mogenen (Mapok) MeAMUMHCKOro M3fenvsl, CBedeHWsi O KOTOpbIX MpeacTaBneHbl B
PerncTpaLmMoHHOM yOOCTOBEPEHUN) ABNAIOTCA:

a) nogaya npousBoauTenem 3asiBNieHUss o6 OTMeHe [OeWCTBUSI (aHHYNMPOBAHUM) PerucTpaurMoHHOro
yaocToBepeHusi (Ha GymMaxxHOM HocuTese U (Unn) B aNeKTPOHHOM Buae) no dopme cornacHo npunoxeHuio N 13;

6) BbiABE€HNE CrydaeB npeactaBlieHuna 3adaButernieM HeaOCTOBEpPHbIX CBeﬂ,eHVIVI, KOTOpble HE MOrnun ObITb
YCTaHOBJEHbI NpU perncrTpaunn MeamnunHCKoOro naagenna (B TOM 4ucne npu ocyLllecTeiieHn ynosiIHOMOYeHHbIMU
OopraHamu rocyaapCTBEHHOIo KOHTponsA (Hag3opa) 3a obpalleHMeM MEeOULNHCKUX U3OEeNnn);

B) BCTYNUBLLEE B 3aKOHHYIO CUMY pelleHWe Cyaa rocyaapcrea-yneHa 06 oTMEHe AENCTBUS (aHHYTMPOBaHWN)
PErMcTpaLVoHHOIO YAOCTOBEPEHUSI N 06 OTMEHE pervcTpauuvm MeOuuMHCKOro usgenust (mogenei (Mapok)
MeOMLMHCKOrO U3OEnns, CBEEHMUSI O KOTOPbIX NMPEeACTaBIEHbl B PEMMCTPALMOHHOM YAOCTOBEPEHUN);

r) npegcTaBneHne YnonHOMOYEHHBIM OpraHoM Mo pesynbTaTaM rocy4apCTBEHHOro KOHTponsa (Haasopa) 3a
obpallleHneM MeauUMHCKUX U3Oenuit ceBefeHuit o haktax U OBGCTOATENbCTBAX, CO3AAOLUX YIpo3y KU3HU U
300POBLI0 rPaXXaaH U MEAVNLMHCKUX PabOTHUKOB NpU NPUMEHEHUN 1 SKCMNyaTauun MeauLMHCKOro U3aenus;

) yTpaTa MeauuMHCKUM u3genvemM cratyca MeAMUMHCKOro B CBSI3W C BHECEHVWEM W3MEHEHWUI B aKTbl,
Bxogswme B npaBo Coto3a, MNM Ha OCHOBaHUWM pelleHuss KoHcynbTaTMBHOTO KOMMUTETa MO pesynbTaTam
npoBefdeHus paboT Mo yperynvMpoBaHWio pasHornacuii No BOMPOCAM OTHECEHUS MPOAYKUUWU K MEAMLMUHCKUM
n3genuam.

124. 3asBneHve o6 OoTMeHe LENCTBUSA (@HHYNMPOBaHWMU) PErMCTPALMOHHOTO YAOCTOBEPEHUSI MOXET ObITb
nogaHo YMONIHOMOYEHHbIM NpeAcTaBUTENeM NPOM3BOAUTENS MPUM OAHOBPEMEHHOM BbIMOMHEHUW CriedyoLnx
YCINOBUN:

a) HanuMuMe B PErvcTpPaLMOHHOM [OCbE aKTyallbHOro [OKyMEHTa, NOATBEPXAAtoLLEero MOSIHOMOYMS
YMNOSIHOMOYEHHOIO NPeACcTaBUTENS NPOU3BOAUTENS, UMW NPEACTaBMEHNE TaKoro AOKYMEHTa B YMONIHOMOYEHHbIN
opraH pecdbepeHTHOro rocygapctBa BMeCcTe C  3asdBrieHMeM 00 OTMeHe [LeWCTBUS  (aHHYNMpOBaHWUN)
PErnCTPaLMOHHOIO YAOCTOBEPEHUS;

6) npeacTasneHne B yNonHOMOY€EHHbIN opraH pedepeHTHOro rocygapcrea BMecTe ¢ 3asiBnieHmem o6 oTMeHe
Oe’cTBUs  (aHHYNMPOBaHUKM) PEernmcTpaLMoHHOro YAOCTOBEPEHWUS 3aBEPEeHHOro B YCTaHOBIIEHHOM nopsiake
OOKYMeHTa npou3BOAUTENS, MNOATBEPXKOAKLWEro €ero HamepeHue OTMEHWUTb AENCTBUE PerMcTpaumoHHOro
yOOCTOBEpeHUst (aHHynmMpoBaTb €ero).

125. B cnyyae ecnu 3asBrieHne o6 oTMeHe OeNCTBUSA (aHHYNTMPOBaHWM) PEMMCTPaLMOHHOIO YAOCTOBEPEHNS
npeacTaBneHo ¢ HapyLweHnem TpeboBaHMi HacToawmx MNpaBun, JOKYMeHTbl NpeacTaBneHbl HE B MOMHOM ob6beme
Unu cogepxat HeLOCTOBEpPHble CBeAEHUS, YNONMHOMOYEHHbI opraH pedepeHTHOro rocygapcrea B TedeHue 7
paboumx OHer CO OHS MOCTYMMEHUS TaKUX 3asiBMIEHUS U OOKYMEHTOB NpUHMMaeT pelleHne ob mx BosspaTte (C
yKasaHuem npuymH Bo3BpaTa).

126. YNONMHOMOYEHHLIN opraH ped)epeHTHOro rocygapcTea B TeveHme 7 pabouynx gHen co OHA HacTynneHus
O[JHOrO M3 OCHOBaHMWN, yKa3aHHbIX B NyHKTe 123 HacToswwmx MNpaBun, npuHUMaeT pelleHne o6 oTMeHe OenCcTBUS
(aHHynMpoBaHWM) perMcTpaumoHHOrO YAOCTOBEPEHUS UM 006 OTMEHe perncTpauun MeguumHCKOro usgenus
(mopenen (Mapok) MeOWMUMHCKOrO Wu3denusi, CBEAEHUS O KOTOpbIX MpPeAcTaBMneHbl B  PErMCTPaLMOHHOM
yOOCTOBEpEeHun).





127. YNONHOMOYEHHbIV opraH pedepeHTHOro rocyaapcrsa B TeyeHne 5 paboumx AHen CO OHA NPUHATUSA
peLLeHns 06 oTMeHe AeNcTBUS (aHHYNMPOBaHUN) PErMcTpPaLnoHHOro yaocToBepeHus unm ob oTMeHe perucrpauuu
MeauUMHCKOro usgenus (Mogenew (Mapok) MeOMUMHCKOrO W3Aenusl, CBedeHMsl O KOTOpbIX MpeacTaBfeHbl B
permcTpaunoHHOM yOOCTOBEPEHUN):

a) pa3meLLaeT B eANMHOM peecTpe MeaMLMHCKUX U34enui, 3aperncTpnupoBaHHbixX B paMkax Cotosa, ceBeeHuns
06 oTMeHe p[encTsumsi (@aHHyNMPOBaHWW) PErucTpaLMOHHOrO YAOCTOBEpeHus unu o6 OTMeHe peructpaumm
MeOMLMHCKOro mn3genus (mogenemn (Mapok) MeaWMUMHCKOro usgenusl, CBeAeHUs O KOTOpbIX NpeacTaBMeHbl B
perncTpaumoHHOM yOOCTOBEPEHUN);

6) yBedomnsieT 3asBuTens o6 OTMeHe AeWCTBUS (aHHYNIMPOBaHWM) PErmcTpaLMoHHOTO YAOCTOBEpPeHus!
nyTeM nepefayn yBeooMIIEeHUS IMYHO MOA POCNUCh, MO0 ero HanpaBneHUsl 3akasHbIM NMOYTOBLIM OTNPAaBEHNEM
C yBEAOMIIEHNEM O BpyYEHUW, NMOO HanpaBeHNs B SNIEKTPOHHOM BUAEe UIM B DOPME 3NEKTPOHHOIO JOKYMEHTAa,
NoANUCaHHOTO 3NIEKTPOHHON NOAMMUCHIO;

B) yBegoMmndaeT 3asiButend o6 oTMeHe perucTpauum MeguuMHckoro wusgenusa  (mogenen  (Mapok)
MEeOMLMHCKOro M3Oenus, CBeAeHMs O KOTOPbIX MNpeacTaBfieHbl B PErncTpaumoHHOM YOOCTOBEPEHUW) U O
HeobOX04MMOCTU BHECEHWUS U3MEHEHWUI B PErMcTpauMoOHHOE O0Cbe B 4acTU UCKIIOYEHUS LAaHHbIX MEeAULIMHCKUX
nsgenun (mogenen (Mapok) MEQULMHCKOTO U3aenus) nytemM nepefadn yBeAOMIEHUS NIMYHO Nog poCcnuvcb, NMbo
€ro HanpaslieHVsl 3aka3HbiM MOYTOBbLIM OTNPaBMEHNEM C YBEOOMIIEHMEM O BpYy4YeHWM, NMOO HanpaBreHusi B
3MNEKTPOHHOM BMAE UNn B hOpMe 3NEKTPOHHOIO JOKYMEHTA, MOANNCAHHOTO 3MIEKTPOHHOW NOAMNUCHIO.

Mpunoxexue N 1

k MNpaBunam pernctpaumm n aKcnepTusbl
Ge3onacHocTu, kavecTBa U 3DEKTUBHOCTU
MEeAULMHCKUX N3enni

$éopMa PermMcTPalMOHHOT'O YLOCTOBEPEeHMS MeAMIMHCKOT'O MBAeNMss M npaBuia ee
BanoJIHeHUsT

I. $opMa PErMCTPALMOHHOI'O YILOCTOBEPEHMSI MEAULMHCKOT'O MSBIeNus

SMbJiemMa EBPa3mMMCKOTO BKOHOMMYECKOI'O COol3a (1)
EBPABVICKUIA SKOHOMUUECKUN COI03 (2)
(3)

(HaMMeHOBAHME YIMOJHOMOUEHHOTO OpraHa pebepeHTHOTO ToCylapCTBa)

PETVICTPALIVOHHOE YIOCTOBEPEHVE MEIMIVHCKOI'O M3IOEJINA (4)
MU-XY-Z or " " 20 . (5)
B COOTBETCTBUM C (6)

(HOMep M HmaTa IpMKasa yIHNOJHOMOUEHHOTO oOpTaHa
pebepeHTHOTO ToCymapcCTBa O PEerucTpauuy MeIMUMHCKOITO

usnenmg)
HacTosuee PeETMCTPAaLMOHHOE YyIOCTOBEPEHUE MeIOMLIVHCKOI'O n3nenms
BEIIIAHO : (7)
(HaMMeHOBaHME NPOU3BOIMUTEJIS, €I'0 MEeCTO HaXOXIeHMS)
(8)
(HaMMeHOBaHME IIPOM3BOILCTBEHHOM IJjomanky (BKJoUas ee QakTHUUeCcKkMUM ampec)
WM CChUJIKA Ha MNPUJIOXEHMe B Cllydae yka3aHusa IOByxX UM Dojee
IPOM3BOOCTBEHHEIX IJIOWANOK)
(9)

(HamMeHOBaHUE YIIOJIHOMOYEHHOT'O IpeInCTaBUTEJIA IIPOUM3BOOUTEIIA Ha





TEPPUTOPUSX TOCYHAPCTB — UJEHOB EBPA3UMCKOTO 3KOHOMUUECKOTO COK3a,
BKJIOUAS €T0 MEeCTO HaxXOXIeHMS)
B TOM, UYTO (10)
(HaMMeHOBaHMEe MEeOMLMHCKOTO WM3OeJImsd)
KJlacca IMOTEeHUMAaJIbHOTO PMCKA IIPUMEHEHMS MEeOMUMHCKOTO M3OeJIMA: (11)
3aperucTPUPOBAHO ¥ pPal3pemeHo K BHIOYCKY B ofOpalleHrMe Ha TeppUuTOpun
cIenyommx TOCYIOapCTB — UJIEHOB EBpPasumckKoTo SKOHOMUUECKOTO Col3a

(12)

(HamMeHOBaHUA pedepeHTHOTO ToCyIapCTBa M TocyZapcTiBa (T'OCyHmapCTB)
IPM3HAHUS)

Momenu (MapxM) MeIMUMHCKOIT'O M3OeNMs, WX COCTaB, [IPUHAILJIEXHOCTU U
IIPOM3BONCTBEHHEE IJIOWMAOKM I[IPMBENEeHEl B MNPUJIOXeHMM (IpM HaIuMudum) K
HacTodAmeMy PeTrUMCTPALMOHHOMY YIOOCTOBEPEHMIO MEIMUMHCKOTO m3genmda Ha _ Jg. (13)
[IpMJIOXEeHME SABJSETCS HEOTHEMIIEMOM YaCThb HaCTOSWETO PETMCTPALMOHHOTO
YOOCTOBEPEHUSA MEIMLMHCKOTO M3IOeJMS.

Cpoxk OEeVCTBUS PEeTUCTPALMOHHOTO YIOOCTOBEPEHUS MEeIULUMHCKOTO MBOEJIN:
BeccpodYHO (14)
DaTa perucTpaluuy MeIMLUMHCKOITO uzmenmusg: " " 20 T. (15)
Homep " mara npmuKasa YIIOJIHOMOUEHHOT' O opraHa pebepenTHOTO
rocymapcTBa O BHECEeHUU M3MEHEHUN B PEerUCTPaLMOHHOE YIOCTOBEpEeHUe
MeIMLMHCKOTO mamesmug: " " 20 r. N (16)

(®.1.0. pykoBomuTesia (YIOJIHOMOUEHHOT'O JIMlla) YIIOJIHOMOUEHHOT'O opTaHa)

M.II. (17)

(momnmce)
N (18)

[NPVWJIOXEHVE K PETVCTPAIVOHHOMY YHOOCTOBEPEHMIO
MEIVMOVHCKOI'O UM3IEJINA (1)

MU-XY-Z oT " " 20 . (2)






HanmeHoBaHue
n/n

Mogenb (Mapka) MeAMLMHCKOro usgenus (Npu Hanu4mm)

2. |CoctaB

3. |lpuHagnexHocTu (Npu Hanu4mm)

®)

N
/n HanmeHoBaHusa 1 hakTuyeckme agpeca npon3BoL4CTBEHHbIX NOLWAA0K
1.
(4)
(®./1.0. pyxoBOomUTeJIa (YIIOJIHOMOUEHHOTI'O JiMlla) YIIOJIJHOMOUEHHOI'O OopTraHa)
M.II. (5)
(momnmceo)

Il. MpaBuna 3anonHeHNA perucTpaLMoOHHOro yaoCcToBepeHuss MeAULIMHCKOro usaenus






1. PerncTpaunoHHoe yoocToBepeHne MeauUUHCKOro usaenuvst (oanee - perucTpaumMoHHoe yAoCToBepeHue)
3anosHAeTCs YNOTHOMOYEHHBIM OpPraHoM pedepeHTHOro rocyapcTBa Ha PYCCKOM S3blke C MCMONb30BaHMEM
3MEKTPOHHbIX NeYaTaloWmx YCTPOCTB U B Cly4ae Hannyms cCOOTBETCTBYHLWero TpeboBaHusl B 3akoHodaTeNbCTBe
pecepeHTHOro rocyaapcTBa - Ha rocy4apCTBEHHOM Ai3blke 3TOro rocyaapcTea.

2. 3anornHeHue perucTpaLuMoHHOro YOOCTOBEPEHUS Ha PYCCKOM $A3blke W rOCyAapCTBEHHOM A3blke
pedepeHTHOro rocyaapcTea OCYLLECTBMNAETCSA Ha pasHbIX CTOPOHAX PErMCTPaLMOHHOIO YAOCTOBEPEHUS.

3. PerMCTpaLI,VIOHHOG yAoCToBepeHNE OTHOCUTCA K OOKYMEHTaMm CTpOFOVI OTHETHOCTM WU nedaTaeTCcd Ha
6naHke, KOTOprIZ n3rotTaesnnBaeTcsa TVII'IOFpaq)CKVIM cnocobom M umeeT CTeneHu 3aliuTbl B COOTBETCTBMMU C
3aKkoHOoOaTesIbCTBOM pecbepeHTHoro rocyagapcrBa.

Mpn Heo6xo4MMOCTN HaMMeHOBaHWE NPOU3BOAUTENS, €r0 MECTO HaxoXaeHus (agpec puandeckoro nuua,
MECTO XUTenNbCTBa (PM3NYECKOro nuua, 3aperucTpupoBaHHOroO B KayecTBe MHAMBMOYANbLHOro npegnpuHumaTens)
N cBedeHMs O npoAdykuumm (Mogenb, Mapka, apTuKyn WM gp.) MoryT ObiTb yKasaHbl C MCNoONb3oBaHMEM OykB
naTtuHckoro andasuTa.

4. YkasaHWe HavMeHOBaHWA MpOM3BOAUTENS, YMOMHOMOYEHHOrO nNpeacTaBUTENs MNPOU3BOAMTENS WU
MPOV3BOACTBEHHbIX MNMOWAAOK B  PEerucTpauuMoHHOM  yOOCTOBEPEHUM OCyLecTBNSeTca B creayloLlen
nocrnegoBaTensLHOCTU:

a) AN pe3naeHTOB rocygapcTB - YneHoB EBpasuinckoro 9SKOHOMMYECKOro colo3a (Janee COOTBETCTBEHHO -
rocygapcTtBa-yneHsl, Coto3s):

opraHu3aumoHHo-npasoBas opma;

nonHoe HaMMeHoBaHue (N9 PUANYECKNX NnL YKa3biBaeTCs B KaBblvkax);
coKpalleHHoe HauMeHoBaHwue (B ckobkax) (Npy Hanu4uun);

HaumeHOBaHVe rocyaapcTBa;

6) 4nA Hepe3naeHTOB rocy4apCTB-4SIEHOB:

NofHoOe HaMMEeHOBaHWE;

opraHu3auMoHHo-nNpaBoBas opma;

coKpalleHHoe HammeHoBaHue (B ckobkax) (Npy Hanu4uuu);

HaMMeHOBaHWe rocygapcTBa (Ha pPYCCKOM s3blke M (UNIM) Ha rocygapCTBEHHOM £3blke peddepeHTHOro
rocygapcria).

PekBunanTtbl pasfgenarTca 3anATbiMN.

5. VYkasaHne agpeca B pernctpauMoHHOM  YAOCTOBEPEHUM  OCYLLEeCTBNAeTCas B crefyloLlen
nocrnegoBaTenbHOCTU:

HasBaHWe ynuupbl (C yKkasaHMeM 3MnemMeHTa YNUYHO-AOPOXHOW CEeTU FOPOACKOW WHMPacCTpyKTypbl), HOMEpP
Joma, HoMmep NoMeLLeHUs (Npu Hanu4um);

Ha3BaHWe HaCeNeHHOro NyHkTa (C ykazaHuem Tuna);
HanMeHoOBaHMe panoHa,;

Ha3BaHue pernoHa (obnactu, kpas) (C ykazaHuem Tuna);
MOYTOBbIVA MHAOEKC;

Homep abOHEHTCKOro fALMKa (MpY Hanu4nun);

HanmeHoBaHWMe rocygapcrea.





[Ona Hepe3MgeHTOB rocyaapCTB-UNeHOB afpec YKasblBaeTCcs C  UCNoNb3oBaHWMeM OyKB MaTMHCKOrO
andasura.

PekBn3nTbl pasgenarTca 3andaTbiMn.

6. CeegeHunsa o npounssoauTene u ynonHOMOYeHHOM npenctaBuTerne npou3BoaunTensd, YyKadaHHble B
permctpaunMoHHOM yaooCTtoBepeHun, aKcnnyatayuMoHHOM  OOKyMeHTe WM UHCTPYyKUMM nNno  npuMeHeHuko
MeOMUMHCKOro unsaennd, pykoBoacTBe MO CepBUCHOMY 06CJ'Iy)KI/IBaHI/IIO, a TakKkKe B TeKCTe MapKNUpOBKU
MEeLMLMHCKOro U3aenus, 4OMKHbl ObITb MOEHTUYHBIMU U COOTBETCTBOBATb I/IH(*)OpMaLI,I/II/I, yKa3aHHOVI B JOKYMEeHTEe
nmbo cBeneHusix, noareepXxpgarwwmx perncTpaunio npom3soguTenAa u yYnNnosiHOMOYEHHOro npencrtaBuTenda B
Ka4vyecTBe ropnan4eckoro nmua nnbo nHamBunayanbHOro npeanpunHnMaTend.

7. Bce nons permctpaumMoHHOro yaAoCToBEpPEHUS AOIMKHbI ObiTb 3anonHeHbl (B OpUrHane perncTpaLoHHOro
yOOCTOBEPEHNst HyMepauus nonemn oTCyTCTBYET).

