[IpunoxxeHre K peleHuto
DenepanbHON CITYKOBI
10 MHTEIUICKTYalIbHOM COOCTBEHHOCTH

3AKVIFOYEHHUE
KOJIJIETMH 110 Pe3yJibTaTaM paccMOTpeHus X Bo3paskeHus [] 3asiBJICHUsI

Komnernss B mopsiake, yCTaHOBJIEHHOM IyHKTOM 3 crtathbu 1248 wyactu
yerBepTon ['paxkmanckoro koaekca Poccuiickoit ®depepanun, BBEICHHOM B
nevicteue ¢ 1 suBaps 2008 1. denepanbHbiM 3akoHOM OT 18 aexadps 2006 r.
Ne 231-®3, B penakiuu, IeHCTBYIONIEH Ha JaTy MOJAa4d BO3paKeHHs (ranee —
Konekc), u IlpaBunamu paccMOTpeHHs U pa3pelieHus: QpefaepaibHbIM OpraHoM
UCIIOJIHUTENILHON BJIACTH 10 MHTEIUICKTyaJIbHOW COOCTBEHHOCTH CIIOPOB B
aIMUHUCTPATUBHOM TOPSAKE, YTBEPKIECHHbIE MTpruKka3zoM Munuctepctsa Hayku u
BbIcIIero  oOpa3zoBanust  Poccuiickoii  @enepaunu u  MuHHCTEpcTBa
sKoOHOMHYEcKOoTo pa3zButus Poccuiickoit @eaepanuu ot 30.04.2020r. Ne 644/261,
3apEerucTpUpPOBaHHBIM B MuHucrepctBe roctuimu Poccuiickoin Deneparuu
25.08.2020 Ne 59454, onyO0iamkoBaHHBIMU Ha OQUIIMATFHOM HHTEPHET MOpTaJie
npaBoBoi uHGoOpMaluu WwWw.pravo.gov.ru, 26.08.2020, Ne 0001202008260011,
C U3MCHEHUSMH, BHECEHHBIMM mpuKazoM MwuHoOpHayku Poccun wu
Munskonompazsutus Poccun ot 23.11.2022 Ne 1140/646 (nmanee — IlpaBumna
[MIIC), paccmotpena Bo3paxkeHue, mnoctynusiiee 24.02.2025 oT kKoMmaHum
«BAVIB XEJITKEP KOMIIAHW» (US), CIIA (mazee — muIo, mojaBiiee
BO3paKCHHKE), POTUB BbIAauH MareHTa Poccuiickoit denepanun Ha U300peTeHNE
Ne 2828087, Beimannoro mo 3asiBke Ne 2024121187/04, nipu 3TOM yCTaHOBJICHO

clIeTyIolee.

[Tatrent Poccuiickoit ®Denepanuu Ne 2828087 (manee-ocriapruBaeMblit
nateHT) Ha u3ooperenune «Crnocod ounctku (4R,12AS)-N-(2,4-nudropoensmn)-7-
ruApoKcu-4-meTn-6,8-mmokco-3,4,6,8,12,12 A-rexcaruapo-2H-mmpuo[1',2":4,5]
nupa3uno[2,1-B][1,3]okcazun-9-kapOokcamMmuia HaTpus» C HOPUOPUTETOM OT

25.07.2024, ycranoBnenHpiM 10 jgare momaun  (25.07.2024) 3asBKHM



Ne  2024121187/04, Beiman Ha uma AO «BUOXMMMUK» (manee-
MaTeHTOo00Ia1aTelb), CO caeaAyomel GopMyIoi H300pEeTCHUS:

«1. Cnoco6 oumnctku (4R,12aS)-N-(2,4-nmudropdbensun)-7-ruapokcu-4-MeTni-
6,8-mmnokco-3,4,6,8,12,12a-rexcaruapo-2H-mmupugo|1°,2°:4,5 Jnupasuno[2,1-
b][1,3]okcazun-9-kapbokcamuaa HaTpusi (coeauHenus popmynsl (1)), KoTopsIi
OCYIIECTBIISIIOT MOCPEJICTBOM NEpEKpUcCTAIIN3aIuU coeaquuerus: popmynsl (1) u3
CMECH pacTBOpPUTENIEH, COCTOAIIEH U3 TPET-O0yTHUIMETUIIOBOTO durpa U OJHOTO U3
JIBYX: M30MponuialeraTa Wi u300yTaHoa, IJie¢ MaCCOBOE COOTHOIIEHUE TPET-
OyTHIMETHIIOBOTO 3(pHpa K M30MPONUTIAIETATY WIIM U300yTaHOIY COCTaBIISIET OT
2,00:1,00 mo 80,00:1,00, cCOOTBETCTBEHHO.

2. Cnoco6 mo m. 1, xapakTepu3yrOIIUMKCS TeM, YTO CMECh pPacTBOpHUTEICH
COCTOUT M3 TPET-OYTUIMETHIIOBOTO 3(PHUpa U OJHOTO W3 ABYX: U3OIMPOITHIIAIIeTATa
WM U300yTaHoa, TJI€ MAaCCOBOE COOTHOIICHHE TPET-OyTUIMETHUIIOBOTO 3dupa K
u3onpomnmianerary wim n3ooyradony cocrasiser 40,00:1,00, cooTBeTCTBEHHO.

3. Cmoco6 mo m. 1, xapakTepusylolmuics TeM, 4YTO  CTaaus
MIEPEKPUCTAILTU3AIMH TOTIOJHATEIBLHO BKITIOYAET CIICTYIONTUE CTAIUHN:

a) BbIJICJICHUE POAYKTA, U/ WU

b) mpomBbIBKa BBIJCICHHOTO MPOIYKTa, /UK

C) CyIIKa MPOJIyKTa.

4. Cnoco6 1o 1. 3, XapaKTEepU3YIOIIHMICS TeM, YTO CTaIUI0 a) IMPOBOJIST
METOI0M (PUIIBTPOBAHUS.

5. Cnoco6 mo m. 3, xapakKTepHU3yIOIIUMCS TEeM, YTO CTaJaui0 b) mpoBOAAT
CHaYaJia CMECBhIO PaCTBOPHUTENICH, COCTOSIIEH U3 TPET-OyTHIIMETHIIOBOTO dpupa u
OJTHOTO W3 JBYX: W30NpoOINuiaIeTaTa WIM HW300yTaHOJa, TJE MacCoBOE
COOTHOIIICHHE TPET-OyTHIIMETHJIOBOTO d(dupa K H30NPONUIANETATy WU
n3o0ytanony cocrasiser ot 2,00:1,00 mo 80,00:1,00, cooTBEeTCTBEHHO, 3aTeM
TPET-OyTUIMETHIIOBBIM 3(PUPOM).

