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Hopaaxa pasMeleHus nHdopManuH, CBA3AHHOI ¢ ocymecTB.neﬂueM
rocyJapcTBEHHO perncTpauuy OHOMEANIHHCKHX KJIE€TOYHBIX MPOAYKTOB,
B TOM 4HCJIe ¢ IpoBeieHHeM OHOMeIHIMHCKOM 3KCIePTH3bI OHOMEIMIMHCKHX |
KJIETOYHBIX HPOJXYKTOB H HX 3THYECKOH SKCNePTUH3bI, HH(POpMAUHH i
0 3aperMcCTPMPOBAHHBIX OHOMEANIHHCKHX KJIETOYHBIX NMPOAYKTAX |
H OMOMEJHUMHCKHX KJIETOYHBIX NPOAYKTAX, HCKJIIOYEHHBIX U3 rOCyJapCTBEHHOr0
peecTpa OHOMEIHIHHCKHX KJIETOYHbIX IPOAYKTOB

B cootBercTBUM ¢ yacThio 2 ctaThu 27 DepepalbHOro 3aKoHa OT 23 HIOHS
2016 r. Ne 180-®3 «O OumomMemuUMHCKHMX KIETOUHBIX IpoaykTax» (Cobpanue
3aKOHOJATEIBCTBA Poccuiickoii ®enepauuu, 2016, Ne 26, cr. 3849) u moamyHKTOM
5.2.207* TlonoxeHus o MunucrepcTBe 3apaBooxpaHeHus Poccuiickoit ®enepanuu,
yTBEpXKACHHOro  mnocraHoBjieHHeM IIpaBurensctBa  Poccmiickoit  ®denepanuu
oT 19 mrons 2012 r. Ne 608 (Cobpanue 3akoHOmarenscTBa Poccuiickoit Penepanyu,
2012, Ne 26, ct. 3526; 2013, Ne 16, ct. 1970; Ne 20, ct. 2477; Ne 22, c1. 2812; Ne 33,
cT. 4386; Ne 45, ct. 5822; 2014, Ne 12, cr. 1296; Ne 26, ct. 3577; Ne 30, ct. 4307,
Ne 37, ct. 4969; 2015, Ne 2, ct. 491; Ne 12, cr. 1763; Ne 23, ct. 3333; 2016, Ne 2,
cT. 325; Ne 9, ct. 1268; Ne 27, ct. 4497, Ne 28, ct. 4741; Ne 34, cr. 5255;
2016, Ne 49, ct. 6922; 2017, Ne 7, ct. 1066), n p M x 2 3 BI B 4 FO:

YTBepauTh MOPSAAOK pa3MelleHuss HHGOpMaLUK, CBSI3aHHOM C OCYIIECTBJIEHUEM
rOCyJapCTBEHHONM perucTpaiuu OHOMEAULMHCKUX KJIETOYHBIX IPOIAYKTOB, B TOM
YyHuclle ¢ MpOBelleHHUEM OHOMEIULIMHCKON 3KCIEepTHU3bl OHOMEIUIMHCKUX KJIETOYHBIX
IPOJYKTOB M HMX O3THYECKOM DKCHEPTU3bl, HHPOpMaLMH O 3aperdCTPUPOBAaHHBIX
OMOMEIUIIMHCKUX KJIETOYHBIX MPOAYKTax U OMOMEIUIIMHCKUX KIETOYHBIX NMPOIYKTaX,
WUCKIIOYEHHBIX U3 rocy,uapCTBeHHoro,,( Eﬁf_em:pa OMOMENULMHCKIX  KIETOYHBIX
IIPOJYKTOB, COTTIACHO IIPUJIOKEHHUIO. / /o
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VYTBEpXKIEH
npuKa3zoM MUHUCTEPCTBA 3/IpaBOOXPaHEHHA
Poccutiickoit @epepanuu
oT «31» mapta 2017 r. Ne 1431