8. B perMcTpauroHHOM yoOCTOBEPEHUN YKa3bIBaOTCS:
a) B none 1 - ambnema Coto3a;
6) B none 2 - HaANUCb, BbIMOMNHEHHAS B 1 CTPOKY:

"EBPA3UNCKNN SKOHOMUYECKNI COHO3";
B) B none 3 - NONHOe HaMMeHOBaHWe YNONIHOMOYEHHOro opraHa pedepeHTHOro rocyaapcTea;

r) B none 4 - HaANUCb, BbINONHEHHas B 1 CTPOKy:

"PETMCTPALMOHHOE YOOCTOBEPEHME MEONLUMHCKOIO M3OENNA";
A) B none 5 - HoMep perncTpaLnoHHOro yA0CTOBEPEHNS U AaTa ero Bblgauu.

Homep perncrpaunoHHOro yaoctoBepeHus hopMmpyeTcs B criedytolem nopsiake:

MI-X Y-Z.
1 23 4
roe:

aneMeHT 1 - MmegmumHcKoe nusgenue;

KoHcynbTaHTlnoc: npumevaHue.
KnaccudpumkaTtop ctpaH mupa yteepxaeH PewweHnem Komuccun TamoxeHHoro coto3a ot 20.09.2010 N 378 "O
knaccudukaTopax, UCnosib3yeMbixX A1 3anofIHEHUS TAMOXEHHbIX JOKYMEHTOB".

3NEMEHT 2 - 2-3HayHbI OYKBEHHbIA KOO pedepeHTHOro rocyaapcrea B COOTBETCTBUM C MEXAyHapOAHbIM
ctaHgapTtom ISO 3166-1;

anemMeHT 3 - 2-3HayHbli OYKBEHHbIW KO rocyaapCTB MNPU3HaHWS B COOTBETCTBUMU C MeXAyHapOOHbIM
ctaHgaptoMm ISO 3166-1 (ykasblBaloTCH KOOl FOCYAapCTB NPpU3HaHWs, NOATBEPAMBLLNX COrflacoBaHWe 9KCNEePTHOro
3aKknYeHns);

anemMeHT 4 - 6-3Ha4YHbIi MOPSAKOBbIA HOMEP PEerucTpauMoHHOro yAOCTOBEPEHMWS, MPUCBOEHHBIN
YMOSTHOMOYEHHbLIM OPraHoM pedepeHTHOro rocygapcreBa (MpucBavBaeTCs aBTOMAaTUYECKM M3 eAMHOro peecTtpa
MEeOMLMHCKUX U3Oenui, 3aperncTpupoBaHHbiX B pamkax Corosa, nopsaok hopMyMpoBaHUS U BeOEeHUA KOTOPOro
yTBepxaeH PeweHnem CoBeta EBpasunckon akoHomudeckon komuccum ot 12 cpespana 2016 r. N 30, u
COXPaHSIETCS HEU3MEHHbIM NpuK 06paLleH MeaULMHCKOro n3genusi B pamkax Corosa);

e) B norne 6 - HoMep U AaTa nprkasa YNoTHOMOYEHHOTO opraHa ped)epeHTHOro rocyaapcTea O perucrTpauum
MeAULIMHCKOIO U3aenus;

X) B none 7 - MOMHOE HaMMEHOBaHME W MECTO HaxOXAeHus (agpec lopuauvyeckoro nuua) - ans
topUaNYECKOro nuua nnn hammnms, MMsi, OTHECTBO (NPU HanNMyuKn), MeCcTo XUTENbCTBa - ANs PU3NYEeCKoro nuua,
3aperncTpupoBaHHOrO B KA4eCTBE UHOUBMAYAIbHOrO NpeanpuHuMmaTens;





3) B none 8 - HAMMeHOBaHNA U (haKTMYECKMe agpeca NPOU3BOACTBEHHbIX MIOLIAA0K, BbINOMHSOWMNX BECh
npouecc NpousBoacTBa MEeAMUMHCKOro U3Oenus unu ero onpegeneHHblie ctagun. Mpu Hanuuum OByx u Gonee
MPOM3BOACTBEHHBIX MIIOLWAA0K [ONYCKAeTCs yKasblBaTb CBEAEHUSI O HUX B MPUMOXKEHWU K perncTpauroHHOMY
YAOCTOBEPEHMIO;

W) B none 9 - NONHOE HaMMeHoBaHWEe YMNONMHOMOYEHHOro NpeacTaBUTENst NPOU3BOANUTENS Ha TEPPUTOPUNAX
rocyaapCTB-UNeHOB, ero MeCTO HaxoxAeHus (agpec lopuanmyeckoro nuua) - Ans opugudeckoro nuiua wmnm
damunus, nMs, OTYECTBO (NPU HaNU4YMK), MECTO XUTENbCTBA - ANs PU3NYECKOro Nuua, 3aperncTpupoBaHHOroO B
KayecTBe WuHAUBMAyanbHOro npegnpuHumatensd. [lpy  OTCYyTCTBUM  YMONTHOMOYEHHOrO  npeacTtaBUTENs
npov3BOaUTENSA Ha TeppuTopuM rocydapcTBa-yneHa (B cryvae, ecnu npousBOAUTENb ABNSAETCA pPe3ngeHTOM
rocyaapcTB-YNeHOB) B yKa3aHHOM NOSie CTaBUTCS NPOYEpK;

K) B none 10 - NofHOE HaMMEHOBaHME MEOULMHCKOrO 13aenus, BKIoYas TOBaprIVI 3HaK U UHble cpeacTea
nHamnsungyanm3aummn (I'Ipl/l HaJ'IVI‘-IVIVI), KOTOpO€ [OOJIKHO COOTBEeTCTBOBATb HauMMeHOBaHWKO, YKa3aHHOMY B
OKCNEePTHOM 3aKI4YeHNH;

J'I) B none 11 - knacc nNoTeHunanbHOro pucka npnMmeHeHna meamunHCKoro mnsgenuAa, I'IOD,TBep)KD,eHHbIﬂ npu
npoBegeHnn aKkCcnepTn3bl MEANLIMHCKOTO N3aenua,;

M) B nomne 12 - HauMeHoOBaHWs pedepeHTHOro rocydapcTBa M rocygapctBa (rocygapcTts) NPU3HaHMSA
(ykasblBalOTCA Yepes 3anaTyio);

H) B none 13 - KONMYECTBO NIUCTOB NPUNOXeHna K permctpaumMoHHOMY yaoCTOBEPEHUIO (3aI'IOJ'IH$|eTCFI npu
Hannmynm I'IpI/IJ'IO)KeHI/IFI);

0) B none 14 - ykasbiBaloTcs cnosa "Cpok AeNCTBMS PEerncTpauuoHHOro yAOCTOBEPEHUS MEAMLMHCKOro
nsgenusa: 6eccpoyHo”;

n) B none 15 - gata pervctpauMmM MeAWLMHCKOrO M3OEenusi, KOTopas yKasblBaeTCsl CIOBECHO-LMAPOBLIM
crnocobom: ymcno - AByMs apabckMmu umMdpamy (B KaBblykax), MEcsil, - CIOBOM, rof - YeTbipbMsi apabCckumu
undpamm (C ykasaHMeM CoKpalleHHoro obo3HaveHus roga "r.");

p) B none 16 - gata nocnegHero BHECEHWS W3MEHEHUW B PerMcTpauMoHHOE yAOCTOBepeHue, KoTopasi
yKa3blBaeTCs CMOBECHO-LUMMPOBLIM Cnocobom: 4ucno - aByms apabckvumu umdpamm (B KaBblukax), Mecsy -
CINOBOM, FOA - YeTblipbMsA apabckumum umndpamm (C ykazaHMeM CokpalleHHOro obosHavyeHus roga "r."). laHHoe none
3anorHAEeTCs NpW BHECEHWM W3MEHEHUM B PEerucTpauMoHHOe AOCbe C Bblgavyel HOBOIO PEerucTpauyoHHOro
YyOOCTOBEPEHUS C MPEXHMM HOMEPOM M YKa3aHUeM HOMepa COOTBETCTBYHOLLLEro NpuKasa O BHECEHWUN N3MEHEHWIA;

c) B none 17 - p[OOMKHOCTb, MNOAMUCb, amMunuga, uMs, OT4ECTBO (NpW HanNuuuu) pykoBoaUTens
(YNnonHOMo4YeHHOro nuua) ynosiHoMOYeHHOro OpraHa, BblAaBLLEero perucTpaLoHHoe YAOCTOBEPEHUE, 3aBEPEHHbIE
neyaTbd 3TOr0 YMNONIHOMOYEHHOrO opraHa (nNpu Hanuumm). Mcnomnb3oBaHue ¢akcMMuie BMECTO MOAMUCU He
ponyckaeTcs;

T) B none 18 - Tunorpadckum HoOMep, cepusi U MNOPSIAKOBbIM HOMep 6naHka perucTpauuoHHOro
yOOCTOBEPEHMS, NMPOCTaBMASEMbIN NPU €ro U3roTOBMEHWMN.

9. Mpu HanuumMn ceedeHUit 0 Moaensx (Mapkax) MEeaULUHCKOro U3[enusl, UX cocTaBe U NMPUHaANEXHOCTSX
UnNu OByX M Gonee MNPOU3BOACTBEHHbIX NIOWAA0OK 3arofHAeTcs MpUNoXeHue K  pernctpauyvoHHOMY
YOOCTOBEPEHUIO, KOTOpOoe ABMAETCA HeOTbEMIIEMON YacTbio PEerncTpaLMoHHOro yaocTtoBepeHus. Kaxapbi nuct
NPUNOXEHNA AoMKeH GbiTb NPOHYMepOoBaH. B NpunoxeHnn K perucTpaLnoHHOMY YAOCTOBEPEHWIO YKa3biBaloOTCS:

a) B none 1 - HaANUCb, BbINOMTHEHHAsA B 2 CTPOKU:

"MPUNOXXEHME K PETUCTPALMOHHOMY YOOCTOBEPEHUIO
MEOVMUNHCKOIO U3OENNA";
6) B none 2 - HOMep PErMcTPaLMOHHOIO YOOCTOBEPEHUS;

B) B none 3 - mogenu (Mapkv) MeauLMHCKOro U3genus, Nx cCocTas M NPUHAANEXHOCTU (MpYU Hanmyuum);

r) B none 4 - HaumeHoBaHMsA U akTUYeckue aapeca NpPoU3BOACTBEHHbIX MMOLLAA0K, BbINOMHSALIMX BECh
npoLiecc Npov3BoACcTBa MEeAVLMHCKOro U3Oenns Unu ero onpeaeneHHble ctagun (Npu HeobXoaMMOCTU yKasaHus
cBedeHuii 0 ABYX 1 Gonee NPon3BOACTBEHHbIX NloLLaaKax);





4) B none 5 - [OOMKHOCTb, noAmMUCb, amunus, WUMs, OTYecTBO (MPW HanmMuuKu) pPyKoBOAUTENS
(YnonHOMOYEHHOro n1ua) ynorHOMOYEHHOIO OpraHa, BblAaBLLEro PerncTpaLmnoHHoe YA0CTOBEepeHWe, 3aBepeHHble
neyaTbio YMOINMHOMOYEHHOro opraHa (nNpu Hanuuun). Mcnonb3oBaHue akcumune BMeCTO TMOANUCU He
JonycKaeTcs;

e) B none 6 - ykasblBaeTCA HOMEepP N1cTa NPUNOXEHUS;
X) B none 7 - Tunorpadckmii HomMep, NPOCTaBMSeMbIN NPY U3rOTOBMEHWUM BriaHKa NpPUIoXKeHWsI.

10. Mpw 3anonHeHNN PErMCTPALMOHHOIO YAOCTOBEPEHUS U (MNN) NMPUSIOKEHUS K HEMY YKasaHue CBedeHWH,
He MpPeAyCMOTPEHHbIX HacToswMMmKu [lpaBunamu, a Takke WCMONb30BaHWE COKpalleHUiA CroB (Kpome
06LLENPUHATLIX) U UCMIPaBNEHMe TEKCTa He J0MyCKaloTCs.

11. B cny4ae yTpaTtbl nnv nopyn perncTpaumMoHHOro yaoCTOBEPEHMS YNIONMHOMOYEHHbIN OpraH pedepeHTHOro
rocygapcrea BblgaeT AgybnvkaT 3TOro permcTpauvMoHHOro yaoctoBepeHusi. [Npu aToM B MpaBOM BEpPXHEM Yy
PErncTpaumnoHHOIo yAOCTOBEPEHNS] NPOCTaBNAlTCA noMeTku: "[dybnukat BbigaH " " 20 r"n
"OpurmHan permcTpaumMoHHOro yaoCcTOBEPEHMS MEONLIMHCKOrO U3Aenns NpuU3HaeTCsl HeAenCcTByOLWMM".

Mpunoxenue N 2

k MpaBunam perncTpaumm 1 sKcnepTm3bl
6e3onacHocTH, kKayecTBa U 3PPEKTUBHOCTM
MeAULMHCKUX N3aenni

$OPMA
BasBJIeHNsT O MNPOBEIEeHMM SKCIEepTHUS3H MEeOULUMHCKOI'O M3Inenmns

B YIOJIHOMOUEHHHM OpI'aH
(PKCHNEPTHYKL OPIaHM3aLMD)
rocymapcTBa - YJIeHa

EBpasumckoro 3KOHOMUUYECKOT'O COKn3a

(HamMeHOBaHMe pedepeHTHOTO ToCcylapcCTBa)

(HaMMeHOBaHMe TocylapcTBa (TrocylapcTs)
NPU3HAHNUA)

SAABJIEHUE
O MNPOBeIEeHMM 3SKCIEePTU3E MEOMLMHCKOTO M3OeJnsd

(moJylHOEe M COKpalleHHOe (IpM HajauduMy), B TOM UYMCJe (QUPMEHHOE, HaVMMEeHOBAaHMUA
Jaula, OT MMEHM KOTOPOI'O MNPOM3BOIUTCS perucTpalus (IpOoM3BOAUTEIDL
(YIIOJIHOMOUEHHEIM NPelCTaBUTEJb IPOU3BOAUTENL), OPTaHMBalMOHHO-IIpaBoBasd dopma

OPUINUYEeCKOTO JIMlla)

HacCcTOoAIlMM INPOCUT IIPOM3BECTUM IBKCIEPTUIY MEeOUMIVHCKOI'O M3OEeJIMAd:





HaumeHoBaHWe MeaULNHCKOro U3agenus

2. |HasHaueHve meaunuUMHCKOro n3genus
3. MeauumHckoe nsgenve ans guardocTuku in vitro? Ha
Het
4. | ObnacTtb NpMMEHEHNT MEONLMHCKOrO M3genus (B COOTBETCTBUM C KnaccudukaTopom obracten MeanLmMHCKOro NPUMEHEHNUST MEOULMHCKUX U3denun,
yTBepxaeHHbIM PeweHnem Konnernn EBpasunckon akoHomudeckon kommuccum ot 16 anpens 2019 r. N 62)
5. |Knacc noteHuuanbsHOro pucka npuMeHeHns MeAMLUHCKOro n3genus
6. |CneayeT nu NnpoBoAMTb MHCMEKTUPOBaAHUE NPOM3BOACTBA (YKa3blBaeTCs B Criyvae, ecrniv permctpupyemoe MeamUmMHCKoe usgenve aBnsaeTcs Oa
MeAMLIMHCKUM U3LenMeM Knacca NoTEeHLManbHOro pucka npumMeHeHnst 1 unv HecTepunbHbIM MEOULUHCKUM U3aenueM Kracca noTeHuuanbHoro pucka
NpUMeHeHUs 2a 1 NepBUYHOE MHCNEKTUPOBaHWE NPOM3BOACTBA paHee He BbIfno npoBeaeHo)? Het
7. Kop Buaa meguumMHCKOro nsgenusa (CornacHo HOMeHKNaType MeanUMHCKUX n3genun EBpasmnckoro 3KOHOMMYECKOro coro3a, npaBura BeeHnst KOTOpou
yTBepxaeHbl PewweHnem Konnernn EBpasunnckon akoHoMmn4eckon kommcemm ot 29 aekabpst 2015 . N 177)
8. | B cocraBe meguUUHCKOro n3genusi UMeeTcsl NekapCcTBEHHOE CPeaACTBO? Oa
HeTt
9. |Mogenb (Mapka) MeaMLIMHCKOro U3fenus, ee coctas U NPUHAANEXHOCTH
N HanmeHoBaHue Mponssogutens C
1. Mogenb (Mapka) MeaAULMHCKOro usgenus (Npu Hanu4mm)
2. | CoctaB (npu Hanuuum)
3. |lMpuHagnexHocTn (Npn HanuM4mm)
10. | Cpok xpaHeHus (rapaHTUAHBIN CPOK) SKCMyaTauum
11. | YcnoBua xpaHeHus
12. |Peructpauma B cTpaHe-npomnssoauTene u gpyrmx ctpaHax
N HauMeHoBaHMe CTpaHbl N permctpaumoHHOro yaocToBepeHus MeauLMHCKOro nsaenusa (npu [ata Boigasu Cpok

Hanuynn)






13. |lpomnsBoacTteo I nonHocTbio Ha JaHHOM Mpon3BOACTBE
[ yacTuyHo Ha AaHHOM NPOV3BOACTBE
LI nonHocTblo Ha Apyrom npoussoacTee
14. | CeepgeHus o npousBoauTene
opraHu3auMoHHo-NpaBoBas opma,
P H P ¢op MEeCTO HaxoxaeHus (agpec Homepa TenedoHa K o.1N.0.
NnorHoe HaMMeHOBaHWE N COKpaLLEeHHoe
HoMep, AaTa topuAaMYeECcKoro nuua, agpec mecra y dhakca, agpec pyKoBOAY
HavMeHoBaHWe (Mpu Hanuyum), cTpawa, dakTnyeckun agpec < _
pervctpauum XUTENbCTBa NHAMBUAYANbHOMO 3NEKTPOHHOM MOYTbl | AOMMKHOC
(®.1.0. nnamBmayanbHoro
npeanpuHMmMaTens) (npw Hann4yum)
npegnpvHumMaTens)
15. | CBepeHus 0 NpoM3BOACTBEHHOM Nrowaake (NPon3BoACTBEHHbIX MoLazKax)
opraHnsaumMoHHO-NpaBoBasi hopma, NosiHoe - Homepa TenedoHa u o.1N.0.
HOMep, JaTa 1 CPOK AEeNCTBUS
HaVMeHOBaHWe 1 COKpaLleHHOe HaumeHoBaHue (npu . dhakca, agpec pyKoBOAW
N paspeLunTenbHOro 4OKyMeHTa (npu dakTuyeckun agpec _ _
Hanuumm), (P.1.0. uHgnBmnayanbHOro HanMuMN) 3MEKTPOHHOM NOYTbI | [OJMKHOC
npeanpvHMMarens) (Npn Hanuumn)
1.
16. | CBepneHusi 06 ynorHOMOYEHHOM NpeacTaBuTeNe NpomM3BoanTeNs (Npy HanNu4um)
OopraHu3auMoHHo-NpaBoBas opma,
P H P ¢hop MEeCTO HaxoxaeHus (agpec Homepa TenedoHa u o.1N.0.
NofHoe HaMMeHOBaHNE 1 COKpaLLeHHoe
HoMep, AaTa IOPUANYECKOro Nnua, agpec Mecra . dhakca, agpec pyKoBOAW:
HavMeHoBaHue (Mpu HanNM4YuW), cTpata, dakTuyeckuni agpec ~ _
pervctpauum XWUTenNbCTBa NHAMBWUAYaANbHOMO 3NEKTPOHHOW MOYTbl | AOMKHOC
(®.1.0. nnamBmayanbHoro
npeanpuHMmMaTens) (npw Hann4mm)
npegnpvHMmMaTens)
17. | CBegeHnsi 0 JOKYMeHTe, nogTBepXKaalLwem onnaTty NpoBedeHns npoueayp 3KCnepTnsbl MeQULIMHCKOrO u3genms
18. | Cnocob nony4vyeHus yBeJOMMIEHUN (peLleHnii) OT YNONHOMOYEHHOMO opraHa (3KCnepTHOW opraHnsauum) pepepeHTHOro rocygapcraa:

[0 rnwvyHO nog pocnuch

O 3aKa3HbIM NMNOYTOBbLIM OTNpaBlieHneEM C yBeaoOMITIEHMEM O BpyYHEeHUU

[0 B 3neKkTpoHHOM hopMe MO TENEKOMMYHUKALUMOHHbIM KaHanam cBsA3u (Npy Bbibope aaHHOro cnocoba Heobxoammo ykasaTb agpec (agpeca) aNeKTPOHHON NoYT

criefyeT HanpaBuUTb YBEOOMIIEHMS)





0 B dopme 3MEKTPOHHOIO AOKYMEHTa, MOANUCAHHOTO 3NIEKTPOHHOM NOAMUCHIO

FapaHTMpyro OOCTOBEPHOCTb N UAEHTUYHOCTb I/IHd)OpMaLI,I/II/I, cop,ep>|<a|.|.|,e|7|0ﬂ B perncrtpaumMoHHOM O0Cbe U 3adABNeEHUN

[ata nogayn 3asBneHus

d.N.0. n gomKHOCTb pykoBoauTenNd npon3soanTensa (yI'IOJ'IHOMO‘-IeHHOFO npeacraButTensa I'IpOI/I3BOD,I/ITe.I'I$|)