[IpoTuB BBITaUM JAHHOTO TATEHTAa B COOTBETCTBHM C ITYHKTOM 2 CTaThbHU

1398 Koznekca Obl10 MOAAHO BO3pa)K€HHE, MOTUBHUPOBAHHOE HECOOTBETCTBHEM



U300peTeHMs, 0XapaKTepU30BaHHOTO B BBILMICTIPUBEICHHON (hopMyre, YCIOBHUIO
MaTCHTOCIIOCOOHOCTH «M300peTaTeNhbCKU YPOBEHb» Ha OCHOBAaHWH CBEICHHUH U3
CIIEYIOIIUX MPHUOOIICHHBIX K BO3PAXCHHIO HCTOYHUKOB UH(QOPMAIIHH:

- INA 50/2016 (3asBka Ne2700/CHE/2015), nara mybmukamuu 12.02.2016,
C MEPEBOIOM Ha PYCCKHUH SI3BIK PEeJICBAaHTHBIX yacTeit (nanee-[1]);

- Xpamkuna M.H. «lIpakTukym 10 OpraHM4YeCKOMY CHHTE3Y»,
WznatenberBo «XUMMU Sy, Jlenunrpaackoe otaencuue, 1977 (nanee-[2]);

- WO 2015/139591 Al, nara nyonukanuu 24.09.2015, ¢ nepeBogoM Ha
PYCCKHIA SI3BIK PEJICBAHTHBIX YacTel (manee-[3]);

- WO 2015/118460 Al, nata myOmukamuu 13.08.2015 ¢ mepeBojioM Ha
PYCCKHIA SI3BIK PEJICBAHTHBIX YacTel (manee-[4]);

- IMacmopr xommepueckoro nonyrerpaBupa Hatpus MedChemExpress
(monmyTerpaBup  HaTpus), B3ITO W3 ceTd  VHTepHeT mo  ampecy:
https://www.medchemexpress.com/Dolutegravir-sodium.htmli?srsltid=AfmBOoo
4H52CfKLMiU4UhiID2 ilu51M3Lv- onJ21WPegSuES-arZ-Fob", ¢ mepeBosom Ha

pycckuii s3bIK (manee-[5]).

[lo wMHeHWIO JMIa, TMOJABIIETO BO3PaKEHUE, HW300peTEeHUE IO
OCIIApMBAEMOMY IIaTEHTy HE COOTBETCTBYET YCIOBUIO MATEHTOCTIOCOOHOCTH
«M300peTaTeNhbCKUA  YPOBEHBY», WCXOAS M3 CBEACHHM, COJCP)KAIMUXCA B
ucrounnkax uadopmaruu [1]-[5].

B xagecTBe Hanbosee 6JIM3KOTO aHajaora U300PETEHHIO TI0 OCTIAPUBAEMOMY
MaTEeHTYy TpeJlaraeTcsi pacCCMOTPETh M3BECTHBIA M3 UCTOYHMKA UHpopMaiuu |1 ]
Croco0 OYHCTKM JOJyTerpaBUpa HATPHUS, MO OTHOIICHHIO K KOTOPOMY, TIO
MHEHHIO  JIMIa, TIOJABIIETO  BO3paXXEHWE, OTIMYHE HW300pETCHHUS  TI0
OCTIapHBAaEMOMY MATEHTY 3aKJIFOYAETCsl B TOM, YTO MacCOBOE COOTHOIICHUE TPET-
OyTuIMETHIIOBOTO 3(Hpa KO BTOPOMY KOMIOHEHTY (M3OMpONMUIANeTaTy WIn
n3o00yTaHoiy) coctapiset ot 2:1 g0 80:1.

CYTL COACPIKAMMUXCA B BO3PAKCHHUU JJOBOJOB CBOAUTCS K CIICAYIOIICMY.



Bricoknii BBIXOJ, W/WIM YHCTOTA IIEJIEBOTO JIOJyTErpaBUpa HATPHS,
coctaBisrone ot 95,5 mo 98,1% (Bbixox) u oT 99,89 mo 99,1% (uucrorta),
MPUBEACHHBIC TAOIUIIE 3 K OMMCAHUIO H300PETEHUS TT0 OCTIAPUBAEMOMY TAaTCHTY,
IIPY OTCYTCTBHUH JAHHBIX O YHCTOTE MCXOMIHOTO JIOJTYTErpaBUpa HATPHsI, KOTOPHIH
MOJIBEpPTalii  KPUCTAIM3alldd B CMECH YKa3aHHBIX pacTBOpUTENCH (Tpert-
OyTuiaMeTwioBOoro »3¢upa W OJHOTO W3 JIBYX: H3ONPOMIIANECTaTa WA
n300yTaHOMNA), YK€ CBUICTCIBCTBYIOT OO0 HCIIOJIB30BAaHHH B OCIIAPUBAEMOM
croco0e UCXOHO YHUCTOTO AOTyTerpaBupa.

[lo MHeHHIO JMIA, TOJABIIETO BO3PAXKEHHE, BBIOOP KOHKPETHBIX
pacTBopuTelied  W/MIM KX  COOTHOIICHHS B  TMPOIECCe  OYUCTKH |
MEPEKPUCTALTU3ANNK C TICJIBI0 TOBBIMICHUS BBIXOJAa W YHUCTOTHI OYHINAEMOTO
MPOIYKTAa H3BECTEH CIICIHAIMCTY B JAaHHOW 0OJacTH TEXHUKH, HE TpeOyeT
M300peTaTeNbCKOro BKJIAJa, MOCKOIBKY OCHOBAaH Ha BHIOOPE ONTHUMAJIBHBIX WM
pabouux mapaMeTpoB, OCYIIECTBIIEMOM ITOCPEICTBOM OOBIYHBIX PYTHHHBIX
oIeparyii, COrJaacHO CBEACHHUSIM U3 MCTOYHUKOB [1] (cTp. 6, cramus 1; ctp. 3,
paszien «MOIXOAIINE PACTBOPUTENN»; CTp. 8, ab3ail 3; npumep 13 Ha ctp. 18),
[2] (ctp. 51 rmaBa III pasgen 1 a6s3am 3; crp. 55 ao63an 2; pasgen «Bwidop
pactBoputens» crp. 51-53), [3] (ctp. 2 crpoku 2-15 opuruHana wiam ctp. 4
nepeBoAa; CTp. 3 CTpoku §8-25 opuruHaza uim ctp. S nepesoja, npumep 1 Ha cTp.
16 opurunana wiu ctp. 18 mepeBoja, nmpumep 2 Ha cTp. 16 opuruHana wim cTp.
18 mepeBona, mpumepsl 1, 2), [4] (ctp. 6 cTpoku 4-5, mpumep 6 Ha cTp. 8) U 0 YeM
TaK)K€ CBUJCTEIBCTBYIOT «IaHHBIC MO ONTHUMHU3AIHMH YCIOBUHW OYHUCTKH ITyTEM
noa0opa pacTBOPUTENCH W MX COOTHOIICHHS C IIEJIbIO TOBBIIICHUS BBIXOJA H
YUCTOTHI JIOJIyTeTpaBHpa HATPUs, NPHUBEACHHBIC B TaOIMIE 3 K OIHUCAHUIO
OCITapUBAEMOTO ITaTCHTAY.