Hopsanok
pasmemennsi "HGOPMaNHH, CBA3AHHOI C OCYIeCTBIEHHEM rOCYAapCTBEHHOMH
perucrpanun OHOMEeIHIHHCKHX KJIETOYHbIX NPOAYKTOB, B TOM YHCIe
¢ npoBeaAeHueM OHOMEAHIHHCKOH 3KCNEPTH3bI OHOMEIHIUHCKHX K/IETOYHBIX
NPOAYKTOB H HX 3THYECKOii 3KcnepTH3bl, HHGopManuu
0 3apPernCTPUPOBAHHBIX OHOMEIMIHHCKHX KJIETOYHBIX MPOAYKTAX
H OMOMEINIHHCKHX KJIE€TOYHBIX NPOAYKTaX, HCKIIOYEHHBIX
M3 rocyAapCcTBEHHOr0 peecTpa GHOMEIMUHMHCKUX KJIE€TOYHBIX NPOAYKTOB

1. Hacrosmuit ITopsagox ompegenseT NpaBHia pa3MeIleHHs Ha OQUIHATLHOM
caiiTe MuHMCTEpPCTBA 3ApaBooxpaHeHus Poccuiickoit @exmepanuu (manee —
MUHHCTEPCTBO) B MH(QOPMALMOHHO-TEIEKOMMYHHKAIMOHHOH ceTr «VIHTepHeT» (nanee
— oUIMANBHBINA caliT) HH(pOPMALUHK, CBA3aHHON C OCYLIECTBICHHEM TOCYAapCTBEHHOH
perucTpaupy GHOMEIHUIUHCKHX KJIETOYHBIX NMPOAYKTOB, B TOM YHCIE C IPOBEICHHEM
GUOMEIHITMHCKOM SKCIEPTU3bl OHOMEIUIUHCKUX KIIETOYHBIX IPOAYKTOB U ITHYECKOMH
9KCIIEPTU3bI BO3MOXKHOCTH NIPOBEICHH KITHHAIECKOro HCCIIe{0BaHusl GHOMEUIIMHCKOTO
KIETOYHOTO TpOAYKTa (majlee ~— OTHYecKas OKCIepTH3a), HHpoOpMauuu o
3apEeriCTPUPOBAHHBIX OMOMEIUIHMHCKHX KIETOYHBIX IPOAYKTaX M OHOMeJULHHCKUX
KJIETOYHBIX MPOXYKTAaX, MCKIIOYEHHBIX U3 FOCYJapCTBEHHOrO peecTpa OGuoMeUIHHCKUX
KJIETOYHEBIX MPOAYKTOB (Janee — nHGopManus).

2. Pasmemenve uHpOpPMamUK Ha OQHIMAIBHOM CaiTe  OCYIIECTBISAETCS
HeHapTaMeHTOM rocyaJapCTBCHHOI'0O pPEryJIHpOBaHHs O6paHJ;eHI/ISI JICKapCTBEHHBIX
cpeAicTB MuHHMCTEpCcTBa ¥ OOECIEdMBAETCH CHCTEMHBIMH  MH(QOPMALMOHHBIMH
pecypcaMu MHUHHCTepCTBA IIOCPENCTBOM OpPraHM3allMM OIEKTPOHHOH 0askl NaHHBIX
(nanee — 6a3a JaHHBIX).

3. Undopmanus, pasMemaeMas Ha OQUIHAIbHOM CaifTe, BKIOYACT CICAYIOIIHe
cBemeHHS 00 JTanmax MpOLEeAyp, OCYILECTBISEMBIX B OTHOIICHHH KOHKPETHOIO
OMOMEIUIIMHCKOr0 KJIETOYHOrO NMPOaAyKTa:

1) peKBH3UTH 3asBICHHH, yKa3aHHBIX B MOJNYHKTaX 1-4 IyHKTa 5 HAaCTOANIETO
ITopsanka,

2) HauMEHOBaHWEe  OHOMEJUIMHCKOrO  KJIETOYHOrO  NpoJyKTa M THII
GHOMEIUIMHCKOTO  KIETOYHOTO MNpOAYKTa (AIJOT€HHBIH, AayTOJNOTHYHBIA KN
KOMOWHMPOBaHHEIN);



3) Ha¥MEHOBaHHE U aJIpeC 3asBUTEIS;
4) HAUMeHOBaHME ¥ ajpec MPOU3BOAUTENs OHOMENWIMHCKAX —KIETOTHBIX

IPOAYKTOB;