Moanuck, NneyaTb NponsBoauTens (YrNonHOMOYEHHOTO NPEeACTaBUTENS NPOU3BOANUTENS)






Mpunoxexne N 3

k MNpaBunam permctpaumm n aKcnepTusbl
6e3onacHocTn, KayecTBa U 3PEeKTUBHOCTM
MeOULMHCKNX U3genui

$OPMA
BasiBJIEHMSI O NPOBEIEHMM PermuMcTpauMM MeOMLMHCKOI'O MBOesmns

B YIOJIHOMOUEHHEM OpI'aH
rocymapcTiBa - 4JleHa
EBpa3ulckOoT0 3KOHOMUUECKOT'O COK3a

(HamMeHOBaHMEe pedepeHTHOTO IoCyHapCTBa)

(HaMMeHOBaHME TOoCylapcTBa (I'OCyIapCTB)
[IPU3HAaHMA)

3AABJIEHVE
O HNPOBEOEeHUM PEermcTpaumy MeOMLUMHCKOI'O M3IeJnsd

(moylHOEe M COKpalleHHOe (IpM HaluduuMy), B TOM UMCJe QUPMEHHOE, HAaVMMEHOBAaHMUS
Jaula, OT MMEHM KOTOPOTO MNPOM3BOIUTCSA pPerucTpaumus (IpOoM3BOAUTEIDL
(YIIOJITHOMOUYEHHBM NPenCcTaBUTEeJb NPOM3BOIOMTEJS) , OPIaHMB3AalLMOHHO-INpPaBoBas dGopMma

OPUONYECKOTO JIMLA)

HaCTOAIMM IIPOCUT IIPOUM3BECTUM PETUCTPALVI MEIMUIVMHCKOI'O UM3IOEJIMA





HaumeHoBaHWe MeaULNHCKOro U3agenus

2. |HasHayeHne MeanunHCKOro n3genus
3. | MeauuuHckoe nsgenve Ans AnarHoCTUKK in vitro? H| Ja
O He
4., | Obnactb NPUMEHEHNsST MEAULIMHCKOIO M3aenuvs (B COOTBETCTBMM C KraccudmkaTtopom obractern MeaANLMHCKOro NPUMEHEHNST MEANLMHCKNX N3OENUN,
yTBepxaeHHbIM PeweHnem Konnerun EBpasunckon akoHoMmudeckon kommuccum ot 16 anpenst 2019 r. N 62)
5. | Knacc noTeHumManbHOro pucka NnpMMeHeHUs MeguLMHCKOro n3aenus
6. |CneayeT nn NpoBOAUTbL MHCMEKTUPOBaHME NPOU3BOACTBA (YKasbiBaeTCs B Cnyyae, ecnu perucTtpmpyemoe MeauumHckoe nsgenue asnseTcs O Oa
MeOMLMHCKUM U3OeNMEM Krnacca NoTeHLUManbHOro pucka npuMeHeHnst 1 Unm HecTepunbHbIM MEOULMHCKUM U3aenveM Kracca NoTeHUnanbHoro pucka
NpUMeHeHUs 2a 1 NepBUYHOE MHCNEKTUPOBaHWE NPOM3BOACTBA paHee He BbIfno npoBeaeHo)? O He
7. | Koa BMaa MegmMuUMHCKOro M3genus (CornacHo HOMeHKNnaType MeauuuHCKuX nsgenuin EBpasmninckoro SkoOHOMMUYECKOro COoK3a, NpaBuia BegeHUs KOTOpoWn
yTBepxaeHbl PelweHnem Konnernn EBpasuinckon akoHoMmn4veckon kommuccmm ot 29 aekadpst 2015 . N 177)
8. |B cocTaBe MeaNLMHCKOro N3genms MMeeTcs NekapCTBEHHOE CPEACTBO? O Oa
O He
9. |Mogenb (Mapka) MeauLMHCKOro N3aenus, ee coctaB U NPUHAANEXHOCTH
N HanmeHoBaHue Mpounssogutens Crr
1. Mogenb (Mapka) MeaAULMHCKOro usgenus (npu Hanu4mm)
2. | CocTtaB (npu Hanuuum)
3. |lMpuHagnexHocTn (Npn Hanu4mm)
10. | CeegeHus o npousBoanTene
opraHuM3aumoHHo-NpaBoBas opmMa,

P H P ¢op MEeCTO HaxoXxaeHus (agpec HoMepa TenedoHa u D.N.O.ny
rOrHOE HANMEHOBAHIE 11 COKPALLEHHOE Homep, fAaTa IopuanYecKoro nuua, agpec Mecra dakca, agpec pykoBoauTte
HaMMeHOoBaHWe (Mpu Hanu4uM), cTpaHa, ’ ' dakTnyeckun agpec e y |

perncrpaumm XUTENbCTBa UHOANBUAYANbHOIO 3NEKTPOHHON NOYTbI OOJDKHOCTb
(®.1.0. HamBuayanbHoro
npeanpuHuMaTens) (Npn Hanuunn) nm
npeanpvHMMarens)
11. | CsegeHusa o Nnpon3BOACTBEHHON NnoLlaake (MPOM3BOACTBEHHbIX NoLlaaKax)






opraHnsaumMoHHO-NpaBoBasi hopma, NosiHoe o Homepa TenedoHa u d.N.O0.uny
HOMep, AaTa 1 CPOK AEeNCTBUSA
HaVMeHOBaHne 1 cokpalleHHoe HaumeHoBaHue (npu o dakca, agpec pykoBoauTte
N paspeLlumTensHOro AOKyMeHTa hakTudeckun agpec .
Hannyaun), (®.1.0. nHansmayansHoro (NP HanMumm) 3NEKTPOHHOWN MOYThI OOJMPKHOCTb
npeanpuHMmMaTens) P (npu Hannunn) nv
1.
12. | CBegeHusa 06 ynonHOMoOYeHHOM npeacTaBuTerne nponssoanTens (Mpy Hanuyuum)
opraHu3auMoHHo-NpaBoBas opma,
P H P ¢op MEeCTO HaxoXxaeHus (agpec HoMepa TenedoHa u D.N.O.ny
NnofHoe HaMMeHOBaHWE N COKpaLLEeHHOoe
HomMep, aata IOpUAMYECKOro nuua, agpec Mmecta o dakca, agpec pykoBoan-TE
HaumeHoBaHWe (Npy HanM4umu), cTpaHa, dakTudeckui agpec .
perucrpaumm XUTEmNbCTBa MHAMBUAYaINbHOrO 9MNEKTPOHHOW MOYTbI [OIMKHOCTb
(P.1.0. nnamemayanbHoro
npeanpuHuMaTens) (Npn Hanuunn) nm

npeanpvHMMarens)

13. |CeeneHus o OOKYyMeHTe, noaTBepXaarLemM onnaty nposeaeHunda npouenyp permcrtpaumm meguumHCKoro nsgenua

14. | Cnocob nony4yeHus yBeAOMIIEHUIA (PELLUEHWIA) OT YNONTHOMOYEHHOIO opraHa (3KCnepTHOM opraHnsaumm) pecbepeHTHOro rocygapcTea:

[0 nwmyHO noa pocnuch

KOTOprI7I cnenyet HanpaBuUTb YBeﬂOMJ'IeHMFl)

M| 3aKa3HbIM NMOYTOBbLIM OTrNpaBrieHneEM C yBeaOMITIEHNEM O BpyYEeHUU

0 B dopme 3MEKTPOHHOIO AOKYMEHTa, MOANUCaHHOTO 3NIEKTPOHHOM NOAMUCHIO

[0 B 3MneKTPOHHOI dhopMe Mo TENEKOMMYHUKALIMOHHBLIM KaHanam cBsisu (npuv BbiGope AaHHOro cnocoba HeobxoauMo ykasaTb agpec (aapeca) aneKTPOHHON MoYTE

15. | Cnocob nony4yeHua perncTpauyMoHHOro ygqoctoeepeHmna MegmumnHCKOro nagenna n npunoXxXeHnsa K Hemy:

[0 Ha bymaxHoM HocuTene NMMYHO

d Ha 6YMa)KHOM HOcUTEne C OTI'IpaBKOIZ 3aKa3HbIM MNOYTOBbLIM OTrMpaBiieHneM C yBegoMIieHMeM O Bpy4eHnn

apaHTUPYH 4OCTOBEPHOCTb U MOEHTUYHOCTb UHGpOPMaLMK, coaepKallencs B perMcTpauMoHHOM OOCbe U 3asiBlieHUN

[aTta nogaym 3aaBneHuns

®.1N.0. 1 [OMKHOCTb PYKOBOAUTENS NPON3BOAMTENS (YNONTHOMOYEHHOIO NPeACTaBUTENS NPOM3BOaUTENS)

Mognuck, nevaTb npon3sogunTend (yI'IOJ'IHOMOLIeHHOFO npegcraBuTenA I'IpOMSBO,EI,I/ITeJ'Iﬂ)






NEPEYEHDb

MpunoxeHne N 4

k MpaBunam pernctTpauum u aKcnepTusbl
GesonacHOCTH, kayecTBa M 3pPEeKTUBHOCTM

MeONLMHCKUX N3aenui

AOKYMEHTOB, HEOBXOAUMbIX OA1A PETUCTPALUNU MEANLUMHCKOIO U3OENUA

(B pea. PeweHuna Coseta EOK o1 08.07.2025 N 50)

MepguuumHckoe nsgenue knacca
NOTEHLMNANbHOro p1ucka

N HaumeHoBaHMe JOKyMeHTa NpUMeEHEHMUS Meanuukckoe nspenve MpumeyaHue
n/n y P Ana ONarHoCTUKK in vitro
1 2a 26 3
1. 3asaBneHwne + + + + + no doopmam, npesyCMOTPEHHbBIM MPUNOXKEHUAMU
N 2 u 3 k lNpaBunam peructpayumn n aKcnepTunsbl
Be3onacHocTH, kayecTBa U APPEKTUBHOCTU
MEeOMLMHCKUX U3OEeNUIA, YTBEPXKAEHHbIM
PeweHnem CoBeTa EBpasninckor 3KOHOMUYECKOM
kommccum ot 12 cespans 2016 r. N 46
2. [oBepeHHOCTb OT NPOU3BOAUTENS Ha NpaBo + + + + + 3aBepsIeTCs B COOTBETCTBUU C MEXAYyHapPOaHbIMMU
npeacTaBneHus UHTEPECOB Mpu perncTpauum HOpMaMu 3aBepeHus NN HopMamu 3aBepeHus,
(npu HeobxogumocTH) YCTaHOBMEHHbLIMU 3aKOHOAATEbCTBOM
pedepeHTHOro rocygapcraa
3. [Jorosop npoun3BoanTerns C yNorHOMOYEHHbIM + + + + + KOMNusi 3aBepseTCcs B COOTBETCTBMM C

npeacTaBuTenem nponssoautens nuéo ero
Konus (NPW HaNM4MM yrnorHOMOYEHHOTo
npeacTaeuTens npoussoanTens). Ecnu
YNOMHOMOY€EHHbI NpeacTaBUTenb
NPOM3BOAMNTENS He ABNAETCA pe3naeHToOM
pecbepeHTHOro rocygapcTea, npunaraercs
KOMUSI JOKyMEHTa, NOATBEPKAAtoLLErO
perncTpaumio ynoTHOMO4YEHHOTo
npeacTaBUTENS NPOU3BOANTENS B KAYecTBe

MeXayHapogHbIMY HOPMaMU 3aBepeHna nnn
HOpMaMun 3aBepeHusa, yCTaHOBITIEHHbIMU
3aKoHOAaTeNbCTBOM pedhepeHTHOro rocygapcrtea





ropmnanyeckoro nmua nnéo nHaonenagyanbHOro
npegnpunHnmartensa

Konusi paspelunTensHOro 4OKyMeHTa Ha npaBo
NMPOM3BOACTBA B CTPaHe NPOM3BOAUTENS C
npunoXxeHnem (Npu Hann4mm)

Konus pokymeHTa nn6o ceeaeHus,
noaTBepXaatoLue perucTpaumio
Npoun3BOAUTENSA B Ka4yecTBe IpUaNYeckoro
nvua nuéo MHANBUOYanbLHOro
npeanpuHumarens

Konusa cepTtudumkata cooTBETCTBUSA CUCTEMDI
MeHeDXMeHTa kadyecTBa TpeboBaHuAM
ctaHgapTta ISO 13485 nubo
COOTBETCTBYIOLLErO PEMMOHANBHOMO MIN
HaLMoHarnbHOro (rocyaapCTBEHHOrO)
cTaHfapTa rocyaapcTea - YneHa Espasuiickoro
3KOHOMMYECKOro coto3a (oanee
COOTBETCTBEHHO - rocygapcTBo-yneH, Coto3s),
BblJAHHOIO Ha UMS1 MPON3BOANTENS
MeOMLMHCKUX n3genui (Npon3BoaCcTBEHHOM
nnowaaku) (Npy Hanu4um)

[eknapauumsa o COOTBETCTBMU MEAMULIMHCKOro
nsgenusa obsasaTtenbHbIM TpeboBaHUSAM
rocyaapcTB, He aBnstowmuxcs yneHamu Corosa
(HanpumMep, OUpeKTMBaM NN pernameHTam
EBponelickoro coto3a), Unv aKBUBaNeHTHbIN
OOKYMEHT (Npu Hanu4umm) NMBo Konums Takmx
OOKYMEHTOB

Konus pernctpaumMoHHOro yaocToBepeHus
MeauuMHCcKoro nagenus (ceptudmkata
cBobogHoN npoaaxmu, ceptudumkaTa Ha aKCnopT
(3a ucknoyeHnemMm MeguUUHCKMX M3OENnIA,
BrepBble NPOU3BEAEHHbIX Ha TEPPUTOPUM
rocygapcTBa-yfieHa)), BblgaHHOro B CTpaHe
npousBoguTens (Npu HanU4Mm)

CsegeHus o permcTpauunmn B pyrux ctpaHax co

3aBepsieTcs B COOTBETCTBUMN C MeXAyHapoaHbIMU
HOpMaMW 3aBepeHns N HopMaMmn 3aBepeHus,
yCTaHOBMNEHHbLIMI 3aKOHO4aTENbCTBOM
pedepeHTHOro rocyaapcTea

KONusa AOKYMeHTa 3aBepsieTCsl B COOTBETCTBUM C
MeXayHapoOHbIMU HOPMaMm1 3aBepPeHns Unm
HOpMaMW 3aBepeHUsl, yCTaHOBNEHHbIMU
3aKoHOAaTeNbCTBOM pedpepeHTHOro
rocyaapcTBa; CBeAeHus 3aBepsatoTca
npon3BoanTenem

3aBepsieTcs B COOTBETCTBUMN C MeXAyHapoaHbIMU
HOpMaMW 3aBepPeHns N HopMaMmn 3aBepeHus,
yCTaHOBMNEHHbLIMI 3aKOHO4ATENbCTBOM
pedepeHTHOro rocyaapcTea

KONusi 3aBepseTca nponssoauTenemM
(ynornHomo4eHHbIM NpeacTaBuTenem
npoussoanTens)

3aBepseTCa B COOTBETCTBMM C MEXAyHapOoaHbIMU
HOPMaMmu 3aBepeHnNs N HopMamMmn 3aBepeHus,
YCTaHOBMNEHHbLIMI 3aKOHOAATENLCTBOM
pedepeHTHOro rocyaapcTea

3aBepdeTca npounssogunTenem (yI'IOJ'IHOMOLIeHHbIM





10.

11.

12.

13.

14.

CCbIfNIKON Ha OEeNCTBYIOLLNE NCTOYHUKN TaKnx
CBEOEHUN N 3NeKTPOHHbIN darin, coaepKaLlni
Takue CBeAeHWsl, Unu Konusi JOKYMEHTa,
yOOCTOBEPSAIOLLEro perncTpawmio
MeAMLIMHCKOro n3aenusa B Apyrnx ctpaHax (npu
HanmMynm)

[aHHble 0 MapKMPOBKE 1 yNakoBKe
(nonHouBeTHbIE (C ykazaHMEM KOOUPOBKM
LBeTa) MaKeTbl YNakOBOK M 9TUKETOK), TEKCT
MapKUPOBKM Ha PYCCKOM Si3bIKE U
rocyapCTBEHHbIX fA3blkax rocyAapcTB-4y1eHOB
(Npn HeobxoammocTn). TEKCT MapPKMPOBKM Ha
roCyAapCTBEHHbIX A3blkax rocyAapCTB
NPU3HaHWS MOXET NpeacTaBnsTbCA nocne
(HOPMUPOBaAHUSI MONOXUTESNBHOIO 3KCNEPTHOIO
3aKMHYeHUs

UHdopmaLmsa o paspaboTke n NnpomM3BoacTBe:
CXeMbl MPOLEeCCOB NPOM3BOACTBA, OCHOBHbIE
cTaguv Npon3BOACTBa, YNakoBKa, UCMbITaHUS 1
npouenypa BbiMyCcka KOHEYHOTO NpPoAyKTa

CefeHus 0 NponsBoanTene: HaMMeHOBaHNE,
BV, AEeATENbHOCTU, IOPUAMNYECKUI afpec,
¢opma cobCTBEHHOCTM, COCTaB PyKOBOACTBA,
nepeyveHb nogpasgeneHnii 1 JOYepHUX
KOMMaHWI, y4acCTBYHOLLMX B NMPOM3BOACTBE
3asBMSIEMOro Ha perncTpaLmi MeanuLMHCKOro
n3genvs, ¢ ykasaHneMm mx ctaTtyca u
NMOMHOMOYMI

WHdopmaLma o mapKkeTuHre (Mctopus npm
ycrnoBum obpalleHust nsgenusa Ha pbiHke bonee
2 neT) (Npu Hanu4um)

CoobLeHunsa o HebnaronpuaTHbIX COBLITUAX
(vHUMpeHTax) u oT3biBax (MHOpPMaLMS He
npeaocTaBnsieTcs Ansi BHOBb pa3paboTaHHbIX U
CMPOEKTUPOBAHHBIX MEAULIMHCKUX N3OENNN):

CMUCOK HeBnaronpusTHLIX COBbITUI
(MHUMAOEHTOB), CBA3AHHBIX C
NCNonb30BaHUEM U3aenus, u

+
(kpome kraccoB 1 u 2a)

+
(kpome knacca 1)

npeacraBuTenem I'IpOM3BO,D,MTeJ'IF|)

3aBepdeTca npounssogmnTenem (yI'IOJ'IHOMOLIeHHbIM
npeacraBuTenem npomsao,u,menﬂ)

3aBepseTcsa nponssoautenem (YrnornHOMOYEHHbIM
npeacTaBATENEM NPOU3BOANTENS)

3aBepdeTca npounssogunTenem (yI'IOJ'IHOMOLIeHHbIM
npeacraBuTenem npomsao,u,menﬂ)

3aBepseTca nponssoautenem (YrnornHOMOYEHHbIM
npeacTaBATENEM NPOU3BOANTENS)

3aBepdeTca npounssogunTenem (yI'IOJ'IHOMOLIeHHbIM
npeacraBuTenem npomsao,u,menﬂ)





yKkasaHue nepuoaa BpeMeHu, Ha
NPOTSAXEHUN KOTOPOrO
NPOUCXOAMNIN YKa3aHHble cobbITUS
(MHUMAOEHTDI)

ecnv HebnaronpuATHLIX COBLITUI
(MHUMAOEHTOB) CNULLIKOM MHOTO,
Heob6xo04MMO NpeocTaBUTb
KpaTkme 0630pbl N0 KaXXAoMY U3
TMNOB COBLITUI M YKa3aTb obLlee
KOMMYeCTBO COOBITUIN KaXXA0ro
TMNAa, 0 KOTOPbIX NOCTYNanu oT4eThl

CMNCOK OT3bIBOB C PbIHKA
MEeAULMHCKMUX U3genui n (unu)
NOSICHUTENbHbIX YBEAOMITEHUN U
onucaHue nogxoaa K
pacCMOTPEHNIO0 3TMUX NPOBIeEM n nx
peLleHnio NPon3BoANTENAMU B
KaXkOM 13 TaKuX CIyyaeB

onvcaHue aHanusa u (1nu)
KOPPEKTUPYIOLLNX OEeNCTBUN,
npeanpuHATLIX B OTBET Ha
yKasaHHble cry4au

(B pea. Pewennst Coeta EOK o1 08.07.2025 N 50)

15.

16.

MepeyeHb cTaHAAPTOB, KOTOPbIE MPUMEHSNUCH
NPOV3BOAUTENEM MPU NPOEKTUPOBAHUN U
NPOV3BOACTBE MEAMLIMHCKOrO U3genus (c
yKasaHWemM HaumeHoBaHus 1 0603HaYeHUs
CTaHOapToB)

CeefeHus 0 COOTBETCTBMM MEANLIMHCKOro
nsgenusa O6wum TpeboBaHMaM 6e3onacHOCTU
N 3(pPEKTMBHOCTU MEOULINMHCKUX U3OENUNA,
TpeboBaHMAM K UX MapKMPOBKE U
3KCMITyaTauMOHHOW AOKYMEHTaLMN Ha HUX,
yTBepxaeHHble PeweHnem CoseTta
EBpasunickon akoHOMUYeCKon kommccum ot 12
deBpana 2016 r. N 27 (nanee - O6bwwne
TpeboBaHus), C NpUNoXeHNeM AOKYMEHTOB,
CCbIfIKM Ha KOTOPblE NMEITCS B YKa3aHHbIX

3aBepsieTcs nponssoauTenemM (YrnorHOMOYEHHbIM

npeacTaBATENEM NPOU3BOANTENS)

3aBepdeTca npounssognTenem (yI'IOJ'IHOMOLIeHHbIM

npeacTaBATENEM NPOU3BOANTENS)





17.