B Bo3pakeHuu Tak:ke MPUBOAATCS CBEACHHUS U3 MCTOYHMKA [5], cormacHo
KOTOPOMY  «YHCTOTa KOMMEPUYECKH JOCTYITHOTO JOJIyTeTpaBHpa HATpUs
coctaBisier 99,97%», TO ecTb, C YUCTOTOM, COOTBETCTBYIOLIECH YHCTOTE

noiyrerpasupa Hatpust (ot 99,89% mo  99,1%), mnomydeHHOMY 11O



OCIIapUBAEMOMY CIIOCO0Y C pe3ysbTaTaMu, OTPAKEHHBIMU B MIPUMEpPE U TaOiHIIe
3 K ONMCAHHUIO OCHApUBAEMOI0 NAaTEHTa, TO €CTh, MOJYyYEHHUE JOJIyTerpaBupa
HaTpus C ykazaHHOH yuctoToil (oT 99,89% no 99,1%), sBiusercs «mpoieccom
ONTHUMH3AUUU PAOOUYUX MTAPaAMETPOBY.

[Io MHEHMIO JMIA, MMOAABIIETO BO3pPAXKEHHE, BBIOOP MOJIXOJAIIEH cMecH
pacTBOpUTENIEH M COOTHOLIEHHS KOMIIOHEHTOB B paMKax HW300peTeHUs IO
OCIIapUBacMOMY IMATEHTY, SABJIECTCS PYTHUHHOM 3ajayeil, KoTopas MOXET ObITbh
pelieHa MeToAoM MpoO U OMOOK, a BOZMOXKHOCTh HCIIOJIb30BAHUS B KaueCTBE
pacTBOpUTENIEH CMECH TPET-OYTUIMETHUIIOBOIO 3pUpa C U30MPOIMUIIALETATOM UIH
U300yTaHOJIOM B JIIOOBIX COOTHOILIEHHUSIX, B TOM 4YHCJIE, U B MacCOBOM
COOTHOILIEHHH TPET-OYTUIIMETUIIOBOTO 3(Upa KO BTOPOMY KOMIIOHEHTY OT 2:1 10
80:1 myig OYMCTKU JOJyTErpaBHpa HATPUsL C OOECHEYEHHEM BBICOKOTO BBIXOJA
OPOAYKTa, SIBHBIM 00pa3oM /AJisl CHELMAIUCTa B JAaHHOW OONacTU CledyeT U3
uctouHukoB [1]-[5].

Ilo MHEHMIO JIMLA, MOJABLIErO BO3PaKCHHE, B ONMMCAHUHM OCHAPUBAEMOTO
NaTeHTa  OTCYTCTBYIOT  KakK  CBEJICHHUS, MOATBEPKAAIOUIUME  BIMSHHUE
OTJIMYUTENbHBIX MPU3HAKOB (CUCTEMBI PACTBOPUTENEN M HMX COOTHOILIEHHWSA) Ha
NOBBIIIEHHE YHMCTOTHl OYMILEHHOI'O JOJYTErpaBUpa HATPHUs IO CPAaBHEHMIO C
UCXOJIHO B3SITBIM JOJYyTErPAaBUPOM HATpPHUs, TO €CTh Ha JOCTUKEHUE YKA3aHHOTO
TEXHUYECKOTO pe3yibTaTa B YaCTH IOBBIIIEHUE CTEIIEHH OYHCTKH, TaK H
CBEJIEHUS O KOJIMYECTBE U CTPYKTYpE NMPUMECEH, BXOIAIIUX B COCTaB UCXOAHOIO
JOJIyTerpaBUpa HATPHsl, IOJIBEPralolIErocs OYUCTKE OCIapUBAEMbIM CIIOCOOOM, a
TAaK)K€ CpPaBHUTEJbHBIE JaHHBIC, WUIIOCTPUPYIOIIME HAa CKOJBKO M OT KaKHUX
npuMeceil ObLT OUHUIIIEH UCXOAHBINA JoyTerpaBup HaTpus. [lpu 3ToMm, coriacHo
npuMepaM, MPUBEIECHHBIM B OCIAPWBAEMOM IIaTE€HTE, IOJIyTerpaBUp HaTpHs,
KOTOPBIN OBbLT HEMOCPEJCTBEHHO MOIYYEH U3 JOJyTerpaBUpa OCHOBAHUS WJIM €T
METUIIMPOBAHHOIO MpeaniecTBeHHrKa (coenuuenus dopmynsl 1), Takke kak u

KOMMEPYECKH JOCTYITHBIA JOJTyTeTpaBUp HATPHS, H3BECTHBIM U3 MCTOYHUKA [5],



XapaKTepU30BaJICSI BBICOKOM XUMHUYECKOW wucToTOM (60see 99,8% cormacHo
Tabnuiam 4 u 5 ocnapuBaeMoOro naTeHTa).

JIuno, mopaBuiee BO3PAKEHHE CUYUTAET, YTO I IMEPEKPUCTATIIA3ALUU
JONyTEerpaBUpa HATPUS IO OCHapuUBaeMOMY CIOCO0y HCXOJHO Opanu
JOJIyTETpaBUp HATPHUS C XMMHYECKOM 4HUCTOTOM yke Bbiie 99,8%, To moadoop
pacTBOpUTENEH U HUX COOTHOIICHUS HE MOT BIMATh HA MOBBIIICHUE YUCTOTHI
MOJIYYEHHOTO JIOJIyTerpaBUpa HATPHs, MOCKOJIbKY OH YK€ HMCXOJHO OBLI B3SIT
XUMUYECKH YHUCTBIM, TO €CTh, KaK OTMEYEHO B BO3PAXEHUU, «IIOJYyUYCHHUE
JOTYyTErpaBUpa HATPUA C YHUCTOTOM COTJIACHO METOJAMKE, NPUBEACHHOW B
OCHapyuBaeMOM IATEHTE, SIBJIAETCS HU YEM HHBIM KAaK MPOLECCOM ONTUMHU3ALUU
paboyux mapaMeTpoBy.

B oTHOmIEHNM 3aBUCUMBIX ITyHKTOB 2-5 BBILICIPUBEICHHON (HOPMYJIBI B
BO3PAKEHUHU CKA3aHO, YTO OHM OTHOCSATCS K W3BECTHBIM PACTBOPUTENSIM M HUX
COOTHOILIEHUSIM, KOTOPbIE MOTYT OBITh MCIOJIb30BAHbI B OYUCTKE JIOJIyTErpaBUpa
HaTpUs U OMHUCHIBAIOT U3BECTHHIE B YPOBHE TEXHUKH, HAIIPUMEP, B UCTOUHHKE [1]
(c. 3 ctpoku 5, 6, 13-15, ctagus 1 Ha ctp.6, cTp.8 cTpoku 5-8, mpumep 13)
CTa/IMM BBIJICJICHUS LEIEBOr0 H0IYTErpaBUpa HATPUSI.