5) HauMeHOBaHMs (MEXIYHapOJHblE HENATeHTOBAHHbIC, WM IPYNIUPOBOYHEIE,
MIM XMMHYECKHe) JIEKapCTBEHHBIX IIPENapaToB ULl MEIUIMHCKOrOo IPUMEHCHHA,
BXOMAIQUX B COCTaB OHMOMEIMIMHCKOrO KJIETOYHOTO NPOAYKTa, AAThl M HOMEpa
PETUCTPALOHHBIX YIOCTOBEPEHHUI JIEKAPCTBEHHBIX PENApaTos;

6) HAUMEHOBaHWs  MEIMIMHCKMX  M3JeJNHui,  BXOAAMX B  COCTaB
GUOMENUIIMHCKOTO KJIETOYHOTO NpOAYKTa, JaThl H HOMEpa PperucTPalMOHHBIX
YIOCTOBEPEHUH Ha MEAUIIMHCKIE H3JETIHU;

7) pexkBU3UTHI pelleHuii MUHHCTEpPCTBA O BbIfaue 3aJaHHMK Ha TPOBEJEHUE
GHOMEUIMHCKON SKCIEePTH3bl GHOMEINMIIMHCKOrO KJIETOYHOTO NPOXYKTa, PEKBH3UTHI
3anpocoB MuHUCTEPCTBA 00 YyTOUHEHNH CBEJEHUH, COAEPKAIIUXCA B PEACTABICHHBIX
3asgBUTENIEM IOKyMEHTAaX;

8) peKBU3UTHI 3aKIIOYEHHs COBETa IO OTHKE O BO3MOXKHOCTH Wi
HEBO3MOXKHOCTH  TPOBEIEHHMs  KIMHHYECKMX  MCCIEJOBaHUN  OHOMEIHILMHCKHX
KJIETOYHBIX IPOLYKTOB,;

9) peKBM3NTHl pelleHdss MUHHCTEPCTBA O BO30GHOBIEHHH TIOCY/apCTBEHHOH
DETHCTPallill  OMOMEJMLMHCKOTO  KJIETOYHOTO MNPOAYKTa MIH 00 oTKaze B
BO30GHOBJICHHM TOCYJApCTBEHHOM perucrpaliud OHOMENMIMHCKOrO  KJIETOYHOrO
pOJlyKTa, PEKBH3HTHI pelleHus MHUHHCTEpPCTBA O MpPEKPAIEHWM TOCYNapCTBEHHOH
perucTpaniy GMOMEIUIIMHCKOrO KJIETOYHOTO NPOJYKTa,

10) pexBu3uTel  pemreHuit  MuHHCTEpCTBa O  MOBTOPHOM  IIPOBEACHMH
GHOMEMIHCKOM DKCIEpPTH3h OMOMEIULHMHCKOrO KIE€TOYHOro MpOAYKTa M (WiIM)
TUYECKOM IKCIIEPTH3EI,

11) peKBU3HUTEI 3aKIII0YEHU N KOMHUCCHHU IKCIIEPTOB (benepanbHOTO
FOCYJapCTBEHHOTrO  GIOJDKETHOTO  YUPEXIEHHs, HaXOIAIerocs B  BeACHUH
MuHHCTEpCTBA M 06ECIeUNBAIONIEr0 MCTOIHERHe NOJIHOMOYHI MunucTepcTBa MO
BEIZaue paspelleHHil Ha MpOBEJeHHe KIMHWYECKUX HCCIIeOBAaHHI OHOMEIUMIMHCKAX
KJIETOYHBIX IIPOJAYKTOB H (MJIH) TOCYJapCTBEHHOH perucrparuu OMOMEIHMIMHCKAX
KIEeTOYHLIX  IPOAYKTOB, 1O  pe3ynbTaTaM  OHOMEIMIHMHCKOM  3KCHEPTU3bI
GHOMEIMIUHCKOTO KIIETOYHOTO TIPOTYKTa;

12) pexkBU3UTH! pelueHuss MUHUCTEPCTBA O BblJa4e pa3pellieHHs Ha MPOBEACHHE
KIMHUYECKHUX HCCIIeOBaHui OMOMEIMIUHCKUX KJIETOYHBIX NMPOAYKTOB, B TOM HHCIIE
MEXIyHapOAHOTO MHOTOLIEHTPOBOTO KIMHUYECKOrO HCCIIENOBaHUA OMOMEANLIMHCKOIO
KJIETOYHOTO HPOAYKTA WM IOCTPETHCTPALUOHHOIO KIMHMIECKOro YICCIeN0BaHUA
GHOMEUIMECKOT0 KJIETOYHOTO MpOAyKTa, Mium 00 OTKase B BhbIAAa4e YKa3aHHOIO

paspeleHus;