18.

19.

20.

21.

cBeaeHnax

[lokymeHT, ycTaHaBnmBaroLWnn TpeboBaHNS K
TEXHUYECKNM XapaKTepUcTUkaM MeauLUHCKOro
nsgenus

MpoTOKONbI TEXHNYECKUX UCMbITAHUNA,
NPOBEAEHHbIX B LiENSIX AOKa3aTenbcTBa
COOTBETCTBUSA MeauLUuHcKkoro nsgenuna Obwmm
TpeboBaHMsM, NporpamMmmbl UCTIbITAHUI NGO
KOMUM yKa3aHHbIX JOKYMEHTOB U (Mnn)
OOKYMEHTBI, coaepallne AokasaTenbCcTBa
NepBO CTOPOHBI

OT4eT No oLeHke BNoNorM4eckoro JeNCTBUS
MeaMLMHCKOro nsgenus (npu Heob6xoomMmMocT)

lMpoTokonbl nccregoBaHuin (UCMbITaHWUA) NO
oueHke Buonorm4eckoro AencTems
MEeOMLMHCKOrO M3genusi, NpoBedEeHHbIX B LENsix
AoKasaTenbCTBa COOTBETCTBUSA MEAMLMHCKOIO
nsgenusa O6wum TpeboBaHmam (Npu
HeobXx04MMOCTH), NPOorpaMmbl UCCNea0BaHWN
(ncnbiTaHuin) NMBo KoMK YKkasaHHbIX
[OKYMEHTOB

OTYeT 0 KNMUHMYECKOM JOKa3aTeNbCTBE
acphekTMBHOCTM M Be3onacHOCTU
MeAMLUHCKOro nsgenusi nnbo ero konus

(8 pea. PeweHuns Coseta EOK o1 08.07.2025 N 50)

22.

OTYeT O KMMHUYECKOM UCMbITaHUK
(nccnepoBaHUM) MEAULIMHCKOTO U3Oenus unm
OTYET O KIIMHUKO-NabopaTOPHOM UCTbITAHUU
(nccnepoBaHuM) MeAULIMHCKOrO U3aenusa Ans
anarHocTukm in vitro (nubo ero konug) (no
NPUMEHNMOCTH)

(8 pea. PeweHuns Coseta EOK o1 08.07.2025 N 50)

+
(3a ncknoyeHuem

peareHToB, HabopoB

peareHToB, KOHTPOIbHbIX
mMaTepuarnos,
kannbpaTopos,

NPOMbIBaOLLMX PacTBOPOB

N nuTaTenbHbIX cpen)

3aBepsieTcs nponseoauTenemM (YrnorHOMOYEHHbIM
npeacTaBATENEM NPOU3BOANTENS)

KOMuM NPOTOKOSIOB 3aBEPSIIOTCS UCMbITaTENBHON
nabopartopuen (LeHTPOM) Unm B COOTBETCTBUM C
HOpMaMu 3aBepeHusl, yCTaHOBMNEHHbIMY
3aKoHOAATENbCTBOM pedepeHTHOro
rocynapcrBa;

KOMuUM NporpamMMm 3aBepsTCS UCTbITaTENbHON
naboparopuen (LeHTPOM) uUnu npomnseBoguTenem
(ynonHomo4YeHHbIM NpeacTaBuTENEM
npovssoguTens);

OOKYMEHTbI, cofepkaliue gokasaTenbcTea
NepBO CTOPOHbI, 3aBEPSIIOTCS NPOU3BOAUTENEM

3aBepsieTcs nponseoauTenem (YrnorHOMOYEHHbIM
npeacTaBATENEM NPOU3BOANTENS)

KOMMM MPOTOKOIIOB U NPOrpaMmM 3aBepsitoTCs
ucnbiTatenbHon naboparopuen (LEHTPOM) Unu B
COOTBETCTBUWN C HOPMaMU 3aBEPEHUS,
YCTaHOBIEHHbLIMW 3aKOHOAATENBCTBOM
pedepeHTHOro rocyaapctea

KOMuMs o0TYeTa 3aBepsieTcs NpPoM3BoanTENEM
(ynonHoMo4eHHbIM NpeacTaBuTenem
npoussoauTens)

Konua oT4yeTa 3aBepsieTcss MeauUMHCKON
opraHusaumen (KNMHNYEeCKUM LIEHTPOM) Unn B
COOTBETCTBUWN C HOPMaMM 3aBEPEHMS,
YCTaHOBMEHHbLIMU 3aKOHOAATEbCTBOM
pecepeHTHOro rocygapcrtaa





23.

24.

25.

OtyeT 06 aHanM3e pUCKOB U yNpaBreHUn mMm
nmbo ero konusa

[laHHbIE O NeKapCTBEHHbIX CPeACcTBax B
cocTaBe MeLULMHCKOro nsgenus (cocrtaB
NEeKapCTBEHHOro CpeacTBa, KONMYeCTBO,
[JaHHble 0 COBMECTMMOCTM NIEKaPCTBEHHOIO
cpencTtea ¢ MEANLMHCKMM U3nennem,
permctpaummn nekapcTBEHHOro cpeacTea B
CTpaHe nNpou3BoauTens)

[aHHble o Buonornyeckon 6esonacHoCTH (No
NPUMEHNMOCTK)

(B peq. Pewenunst Coeta EOK o1 08.07.2025 N 50)

26.

27.

28.

20.

[aHHble 0 npoleaype cTepunuaauum, BKroyas
MHdopMaLnio 0 Banvaauum npoLecca,
pe3ynbTaTbl TECTUPOBaAHUSA Ha coepXaHune
MUKPOOPraHM3mMoB (CTeneHb Gronornyeckom
Harpysku), MMPOreHHOCTUN, CTEPUNBHOCTY (Npun
HeobxoouMMOCTH) C YKa3aHNeEM MeTOO0B
npoBeneHUst NCMNbITAaHUA N AaHHbIE O
Banuaaunm ynakoBku (4ns CTEPUITbHBIX
n3genun)

WHdopMaumsa o cneumanbHOM NPorpaMMHOM
obecneyeHnn (Npy HanNM4uuK): CBeAEHUS
NPOM3BOAUTENS O BanuaaLMm NporpaMmMHoOro
obecneyeHuns

OT14eT 00 uccnegoBaHUsax ctabunbHOCTM NNOO
€ero konwus (B criyqae npeacTaBreHns oTyeTa Ha
WMHOCTPaHHOM Si3blKe C NEPEBOAOM Ha PYCCKUN
A3blK pe3yNbTaToB M BbIBOAOB UCCeq0BaHWUIA) -
ONs U3O0ennii, UMEeKLLIMX CPOK XpaHeHus

OkcnnyaTauMOHHBIN JOKYMEHT UM MHCTPYKLMSA
No NPUMEHEHNI0 MELAMLNMHCKOIO U3fenus Ha
PYCCKOM $13blK€ U FOCYAapPCTBEHHbIX A3blKaxX
rocyaapcTB-4reHoB (Npu HeobxoaMmMocTh).
JKcnnyaTauMOoHHbIA JOKYMEHT UMM MHCTPYKLMS
Mo NPUMEHEHMWIO MEAMLMHCKOTO U3aenus Ha

KONusi oTYeTa 3aBepseTCs NPOM3BOAMTENEM
(ynornHomo4eHHbIM NpeacTaBuTenem
npoussoanTens)

3aBepsieTcs nponseoauTenemM (YrnorHOMOYEHHbIM
npeacTaBATENEM NPOU3BOANTENS)

3aBepsieTcs nponseoauTenem (YrnorHOMOYEHHbIM
npeacTaBuTenem nponssoauTens)

3aBepdeTca npounssogunTenem (yI'IOJ'IHOMOLIeHHbIM
npeacraBuTenem npomsao,u,menﬂ)

3aBepseTca nponssoautenem (YrnornHOMOYEHHbIM
npeacTaBATENEM NPOU3BOANTENS)

KOnmn4a oT4yeTa 3aBepdaeTca npon3soantenem
(yI'IOJ'IHOMOLIeHHbIM npegcraBuTenem
I'IpOI/ISBO,EI,I/ITeJ'IFl), opurnHan noanncblBaeTcAa
npomunssoguTenem

3aBepdeTca npounssogunTenem (yI'IOJ'IHOMOLIeHHbIM
npeacraBuTenem npomsao,u,menﬂ)





30.

31.

32.

33.

34.

35.

rocygapCTtBeHHbIX A3blKaX rocyaapcts
NPU3HAHNA MOXET NpencTaBnATbLCA Nocre
d)OpMI/IpOBaHI/Iﬂ NONOXNTENbHOIO 3KCNEepTHOro
3aKrnr4yeHna

PykoBOACTBO MO CEPBMCHOMY OBCMYXMBAHUIO -
B Crly4ae OTCYTCTBUS AaHHbIX B
aKcnnyaTauMoHHOW AOKyMeHTauun (npu
Hanuuum).

[aHHbIN JOKYMEHT Ha rocy4apCTBEHHbIX
A3blkax rocy4apcTB NPU3HaHUSA MOXET
npeacTaBnsaTbCs nocne GopMnpoBaHus
MONOXMWTENbHOIO SKCNEPTHOTO 3aKN0YeHUs

OT4eT 0 pesynbTaTax MHCMEKTUPOBaHNS
nNpou3BoACTBa MEAMLIMHCKOro nsaenus nnbo
€ro konus (Npu HanMymm)

MnaH cbopa n aHanM3a gaHHbIX No
©6e30nacHOCTM 1 3hPEKTUBHOCTU MEANLMHCKUX
n3nennin Ha NoCTNpPoadaXHoOM aTane

[lokymeHTbI, noaTBEpXaatoLme pesynbTaThl
WCNbITAHUN MEOULIMHCKUX U3OENUN B LIENSx
YTBEPXAEHMS TUMa CPeacTB N3MepeHui (B
OTHOLUEHUM MeaULNHCKNX U3OENUN,
BKMIOYEHHbIX B NepeYeHb BUOOB MEOULMHCKNX
n3nenunin, nognexalunx OTHECEHUIO NpU nX
peructpaummn K cpeacteam U3aMepeHun,
yTBepXaeHHbIN PewweHnem CoseTa
EBpasuninckon akoHOMUYEeCKon kommccum ot 12
despanga 2016 r. N 42), nubo ux konum

doTorpadmyeckme n3obpaxeHms obliero smaa
MeAMLMHCKOro U34ennsi n NpuHaanexHocten
(npu Hannyum) (pasmep He meHee 180 MM X
240 mm)

[oKkyMeHTbl, MoATBepPXaatoLne KayecTBo
neKapcTBEHHOro cpeacTea, BUONornYeckoro
maTtepuana u UHbIX BELLECTB, KOTOPble BXOOAT
B COCTaB MEeAULIMHCKOro nagenus u
KOHTaKTMPYIOT C OpraHM3MoM YerioBeka B

3aBepsieTcs nponseoauTenem (YrnorHOMOYEHHbIM
npeacTaBATENEM NPOU3BOANTENS)

KOnus oTyeTa 3aBepseTcs NHCNEKTUPYHoLLER
opraHuMsaunen unm NnponsBoanTenem
(ynonHOMoO4YeHHbIM NpeacTaBuTenem
npoussoauTens)

3aBepsieTcs nponssoauTenemM (YrnorHOMOYEHHbIM
npeacTaBuTenem nponssoanTens)

KOMWM JOKYMEHTOB 3aBEPSIOTCS OpraHu3aumen,
YNOTHOMOYEHHOW (HOTUPNLMPOBAHHOW) B
COOTBETCTBUW C 3aKOHOAATENBCTBOM
rocyapcTBa-yneHa Ha NpoBeAeHWe UCNbITaHUN
CcpencTB M3MEPEHUI, U B COOTBETCTBUN C
HOpMaMu 3aBepeHUs], yCTaHOBINEHHbIMU
3aKoHOAATeNbCTBOM ped)epeHTHOro rocyjapcraa

3aBepPSATCA NPOM3BOAMTENEM
(ynornHomo4eHHbIM NpeacTaBuTenem
npoussoanTens)

KOMuM JOKYMEHTOB 3aBEpPSIOTCS MPOM3BOAUTENEM
(ynonHOMO4Y€eHHbIM NpeacTaBuTeENem
npoussoauTens)





36.

37.

COOTBETCTBMU C Ha3Ha4YeHNEM MEAULMHCKOrO
n3genus, a Takke npegHasHayeHbl Ans
NPUMEHEHMS TONMbKO C Y4ETOM Ha3Ha4YeHUs
MeOULMHCKOrO M3aenus, onpeaeneHHoro
npou3BoauTeNneM, 1 BblaHHbIE B COOTBETCTBUU
C 3aKOHO4ATENbCTBOM CTPaHbl MPOUCXOXKOEHMS
rniekapcTBEHHOro cpeacTea, Guonornyeckoro
mMaTtepuana u UHoro BeLLecTsa, NMnbo nx konum
(no npumMeHuMocTK)

WHble LOOKYMEHTbI, npeaocTaBlieHHble

3adaBuTeENnEmM

Onwuce (B crnyvae nogaym permcTpaumoHHOro
Jocbe B GymaxHoM Buae)

KOMUW OKYMEHTOB 3aBEPSAOTCHA NPOU3BOANTENEM
(ynonHomo4YeHHbIM NpeAcTaBUTENEM
npoussoauTens)

3aBepdeTca npounssognTenem (yI'IOJ'IHOMOLIeHHbIM
npeacraBuTeNnem npomsao,qmenﬂ)






Mpunoxexne N 5

k MNpaBunam permctpaumm n aKcnepTusbl
6e3onacHocTn, KayecTBa U 3PEeKTUBHOCTM
MeOULMHCKNX U3genum

(B peq. PeweHua Coeseta EOK o1 08.07.2025 N 50)

SKCIIEPTHOE 3AKJIIOUYEHUE
06 oleHkKe 6e30MnNacHOCTM, KauecTBa M 3bbexTMBHOCTM MeOMUMHCKOI'O M3AeNuUs

(HaMMeHOBaHME YIIOJIHOMOUYEHHOTO OpTraHa (®KCIEePTHOM opraHmMs3auuyu) pebepeHTHOTO
TocyInapcTBa)

YTBEPXIAIO

(®.11.0. pyKOBOOUTEJS YIOJHOMOUEHHOTO
opraHa (BKCIEePTHOM opraHM3auumn),
MoOnmuchk, IedaThb)

" " 20 .

SKCIIEPTHOE 3AKJIOUEHUE
06 oleHke 0e30IaCHOCTM, KauecTBa U 3QPEeKTUBHOCTM MEINUMLUMHCKOITO M3OeJMd

N or " " 20 T.

1. O6wme cBeageHust 0 MeguLMHCKOM U3aenuu:

a) HOMEp W1 pata perncrtpaunmn 3asiBNeHnn o nposeaeHnn 3KCcnepTnudbl MeAUMLMHCKOro wmsgenna m o
npoBegeHnn perncTpaumnm megnumnHCKoro n3genua,

0) HaMMeHoBaHWEe MeLULMHCKOrO N3OEeNnus;

B) Npou3BogmnTens MEOULMHCKOTO U3Oenus, CTpaHa;

r) NPOU3BOACTBEHHAA NoLwaaka (Mnowagku), CTtpaHa;

[) YNONTHOMOYEHHbIV NPeACTaBUTENb MPON3BOANTENS (MPU HANUYUK);
€) obnacTb NPUMEHEHUS N Ha3Ha4YeHue;

X) BUO MeOULUMHCKOro u3genus B COOTBETCTBUM C HOMEHKNaTypon mMeauuMHCKUX m3genuid Eepasuinckoro
9KOHOMMYECKOrO COK3a, MpaBuna BedeHuMs KOTopon yTBepxaeHol Pewennem Konnerun EBpasuiickon
3KOHOMMYeckon komucenm oT 29 gekabps 2015r. N 177;

3) Knacc noteHunanbHOro pucka npuMmeHeHna meauumHCKoro nsgenma,

W) cocTaB MegMUMHCKOro wusgenus (Mogenu (Mapku) MeauUMHCKOro usgenusa (Mpu  Hamu4um)) u
NPUHAONEXHOCTEN K HEMY (NPW HanU4uu);

K) OCHOBHbI€ TEXHUYECKME XapaKTEPUCTUKN MELQULMHCKOrO n3genus (Mogenu (Mapku, Tuna) MeauumHCKoro
nsgenus (Npu Hanu4yun)).

2. PesynbTaTtbl akcnepTu3bl Ge3onacHoCcTW, kavecTBa U 3PAEKTMBHOCTU MeOUUMHCKOro wusgenusa (no
NPUMEHNMOCTK):





a) OoueHKa NpaBUiibHOCTU OTHECEeHUA n3aenma K MeanunHCKUmM n3gennam,

0) oueHKa COOTBETCTBMS YKa3aHHOrO 3asBMTENEeM Kriacca MOTeHUManbHOrO pucka MpUMEHEHMUs
MEeOMULMHCKOrO M3denus B COOTBETCTBMU ¢ [MpaBunamu knaccmdukaumm MeguumnHCKUX U30enuin B 3aBUCUMOCTH OT
NOTEHUNANbHOr0O pucka npuUMeEHeHNd, yTBepXaeHHbiMM PeweHnem Konnermn EBpasnnckon 3KOHOMUYECKOM
Kommccum ot 22 aekabpsa 2015 r. N 173;

B) OLIEHKa NMPaBUSIBHOCTN OTHECEHMS MEAMLMHCKOro nsaenusa (Mogenen (Mapok) MeAMLUHCKOro n3genus) K
onpegeneHHoMy Budy MEOVUMHCKUX W3genuid B COOTBETCTBUM C HOMEHKNATypon MEeOMUUHCKUX W3genvn
EBpasniickoro 9KOHOMUWYECKOrO CO3a, MpaBuna BedeHust KoTopol yTBepxaeHbl Pewenuem Konnernn
EBpasuniickon skoHomMmu4eckom kommccum ot 29 gekabpsa 2015r. N 177;

) oueHka COOTBETCTBUSA MoAenen (Mapok) MeguuMHCKOro magenus (Mpu Hanuyuu), BKNIOYaembiX B OOHO
perncTpaumoHHoe yOOCTOBEPEHUNE, KPUTEPUSIM, YCTAHOBMNEHHbIM NyHKTOM 19 MpaBun perncrpauumn n 3KcnepTmsbl
Ge3onacHocTn, kavectBa U 9PAEKTUBHOCTU MEAULMHCKUX u3genuin, yTeepxaeHHbix PeweHvem CoBeTa
EBpa3sunckoin akoHomMmyeckon kommuccum ot 12 despans 2016 r. N 46;

O) aHanu3 U oueHKa [oKasaTefbHbIX [OOKYMEHTOB (MaTepuanoB), MOATBEPXAANOLIMX COOTBETCTBME
mMeauuuHckoro usgenus O6wmm TpeboBaHussM 6GesonacHOCTM M 3apEKTUBHOCTN MEOULMHCKUX MU3OEenun,
TpeboBaHWAM K MX MapKMpOBKE W IKCMyaTaLMOHHOW AOKYMEHTauuW Ha HWX, yTBepXaeHHbIM PeweHnem CoseTta
EBpaswiickon akoHomu4deckon kommccum ot 12 coespans 2016 r. N 27 (ganee - Obwme TpeboBaHus):

aHanua3 npeacTaBneHHbIX MPoM3BOAMTENEM CBEAEHWA O COOTBETCTBMM MeOMUMHCKOro uagenust OGLum
TpeboBaHWAM, B TOM YMCIe aHanu3 MpaBUMbHOCTU UAEeHTUdUKAUMK nonoxeHuin OBWwmMx TpeGoBaHui,
NPUMEHUMbIX K MEAULMHCKOMY U3JEenuto;

OUEHKa COOTBETCTBUS  MPOTOKOMOB  TEXHWYECKMX  MCNbITAHWW,  BblAa@HHbIX  YMOSTHOMOYEHHbLIMU
opraHmsdaumamu, [lpaBunam npoBedeHMs TEXHUYECKMX WCMbITAHUM MEAUUMHCKUX W3OAENUN, YTBEPKOEHHbIM
Pewennem Coseta EBpasunckon akoHoMmyeckon kommccum ot 12 dpespansa 2016 r. N 28;