3aKIIIOUYNUTENbHBIN BBIBOJ JIUIIA, IOJIABIIETO BO3PAKEHHUE, CBOAUTCS K TOMY,
YTO HM300pETeHHE MO OCMAPUBAEMOMY MATEHTY HE COOTBETCTBYET YCIIOBHUIO
MATEHTOCTIOCOOHOCTH ~ «U300PETATeNbCKUIl  YPOBEHB»,  IMOCKOJIBKY  OHO
(M300peTeHne) OCHOBAHO Ha BBIOOPE ONTHMANBHBIX WM padOYMX 3HAUCHUU
napaMeTpoB, TIPU ITOM B YPOBHE TEXHUKHU MOATBEPKICHA U3BECTHOCTh BJIMSHUS
ATUX TapaMeTpoB (BBIOOP CMECH pPACTBOPUTENEH W WX COOTHOIIEHHUS) Ha
TEXHUUYECKUN pPe3ysbTaT, 3aKIIOYAIOIIUICS B TOBBIIIEHUHA YUCTOTHI U BBIXOJA
OYHUIIAEMOTO MPOIAYKTA, a BLIOOP MOXKET OBITh OCYIIECTBIECH OOBIYHBIM METOJIOM
npo0 ¥ OmHUOOK WJIM NPUMEHEHHEM OOBIYHBIX TEXHOJIOTUYECKUX METOIOB

MepeKPUCTALIU3AIUH.



Ha ocHOBaHMM H3I0KEHHBIX B BO3PAXEHUU JOBOJOB JIUIIO, IOJABIIIEE
BO3paX€HUE, MPOCUT Npu3HaTh nateHT Poccuiickoit denepanuu Ha n300peTeHue
Ne 2828087 HenelicTBUTETLHBIM TIOTHOCTHIO.

O3HaKOMHMBIIMCh B  YCTAHOBJIEHHOM  TOpPSIAKE C  BO3PAXKEHHUEM,
nareHrooOmaaareny npeacraBmn  14.05.2025 oT3pIB ¢ mpuIaraeéMbIMH
CJIEAYIONIMMU UCTOYHUKAMU HHPOpMAITUH:

- Jjorudeckui cioBapb-cipaBouyHuK H.M. KonpmakoBa, W3marenbcTBO
«HAYKA», Mocksa, 1975, ctp. 414 (npuinoxkenue 1 k oT3bIBY, nanee-[6]);

- Oomas Papmakoneitnas Cratbsa. (ODPC 1.1.0006). «CyOcTaHmmm ms
(apMaIeBTHUECKOT0 MPUMEHEHHsI» (MPUIIOKEHUE 2 K OT3bIBY, nanee-[7]);

- MHCTpYyKIMS O NIPUMEHEHHIO JIEKAPCTBEHHOTO npenapara « TuBukan®»y»
JUIS. METUIIMHCKOTO TTpUMeHeHUs. « TuBukai®y» (mpuiiokeHue 3 K OT3bIBY, Jajee-
[81);

- mateHT Ha n3obperenne RU Ne 2235130, nara mybnukanuu 20.10.2002
(mpunokeHue 4 K 0T3bIBY, qanee-[9]).

[TarenTooOnagaTens oOpanaeT BHUMaHUE Ha OTCYTCTBUE Y UCTOYHUKA [ 5]
MOATBEPAKACHHOMN AaThl MyOIUKAIINH.

B ot3biBe oOpariaercsi BHUMaHUE Ha TO, YTO OTJIMYMEM H300PETEHHSI IO
OCIIapMBAE€MOMY IMATEHTY OT HW3BECTHOIO W3 MCTOYHUKA [l] TexHHUUeckoro
peIlIeH s, YKa3aHHOTO B BO3PAYKEHUHU B KaueCTBE OJMKANIIETr0 aHaIora, sIBISETCS
WCIIOJIb30BAaHUE B TMPOLECCE OYUCTKU JAOJyTErpaBUpa HATPUST KOHKPETHBIX
cCMeceil pacTBOpuTEel B paMKax CTpPOro 0003HaUY€HHOI0 MHTEpPBaja MAaCCOBBIX
COOTHOIIEHUA pPAcTBOpPUTEIEH B YyKa3aHHBIX CMecAX (a HMMEHHO, CMECHU
pacTBOpUTEIICH, COCTOAIICH U3 TPET-OyTUIMETHUIIOBOTO 3(upa U OJHOTO U3 JIBYX:
W30MponuianeTara Wid u300yTaHOJA, TJ€ MacCOBOE COOTHOIIEHHUE TpeT-
OyTHJIMETUIIOBOTO 3(pHpa K U30MPONUIIAIETATY WM W300yTaHOIy COCTABIISAET OT
2,00:1,00 mo 80,00:1,00, COOTBETCTBEHHO) JJisi JOCTHUXEHHUSI BBICOKOTO BBIXOJQ
(mo 98% wm Oonee) m umcToThl (OKONO 99.9% M Oosee), W, KaK CICACTBUC

MOBBILICHHSI TPOQPHIISL OE30MACHOCTH MPOIYKTA.



B o0T13bIBE OTMEYEHO, YTO TEXHUYECKHUM pPE3yJbTaTOM H300pPETeHHS IO
OCIIApMBAEMOMY TATEHTY SBJISIETCS JOCTUXKEHUE BBICOKOTO BbIxoja (1o 98% u
oonee) m uuctoThl (Okoso 99,9% wum Oonee) pomyrerpaBupa HaTpus MOpU
IIPOBEJICHUH JKOJIOTUYECKH OE3BpEIHBIX, OE30MACHBIX CIIOCOOOB HX OYHMCTKH,
JOCTHXKEHHE KOTOPOro II0Ka3aHO B OINHUCAaHUM OCHAapUBAaEMOT0 TNaTeHTa H
MOJITBEPKJICHO SKCIIEPUMEHTAIBHBIMY TaHHBIMH, MTPEICTABICHHBIMU B OMTUCAHUH
OCIIapMBAaEMOro MaTeHTa, B YaCTHOCTH, B TAOJIMIIE 3 K ONMUCAHUIO OCIIAPUBAEMOI0
MaTeHTa.

[TaTenTOOONMaAATENh MOAYEPKUBAET, YTO JOCTHIKEHHE BBICOKOW YUCTOTHI
IIPU HUBKOM BBIXOJIE peakiuu (OOoJbIIuEe MOTEPH) WM BBICOKOTO BBIXOJA TPH
HU3KOW YHCTOTE HE SIBISUIOCH IENBI0 OCIIAPUBAEMOTO M300peTeHUs, TaK KakK He
IPUMEHUMO JJI MPAKTUYECKOTO TOTy4YeHHs (apMareBTHUECKON CyOCTaHINH, a
TEXHOJIOTHUecKas npodiiema, pernaemas aBTopaMu OCIapuBaeMoro u300peTeHus,
COCTOUT WUMEHHO B TOBBIIICHUH YUCTOTHI MPH JOCTIXKEHUH BBICOKOTO BBIXOJA,
YTO KpaiHE CIOXKHO JOCTW)KMMO Ha TpakTuke. [Ipu 5TOM B HUCTOYHHUKAX
uHpopMmaruu [1]-[5] onmucano AOCTHKEHHE BBICOKOTO IMOKA3aTes JIMIIL OJHOTO
U3 TMapamMeTpoB - BBIXOJAa WM YHUCTOTHI, HO HE JBYX OJTHUX TMapaMeTpoOB B
COBOKYITHOCTH, KaK 3TO IMOKa3aHO B M300PETEHUH 10 OCIIaPUBAEMOMY MaTEHTY.