13) pekBU3HTHl pelieHHss MHUHHCTEPCTBA O TIOCY[JapCTBEHHOH pEeruCTpanuu
GHOMEIUIIMHCKOr0 KJIETOYHOrO MpOAYKTa WIH 00 OTKase B TOCYAApCTBEHHOH
perucrpanyy 6MOMeIUIIMHCKOTO KIETOYHOTO NPOAYKTa,

14) pexBU3UTHE pelieHuss MUHHCTEPCTBA O MOATBEPXKACHHHM TOCYNAPCTBEHHOH
perucTpauiy OGHOMEIUIMHCKOTO  KJIETOYHOIro IpPOAYKTa WM o0 oTkase B
TIOATBEPXKAEHHH T'OCYIapCTBEHHOH pPEerucTpaurd OHOMEIULMHCKOIO KIETOYHOTO
MPOAYKTa;

15) pexBU3UTEI pelieHUss MHHHCTEPCTBA O BHECEHUM U3MEHEHHUH B JOKYMEHTEI,
COZIepKalliecs: B PETMCTPALIMOHHOM JIOChe HA 3apeTrMCTPUPOBAHHEIA OHOMeUIMHCKUH
KJIETOYHBIA IPOAYKT, WIW 00 OTKase BO BHECEHHM H3MEHEHHH B JIOKYMEHTHI,
cofiepKallMecs] B PErUCTPAIIMOHHOM JI0ChE HA 3apErUCTPUPOBAHHBIA OHOMEUIMHCKUH
KJIE€TOYHBIA MPOAYKT.

4. adopmarys, yka3aHHas B NOAMyHKTax 1-6 myHkra 3 Hacrosmero ITopsaka,
pasMemaercss B Gase JaHHBIX He IO3IHEE 4YeM depe3 NATh pabouux AHeH CO IHS
noidydeHus: MUHHCTEPCTBOM 3asABIEHMH, YKa3aHHBIX B HOAMyHKTax 1-4 myHKTa 5
Hacrosmero Ilopsaxka.

Wudopmalus, ykasaHHas B NOJIYHKTax 7-15 mynkra 3 Hactoswero Ilopsaka,
pasmelnaeTcs B 0ase JaHHBIX B TEYEHHE TpeX paboduMx IHEH €O [HSA NPHHATHA
MUHHCTEPCTBOM ~ COOTBETCTBYIOLETO  pPeIeHUs, MojydeHus MHUHHCTEPCTBOM
COOTBETCTBYIOILETO 3AKIIIOYECHHs, 3asiBICHH O BO30OHOBIEHMH TIOCYAAPCTBEHHON
perucTpanud  OHOMEJMIMHCKOrO  KIETOYHOTO  IPOAYKTa WM  HalpaBJICHHA
MHHHCTEPCTBOM COOTBETCTBYIOIIETO 3aMpPOCa 3asBUTEIIIO.

5. Jloctyn B 6asy JaHHBIX PEIOCTABIAETCS CleNYyIOmuM CyOpekTam obpalieHus
GHOMEIUITMHCKUX KJIETOYHBIX IPOAYKTOB (Jlanee — 3asBUTEIb):

1) opraHusanuu, oOnajarolleld IpaBaMd Ha pe3yJbTaThl JOKIMHUYECKHX
HCCIIeIOBaHM 6MOMEIUIMHCKOro KJIETOYHOTO MPOIyKTa, KITMHUYECKUX UCCIIENOBaHMM
GMOMEIULIMHCKOr0 KJIETOYHOro mpoaykra U (WiIM) Ha TEXHOJOIHMIO IIPOH3BOJCTBA
OMOMEOUIIMHCKOTO KJIETOYHOrO0 IIPOAYKTa, mNpeAcTaBuBlied B MHHHCTEPCTBO
3agBIIEHHE O FOCYJAPCTBEHHOM perucTpalui 6HOMEIUIMHCKOTO KIIETOYHOTO IPOAYKTa;