OLEeHKa COOTBETCTBUS MPOTOKOJSIOB UCCIEA0BaHWUIA (MCMbITAHUI) C LIENb OLEHKN BMONOrMyeckoro 4encTems
MEeOULMHCKUX U3AENWN, BblAaHHbIX YNOMTHOMOYEHHLIMU OpraHusauusmu, lNMpaBunam npoBefeHus nccrnenoBaHuii
(ncnbiTaHun) € Lenblo OUEeHKM OMONOrMYeckoro OeVCTBUS MEOMLMHCKMX M3OEenui, YTBEpPXKAEHHbIM PelueHnem
CoseTta EBpasaunckoi akoHomMmmyeckon kommuccum ot 16 mast 2016 r. N 38;

aHanua oT4yeTa no oLeHke BMoNorMYeckoro 4eNCTBUS MeULMHCKOro nsgenusa (NpoBoANTCA B TOM Yncne Ans
NoATBEPXAEHMS TOro, YTO MaTepumanbl, BXOAsSLME B KOHTAKT (B3aMMOOEWNCTBYHOLIME) C TKAHAMWU 4erioBeka,
naeHTumUmMpoBaHbl (ykasaHbl MapkM MaTepuanoB M MX MW3rOTOBUTENMW), a Tawkke [Ans MNOATBEPXKAEHUS
0BOCHOBaHHOCTN OTCYTCTBUA HEOOXOAMMOCTM MNpPOBEAEHUA WCCNeAOBaHUN (MCMbITAHUA) C LEnbi OLEHKX
B1onorn4eckoro 4encTeuns);

aHanu3 oTyeTa O KINMHUYECKOM [oKasaTernbCTBe 3pdeKTUBHOCTM M 6e30MacHOCTM MeOULMHCKOTO M3aenus
(npoBoanTcs AnNA  noaTBepXaeHWss 0BOOCHOBAHHOCTM BblIOOpa MeTOAOB [OoKasaTenbCTBa  KIUMHWUYECKOM
apeKTUBHOCTM U Be30nmacHOCTU MEAMLMHCKOrO W3Oenus, BanuOHOCTW  [AaHHbIX, WCMONb3yeMbIX Ans
[oKasaTenbCTBa  KMUHMYECKOW 3(deKTUBHOCTM U 6e30nacHOCTM  MeOMLMHCKOro  uM3denus, a Takke
060CHOBaAHHOCTU 3aKMYEHUS O KIMHUYECKON 3 EKTUBHOCTU U 6E30NacHOCTU AN BCeX 3asBMNEHHbIX NoKa3aHWi
K MPUMEHEHMIO C YYeTOM Hanuums UNu oTCYTCTBUSA NPOTUBOMNOKa3aHui);

OLeHKa COOTBETCTBUS OTYETOB O KITMHUYECKMX (KIMMHUKO-NAabopaTopHbIX) UCMbITAHUAX (MCCredoBaHUSX)
MeaouUMHCKMX  m3genuin  [NMpaBunam NpoBeAeHUst  KIMHWYECKUX W KIMHWUKO-NAabopaTopHbIX  UCMbITaHWUIA
(nccnegoBaHUn) MEOUUMHCKUX M3Oenui, yTBepxaeHHbIM PeweHnem CoBeTa EBpasuiickoi 3KOHOMUYECKON
Kommccum ot 12 coespans 2016 r. N 29;

aHanu3 BanuAHOCTU [oKa3aTenbCTB MEPBON CTOPOHbI (MPU HanNuuuMm) AnNs NOATBEPXKOEHUS COOTBETCTBUSA
mMeguumHckoro usgenua O6wum  TpeboBaHMAM C  YY4eTOM Kracca MNoTeHUManbHOro pucka MpUMEHEHUs
MeaMLUMHCKOro msgenua (onsa MeavuMHCKUX U3OENuiA KracCoB MOTEHUMANbHOro pucka npumeHeHua 26 u 3 kK
AokasaTenbCTBam NepBOM CTOPOHbLI AOMKHbI MpunaratbCsa nporpamma 1cnbiTaHuin (MccnegoBaHmin) U o6ocHoBaHve
BbIOpaHHbIX METOO0B);

aHanu3 cTaH4apToB, NPUMEHSIEMbIX NPOM3BOAMTENEM NPU NPOEKTMPOBaHNM U NPOU3BOACTBE MEAMULMHCKOro
nsgenus;





aHanua 6esonacHocT 1 3PEKTUBHOCTY NTEKAPCTBEHHOIO CPeACTBa B COCTaBe MEAMULIMHCKOro U3aenus, ero
BMUAHMA Ha (PYHKUMOHANBHOCTL MeOMLMHCKOTO U3Oenusi, COBMECTMMOCTU JleKapCTBEHHOro CpeacTBa C
MEAVLMHCKUM M3genuem (3a MCKMHYEHUEeM MEAMUMHCKUX WU3Oenuii Ans AMarHoCTukW in Vvitro). JlekapcTBeHHoe
CPEACTBO [OMKHO OblTb 3aperMcTpupoBaHO U paspelleHO K MPMMEHEHUIO B TOCydapcTBe - Mpov3BoauTene
1leKapCTBEHHOIo CPeacTBa;

aHanu3 faHHblX O 6uonornyeckon 6e30MacHOCTM MeAUUMHCKOrO U3Aenus Ha OCHOBE aHanusa Bcex
MaTepunanoB >XUBOTHOIO WM YErOBEYECKOro MPOUCXOXOEHUS, BXOOALWMX B MeAUUMHCKOE u3genue, a Takke
WHpopmaumm o noadbope WCTOYHUKOB (4OHOPOB), OTOOpe Martepuana, obpaboTke, XpaHeHuM, TeCTUPOBaHUW,
Banuaauum npoLeayp TECTUPOBAHUSA, a Takke obpalleHnss ¢ TKaHaMM, KneTkamm, cybcTaHUMsaMN KNMBOTHOTO UK
YeNOBEYECKOro NPOUCXOXAEHUS, KyNbTypaMy MUKPOOPraHN3MOB U BUPYCOB;
(B peq. PeweHusa Coeta EQK o1 08.07.2025 N 50)

aHanu3 npoueaypbl U METOAOB CTEPUNU3aLMUM MEeAMLMHCKOro M3Oenusl, matepuanoB, 000CHOBbLIBAOLLMX
cnocob cTepunusaumu, npeanaraembix METOAOB KOHTPONS KaydecTBa M OnpenerieHns OCTaTKOB CTEPUITUM3YHOLLEro
BeLLecTBa Npu NPMMEHEHMUM XMMUYECKOro cnocoba ctepununsaumuy;

n3yyeHve BanMOHOCTM MPOrpaMMHOrO ofbecreyeHnsl Ha OCHOBE aHanusa AaHHbIX O ero Bepudukaumn u
Banvaauuu, B TOM Y1cne MHdopmaumm o ero paspaboTke, Mepax v CpeacTBax 3alluTbl OT HECAHKLMOHNPOBAHHOMO
goctyna u obecrneyeHun knbepGesonacHOCTH, TECTMPOBaHWM MPOM3BOAMTENEM, AaHHbIX 06 uaeHTUdUKaLUN K
MapK1pPOBKe;

aHanus3 ot4yeTa 0 CTabMNbHOCTU MEAULMHCKOro n3aenusi, 000CHOBAHHOCTM 3asiBIIEHHOIO CpOKa XpaHeHUd;

paccMOTPEHUE OT4YeTa MO aHanuM3y PUCKOB B LENsAX NoATBEpXAEHUS MOMHOTbI UOEHTUULMPOBAHHBLIX B
TaKOM OTYETE OMaCHOCTEM, OMacHbIX CUTyaUMn U COOTBETCTBYIOLLUMX PUCKOB, KOTOPbIE MOTYT ObITb OLEHEHbI Kak
HeJOMNyCTUMble, a TaKKe MOATBEPXKAEHUSA 3aKMYEeHMs Npov3BoaMTENs 006 OTCYTCTBUM HEOOMYCTUMBIX PUCKOB
nnbéo [OoNyCTUMOCTU PUCKOB, KOTOPblE B OTYETE MO aHanu3y PUCKOB OLIEHEHbI Kak NMPUEMIIEMble Ha OCHOBE
aHanmsa COOTHOLUEHUS "pUCK - nonb3a”;

NMoaTBEPXKAEHWE Ha  OCHOBaHMM  NPEACTaBIEHHbIX  [oKasaTernbHbIX  MaTepuanoB  (OOKYMEHTOB)
060CHOBaHHOCTW pe3yrnbTaTa OLEHKM NPOM3BOAUTENST O COOTBETCTBUM MeauuuHckoro usgenust O6wmm
TpeboBaHusM;

OLU€eHKa COOTBETCTBUA 3KCMJlyaTalMOHHOINo OOKYyMeHTa UM MHCTPYKUMKU NO NpuUMEeHeHUK, pykoBoacTBa Mo
cepBUCHoOMY obcnyxmnanuio O6wmum TpeboBaHUAM;

OLEeHKa COOTBETCTBUA MAapPKUPOBKU MeANLIMHCKOIo nsaenna O6wmm Tpe6OBaHI/IF|M;
aHanms TpGGOBaHMVI K TEXHUYECKUM XapaKTepuctmkam MmeamnumnHCKOro n3aennd,;

OUEHKa [OKYMEHTOB, MOATBEPXKAAMLWNX pe3ynbTaTbl MWCNbITAHUA MEOMLUMHCKAX U3Oenuin B uensax
YyTBEPXAEHUS TNa cpeacTB U3MepPEeHWi (B OTHOLLIEHUN MEOULMHCKUX U3OENUiA, BKIIOYEHHbIX B NepeyeHb BUAOB
MEeOMLMHCKUX U34enui, Noanexalimx OTHECEHUIO NMPU UX perucTpaumm K cpeactsaMm UsMepeHuin, yTBEPKAEHHbIN
PeweHnnem CoBeTa EBpasuickon akoHoMuyeckom komuccum ot 12 coespans 2016 r. N 42);

€) aHanu3 OT4ETOB O pesynbTaTtax UHCMEKTMPOBaHNS NMPOU3BOACTBA MEANLIMHCKOrO n3genus (mpoBoanTCs B
uensix NOATBEPKAEHUS COOTBETCTBUS 3asABMSEMOro MeAWLMHCKOro M3genus rpynne (nogrpynne) MeavLUHCKMX
W34envn C y4eToMm Kracca NOTEHUUanbHOro pucka NpUMMEHEeHUs cornacHo npunoxeHunio N 2 Kk TpeboBaHuAM K
BHEOPEHMIO, NOAAEPKAHNIO N OLIEHKE CUCTEMbl MEHEKMEHTA KayecTBa MEAMLMHCKUX U3AENWIA B 3aBUCUMOCTU OT
NMOTEHUMarnbHOro pucka WuxX MpUMEHeHus, yTBepxaeHHbiM PeweHnem CoBeTa EBpasuinckon 3KOHOMUYECKOW
komuccum ot 10 Hosabpa 2017 r. N 106, a Takke NOATBEPXKAEHUA OOCTOBEPHOCTU MHGPOPMaLMM 00 yKa3aHHbIX B
3a8BNEHNSIX O perucrTpaumm u 3KCnepTuse MPOU3BOACTBEHHbIX MNNOLlaAKax, Ha KOTOpble pacrnpocTpaHsieTcs
OencTBme oT4yeTa O pesynbTaTax MHCNEKTMPOBAHWS NPON3BOACTBA MEAULIMHCKOrO usgenus);

) aHanu3 [aHHbIX O cepTUdMKaLWUM CUCTEMbl MEHEKMEHTa KayecTBa (MpU HanuMyuu), B TOM 4uche
TpeboBaHWi, Ha COOTBETCTBME KOTOPLIM CepTUdULMPOBaHa cUcTeMa MeHeQ)KMeHTa kayecTBa NpousBoaUTENs, U
cBedeHUin o cepTudmkatax (Homep, AaTa Bbldauyu, CPOK AEUCTBUSA cepTudukaTa, HaMMeHoBaHUE U cBefeHus1 06
akKkpeaMTauuM opraHa rno cepTudukaumm);

3) noaTBepxAaeHuMe OBGOCHOBaHHOCTM  YKasaHUs MPOU3BOACTBEHHbLIX MNMOWAA0K  PEerucTpupyemoro
MeOMLMHCKOro Usaenus;





M) aHanuM3 pJaHHbIX O pa3paboTke M MNPOM3BOACTBE MEAMLMHCKOrO u3genus (CXembl MNpoLEeccoB
NpPOu3BOACTBA, OCHOBHLIX CTaaui MNPOW3BOACTBA, YMAKOBKW, MWCMNbITAHWA W Npoueaypbl BbiMycka KOHEYHOro
npoaykTa);

K) aHanna I'Ipe,EI,CTaBJ'IeHHOIZ npon3ssBoguTenem MHCbOpMaLI,MM O MapkKeTuHre,

n) aHanu3 npeacTaBfeHHbIX NMPOM3BOAMTENEM CBELAEHUA O HanmuMyMmM unu o6 OTCYTCTBMM COOOLLEHWUIA O
HebnaronpusATHbIX COBOLITUSAX (MHUMAEHTaX), CBA3aHHbIX C MCNOJSIb30BAaHNEM MEAMLMHCKOIro U3Lenus, oT3bliBax C
PblHKA MEAMUMHCKOrO M3fenus, yBedoMneHnin no 6e3onacHOCT MEANLMHCKOrO M3Aenusl, NOAXOA0B K peLleHuto
Takux npobriem NponsBoAMTENEM NPU UX BO3HUKHOBEHWUW, ONMUCAHUS NPEANPUHSATBLIX KOPPEKTUPYIOLLMX AEACTBUN, a
TaKkKe aHanm3 COOTHOLLEHUS YPOBHS MPoAaX, KonmyecTBa HeGnaronpusTHbIX COObITUIA (MHLMOEHTOB) M OT3bIBOB
MeANLMHCKOro U3genusi n3 obpalleHus;

(B pea. PeweHunst Coeta EOK o1 08.07.2025 N 50)

M) aHanu3 nnaHa cbopa pAaHHbIX No 6GesonacHoCcTM UM 3HMPEKTUBHOCTU MEOULUHCKOrO U34enust Ha
NOCTNPOAAXHOM 3Tane.

3. Obulee 3aknioyeHWe o NoATBEPXKAEHUM (HenoaTBepxaeHUn) 6e3onacHOCTH, kadecTBa U 3 HEKTUBHOCTU
MeAULIMHCKOIo M3aenus, pekoMeHaaums 0 BO3MOXXHOCTU (HEBO3MOXXHOCTWN) permcTpaummn MeauuuHCKoro Usgenus.

O6 OTBETCTBEHHOCTU 3a [4OCTOBEPHOCTb CBEAEHWI, M3NOXEHHbIX B 3KCMEPTHOM 3aKknyeHun ob oueHke
6e3onacHocTy, kayecTBa U apPEKTMBHOCTU MEOULIMHCKOrO M3OENNS], NPpeaynpexaeH.

(®.M.0. skcmneprTa, OOJIKHOCTBL, YyUueHas CTeleHb (mommnmco)
p
(3BaHMKE) (OpM HaIUUUNK) )

MpunoxeHue N 6

k MpaBunam pernctpaumu 1 aKCnepTm3bl
Ge3onacHocTu, kavecTBa U 3DPEKTUBHOCTU
MeAULMHCKUX N30enni

3AKJIOUYEHUE
O MNOATBEPXAEHMM COIJIACOBAHMSI (HECOTJIaCOBaHMsI) SKCMNEPTHOT'O BaKJKNYeHMs MO
pesyibTaTaM SKCHepPTU3s 6eB0NacHOCTM, KadveCTBa U 30pDeKTHMBHOCTM MeOUIIMHCKOTI'O
usnenust roCcynapcTBa - ujleHa EBPaBuICKOT'O SKOHOMMYECKOTO COoKn3a,
OCYIeCTBASIOIETO0 PEerMcTpalnMio MeIULMHCKOTO MUBAenns

(HaMMeHOBaHME YIIOJIJHOMOYEHHOT'O OpTaHa (BSKCIEePTHOM oOpraHmMs3aluumu) ITocCyHmapcTia
IIPM3HAHULA)

YTBEPXIAIO

(®.1.0. pykOBOIMUTEJS YIOJIHOMOYEHHOTI'O
opTraHa (PKCIepTHOM opIaHu3aumumn),
NOONuChH, IeYaTh)

" " 2 O T
SAKJIIOUYEHME
O TNOOTBEPXIEHMM COIJIaCOBaHMA (HEeCOIJIaCOBaHMA) D3KCIEPTHOTO 3aKJKNYEHMA
ToCynapcTBa — 4ileHa EBpPasmMliCKOIO 3KOHOMMUECKOTO COb3a, OCYUeCTBJIALLEro

perncrTpaumo MeIMLUMHCKOTO M3OesMd, 10 pes3yjbTaTaM 3KCIepTU3s 0e30IaCHOCTH,
kKauecTBa U 20QeKTUBHOCTM MEIMLMHCKOI'O M3IEJMUI

N or " " 20 T.






1. HaumeHoBaHMe YMONMHOMOYEHHOrO oOpraHa (3KCMepTHOM OpraHuWsauuuM) rocydapcTea - udneHa
EBpasuiickoro 3KOHOMMWYECKOro Coo3a, OCYLLUEeCTBMSAILWEro perucTpauuio MeauuMHcKoro usgenusa (oanee -
pedepeHTHOe rocyaapcTBo).

2. [lata pa3sMeLleHUsa 3KCMNepTHOro 3akrniyeHnss B MHPOPMALVNOHHOW CUCTEME YMNONHOMOYEHHOro opraHa
(aKcnepTHOM opraHunsaummu) pechepeHTHOro rocygapcTaa.

3. Homep aKkcnepTHOro 3akno4veHus.

4. HavmeHoBaHWe MeauUMHCKOro mdgenus (C ykasaHuem modenu (Mapku) MeOMUMHCKOro u3genus, ee
cOoCTaBa 1 NpuHaanexHocTen).

5. npOI/I3BO,CI,I/ITeJ'Ib MeaNLNHCKOIro n3genusa (I'IOJ'IHOG n COKpalleHHoe HanveHoBaHuA,
OopraHun3aunoHHO-NpaBoBas (bopma ropnagn4eckoro nmua, Mecto HaxoxXgeHud (ap,pec ropngnyeckoro numua, mecrto
XUTternbCcTBa q)VI3VI‘-IeCKOFO ua, 3aperncTpnpoBaHHOro B kKa4ectse nHansmayaribHoro npep,npleVlmaTenﬂ)).

6. MNpousBoacTBEHHbIE MNNOWaAKM (MOMHOE M COKpalleHHOe HauMeHOBaHMWs, OpraHu3auuoHHO-NpaBoBast
dopma ropuamndeckoro nuua, akTnyeckuin agpec).

7. YNONMHOMOYEHHbI nNpeAcTaBUTENb MNPOU3BOAWTENS  (MONMHOE W COKpalleHHOe HauMEHOBaHWs,
opraHu3aLVoHHO-NpaBoBast hopMa HPUANYECKOTO NULA, MECTO HaxXOoXAeHUs (agpec HopuaMyecKkoro nviua, Mecto
XUTENbCTBa (PU3MYECKOTO NWLA, 3aperncTpPUpPOBaHHOMO B Ka4ecTBe MHAMBUAYaNbHOrO npeanpuHumatens)) (npu
HanmMuum).

8. 3aaBuTtens.

9. AHanua npeacTaBneHHOro YMNOSIHOMOYEHHbIM OpraHoM (3KCMepTHOM opraHusauuen) pedepeHTHOro
rocygapcrBa 3KCMEPTHOro 3akrioYeHust No pesynbtaTam 3KcnepTuabl 6e3onacHocTu, kadectBa U 3EKTUBHOCTHU
MEOMUMHCKOrO W3Qenusl, a Takke COOTBETCTBMS [AOKYMEHTOB PErMCTPaLMOHHOIO [0Cbe YCTaHOBMEHHLIM
TpeboBaHusIM.

10. TMopTBepxaeHWe nNPaBWMbLHOCTM MNepeBofda  3KCMyaTaUMOHHOTO OOKYMEHTa WM UHCTPYKUMK
NMPUMEHEHMIO MEOMLIMHCKOTO W3Oennsi, PYKOBOACTBA MO CEPBUCHOMY OOCMYXMBaHWIO, TEKCTa MapKUPOBKU
MEOULIMHCKOrO M3Jenus Ha rocy[apCTBEHHbLIA $3blK B COOTBETCTBMM C TpebGOBaHWAMK 3akoHoAaTenbCcTBa
rocynapcTBa - uneHa EBpasmiickoro 3koHOMMUYECKOro coto3a (ecnv npruMeHMMO).

11. Pe3ynbTatbl 3KCNepTM3bl (YKa3blBaOTCS BbIBOAbLI MO OTAENbHbLIM acnekTaM SKCNePTHOrO 3akoYeHUs ).

12. BbiBog (ykasblBaeTcs 0OWMA BbIBOA, B Cryvyae HECOrNacoBaHWS SKCMEPTHOrO 3akMiyeHus - ¢
060CHOBaHVEM MPUYMH).

13. CsepeHua o6 askcneptax (P.N.0., yyeHass cTeneHb (3BaHMe) (NpM HanMyuu), MecTto pabdoTbl u
OOJDKHOCTD ).

OG OTBETCTBEHHOCTWM 3a [OCTOBEPHOCTb CBEAEHWM, W3MOXEHHbIX B 3aKMOYeHMM O MNOATBEpXAEeHUU
cornacoBaHusl (HecornacoBaHWsl) 9KCMEpPTHOro 3akrioyeHUs pedepeHTHOro rocygapcTtea No pesynbTatam
3KCMepTU3bl 6e30MacHOCTH, KavyecTBa U 9PMEKTUBHOCTM MEANLMHCKOTO U3aenus, NpeaynpexaeH.