Co CCBUIKOM Ha CJIOBapHO-CIPABOYHBIA UCTOYHHUK [6] maTeHTOoO0Oa1aTeIb
TOBOPUT O TOM, YTO ONTUMHU3ALMS YCIOBUN OYMCTKU MO OCIIAPUBAEMOMY MATEHTY
MOJIHOCTBIO COOTBETCTBYET JIOCTHXKEHUIO TEXHUUECKOTO pe3yibTaTa n300peTeHus
10 OCTHapyWBaeMOMY IaT€HTy W HE HMMEET OTHOUICHHsS K TPOCTOMY BBIOOpY
ONITUMAJIbHBIX 3HAYCHHI MapaMeTPOB, KaK CUUTAET JIUIIO, TI0/IaBIIIee BO3PAKEHUE.

B oT3piBe Takke OTMEYEeHO, YTO B paMKax HU300peTeHHs IO
OCTIapUBAEMOMY TMATEHTYy pacCMaTPUBAINCh M HCCIEIOBAINCH TOJIBKO TE
BEIIECTBa, KOTOpble HeoOXxoaumMo Obulo TonBepratb ouuctke. llpu sTom
UCTIONB30BAJINCh pPa3HbIE MAapTHHM BEIIECTBA, IMOJYYCHHBIE, B TOM YHCIE, Kak
U3BECTHBIMH B YpPOBHE TEXHHUKH CHOCOOaMH, Tak M CIOco0aMu, BIIEPBBIC

PACKPBITBIMH B OIIMCAHMU OCIIApUBACMOI'0 IIATCHTA H, HCCMOTPA HA TO, YTO B



HEKOTOPBIX AKCHEPUMEHTaX MO OCHapMBaeMOMY MATEHTY YKMCTOTa WM3HAYaIbHO
B3ATOTO J0OJyTerpaBupa Hatpus (coeaunenue I1) Obuta 1OCTATOYHO BBICOKAsI, €ro
MOABEPrayiv JOMOJIHUTEIHHON OYUCTKE, MOCKOJIBKY B MPOU3BOACTBE CyOCTaHIIUI
HEO0OXOIMMO MUHUMH3UPOBAThH MPUCYTCTBUE PA3IUYHBIX MPUMECEH B KOHCYHOM
NPOJYKTE, TaK KaK OHU OKa3blBAIOT HETaTUBHOE BIMSHHME KaK Ha IPOIEeCC
MPUTOTOBJICHUS], TAK U HA KAYECTBO KOHEUHOTO MPOYKTA.

[TaTeHTOOOMAAATENh IPUBOJAWT CBEACHUS U3 (hapMakomneiHoi crathu [7]
(mpusnokeHue 2 K OT3bIBY), HHCTPYKIKH [8] (puiioykeHue 3 K OT3bIBY) U MaTEHTa
[9] (mpunoxenue 4 K OT3BIBY), COINIACHO KOTOPBIM YETKHE MPEICIIBI KOHTPOJISA
POACTBEHHBIX TPUMECEH U3BECTHbI W YCTAHOBJIEHBI, B 3aBHCUMOCTH OT
MaKCHUMAJIbHOM CYTOYHOM J03bl JIEKaPCTBEHHOro Mpemnapara (papmakorneiiHas
CTaThs [7], npuIoKeHue 2 K OT3BIBY), P ATOM YHCTOTa aKTUBHOTO MHIPEIUCHTA
SBJIIETCSI BaXKHBIM (DaKTOpOM JUIsl TOJIy4eHHs Oe30macHoro U 3(P¢GeKTUBHOTO
(dhapMalleBTUUECKOT0 IIpenapara.

[TarenTooOnanarens oOpaimaeT BHUMAaHUE HA TO, YTO MaKCHUMasbHas
CyTOYHasl J103a JOJyTerpaBuUpa COrJacHO HMHCTpyKHuu [8] (mpuiioxkeHue 3 K
o13bIBY) coctaBisger 100 Mr B cyTkH, a coriacHo (apmakomneilHou craTthe [7]
(mpunoxkeHne 2 K OT3BIBY), COJAEpXKaHWE JIO00M TIpUMECH  JOJKHO
KOHTPOJIUPOBaThCA Mpu KonudecTse Boie 0,05 %, npu coaepKaHuHd MPUMECH B
konuuectBe Boime 0,1 % ee HEOOXOAUMO HACHTUPHUITMPOBATH, NPU COJIEPKAHUH
npumecu B kosmuectBe Bbimie 0,15 % gomkHa OBITH YCTAaHOBJICHA €€
Ounonoruyeckast 0€30MacHOCTb.

[To MHeHMIO TaTeHTOOONamaTeNss, M300peTeHne, OXapaKTepU30BaHHOE B
HE3aBUCUMOM TyHKTe 1| (dopmynbl ochnapuBaeMoro ImareHTta, oO0Jjajaer
OTJIMYUTEJIbHBIMA TpPU3HAKAMHU, KOTOPbIC€ HE PACKPBIBAIOTCS HU B OJHOM U3
UCTOYHUKOB [1]-[5], W KOTOphIE MOPUBOASIT K JOCTUKEHUIO TEXHUYECKOTO
pe3yibTaTa OT peaju3alli OCMapUBaeMOro crnocoba, KOTOPbIA HE JOCTUTaeTCs

HU OJTHUM M3 TEXHUYCCKHUX PEIICHUH, N3BECTHBIX U3 HCTOYHUKOB [1]-[5].



[Ipu3Haku 3aBUCHUMBIX TYHKTOB 2-5 Qopmynsl u300peTeHus 1o
OClIapMBaeMOMY IMaT€HTy, II0 MHEHHUIO MaTeHTooOJafaTeNns, TakKe He
PacKpBIBAIOTCS HU B OJTHOM M3 HCTOYHHKOB [ 1]-[5].

Ha ocHOBaHMM W3JI0KEHHBIX B OT3bIBE JOBOJOB MAaTEHTOOOJaqaTeNb
JienaeT BBIBOJ O COOTBETCTBUM M300pETEHUs IO OCHAapUBAEMOMY IMATEHTY
YCIOBUIO TAaTEHTOCIIOCOOHOCTH «U300pETaTeNIbCKUl  YPOBEHb» U MPOCUT
coxpanuTh nateHT Poccuiickoit denepanuu Ha nzodperenue Ne 2828087 B cure.