2) BAafEeNbIly PETUCTPAI[MOHHOTO YIOCTOBEPEHU OMOMENHUI[MHCKOTO KIIETOYHOTO
NpOJAyKTa, NpeACTaBUBIIEMY B MUHHCTEPCTBO 3asBIeHHE O IOATBEPXKICHHUH
rocylapCTBEHHON perucTpanyu 6MOMEIUIIUHCKOTO KIETOYHOIO IPOAYKTA,

3) Bafeblly pETHCTPALIOHHOTO YIO0CTOBEPEH S OGHOMEIUIIMHCKOTO KJICTOYHOTO
NMPOAYKTa, MpEeACTaBUBIIEMY B MHHHCTEPCTBO 3asBIeHHME O BHECEHHH H3MEHEHHH B
JOKYMEHTE], COJEpXAIlHecss B DErHCTPalliOHHOM JO0Che Ha 3aperHCTPHPOBAHHBIN
OMOMEIUIMHCKUH KIIETOYHBIN [IPOAYKT;

4) opraHu3alMH, OCYIIECTBIISIOIEH OpPraHU3AUMIO MPOBEACHHA KIMHUIECKOTO
JCCIENOBaHMS OHOMEIMIMHCKOTO KJIETOYHOrO IPOAYKTa M IpeNCTaBHBIIEH B
MEHHCTEPCTBO 3asBJIeHHE O IOJyYeHHUs paspelleHus Ha IPOBeIeHUe MEXTyHapOIHOro
MHOTOI[EHTPOBOTO  KJIMHUYECKOTO HCCNeJoBaHus OHOMEIUIHCKOTO  KJI€TOYHOrO




npoAyKTa U MTOCTPETUCTPALIOHHOTO KJIIMHUYECKOT'O HCCIIENOBAHHUS
OMOMEAMIIMHCKOTO KJIETOYHOTI'O IIPOJYKTa.

6. loctyn 3asBuTens B 0a3y JaHHBIX OCYIICCTBISETCS  MOCPEICTBOM
IIpeOCTaBlIeHUs. 3aiBUTENO JlenapTaMeHToM MH()OPMAUMOHHBIX TEXHONOTHA M CBS3M
MHHHCTEPCTBA IEPCOHATLHOTO BXO/Ia B TeUeHHE 5 pabouMx NHEH CO JHA MOCTYILICHUS B
MHHHCTEPCTBO 3asBJIEHHS O IPEAOCTABICHHH JOCTYNa B 6a3y JaHHBIX.

7. OcHOBaHHEM JJIs OTKA3a B MPENOCTaBICHUH AOCTyna B 06a3y NaHHBIX ABISETCS
OTCYTCTBHE Yy JMI@ CTaTyca 3asBUTENsd, YKa3aHHOro B IOAmyHKTax 1-4
myHkTa 5 Hacrosuiero Ilopsaka, B OTHOLIEHMHM KOHKPETHOTO OHOMEIHUIMHCKOTO
KJIETOYHOTO IIPOAYKTA.

B ciiyyae yCTaHOBJICHUS] OCHOBAHWMS JJI1 OTKa3a B PEJOCTABJIEHHH IOCTyNa B 6asy
naHHBIX JlemapTaMeHTOM HMHGOPMAIMOHHBIX TEXHOJOTMH M CBA3M MunucTepcTBa
HanpaBJsieTcs (Bpy4aeTcs) 3asdBUTENI0 MOTHBHPOBAHHBEIH OTKa3 B IHMCbMEHHOW (opme
WK opMe NEKTPOHHOIO JTIOKYMEHTA.

8. JlenapraMeHTOM HH(OPMAIMOHHBIX TEXHOJIOTHMH W CBA3u MuHHCTEpCTBA HE
pe’xe OIHOro pasa B JeHb (OPMHUPYeTCA pe3epBHAs KOmus 0asbl NAHHBIX B LEJIIX
3allUTEl comepxcaileiics B Hed uHQopManmy, a TaKkkKe OCYIIECTBISETCS 3alluTa
cozepxaieiics B 6aze JaHHBIX MHPOPMAIUK OT HECAHKIIMOHUPOBAHHOTO IOCTYTIA.