(®.11.0. skchnepra) (monnmce)

MpunoxeHue N 7

k MNpaBunam peructpaumm n aKcnepTusbl
6e3onacHoCTH, kadecTBa U ApPEKTUBHOCTH
MeOULMHCKUX U3aenui

$OPMA





BasiBJIEHNSI O BHECEHUM M3BMEeHEeHUN B permcrpauMoHHOE OOChe MEeOMLIMHCKOI'O MBOeinsi

B YIOJIHOMOUEHHHI OpTaH
rocymapcTBa - ujleHa
EBpPasmicKOTO SKOHOMMUYECKOTO COl3a

(HamMeHOBaHMEe pebepeHTHOTO IocylapcTBa)

(HaMMeHOBaHMe TIOCylapCTBa (HaMMEeHOBAHUSA
TOCyHapCTB) [IPU3HAHUA)

3AABJIEHVE
O BHECEHMM M3MEeHEHMN B PermMcTpalMOHHOE IOChbe MEeOMUMHCKOI'O U3OeJusA

(moJlHOe M COKpalleHHOe (IIpM HajauuMmu), B TOM uUMCIe OMPMeHHOe, HaMMEHOBAaHUI
Jaula, OT MMEHM KOTOPOI'O MNPOM3BOIUTCS BHECEHME U3MEHEeHUM (IPpOM3BOAUTEIDL
(YIIOJITHOMOUYEHHEM NpenCcTaBUTeJb NPOM3BOIOMTEJS) , OPIaHMB3AaLMOHHO-NpaBoBas dGopMa

OPUONYECKOTO JIMLa)

HaCTOAIVM Inmpocur BHeECTU M3SMEHEHMA B perMcrpalMOHHOE »OOChbe MEeIMIMHCKOI'O
mnsnejinAa





1. HaumeHoBaHMe MeauLMHCKOro u3genus

2. MpownsBoanTenb MEAMLVHCKOrO 13aenus (NnofHoe 1 cokpalleHHoe HavMeHoBaHMs,
opraHu3auvoHHo-NpaBoBasi (hopma pUaNYECKoro nuua, MecTo HaxoxaeHus (agpec
HOPMANYECKOro NULA, MECTO XUTENbCTBA (M3MYECKOro N1ua, 3aperncTpMpoBaHHoOro B
KayecTBe UHAMBMAYaNbLHOro NpeanpuHuMaTens)

3. MNMpounsBoacTBeHHbIE NNowWwaaky (NonHoe HauMeHoBaHme, aapec)

4. YNonHOMOYEHHbIN NpeacTaBUTENb NpoM3BoaUTENS (Npu Hanu4mm) (NosHoe n
COKpalLeHHOe HaMeHOBaHUsl, opraHM3aLMoHHO-NpaBoBas hopmMa puaNYeCcKoro nuua,
MECTO HaxoXAeHus (aapec PUANYECKOro nmua, MecTo XUTEeNbCTBa (hU3NYECKOro nuua,
3aperncTpUpPoOBaHHONO B KAYECTBE MHAMBUAYANbHOrO NpeanpuHumaTens)

5. Knacc noteHuunanbHoro pucka npumMmeHeHna meamnLumnHCKoro n3agenmsa

6. Koa Buga MmeauumMHCKOro usgenus (CornacHo HOMeHkKnatype MeguumHCKUX nsgenun
EBpasniickoro 3kOHOMMYECKOro co3a, npasuna BeeHns KOTopon yTeepxaeHbl PelweHvem
Konnerun EBpasniickon akoHomMu4eckon kommceum ot 29 gekabps 2015 . N 177)

7. Homep pernctpaumoHHOro yaoctToBepeHus MeauumMHCKoro nsgenus Espasuminckoro
9KOHOMMYECKOIo COoK3a

8. CBefeHus1 0 JOKyMeHTax, NOATBEPXKAALMX onnaTy npouenypbl BHECEHUS UIBMEHEHWI B
pervcTpaumoHHoe focbe B pedhepeHTHOM rocyapcTBe M NPOLeaypbl COrfiacoBaHms
3KCMEePTHOrO 3aKNoYeHNs B rocydapcTBax NPU3HaHus, a Takke Bbldayuu perncTpaLmoHHOro
yOOCTOBEPEHUss MeQMUNHCKOro n3genus B pecdepeHTHOM rocyaapctee (npu
HeobxooMmMocTH)

9. Cnocob nony4vyeHus yBeaoMMeHUI (peLleHnin) oT yNnorTHOMOYEHHOIo opraHa (SKcnepTHOm
opraHmsaumm) pedepeHTHOro rocygapcraa

JIMYHO Noa pocnucb

3aKasHbIM MOYTOBbLIM
OTMNpaBieEHNEM C
YBEAOMIIEHVNEM O BPYYEHUM

B 3MIEKTPOHHON dhopme (npu
Bblbope gaHHoro cnocoba
HeobxoaMMo ykasaTb agpec
(appeca) aneKkTpoHHOM
noyThl, Ha KOTOPbLIV cneagyeT
HanpaBWTb YBEOOMIIEHMS)

B popMe 31eKTPOHHOIo
[OKYMeHTa, NnoAnmcaHHoro






AMEKTPOHHOW NOANNCHI0

10. Cnocob nonyyeHus permcTpaumMoHHOro yA0CTOBEPEHUS MEAULMHCKOTO n3genus u (unu) | [ Ha BymaxHoM Hocutene

NPUAOXEHUS K HEMY (B Cry4Yae ecriv BHOCUMbIE U3MEHEHWS MOBIEKYT M3MEHEHUe NNYHO

pervcTpaumMoHHOro ya4oCTOBEPEHUSI MEOULMHCKOTO U3Oenus 1 (Mnn) NPUNoXeHus K Hemy), a

Takke paHee BblAAHHOIO PErmcTpPaLnoHHOro yaA0CTOBEPEHUS MEOULMHCKOTO U3AeNns 1 0 Ha BymaxHoMm Hocutene ¢
(Mnn) NPUNOXeHUs K HeMy C OTMETKOM 00 UX HeLEeNCTBUTENBHOCTHU OTNpPaBKOW 3aKa3HbIM

NOYTOBbLIM OTNpPaBliEeHNEM C
yBegomMreHnemM o Bpyy4eHum

B CBA3K CO cneagyrowimMmmn MUSMeHEeHNAMI:

M3meHeHuns, BHOCUMbIE B perncrtpaunoHHoe gocbe MeauumnHCKOro n3genuna

N

/n Pepakumsa 0o BHeECEHUSI UBMEHEHMUI BHocumMble nameHeHust






BHeceHWe W3MEHeHWt B perucTpaLmoHHOe [0Cbe He BreyeT W3MEHEHMsI CBOWCTB U XapaKTepUCTUK,
BMUSAIOLLMX Ha 6e30MacHOCTb, KAaYeCTBO M 3PMEKTUBHOCTb MEANLIMHCKOrO U3enus.

FapaHTUpYylo 4OCTOBEPHOCTL NpeAcTaBreHHoW HgopMaLIUn.

FapaHTmpylo COXpaHeHne 3adABIIEHHbIX XapaKTepPUCTUK ©6e30nacHoOCTM U Sd)q)eKTI/IBHOCTM MeanLIMHCKOro
n3genma B TeyYyeHume BCero Ccpoka CJ'Iy)K6bI npu cobntogeHnn yCJ'IOBMIZ aKcnnyartauun, TpaHCcnopTupoBaHUa "
XpaHeHnAa MeanunHCKoro n3genna B COoTBeTCcTtBum C Tpe6OBaHI/IFIMVI npon3BogunTeEnA.

(maTa nomaum 3asaBJIEHUA)

(®.1.0. M HOOJXKHOCTBL PYKOBOOMUTEJIA (moonmce, HnedYaTb NPOM3BOIUTEIS
OpOU3BOOUTEJIA (YIIOJIHOMOUEHHOT'O (YIIOJITHOMOUEHHOT'O NPEelCTaBUTEIIS
IpeICTaBUTeNIS NPOMBBOOUTEJIA) ) NPOU3BOOUTENIS) )

Mpunoxexne N 8

k MNpaBunam peructpaumm n aKcnepTussbl
6e3onacHocTn, kKavyecTBa U 3 PEeKTUBHOCTM
MEeOULMHCKUX U3aenui

SKCINEPTHOE 3AKJINYEHUE
O BOBMOXHOCTM (HEBOBMOXHOCTM) BHECEHMS MBMEHEHM) B PEerMCTPAalMOHHOE MAOChe
MeAULMHCKOI'O MBIOesusi

(HauMeHOBaHME YIIOJIHOMOUEHHOT'O OpTaHa (PKCIEepPTHOM opraHmu3auuu) pedbepeHTHOI'O
TocynapcTBa)

YTBEPXIAIO

(®.1.0. pykoBOOMUTEJNHA YIOJHOMOUYEHHOTO
opraHa (»KCIEepTHOM opITaHu3aumumn),
NOoONnucCh, IeYaTh)

n " 20 .

SKCIIEPTHOE 3AKJIIOYEHVE
O BOBMOXHOCTM (HEBOSBMOXHOCTM) BHECEHUS M3MEHEHMM B PEeIMCTPalMOHHOE IOoChbe
MeIMIIMHCKOI'O M3neJind

N or " " 20 T.

1. HaMmeHoBaHWe MeuLMHCKOro U3aenus.

2. Mpounssogutens MeOULIMHCKOro nsgenusa (nonHoe 7] COKpaLLleHHoe HanMeHOBaHMs,
OpraHusaumnoHHO-NpaBoBasi opma PUONYECKOro nuua, MecTo HaxoXaeHus (agpec puanveckoro nuua, Mecto
XUTENbCTBa hU3NYECKOrO NnLa, 3aperMcTpMpoBaHHOIO B Ka4eCcTBE MHAMBUAYANbHOrO NpeanpuHumMaTens)).

3. YMNonHoMOYeHHbIi MpeAacTaBuTenb npousBoguTens (MOMHOe W COKpaleHHOe HauMeHOBaHMS,
opraHun3auvMoHHO-NpaBoBas hopMa IPMANYECKOrO NnLa, MeCcTo HaxoXaeHus (agpec Iopuanyeckoro nuua, Mecto
XWTenbCcTBa (PM3NYECKOro nvua, 3aperMcTprpoBaHHOrO B KayecTBe WHAMBMAYyanbHOro npeanpuHuMatens)) (npwu
Hanuuum).

4, npOI/I3BO,ElCTBeHHbIe nnowaakm (I'IOJ'IHOG M COKpalleHHoOe HanMeHOBaHudA, opraHn3aunoHHO-NMpaBoOBas





dopma topuamdeckoro nuua, akTnyeckuin agpec).

5. ObnacTb NpUMEHEHNS N Ha3Ha4YeHue.

6. Bug meguumnHcKoro msgenus B COOTBETCTBUM C HOMEHKNATypon MeauuMHCKUX magenui EBpasuickoro
9KOHOMMYECKOrO CO3a, MpaBuna BedeHus KOTopon yTBepxkAaeHbl PeweHnem Konnerun EBpasuiickon
3KOHOMUYeECKoW komuccum oT 29 aekabpsa 2015 . N 177.

7. Knacc noteHumanbHOro pncka npuMeHeHns MeguLMHCKOro N3aenusl.

8. Homep perncrpaumoHHOro ygocToBepeHnss MeANLIMHCKOro M3genus.

9. [laTa Bblgayu perncTtpaumnoHHOro yaoctoBepeHna MmeanumnHCKoro n3agenua.

10. BHOCMMble U3MEHEHUS:





[aHHble, BHECEHHbIE B perucTpaLmnoHHoe 4oCke
npu peructpawumm

BHocumble nameHeHus

ObocHoBaHWe 3aaBUTENA AN
BHECEHUSI U3BMEHEHUN






11. AHanus n oLeHKa AaHHbIX, 060CHOBLIBAOLLINX BHECEHNE U3MEHEHUN.

12. 3aknoyeHne 0 BO3MOXHOCTU (HEBO3MOXHOCTW) BHECEHWUS] U3MEHEHWIA B PErucTpauuoHHOE [O0Cbe
MeAMLMUHCKOro N3fenus (B criyvyae BblHECEHUS OTPULLATENBHOMO 3aKIMOYEHUs - C 060CHOBaHNEM MPUYMH).

(®.11.0. nkcHnepra, IOOJKHOCTL, ydeHas CTENeHb (3BaHue) (momnmce)
(mpm HaAIMYUU) )

Mpunoxexne N 9

k MpaBunam pernctpaumm 1 aKCnepTm3bl
6esonacHocTH, kKayecTBa U 3PPEKTUBHOCTH
MEeOULMHCKUX N30enni

$OPMA
BasiBJIEHMSI O BHECEHUM MSMeHeHUI B permcrpauMoHHOE OOChe MEeOMLUMHCKOI'O MBOeinsi
B YyBEOOMUTEJILHOM IIOpPsaAgKe

B yHOﬂHOMOquHHﬁ OopTraH
rocynmapcTrea — 4WJIEeHa
EBpaBMﬁCKOPO SKOHOMMUECKOI'O CO3a

(HamMeHOBaHMEe pedepeHTHOTO ToCyHmapCTBa)

SAABJIEHNE
O BHECEHMM M3MEHEHMN B PeruCTPaluMOHHOE HOCbe MEIMLMHCKOI'O M3OeNMA B
YBEIOOMUTEJIbHOM IIOPpAOKe

(moJlHOe M COKpalleHHOe (IIpM Hajluuumu), B TOM UMKCIe OUMPMeHHOe, HaMMEHOBAaHUS
Jaulia, OT MMEHM KOTOPOI'O MNPOMBBOIUTCS BHECEHME U3MEHeHUM (IPpOM3BOAUTENIb
(YIIOJIHOMOUEHHEIM IIPpelCTaBUTEJIb IPOU3BOAUTENA), OPTaHMBaLMOHHO-IIpaBoBas Gopma
OPUINYECKOTO JIMlia)

HaCTOoAlVM nmpocur BHeCTU MU3BMEHEHMA B permcrpalMOHHOE OOChbe MEeIMIMHCKOI'O
nusnejima B YyBEIOOMUMTEJIbBHOM IIOPpAIKe





1. HaumeHoBaHMe MeauLMHCKOro u3genus

2. MpownsBoanTenb MEAMLVHCKOrO 13aenus (NnofHoe 1 cokpalleHHoe HavMeHoBaHMs,
opraHu3auvoHHo-NpaBoBasi (hopma pUaNYECKoro nuua, MecTo HaxoxaeHus (agpec
HOPMANYECKOro NLA, MECTO XUTENbCTBA (M3NMYECKOro N1ua, 3aperncTpMpoBaHHoro B
KayecTBe UHAMBMAYaNbLHOro NpeanpuHuMaTens)

3. MNMpounsBoacTBeHHbIE NNowWwaaky (NonHoe HauMeHoBaHme, aapec)

4. YNonHOMOYEHHbIN NpeacTaBUTENb NpoM3BoaUTENS (Npu Hanu4mm) (NosHoe n
COKpalLeHHOe HaMeHOBaHUsl, opraHM3aLMoHHO-NpaBoBas hopmMa puaNYeCcKoro nuua,
MECTO HaxoXAeHus (aapec PUANYECKOro nmua, MecTo XUTEeNbCTBa (hU3NYECKOro nuua,
3aperncTpUpPoOBaHHONO B KAYECTBE MHAMBUAYANbHOrO NpeanpuHumaTens)

5. Knacc noteHuunanbHoro pucka npumMmeHeHna meamnLumnHCKoro n3agenmsa

6. Kog Buga meauvumMHCKoro usgenus (CornacHo HOMeHKnaType MeanLmnHCKNX nsgenuin
EBpasuninckoro SKOHOMUYECKOro Ccol3a, npasuna BeeHNss KOTOPOW YTBEPXKAEHbI
PeweHnem Konnernn EBpasuinckon aKoHOMUYECKon kommuccum ot 29 aekabps 2015r. N
177)

7. Homep pernctpaumoHHOro yaoctToBepeHus MeauumMHCKoro nsgenus Espasminckoro
9KOHOMWYECKOIo COoK3a

8. CBefeHUs1 0 JOKyMeEHTax, NOATBEPXKAALMX onnaTy npouenypbl BHECEHUS UIBMEHEHWI B
pervcTpauMoHHOE JOCbe B YBEAOMUTENBHOM Nopsiake B pedhepeHTHOM rocyapcTBe, a
TaKkKe BblAa4n perncTpaumMoHHOro yaoCTOBEPEHUS MEONLIMHCKOTO U3Aenus B
pecdepeHTHOM rocygapcTae (Npy HeOBX0ANMOCTH)

9. Cnocob nony4deHus yefoOMIIEHUI (PeLUEHMIN) OT YNONTHOMOYEHHOIO opraHa (akcnepTHon | [  nnMYyHO noj pocnuch

opraHusauum) pedepeHTHOro rocygapcrtea

[] 3akasHbiM NOYTOBbBIM
OTnpaBneHnem c
yBEeOOMIIEHNEM O BPYYEHMM

[0 B anekTpoHHOW hopme (npu
BblbOpe gaHHoro crnocoba
HeobxoauMO ykasaTb agpec
(agpeca) aneKTpOHHOM NoYThI,
Ha KoTopbln criegyeT
HanpaBuUTb YBEOOMIIEHMS)

[ B dopme anekTpoHHOro
OOKYMeHTa, NOANMCaHHOro






3MEKTPOHHOM NOANUCHIO

10. Cnocob nonyyeHus permcTpaumMoHHOro yaoCTOBEPEHUS MEAULMHCKOrO n3genust u (unun) | [J Ha 6ymaxHom HocuTene

NPUAOXEHUS K HEMY (B Cry4Yae ecriv BHOCUMbIE U3MEHEHWS MOBIEKYT M3MEHEHUe NNYHO

pPervcTpaumMoHHOro Ya4oCTOBEPEHUS MEAULMHCKOTO U3OENUs 1 (MNn) NPUNOXKEHUS K HEMY),

a Takke paHee BblAaHHOIO PErmcTpaumMoOHHOIO YAOCTOBEPEHUSA MEOULIMHCKOrO U3L4ENns 1 [0 wHa 6ymaxHoMm HocuTene ¢
(Mnn) NPUNOXeHUs K HeMy C OTMETKOM 06 UX HeLEeNCTBUTENBHOCTHU OTNpaBKON 3aKasHbIM

NOYTOBbLIM OTNpaBliEeHNEM C
yBegoOMITEHMEM O BPpyYHEeHUU

CBefeHus, 3anorHsieMble NpyY BHECEHUN U3MEHEHNI MPOU3BOANTENEM MEAMLMHCKUX U3L4ENWIA Kriacca NOTEeHUManbHOro pucka
NpUMeHeHNs 1 N HECTEPUIbHBIX MEANLIMHCKUX U3AENUIA Knacca NOTEHLMAINbHOIO pUcka NPUMEHEHNs 2a, NpoLLeaLINM OLEHKY
CUCTEMbI MEHEMXKMEHTA KayeCTBa MEANLIMHCKNX U3OEeNUn, BKIToYasa NpoLecchl NPOeKTMpoBaHns 1 pa3paboTky, B COOTBETCTBUM C
TpeboBaHMAMU K BHEAPEHNIO, NOAAEPKAHUIO N OLLEHKE CUCTEMbI MEHEAKMEHTA KayecTBa MegULMHCKNX U34ENUIA B 3aBUCMMOCTM
OT NOTEHUMAanNbHOro prcka ux npuMeHeHus, yteepxaeHHoiMu PelleHnem Coseta EBpasuickon akoHoMuyeckon kommccumm ot 10
Hos16ps1 2017 r. N 106:

11. Homep oTyeTa 0 pesynbtatax NepBNUYHOrO MHCNEKTUPOBAHNA MPON3BOACTBA

12. HaumeHoBaHMe MHCNEKTUPYIOLLE OpraHn3aLmm, NpoBOAMUBLLIEN NEPBUYHOE
WHCMNEKTUPOBaHWEe NPOM3BOACTBA

13. Homep oT4yeTa 0 pesynbratax nepuognyeckoro (MiaHoBOro) MHCNEKTUPOBAHUS
npor3BoACTBa (NPU HaNU4Mm)

14. HaumeHoBaHMe MHCNEKTUPYIOLLE opraHn3aLmm, NPoOBOAMBLLEN Nepuoamyeckoe
(nnaHoBOE) MHCMEKTUPOBaAHNE NPOM3BOACTBA

B CBA3K CO cneagyrowimMmmn MUSMeHEeHNAMI:

M3meHeHuns, BHOCUMbIE B perncrtpaumnoHHoe gocbe MeauumnHCKOro n3genua

N

/n Pepakuusa 0o BHECEHUS NUBMEHEHUN BHocumble nameHerust






BHeceHWe W3MEHeHWt B perucTpaLmoHHOe [0Cbe He BreyeT W3MEHEHMsI CBOWCTB U XapaKTepUCTUK,
BMUSAIOLLMX Ha 6€30MacHOCTb, KAaYeCcTBO M 3PP EKTUBHOCTb MEANLIMHCKOrO U3enus.

lapaHTUpylo 4OCTOBEPHOCTL NpPeAcTaBreHHoW HgopMaLn.