Or nunma, mnomaBmiero  Bo3paxkenuwe, mnocrynwin  06.06.2025
JIOTIOJTHUTEIBHBIE MaTepHAIIbI (J1aiee-T0TOTHEHHE K BO3PAKEHUIO), COIEep KAIIne
HOBOE€ OCHOBAaHHE MJii MpPU3HAHUS H300pETEHHUs IO OCMApUBAEMOMY IMATEHTY
HEJICUCTBUTEIHHBIM, KaK HECOOTBETCTBYIOIEe TPEeOOBAHUIO JTOCTATOYHOCTH
PaCKpPBITHSI, a TAK)KE CISAYIOIINE TOTIOJHATEIbHBIC HCTOYHUKHA HH(DOPMAITHH:

-HocoB I'.A., Kazeesa H.HM., IlomoB JIA., Sxosiaer J.C,
[lepexpucramin3aius BELWECTB € MPOMBIBKON KpuCTaiimyeckon ¢asbl  //
Bectauk MUTXT. 2012. T. 7. Ne 3. ctp. 25-32 (npunokeHue 6 B JOMOJHECHHH K
BO3pakeHuto, naiee — [10]);

- HocoB I'.A., Kazeera H.I., ITonoB JIA. ®pakuroHHas KpUCTaIU3AUA C
UCIoJIb30BaHueM OuHapHbIX pacTBoputenelt // Bectauk MUTXT. 2011. T. 6. Ne
3. C. 51-54 (mpwioskeHue 7 B TOTMOJIHEHUH K BO3paxkeHHIO, nanee — [11]);

- Gudisela, M. R., et al. Synthesis and Characterization of Potential
Impurities of Dolutegravir: A HIV Drug. ChemistrySelect,(2018), 3(25), 7152-
7155, ¢ mepeBoIOM Ha PYCCKHU SI3bIK PEJICBAHTHBIX 4yacTed (MPHIIOKEHUE 8 B
JIOTIOJTHEHUH K BO3paXKeHHMIO, fanee — [12]).

[To MHEHHMIO JTHIIA, TIOJABIIETO BO3paXKeHHe, NCTOUHUKH nHpopmanuu [10],
[11] B coBokymHoctTm ¢ wucrounukamu [1]-[5] cBuaerenbcTBYrOT 0
HECOOTBETCTBUU  H300pPETEHUS IO  OCHapHUBaeMOMYy TATEHTy  YCIOBHIO
MAaTEHTOCIIOCOOHOCTH «M300pETATEIHLCKUN YPOBEHbY.

[lo MHeHui0 nMIa, TMOJABIIETO BO3paXeHHE, M300pETeHHe 1O

OCIIapMBaEMOMY TATEHTy HE COOTBETCTBYET TPEOOBAHUIO PACKPBITUA C



MMOJTHOTOM, JIOCTATOYHOW JJIsi €ro OCYIIECTBICHUSA CIEHUAIUCTOM B JTAHHOMN
00JIaCTH TEXHUKHU, TMOCKONbKY: 1) B dopmyne wu3o0peTeHuss He pacKpbITa
COBOKYITHOCTh CYIIECTBEHHBIX NPHU3HAKOB, HEOOXOAMMBIX IJIsi JOCTHIKEHUS
YKa3aHHOTO 3asBUTEIEM TEXHUYECKOTO pe3yJbTara; 2) B ONWCAHUM 3aSBKH H
YPOBHE TEXHUKH HE PACKPBITBI METOAbl U CPEACTBA, C MOMOUIBIO KOTOPBIX
BO3MOYKHO OCYIIIECTBJIICHHE N300pETEHUS ¢ peanu3aliell Ha3HAYCHHs B TOM BHUJIC,
KaK OHO OXapaKTEepPU30BAaHO B Ka)XJOM M3 IMYHKTOB (OPMYJbI, B TOM YHUCJIE B
cllydae  HMCIOJIb30BaHUs  oOmiero  (oOmmx) TmoHSATUS — (MOHATHH) s
XapaKTEPUCTUKU TpU3HaKa (MPU3HAKOB); 3) B MaTepHallax OCHapHBAEMOro
MaTeHTa OTCYTCTBYET TMpPUMEp, MOATBEPKIAIOMNNA AKCIEPUMEHTAIBHBIMU
JAHHBIMH WM TEOPETHYCCKUMH OOOCHOBAaHHUSMH BO3MOXXHOCTH peaTU3alliH
Ha3HA4YCHMsI  3aMaTEHTOBAHHOTO Crocoba C  JOCTIKEHHEM  YKa3aHHOTO
TEXHUYECKOTO pe3yJibTara.

B nmomonmHeHWAX K BO3paKEHWIO, B YAaCTHOCTH OTMEUEHO, YTO TpHU
U3BECTHOCTH M3 UCTOYHHMKA [12] (mpmitoskeHue 8 B JOMOJHEHUH K BO3PAXKECHHUIO)
Pa3TUYHBIX TIPUMEceH, 00pas3yomuXcs MPU MOJYYCHUH J0JyTerpaBupa HaTpus,
B OCIApWBAEMOM TATCHTE HE MPEJCTaBICHO JAHHBIX O TOM, OT KaKUX UMEHHO
puUMecei U B KAKOM KOJMYECTBE OBbLT OUMILEH UCXOIHBIN JOTyTerpaBUp HATPHs,
a TaKkKe HE TPHUBEACHBI CBEIEHUA OO0 WCXOJHOM KA4eCTBEHHOM U
KOJJMYECTBEHHOM  COJCp)KaHWU TIPUMECel B  TOJBEPrarolIeMCsi OYUCTKE
JOJIyTeTpaBUpE HATpHs, HE TMOKa3aHa BO3MOXXHOCTh OUYMCTKH OT KOHKPETHBIX
IIPUMECEH.

[To mMHEeHUMIO nWIlA, TMOAABIIETO BO3PaKCHHE, BBICOKUM BBIXOJ IpoIlecca
(oxomno 95,5% - 98,1%) OYMCTKM M «OJHOBPEMEHHO C 3THM BBICOKAs YHCTOTA
MOJIYYCHHOTO JOJIyTeTpaBHpa caMH 1Mo ceOe MOATBEPKIAIOT TO, YTO MCXOTHBIH
JOJIyTeTpaBUp HATPHUsL ObUT B3SIT C BBHICOKOW YHCTOTOH, a BBIXOJ 98% O3Hauaer,
4YTO B NpOLECCEe NEPEeKpPUCTALIM3ALMM ObUIO MOTepsiHO Juinb 2% 1o Macce

HNCXOOHO B3ATOIO AJIA OYUCTKHU JOJYTCTPABUPA HATPUS.



B ommcanuum ocmapuBaemoro mateHTa (ctp. 46-47 ommcaHus) NMpUBEICH
OpUMep OYMCTKM JoiyTerpaBupa Hatpus (coenuHenue II) B cucreme
pacTBOpHUTENEH, COCTOSIIEH TONBKO M3 TPEeT-OyTUIMETHIOBOrO »dupa u
M30IPOINMIIALETaTa U MPEJACTaBIEH 0€3 yKa3aHUs YMCTOTHI U COCTaBa MPUMECEH
UCXOJHOIO OYMIIAEMOI0 BEILECTBA, a JAOBOJABI MATEHTOOOJaAaTedsl O TOM, YTO
OUYMCTKE TMOABEPIraJIuCh pa3IUYHble MAapTUM JOJyTEerpaBUpa C pa3InYHOU
YUCTOTOMN, HE MOATBEPHKICHBI CBEICHUSMHU U3 OMHCAHUI.

IIo MHEHMIO JIMIIA, TOJABILETO BO3PAKEHUE, MPEICTABICHHbBIE B ONIMCAHUU
OCIIApMBAEMOr0 TATEHTa MPUMEPhl CHUHTE3a JOIYTErpaBUpa HATpUsS YyKe
IPUBOJWIN K MOJIYYEHHUIO JOJIYTErpaBupa HaTpusl ¢ BBICOKOM uncroToi 99,7% -
99.91 %, B CcBsI3U C 4eM, HE U3BECTHO, KAKOM MUMEHHO JOJIYTETPAaBUpP HATPUs
MOJIBEPrajcsi OYHCTKE COIVIACHO OCMApUBAEMOMY CIOCO0Y, a «B MaTepuaax
3asBKM HE TIOKa3aH HU COCTaB IpHUMeEced IOoJyTerpaBupa HaTpusi, HU BIHSHUE
CMECH  HCIOJBb30BAaHHBIX  pacTBOpuTeiael Ha A(PPEKTUBHOCTH  OYUCTKU
JOJIyTETpaBUpa HATpPUsl B 3aBUCUMOCTH OT pa3JIMYHOIO COCTaBa NPUMECEU
MCXOJITHOTO JOJIETErpaBUpa HATPUS.

B nononHeHusx K BO3PAKEHHIO OTMEUYEHO, YTO HCXOJd W3 CBEICHUU,
packpeiThix B uctouHukax [10], [11] (nmpusoxkenus 6 ¥ 7 COOTBETCTBEHHO B
JIOTIOJTHEHUHU K BO3PAXKEHHUIO), BBIXOJ M YMCTOTA MPOJYKTa PAaCCUUTHIBAIOTCA Ha
OCHOBAaHUM JaHHBIX MCXOAHOM YUCTOTHI MPOAYKTA, WHIAWBUIYaJbHBIX CBOMCTB
pacTBOPUTENE M IApaMETpOB Ipolecca NEPEKpPUCTALIM3ALNM (TeMIeparypa,
KOJMYECTBO CTaaud NEPeKPUCTALIM3ALMUM U JIp.), OJHAKO, B ¢opmyie
U300peTeHUs] MO OCMapUBacMOMYy IMATEHTY HE TIOKa3aHa COBOKYITHOCTb
CYILIECTBEHHBIX MPU3HAKOB, MO3BOJISIOIMX OCYIIECTBUTh M300pETEHHE B TOM
BUJIE, KaK OHO OXapaKTepu30BaHO B (opmysie, c peanusanueid Ha3HAYCHUS U
JOCTH)KEHHEM TEXHUYECKOTO PE3YIIbTATA.

[To MHEeHUIO JTMla, TOIABIIETO BO3PAXKEHHUE, B ONMHUCAHUM MU300pPETEHUS IO
OCIIAPMBAEMOMY  IATEHTy  HE  NPHUBEACHO  JIOCTaTOYHO  CBEJICHHUHU,

MNOATBCPKAAOIIUX, YTO IPH OYUCTKC JOJJYTCTpaBHpa HATpUA B CMCCHU



pacTBopHUTeNel,  cocToslle W3 TpeT-OyTwiMeTusioBoro  »>dupa U
W30IIPONMIIALETaTa WIM W3 CMECH pacTBOPUTENIEH, COCTOSAIIEH U3 TperT-
OyTHIMeTHUI0BOrO 3¢upa U n300yTaHONA, IJIE MACCOBOE COOTHOIIEHHE TpPET-
OyTHJIMETUIIOBOTO 3(pupa KO BTOPOMY KOMIIOHEHTY CMECH, BBIOPAaHHOTO U3
W3oMponuialnerara wim n3odyraHoina, coctasisger or 2,00:1,00 mo 80,00:1,00,
COOTBETCTBEHHO, OyA€T NPHUBOJUTH K TMOJYYCHHIO JOJIyTeTpaBUa HATPHUS C
BBICOKMM BBIXOJJOM M YHMCTOTOH HpH JHOOBIX MPOYMX YCIOBUAX IHpoliecca
NEPEKPUCTAILIN3ALMHI, KPOME T€X, KOTOPbIE NPUBEJIEHBI B MpUMeEpe Ha cTp. 46
ONMCaHWs IIATEHTa, a TPHUBEACHHBIM Ha CTp. 46 npuMep MNOATBEPKIACT
peanu3alrio Ha3HAYCHHS M JTOCTHXKEHMS] TEXHUYECKOTO pe3yibTaTa TOJIBKO JUIS
COOTHOILIEHHUS pacTBOpUTEIIEH TPeT-OyTUIMETHIIOBOTO adupa 17§
n3onponuianerara, cocrasisiromero 40,0: 1,0 wm  He wwnROCTpHpyETCA
BO3MOYKHOCTh PEAIM3alMy Ha3HAYCHUS Ul APYTUX AUANa30HOB U IPYroll cMecu
pactBopuTenei (TpeT-0yTUIMETHIIOBOTO 3(pupa U U30MPONaHOoA).

Ha ocHOBaHMM W3JI0)KEHHBIX B JOMNOJHEHUH K BO3PAXKEHHUIO JOBOJIOB,
JIMIIOM, TIOJIaBILIMM BO3Pa)KEHHE, ClIeJIaH BBIBOJ O TOM, YTO B CBETE U3BECTHBIX U3
uctounnkoB wuHpopManuu [10]-[12] (mpunoxenuss 6-8 B JONMONHEHHH K
BO3PD@XXEHNIO) CBEJECHUM, OXapakTepu3oBaHHBbIM B (opmysne H300peTeHus Io
OCIApUBAEMOMY MATEHTY CIOCO0, HE PACKPBIT B MaTEpHAIaX 3asiBKHU C TOJHOTOM,
JOCTAaTOYHOM Il €ro OCYIIECTBIICHHS CIEHHAINCTOM B TOM BHJE, KAaK OH
OXapaKTepU30BaH B KaXJOM H3 IyHKTOB (OpMysbl, a B CBETE€ HMCTOYHHUKOB
unpopmaruu [1]-[5], [10]-[11] (upunoxenuss 1-5 B Bo3pakeHun u 6, 7 B
JIOTIOJIHEHWU K BO3PA)KEHHUIO) H300peTeHHEe MO OCHapuBaeMOMY MAaTEHTy He
COOTBETCTBYET YCJIOBUIO MATEHTOCIIOCOOHOCTH «U300PETATENbCKUN YPOBEHDY.

WN3yyuB wmatepuasibl Jena W 3aciyllaB YYaCTHUKOB PacCMOTPEHUs
BO3PAXKEHUS, KOJUIETUS] YCTAHOBUJIA CIIEIYIOLIEE.