FapaHTmpyw COXpaHeHne 3adABIIEHHbIX XapaKTepPUCTUK ©6e3onacHoOCTM U SQXbeKTMBHOCTM MeanLIMHCKOro
n3genma B TeyYeHume BCero Ccpoka CHyM6blﬂpM cobntoaeHnn ycnosmm aKcnnyatauun, TpaHCcnopTupoBaHUa "
XpaHeHnAa meanuynHCKoro n3genuad BCOOTBETCTBMM(3Tpe6OBaHMHMM npon3BogunTeEnA.

(maTa nomaum 3asaBJIEHUA)

(®.1.0. M HOOJXKHOCTBL PYKOBOOUTEJIA (moonmce, HedYaTb NPOM3BOIUTEIS
OpOU3BOOUTEJIS (YIIOJIHOMOUEHHOT'O (YIIOJITHOMOUEHHOT'O IPEelCTaBUTEIIS
IpeICTaBUTeNIS NPOM3BOOUTEJIS) ) NPOU3BOOUTEIS) )

Mpunoxexne N 10

Kk MNpaBunam peructpaumm n aKcnepTussbl
6e3onacHocTn, kKavyecTBa U 3 PEeKTUBHOCTM
MEeOULMHCKUX U3aenui

$OPMA
BasIBJIEHMsTI O BHIade Jy6imkara PeruMcTPauMOHHOI'O YyLOCTOBEPEHMSI MEeIMIMHCKOI'O
nsnenus

B yIOJIHOMOUYEHHEIM OpTaH
TocymapcTBa - uJieHa
EBPasmMiCcKOTO SKOHOMMUYECKOTO COo3a

(HamMeHOBaHMEe pedepeHTHOT'O I'oCyIapcCTBa)

SAABJIEHNE
O BHZaue nOyoOiarkKaTa PeruMcTPauMOHHOTO YIOOCTOBEPEHMSA MEeOMUMHCKOIO U3OEeJIUA





1. Homep permctpaynoHHOro yaoctoBepeHnst MeguuUmnHCKOro
nsgenus

2. HanmeHoBaHWe MeguUMHCKOro naaenus (C ykasaHuem moaenu
(Mapku1) MeOuLIMHCKOro M3denusl, ee coctasa U NpuUHaanexHocTen, -
B BUAE NMPUMNOXEHMUS K 3asIBNEHMIO, 3aBEPEHHOro nevatbio 1
noanuChbi0 PYKOBOAUTENS NPOM3BOOANTENS MEeOULIMHCKOrO M3aenus)

|. CBeageHus o npoun3ssoguTtene MmeanunHCKoro n3genuna

3. OpranunsaumoHHo-NpaBoBasi opma 1 NosiIHoe HaMMeHoBaHNe
IOPUONYECKOro nuua NMbo amMunms, UMsi, OTYECTBO (MPU HaANU4MK)
hun3nyeckoro nuua, 3apermcTpupoBaHHOIO B Ka4ecTse
WHAMBUAOYaNbHOro NpeanpuHUMaTens

4. CokpalleHHOe HaMMEHOBaHNE IpUONYECKOro nuua (Mpu Hanu4vmm)

5. CDl/lpmeHHoe HanMmeHoBaHMe ropmnan4eckoro nmua (I'Ipl/l HaJ'IW-IMM)

6. MecTo HaxoxaeHus (agpec pPUANYECKOro nuua, MecTo
XUTENbCTBa (PU3NYECKOTO NnLA, 3apEerMcTpMpoOBaHHOIO B Ka4eCcTBe
MHONBMAYANbHOIo NpeanpuHMMarens)

7. Homep TenedoHa

8. Anpec 3NeKTPOHHOW MOYThI OPUAMYECKOrO Nnua nnbo
dur3nyeckoro nmua, 3apermcTpmMpoBaHHOrO B KA4ecTBe
MHOUBMAYanbHOro npeanpuHuMmarens (Mpy Hanuyuum)

9. UaeHTudukatop HanoronnaTenbLLmka

10. Npon3BoACTBEHHbIE MIoWwaaku (NofTHoe HaMMeHoBaHue, agpec)

Il. CBegeHns 06 ynonHOMOYEHHOM NpeacTaBuTene NPon3BoaAMTENS (MpU HanU4mMm)

11. OpraHu3auunoHHo-nNpaBoBasa bopMa 1 NosIHOE HaMMeHOBaHNe
IOpUaANYECKOro nuua nubo amunus, UMs, OTHECTBO (MPU HaNU4KUK)
dmanyeckoro nuua, 3aperMcTpUpPoBaHHOIO B Ka4eCcTBe
WHAUBMAYanNbLHOro NpeanpuHMMaTens

12. CokpalleHHOe HaMMeHOBaHNE IOPUANYECKOro nuua (npu
Hanu4mm)

13. dupmeHHOE HaumMeHoBaHWe PUaANYECKOro nuua (Npy Hanuyum)






14. MecTo HaxoxaeHus (agpec pnanveckoro nuua, Mecto
XuUTenbcTBa M3MYECKOro nuua, 3aperMcTpupoBaHHOro B Ka4ecTBe
UHAUBMAYaNbHOro NpeanpuHMMaTens)

15. Homep TenecdoHa

16. Agpec anekTPOHHOM NoYThl opUaNYeckoro nuua nudo
h13n4eckoro nuua, 3aperncTpupoBaHHOroO B KayecTse
WHAUBMAYanNbLHOro NnpeanpuHuMmartens (Npy Hanuyum)

17. WgeHTudbukaTop HanoronnatenbLimnka

Ill. MHble cBeaeHus

18. Cnocob nonyyeHnsi ysegomMseHui (pewenunn) ot [0 nwmyHo nopa pocnuchk
YMOSTHOMOYEHHOrO opraHa (3KCnepTHOW opraHu3aumm) pedepeHTHOro
rocygapctea [J 3akasHbiM NOYTOBLIM OTMNPaBIEHNEM C
yBEOOMIIEHNEM O BPYYEHMM
[0 B anektpoHHoOW dhopme (Mpu BbiIbOpe AaHHOIO
cnocoba HeobxoamMMo ykasaTb agpec (agpeca)
3MNEKTPOHHOW NOYTbI, HA KOTOpPLIN cregyeT
HanpaBUTb YBEOOMIEHMS)
[0 B dopme aneKkTpOHHOro 4OKYMEHTa, MOANUCAHHOMO
3MEKTPOHHOM NOAMUCHIO
19. Cnocob nonyyeHuns gybnukara permctpayuoHHOro [0 Ha BymaxHoM HocuTerne JIYHO
yOOCTOBEPEHUSI MELAULMHCKOrO N3aenus
[0 Ha BymaxHOM HOocuTene C OTNPaBKOW 3aKa3HbIM
MOYTOBbLIM OTMNPaBNEHMEM C YBEOAOMIIEHNEM O
BPYYEHUM
20. OcHoBaHusa Bblgaym gybnvkarta [0 yTpata perMctpaumoHHOro yaA0CTOBEPEHNS
[0 nop4a perMcTpaumoHHOro yaoCTOBEPEHUS

21. CBefeHus 0 JOKYMEHTE, NOATBEPXKAAIOLLEM ONnaTy Bbigaun
aybnvkaTa (gata u Homep NNaTeXxXHoro NopyyeHust)

(maTa nomaum 3asaBJIEHUA)






(®.1.0. M HOOJKHOCTL PYKOBOOMUTEJISA (momnmcek, IneyaTb NPOU3BOIOUTEIIS
npomsBoouTesisa (YIOJHOMOUEHHOTO (YIIOJIHOMOUYEHHOT'O MPeICTaBUTEIS
npencraBuUTesid NPOU3BOIUTENIA) ) NPOMBBOOUTENIA) )





Mpunoxexne N 11

k MNpaBunam peructpaumm n aKcnepTusbl
6e3onacHocTn, KayecTBa U 3PeKTUBHOCTM
MeOULMHCKMX U3genui

$OPMA
BasiBJIeHNsI O MNPOBEMNEeHMM COIVIACOBAHMSI 3KCIEPTHOI'O BaKJINUYeHMsT Ha
8aperncTpMpOBaHHOE MeOMUMHCKOe usgenue

B YIOJIHOMOYEHHEM OPTaH
(PKCHIEPTHYD OPIaHM3alMo)
TocymapcTBa - YJieHa

EBpa3miickOoT0 3KOHOMMUYECKOTO COK3a

(HamMeHOBaHMEe pedepeHTHOT'O TocyHmapcTBa)

(HaMMeHOBaHMe ToCylapCTBa (HaMMeHOBAHUSA
TOCYHOAapCTB) IIPM3HAHMSA, He yKa3aHHBX
B PEIMCTPAaLMOHHOM YyIOCTOBEPEHUN
MEOMLVMHCKOTO M3OEeJINA)

3AABJIEHVE
O HNPOBEIEeHUM COIJIACOBAHMSA DSKCIEPTHOI'O 3aKJIOUEeHMS Ha 3aperucTPpUPOBAHHOE
MeIVMLIMHCKOE mM3IJesimne

(moylHOE M COKpalleHHOe (IIpM HaluduuMy), B TOM UMCIe QUPMEHHOE, HaVMMEeHOBAaHMUS
auiia, OT MMEHM KOTOPOTO MOoIaeTcs 3adBJjieHMe (MPOM3BOIUTENL (YIIOJHOMOUEHHBIM

NpenCcTaBUTEesIb NPOVMBBOIOUTEJSIS) , OPTaHM3AlLMOHHO-TIPABOBAS dopMa OPUINUECKOTO
Juia)
HaCTOAIMM IIPOCUT IIPOBECTHU npouenypy corJjlacoBaHmga BKCIEPTHOTO

3aKJIOUEHNMA Ha 3apeIMCTPMPOBaHHOE MEeOMIUIMVMHCKOE WM3neJire:





1. HaumeHoBaHMe MeauLMHCKOro u3genus

2. PeKBM3NTbI perMcTpaLmMoHHOro YA0CTOBEPEHUS MEANLIMHCKOTO
nsgenus

3. Knacc noteHuunansHoro pucka npumeHeHna meamnLmnHCKoro
n3genua

4. Kog BMaa MeauuuHCKOro nagenus (CornacHo HoMeHknaType
MeANLNHCKMX n3genunin EBpasnnckoro aKOHOMMUYECKOro co3a,
npasuna BegeHns KOTopoKn yTeepXaeHbl PewweHnem Konneruu
EBpasuniickon akoHoOMU4eckon kommccum ot 29 nekabpsa 2015 .
N 177)

5. MonHoe HaMmeHoBaHWe 1 cTpaHa NPou3BOAUTENS, BKoYas
MeCTO HaxoXaeHws (agpec pUANYECcKoro nmua, Mecto
KUTENbCTBa hM3NYECKOro nnua, 3apermcTpupoBaHHoOro B
KayecTBe VHAMBMAYanbHOrO NpeanpuHuMaTens)

6. NonHble HanMmeHoBaHNA npon3BOACTBEHHbLIX NJ1OLLAA0K,
BKn4aa agpec

7. HammeHoBaHMe ynorHOMOYEHHOrO NpeacTaBmTens
npou3BoauTensi Ha TePPUTOPUSIX TOCYAapCTB - YNIEHOB
EBpasniickoro 3kKOHOMMYECKOro coto3a, BKITo4ast MecTo
HaxoXaeHus (agpec PUANYECKOro nNuua, MecTo XUTenbCcTea
¢u13n4eckoro nuua, 3aperncTpupoBaHHOro B KayecTse
MHAUBMAYaNbLHOro NpeanpuHMMaTens)

8. CBeeHus o AOKyMeHTe, NOATBEPXKAAOLLEM onnaTy Bblaayn
PErncTpaLmMoHHOrO YAOCTOBEPEHUS B pehepeHTHOM
rocygapcTtee (Mpy Heob6X0AMMOCTH)

9. CBefeHus1 0 LOKYMEHTE, NOATBEPXKAAIOLLEM OonnaTty
npoLeaypbl COrnacoBaHNs 3KCNEPTHOrO 3aKIoYeHNst Ha
3aperncTpupoBaHHOE MeaULIMHCKOE n3fenne B rocyaapcTae
(rocymapcTtBax) NpusHaHus

10. Cnocob nonyyeHus yBeaoMMNeHun (peweHnin) ot
YNOSIHOMOYEHHOro opraHa (3KCnepTHOW opraHu3aLmu)
pedhepeHTHOro rocygapcraa:

JIMYHO Noa pocnucb

3aKa3sHbIM NMOYTOBLIM OTNPABIIEHNEM C
YBEAOMIIEHVNEM O BPYYEHUN

B 3MIEKTPOHHON dhopme (Npu BbiBOpe JaHHOro






cnocoba Heobxoammo ykasaTtb agpec (agpeca)
SMNEKTPOHHOWM NOYThI, HA KOTOPbLIA cnegyeT
HanpaBuTb YBEOOMIIEHMS)

O B (bopMe 3NEKTPOHHOrO AOKYMEHTA, MOAMUCAHHOrO
AMEKTPOHHOM NOAMNUCHIO

11. Cnocob nony4yeHns perncTpaLnoHHOro Y40CTOBEPEHNS O Ha OyMa)kHOM HOCUTENeE NUYHO
MEOULMHCKOTO M3OENUS U NPUNOXKEHNST K HEMY:
O Ha ByMaXHOM HOcUTEere C OTMPaBKOM 3aKasHbIM
NMOYTOBbLIM OTMPABNEHNEM C YBEAOMIEHNEM O
BpYy4YEHUM

MapaHTUpy0 AOCTOBEPHOCTb U MAEHTUYHOCTb MHpOpMaLUN, CoaepXXallencs B 3asBfeHUMN.

(maTa nomaum 3asaBJIEHUS)

(¢.1.0. M OOJKHOCTL PYKOBOOUTEJISA (monommchb, edaTb NPOM3BOIUTEIS
HpOV[SBOHV[TeJ’IH (yHOJ’IHOMO‘:‘[eHHOI‘O (yHOJ’IHOMOquHOI‘O Hpe,ﬂCTaBV[TeJ’IH
npencraBuUTesid NPOU3BOIOUTENIA) ) NPOMBBOOUTENIA) )
Mpunoxexne N 12
k MpaBunam permctpaumm n aKCnepTusbl
©esonacHocTu, kayecTsa N ahPeKTUBHOCTH
MEeOULIMHCKUX n3genumn
NMEPEYEHDb

AOKYMEHTOB, HEOBEXOAUMbIX ONA NPOBEOEHUA NMPOLEAYPbLI COMMACOBAHUA SKCMNEPTHOIO 3AKNIOYEHUA HA
3APET'MCTPUPOBAHHOE MEAULIMHCKOE U3OEJNIUE

HavmeHoBaHMe ookymeHTa MpumeyaHue
1. 3asBneHne o NpoBeEeHUN COrNTacoOBaHNSA 3KCNEPTHOIo no dpopme, npegycmoTpeHHon npunoxeHnem N 11 Kk
3aKkniYeHns Ha 3aperMcTpMpoBaHHOEe MeANLIMHCKOE u3genve lMpaBunam peructpauumn n akcnepTnsbl 6esonacHocTy,

kavyecTBa 1 3 PEKTUBHOCTM MEOULNHCKUX U3OENUNA,
yTBEepxaeHHbIM PewweHnem CoeTta EBpasuinckom






3KOHOMMYECKon komuccum ot 12 coespans 2016 r. N 46

2. [loroBop Npov3BoaMTENs C YNONMHOMOYEHHBLIM NpeacTaBUTENEM
npou3BoauTens Nnbo ero Konus (Mpv HanMyYUu YNorHOMOYEHHOIO
npeacTaBuUTENs NPOU3BOANUTENS)

KOMUsi 3aBepsAeTCs B COOTBETCTBUMN C MEXAYHaPOAHbIMU
HOpMaMW 3aBEPEHUS UM HOPMaMK 3aBEpPEeHMs,
YCTaHOBJIEHHLIMM 3aKOHOOATENLCTBOM pedepeHTHOro
rocygapcrea

3. [loBepeHHOCTb OT NPOU3BOANUTENS UMW YNONTHOMOYEHHOIO
npencTaBuTeNs NPOU3BOAUNTENS Ha NPaBO NpeACcTaBeHNs
WMHTEPECOB NpY NPOBEAEHMMN NpoLeaypbl COrnacoBaHus
3KCMEPTHOrO 3aKMOYEHWS Ha 3aperMcTpMpoBaHHOE MeANLMHCKOE
nsgenue (npn Heo6xogMMocCTH)

B COOTBETCTBMM C MeXOAYHAPOAHbIMN HOPMaMUN 3aBepeHNA
nnn HopmMamu 3aBepeHud, yCTaHOBJIIEHHbIMU B COOTBETCTBUM
C 3aKoHo4aTeNnbCTBOM rocyaapcTtea - 4YneHa EBpa3I/IﬁCKOFO
3KOHOMMYEeCKOro cotsa

4. [laHHble O MapKNPOBKE W YNaKoBKe, YTBEPKAEHHbLIE NPK
pervcTpaumm MeguuUUHCKOro U3fenust ¢ y4eToM BHECEHHbIX
N3MEeHeHUI B perncTpaumnoHHoe 4oCbe MeaAMLMHCKOro u3aenus
(nonHouBeTHbIE (C yka3aHMEM KOOUPOBKM LBETA) MakKeThl
YMaKOBOK M 3TUKETOK), TEKCT MapKMPOBKM Ha rOCYAapCTBEHHbIX
A3blkax rocyapCTB NPU3HaAHUS, YKa3aHHbIX B 3asiBNIEHMMN O
NPOBEAEHUN COrMacoBaHMs 3KCNEPTHOro 3aKIYeHUs Ha
3aperMcTpupoBaHHoe MeanUMHCKoe nsgenue) (npu
HeobxoaMmMocTHn)

3aBepdrTCa npomnssognuTenem (yI'IOJ'IHOMO‘-IeHHbIM
npencraBUTENEM I'IpOI/ISBOD,I/ITeJ'IFl)

5. OkcnnyaTaunoHHbIA AOKYMEHT UM UHCTPYKLMS MO
NPUMEHEHMIO MEOULIMHCKOTO U3OeNnus, pykoBOACTBO MO
CEPBUCHOMY 06CNYXMBaHWIO, YTBEPXKAEHHbIE MPU PeErncTpaumm
MEeOULMHCKOrO U3OENNs C Y4eTOM BHECEHHbBIX U3MEHEHWI B
pervcTpaumMoHHOe AOCbe MEAULIMHCKOIO U3aenus, Ha
rocyapCTBEHHbIX A3blKax rocyaapcTe NPU3HaHWUS, yka3aHHbIX B
3as1BMeHNM O NPOBEAEHUN COrNacoBaHmMs 3KCNepTHOro
3aKmMYeHNs Ha 3aperMcTpupoBaHHoe MeanLMHcKoe usgenve (npu
HeobxoaoMmMocTH)

3aBepdrTCa npomnssognuTenem (yI'IOJ'IHOMO‘-IeHHbIM
npencraBUTENEM I'IpOI/ISBOD,I/ITeJ'IFl)

6. PernctpaunoHHoe yaocToBEpEHNE MEOULMHCKOIO N3aenus
EBpasuniickoro sSkOHOMUYECKOro coro3a nmbo ero gyonmkaT






Mpunoxexnne N 13

k MNpaBunam peructpaumm n aKcnepTusbl
6e3onacHocTn, KayecTBa U 3PeKTUBHOCTM
MeOULMHCKMX U3genui

$OPMA
BasiBJIeHMsT 06 OTMEeHe HeMCTBMS (aHHYIMPOBaHMM) PErMCTPALMOHHOT'O YIOCTOBEPEeHMS
MEeIMUIMHCKOT'O MBOeus

B YyINOJIHOMOYEHHB OpTaH
TocymapcTBa - 4JIeHa
EBpasmiiCKOTO KOHOMMYECKOTO CO03a

(HamMeHOBaHMe pedepeHTHOTO IoCyHapCTBa)

3AABJIEHVE
06 oTMeHe »eycTBUA (AaHHYJIMPOBaHMM) PEIMCTPALMOHHOTO YyHOCTOBEPEHUA
MeIMUMHCKOTO M3IOeJINI

(moJlHOe M COKpalleHHOe (IpM HajluuMM), B TOM UMCIe OMPMeHHOe, HaUMMEHOBAaHUS
Juia, OT MMEHM KOTOPOIO IoIaeTcsa 3asBJIeHMe (IPOMBBOAMUTEJb (YIOJIHOMOUEHHEMN
NpenCcTaBMUTeJIb NPOM3BOOMTENISA), OPTaHM3ALMOHHO-INIpaBOoBas QopMa OPUINUECKOTO

Jmia)
HaCTOALMM IPOCUT OTMEHUTH nencTeue PETUCTPALMOHHOTO YOOCTOBEPEHUSA
MEeIULMHCKOT'O n3nenmns (aHHYIMpPOBAThH perucTpaluMoHHOe YyIOCTOBEPEHHUE

MEOVUMHCKOTO M3OEJIN)

(HaMMeHOBaHMEe MEeOMUIMHCKOTO M3OeJMsa (C ykaszaHMeM MoIesu (MapkKM) MeIMLMHCKOI'O
n3nejams, ee CcocCTaBa M NPUMHAIJIEXHOCTEN) )

(DaTa permcTpauMy MEOMUMHCKOTO M3OEJMS M HOMEP PEerMCTPalMOHHOTO
YOOCTOBEPEHUS MEeIUUMHCKOTO M3Oesnsd)
B CBSA3U C

(yxaselBaeTCcsa OpUUYMHA)

(maTa nomaum 3asaBJIEHUA)

(®.1.0. M IOOJIXHOCTB PYKOBOIMUTEJIS (momnmchb, NeyaTh NPOUBBOIUTEJIS
Opou3BOOUTENS (YIIOJIHOMOUEHHOT'O (YIIOJIHOMOUEHHOT'O MNpPenCTaBUTeS
IpeICTaBUTesIa IPOMBBOOUTEJIA) ) IPOU3BOOUTEIS) )
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KoHTakThbI

Anpec
MECTOHAXO0XKACHHUS

ITourtoBsIit
(dakTrueckuit) anpec

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

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

Tenedon

(daxc)

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

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

Bpemsi pa6oTbi

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

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

Cy0660Ta - BockpeceHbe BbIxoaHoit

I'paduk JJu4HOrO NpuemMa rpaxiaaH v PUAHYECKUX JIULL

pykoBoacteom YII «1I9U3»

®.1.0.

Jupekrop

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

3aMecTUTeNb JUPEKTOpa
MukymKkuH AJleKcaHap
CraHuciaBoBuY

3aMecTUTENb IUPEKTOPA
Kypasiaesa Oubra bopucoBna

3aMecTUTENb IUPEKTOPA
3snorHukoBa Mapuna UBaHoBHA

Bpewms mpuema, aapec, tenedon

gersepr ¢ 9-00 no 12-00

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

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

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

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

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

Yupasienne MeTUUMHCKUX U3/1eIUI

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

Tenedonsl

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

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

E-mail medtech@rceth.by

IloHenenpHUK,
cpena, mATHULIA

¢ 10-30 no 12-30

BropHuk,
4eTBEPT

¢ 13-15 no 15-00



tel:+375172318514

tel:+375172525358

mailto:rceth@rceth.by

tel:+375172318514

tel:+375172318514

tel:+375172420039

tel:+375173776922

tel:+375173535512

tel:+375173975349

tel:+375173734778

tel:+375173743850

mailto:medtech@rceth.by



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

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

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

IIpeaBapuTebHas 3aMCh HA KOHCYJIbTHPOBaHUE 10 TesiedoHy:

+375-17-373-03-11




tel:+375173730311



		Контакты

		Время работы

		График личного приема граждан и юридических лиц руководством УП «ЦЭИЗ»

		Проведение регулярных консультаций по вопросам государственной регистрации лекарственных средств, медицинских изделий и биомедицинских клеточных продуктов

		Предварительная запись на консультирование по телефону:




MpunoxeHue Ne 3

k MpaBunam perncTpaumm n aKCNepTm3bl
6e3onacHoCTH, kadecTBa U 3pHPEKTUBHOCTH
MEeOULMHCKUX U3genun

$OPMA
BasiBJIeHNsI O NPOBEIeHMM perucTpauuy MeOULMHCKOI'O MBIOeNms

B YIIOJIHOMOUEHHEM OpI'aH
rocynapcTBa - udJIeHa
EBpasmicKoro 3KOHOMMYECKOIT'O COo3a

(HamMeHOBaHMEe pedepeHTHOTO ToCyHapcCTBa)

(HaMMeHOBaHMe TocylapcTBa (TrocynapcTs)
NPU3HAHUA)

3AABJIEHVE
O MPOBEINEHUNM PEeTUCTPAUUM MEOUIVMHCKOTO MU3OeNns

(moJlHOe M COKpalleHHOe (IpM HajluuMMK), B TOM uUMCIe QUMpMeHHOe, HaUMMEHOBAHUS
Jaula, OT MMEHM KOTOPOI'O MNPOM3BOIUTCH perucTpalus (IpOoM3BOAUTEIDL
(YIIOJIHOMOUEHHEIM IpelCTaBUTEJb IPOU3BOAUTENL), OPTaHMBalLMOHHO-IIpaBoBasg dopma

OPUINYECKOTO JIMLia)

HaCTOoAIlMM IIPOCUT IIPOM3BECTU permcrTpalMnin MeIVMUIVMHCKOI'O UM3IeJIMA





HaumeHoBaHMe MeauLMHCKOro nsgenusa

HasHauyeHne MeamumuHCKoro nsagenus

MepawvumHckoe usgenue ans oUarHoCTukK in vitro? Oa
Het

O6nacTbe NpMMEHEHNS MeaNLMHCKOTO u3aenus (B COOTBETCTBUM C KriaccudmkaTtopom obrnacten MeamuuHCKOro NpUMeHeHns

MeANLNHCKMX n3genun, yteepxaeHHolM PeweHnem Konnerum EBpasminckon akoHomuyeckon kommcenm ot 16 anpena 2019

r. Ne 62)

Knacc noteHumanbHOro pucka npumMeHeHns MeamuHCKOro n3genms

CnenyeT N NpoBOAUTb MHCNEKTMPOBAHME NPON3BOACTBA (YKa3blBAaeTCH B Criyvae, ecrnv peructpupyeMoe MeauLmHckoe Oa

nsgenve aBnaeTcs MegULUHCKUM n3genmem Knacca noTeHLmManbHOro pucka npumMmeHeHnst 1 unm HecTepunbsHbIM

MeOMLMHCKUM M3gennem Knacca noteHLmManbHOro pucka npuMeHeHns 2a n nepBMYHOE MHCMEKTUPOBaHUE NpoOM3BOACTBA Hert

paHee He GbINIo NpoBeaeHo)?

Kog Bvaa meanumHcKoro nagenns (CornacHo HoMeHknaType MeanumnHCKNX nsgenuii EBpasmninckoro akOHOMMYECKOro Cor3a,

npasuna BeeHns KOTOpon yTBepxaeHbl PelneHnem Konnerum EBpasninckort aKOHOMNYeCKon kKomuccum ot 29 nekabpsi

2015 1. Ne 177)

B coctaBe MeguUUHCKOro U3genusa MMeeTcsi NekapcTBEHHOE CPeaCcTBO? Oa
Het

Mogenb (Mapka) MeguLMHCKOro U3AEnus, ee CocTaB U NPUHAANEXHOCTU

Ne HavnmeHoBaHue MpoussoauTens CtpaHa

1. | Mogenb (Mapka) MeguLUMHCKOro n3genus (Npu Hanu4mm)

2. | CoctaB (npu Hanu4mm)

3. |lMpuHagnexHocTu (Npyu Hanu4mu)






10. | CegeHwusi o npoussoguTene
Homepa
TenedgoHa
opraHu3aumoHHo-NpaBoBas opma, n dhakca,
MeCTO HaxoxaeHus (agpec
NMorHOe HaUMEHOBaHME U COKpaLLlEeHHOoe . agpec @®.N.0. n gomkHoCcTb
HoMep, aaTa ropuanyeckoro nuua, agpec Mecta | hakTU4eCcKui
HanmMeHoBaHue (Npu Hanu4uW), cTpaHa, 3MEKTPOH pykosoguTens, ®.1.0. un
perncrpaumm XUTENbCTBA MHAMBUAYATbHOIO agpec .
(®.1.0. nHamBuayanbHoro HOWM OOMKHOCTb KOHTaKTHOro nuua
npegnpuH1umarens)
npegnpuHUmarens) noYThl
(npu
Hanu4uum)
11. | CBefgeHns 0 Npomn3BoACTBEHHON NnoLlaake (NPon3BoACTBEHHbIX NroLlaakax)
Homepa
TenedgoHa
n dakca,
opraHuM3aLMoHHO-NpaBoBas opmMa, NonHoe .
HOMep, AaTa 1 CPOK AeNCTBUA .| agpec ®.1N.0. n [OMKHOCTb
HaMMeHOBaHWE N CoKpalleHHOEe HanMeHOBaHMe (nNpu daKkTn4eckun
Ne paspeLlumnTensHOro AoOKyMeHTa ANEeKTPOH pykosoguTens, ©.1.0. un
Hanuumm), ($.1.0. nhgusmnayanbHoro agpec N
(Mpwn Hannumm) HoW [OIMKHOCTb KOHTAKTHOrO Nnuua
npeanpuHUMaTens)
noYThl
(mpw
Hanu4mm)
1.
12. | CBegeHunst 06 ynormHOMOYEHHOM MpeacTaBuTene nponssoautens (Mpy HanMunm)
opraHu3aumMoHHo-NpaBoBas opma, HoMepa
MEeCTO HaxoxaeHus (agpec
NosIHOe HaMMeHOBaHME U COoKpaLLeHHoe _ | Tenedona .N.0. n gOmMKHOCTL
HOoMmep, AaTta OPUONYECKOro nuua, agpec Mecta | hakTU4eckui
HanMeHoBaHue (Mpu Hanu4uM), cTpaxa, n chakca, pykoBogu-tens, ®.1.0. n
perncrTpaumm XWUTENbCTBA UHAMBUAYANBHOIO agpec
(®.1.0. nugmBuayanbHoro agpec JOMKHOCTb KOHTaKTHOro nuua
npegnpuHumarens)
npeanpuHUMaTens) 3MNEKTPOH






HoW
noyTb
(npun
HanmMynm)

13. | CBegeHusi o OOKyMeHTe, NoaTBepXaatoLeM onnaty NpoBeaeHus npoueayp perucTpauum MeaMuuHCKoro naaenus

14. | Cnocob nony4yeHus yBeqoMneHuii (peLleHmnin) oT ynosIHOMOYEHHOTO opraHa (9KCNepTHOW opraHun3aumm) pedepeHTHOro rocygapcTaa:
O  nwmyHo nop pocnuck
[0  3aka3HbIM NOYTOBLIM OTMPABMEHMEM C YBEAOMIIEHNEM O BPYyYEHUU

[0 B anekTpoHHOW hopme Mo TENEKOMMYHUKALMOHHBIM KaHanam cBsi3u (Mpy Bbibope AaHHOro cnocoba HeobxoanMo ykasaTb agpec (agpeca) areKkTPOHHOM
MOYTbl, Ha KOTOPbIN CrieQyeT HanpPaBWUTb YBEOOMIIEHUS)

O B cbopme ONEeKTPOHHOIo AOKyMeHTa, noanncaHHoro SJ'IeKTpOHHOﬁ noanmncbio

15. | Cnoco6 nomny4yeHnss permcTpaLunoHHOro ya0CTOBEPEHUS MEAULMHCKOTO U3AENUS 1 NMPUTNIOKEHNUSA K HEMY:
[0 Ha 6ymaxHOM HOcUTENe NIMYHO

0 Ha BymaxHOM HOCUTENE C OTMPABKOM 3aKasHbIM MOYTOBLIM OTMPaBMEHNEM C YBEAOMIIEHMEM O BPYYEHUM

FapaHTMpyro AOOCTOBEPHOCTb N MOAEHTUYHOCTb MHd)OpMaLI,MM, CO,EI,Gp)KGLIJ,GVICFl B pernctpaymMoHHOM gocbe 1 3aABrneHnmn

[arta nogauun 3asBnenus

®.1N.0. n JOMKHOCTb PYKOBOAUTENS NPOM3BOANTENS (YNOMHOMOYEHHOIO NPeACTaBUTENSI NPON3BOAUTENS)

Moanuck, nevatb npounssoanTena (yI'IO.I'IHOMO‘-IeHHOFO npencraBuTens npowssop,menﬂ)






		Приложение № 3




MpunoxeHune Ne 2

k MpaBunam perncTpaumm n aKCNepTm3bl
6e3onacHoCTH, kadecTBa U 3pHPEKTUBHOCTH
MEeOULMHCKUX U3genun

$OPMA
BasiBJIeHNsI O NPOBENEeHMM SKCIEepPTH3H MEeAULMHCKOI'O MBIOeNms

B YIIOJIHOMOUEHHEM OpI'aH
(PKCHEePTHYID OpI'aHM3alM)
TocymapcTBa - YJIeHa

EBpasmiCcKoTro 3KOHOMMUECKOT'O CO03a

(HamMeHOBaHMEe pedepeHTHOTO TocyHapcTBa)

(HaMMeHOBaHME IocyIapcTBa (TroCymapCTB)
IpU3HaHUL)

3AABJIEHUE
O MNPOBEINEeHUM DBKCHEePTU3E MEOMUMHCKOI'O M3Oesind

(moslHOe M COKpalleHHOe (MNpM HadMuuMuM), B TOM UMCIe QUPMEHHOe, HaMMeHOBaHUSA
auiia, OT MMEHM KOTOPOTO MNPOMBBOAMTCA permucrpauus (NpoM3BOIUTEND
(YIIOJIHOMOUEHHBM NPenCcTaBUTEeJb NPOM3BOIOMTEJIS) , OPIAaHMB3ALMOHHO-INPaBoBas dGopMma

OPUOMYECKOTO JIMlia)

HacCToAllMM IIPOCUT IIPOM3BECTU IBKCIEPTU3Y MeIOUMIVHCKOI'O M3IOeJiMd:





HaumeHoBaHWe MeaULMHCKOro U3aenus

2. HasHa4yeHne meanumHCcKoro nagenus
3. | MeauumHckoe nsgenuve ang AMarHoCcTuky in vitro? Oa
Het
4, O6nacTb NpMMEHEHMA MeAMLIMHCKOrO N3fenus (B COOTBETCTBUM C KinaccMduKaTtopom obnacten meguumnuHCKoro
NPUMEHEHNsT MegULMHCKNX U3genui, yteepxaeHHbiM PeweHmnem Konnernn EBpasninckon a3KoHOMMUYECKOM KoOMUccum ot 16
anpens 2019 . Ne 62)
5. | Knacc noTeHumansHOro pucka npuMeHeHUs MeauLMHCKOro n3genmns
6. |Cneayet nv npoBOAUTbL MHCMEKTUPOBaAHUE NPOM3BOACTBA (YKa3blBAETCA B Criyyae, ecriv permctpmpyemoe MmeauumuHcKoe Oa
nsgenve SBNSeTcs MeanUMHCKUM N3LenMeM Knacca noTeHumanbHoro pucka npuMeHeHnst 1 unmn HectepunbHbIM
MEeOULWHCKUM n3gennem knacca noTeHumManbHOro pucka npumMmeHeHnst 2a u nepBMYHOE MHCNEKTUpOBaHUE NPOM3BOACTBA Hert
paHee He 6bIno nposeaeHo)?
7. | Koa BMaa meamumHCKOro usgenus (CornacHo HoMeHknaTtype MeauunHCKUX nsaenui EBpasmninckoro SKoHOMUYECKOro cor3a,
npasuna BegeHus KoTopon yTeepxaeHbl PelneHnem Konnerum EBpasmiickor 3kOHOMMUYeCKon kommuccum ot 29 aekabps
2015 . Ne 177)
8. B cocTtaBe MeanUMHCKOro M3gennsa MMeeTcs NiekapCTBEHHOE CpeacTBoO? [a
Het
9. |Mogenb (Mapka) MEQULMHCKOrO U3Aenus, ee CocTaB U NPUHAANEXHOCTU
Ne HaumeHoBaHne MpoussoauTens CtpaHa
1. |Mogenb (Mapka) MeguLUMHCKOro nsaenus (npu Hanu4mm)
2. | CocraB (Npy Hann4un)
3. |lMpuHagnexHocTn (Npy Hann4un)
10. | Cpok xpaHeHus (rapaHTUIAHbIN CPOK) SKCMyaTauum
11. | YcnoBusa xpaHeHus






12.

Peructpauusi B cTpaHe-npoussoguTene v gpyrmx ctpaHax

Ne perncTpaumoHHOro yagocToBEPEHUS MEOAULIMHCKOrO U3nenusi ata .
Ne HanmeHoBaHue cTpaHbl P pau YA P Al A A Cpok oencreusi
(Npn Hanuunn) Bblaaum
1.
13. |lMpousBoacTBo O nonHocTblo Ha JaHHOM NpOn3BOACTBE
0O yactuHo Ha gaHHOM npon3BoACTBE
U nonHocTbio Ha OpYyrom npounsBoacTBe
14. | CeeneHusa o npoussoguTene
MECTO HaxoXaeHUs Homepa
opraHv3aLMoHHo-NpaBoBas opMma,
(appec ropnanyeckoro TenedgoHa u ®.1N.0. n JOMKHOCTb
NoriHoe HauMeHOBaHME U COKpaLLleHHoe .
HOMep, AaTa nuua, agpec mecta dakTU4ecKkun dakca, agpec | pykosogutens, ©..0.
HaMMeHOBaHWe (Npu Hanu4mMm), cTpaxa, .
perncrtpaumm XUTenbcrea agpec 3NEKTPOHHON N OOMKHOCTb
(®.1.0. nuameugyanbHoro
NHAMBUOYaNbHOro no4Tbl (Npwu KOHTaKTHOro nvua
npeanpuHuMaTens)
npeanpuHUMaTens) Hanu4um)
15. | CBeneHusa o npou3BOACTBEHHOW nnoLlazke (MPOM3BOACTBEHHbIX MoLLaaKax)
HOMep, 4aTa u CpokK Homepa
o TenegoHa u &.1.0. n gomkHocTb
opraHu3aumoHHo-npaBoBasi opma, NonHoe OencTBeus .
dakTU4ecKkun dakca, agpec | pykosogutens, ©.N.0.
Ne HaMMEeHOBaHUe N CoKpalleHHOe HanMeHOBaHme (npu paspeLnTenbHOro .
agpec 3NEKTPOHHON N OOMKHOCTb
Hanuumm), (P.1.0. nHguBmnayanbLHOro NpeanpuHUMaTens) OOKyMeHTa (npu
noyTbl (Npwu KOHTaKTHOro nvua
Hanuynn)
Hanu4um)
1.
16. | CseneHusa 06 ynonHOMOYEHHOM NpeacTaBuTene nponssoauTens (Npy Hanuyuum)
opraHu3aumoHHo-npasoBasi dopma, HOMep, AaTa MECTO HaxoxaeHunsa dakTU4ecKkun HOMepa D.1.0. n gomkHoCTb
NonHoe HaMMeHoBaHME N COKpaLLEHHOe pernctpaumm (appec ropnanyeckoro agpec TenedoHa n pykoBoau-Tens,






HaMMeHOBaHWe (Npu Hanu4um), cTpaxa,
(®.1.0. nuameugyanbHoro
npegnpuHumarens)

nvua, agpec mMecra
XUTenbcTBa

NHOVBMAYANbHOO

npeanpuHumarens)

dakca, agpec
ANEKTPOHHOM
noyThl (Npwu
Hanuynn)

®.1.0. n gomxHocTb
KOHTaKTHOro nuua

17. | CBeneHust 0 AOKyMeHTe, NOATBEPXAaloLWEeM onnaTy npoBeaeHns npolenyp aKCnepTuabl MEAULUHCKOTO U3aenus

18. | Cnocob nonyyeHus yBeaoMNeHn (peLleHunin) oT ynosIHOMOYEHHOMO opraHa (3KCnepTHOW opraHu3aunmn) pedepeHTHOro rocyaapcTaa:

0  nuyHo nop pocnuck

O 3aKa3HbIM MOYTOBbIM OTNpaBrieHnemM C yeaomieHnem o BpyvyeHunmn

O B d)opme QNEeKTPOHHOro AOKyMeHTa, noAnncaHHoro 3]'IeKTpOHHOIZ noanncbio

[0 B 3MeKkTpoHHOI hopmMe MO TENEKOMMYHUKALIMOHHBIM KaHanam cBsiau (npv BbiGope AaHHOro cnocoba Heobxoaumo ykasaTtb agpec (agpeca)
3MEKTPOHHOW MOYTbI, HA KOTOPbLIV CrieayeT HanpaBUTb YBEAOMIIEHUS)

FapaHTl/lpyro AOOCTOBEPHOCTb N MOAEHTUYHOCTb MH(*)OpMaLI,MM, CO,EI,Gp)KGLIJ,GVICFl B pernctpaymMoHHOM gocbe 1 3aABrneHnmn

[arta nogauun 3aaBnenus

®.N.0. n gOmMKHOCTb pykoBoguTena npom3soamnTens (yI'IOJ'IHOMOLIeHHOFO npeacraBuTens npomssop,menﬂ)

Moanuck, nevatb npounssoaunTena (yI'IOJ'IHOMOLIeHHOFO npencraBuTens I'IpOI/ISBOD,I/ITe.I'IFl)
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