C yuérom natel momaum 3asBku (25.07.2024), mo koTopoid ObUT BBIAAH
OCIIapyBaeMblii TATEHT, MpaBoBas 0a3a [ OLEHKH MMaTEHTOCIOCOOHOCTU

MPEVIOKEHHOTO0 U300pEeTeHUsI BKIII0UaeT yKa3aHHbIU Bbillle Koneke B pegakiuu,



JNEHCTBYIOIEH Ha Jaary nojxadu 3Tod 3asBku (nanee - Kopgekc), IlpaBuna
COCTaBJICHHUSI, MTOJAYX U PACCMOTPEHUSI JOKYMEHTOB, SIBIIIOIIMXCS OCHOBAaHUEM
JUIL  COBEPIICHHS KOPUAWYECKA 3HAYMMBIX JEUCTBUW IO TOCYHapCTBEHHOM
perucTpanui  M300peTeHuid, W UX (QOpPMBI, YTBEPKICHHBIE MPUKA30M
Munskonompazsutus  Poccuiickoii  ®enpepanuu ot 21.02.2023 Ne 107,
3apeructpupoBanHbiM B Muntocte P® 17.04.2023 non peructpariioHHbIM No
73064, ¢ nmarou Haudana aeiictBus oT 29.04.2023, ¢ n3MeHEHUSIMH, BHECEHHBIMH
npukazoM MunskoHoMmpa3zBuTusi Poccun ot 15 mapra 2024 roma Ne 148 «O
BHECEHUN M3MEHEHUM B HEKOTOpBIE NMpHKa3bl MUHAKOHOMpa3Butus Poccrnn mo
BOIIPOCAM TOCYAApCTBEHHOW PETUCTpAIMU M300pETEHUS U TMOJIE3HOM MOJENH, a
TaKXe MPOBEACHUS MPEABAPUTEIBHOT0 HHGOPMAIMOHHOIO MOUCKA U300pETEHUS
M TIOJE3HOW Monaenw», 3apeructpupoBanHeiM  13.05.2024 Ne 78120,
omyonukoBaHHbIM 15.05.2024, BcTtynuBmmMm B cuity ¢ 25.05.2024 (manee -
[IpaBuna N3) m TpeOoBaHua K JOKyMEHTaM 3asBKM Ha BblJady IaT€HTa Ha
n300peTeHne, YTBEPXKIACHHbIE TpHKa3oM MwuHIKOHOMpa3BuTus Poccuiickoi
@enepanun ot 21.02.2023 Ne 107, 3apeructpupoBaHHbiM B Muntocte PO 17
arpensa 2023 1., peructpauoHHbii Ne 73064, ¢ M3MEHEHUSIMU BHECEHHBIMU
npukazoM MunakoHOMpa3BuTusi Poccun ot 15 mapta 2024 roga Ne 148 (nanee —
TpebGoBanus 13).

Cornacao nyHkty 1 crarem 1350 Kopekca B KadecTBe H300peTEHUS
OXpaHsETCsl TEXHUYECKOE pelleHre B 1000 001acTH, OTHOCAIIEECS K MPOAYKTY
(B 4aCTHOCTU, YCTPOMCTBY, BEIIECTBY, IITAMMY MHUKPOOPTaHM3Ma, KYJIbTYpe
KJIETOK PACTeHWM WM KUBOTHBIX) WM CHOCOOYy (MPOIECCY OCYIIECTBICHUS
JNEeUCTBUYN HaJl MaTepUATIbLHBIM 00BEKTOM C TTOMOIIBI0 MAaTePUATILHBIX CPEACTB), B
TOM YHCJI€ K TPUMEHEHHIO TMPOJyKTa WJIM CIocoda IO OIpeaeIeHHOMY
Ha3HaueHuto. 300peTeHnio TpenocTaBiseTCs MpaBOBas OXpaHa, €CIU OHO
SBJISIETCS HOBBIM, HMEET M300peTaTeIbCKUl YpPOBEHb M  MPOMBIIUICHHO

IIPUMEHHUMO.



Cornacuo nyHkty 2 cratbu 1350 Konmekca nzo0OpereHue SBiIsieTCS HOBBIM,
€CIM OHO HE W3BECTHO U3 VYpOBHS TeXHUKHU. M300pereHune umeer
U300peTaTeNbCKUil YpOBEHb, €CIU M CHEIHaTucTa OHO SBHBIM 00pa3oM He
CleAyeT U3 YPOBHS TEXHUKH. YPOBEHb TEXHUKH JJIsI U300PETEHUS] BKIIOYAET
J00bIe CBEJEHUS, CTaBIIME OOIENOCTYIHBIMA B MHUpPE 0 JaThl MPHOPUTETA
U300peTeHHUSL.

CornacHo nyHkty 2 cratbu 1354 Kopekca oxpaHa HMHTEIUICKTYalbHBIX
paB Ha M300pETEHHE WJIM TOJIE3HYI0 MOJENb MPEJOCTABISIETCS HA OCHOBAaHUU
MaTeHTa B 00beMe, OMNpEeNesIIeMOM CoJepKallelcss B mareHTe (opmyion
U300pETeHHs] WM COOTBETCTBEHHO TIOJIE3HOM Mojenu. Jius ToJKoBaHMS
bopmynbl u3o0peTeHuss U (HOpMyJibl MOJE3HOM MOJAEIM MOTYT HCIOJIb30BaThCA
OMHUCAaHUE U YEPTEKU, & TAKXKE TPEXMEPHBIE MOJIENIM U300pPETEHUS U TOJIE3HON
MOJIENIU B 3JIEKTPOHHOU (hopme (myHKT 2 ctaThi 1375 u nyHKT 2 cratbu 1376).

Cornacno nyHkTy 2 ctatbu 1375 Kopaekca 3asBka Ha U300peTeHHE JOJKHA
coziepkaTh. 1) 3asBiieHHE O BbIJIaye MAaTEHTa C YKa3aHWEM aBTOpa U300pETEHUS U
3asiBUTENS - JTUA, 00J1aJal0Eero NpaBoM Ha MOJIyYeHHUE MAaTEeHTa, a TAKKE MecTa
YKUTEJIbCTBA UJIM MECTa HaXOXKJACHUS KaXKJ0r0 U3 HUX; 2) OMUCaHue U300peTeHMUS,
PACKpBIBAIOIIEE €0 CYIIHOCTh C MOJHOTOM, JOCTATOYHOW JJIsi OCYIIECTBICHUS
U300peTCHUS CICIMAIUCTOM B JIAHHOM o00JacTH TexHHWKH; 3) GdopMyiy
U300pETEeHMS, ICHO BBIPAKAIOINIYIO €r0 CYIIHOCTh U MOJHOCTHIO OCHOBAHHYIO Ha
€ro ONMucaHuu;, 4) 4epTeKU W MHBIC MaTEpPHANIbl, €CIM OHU HEOOXOIUMBI IS
MMOHUMAaHMS CYIIHOCTA M300pPETEHHUs, B TOM YKCJIE IO JKCJIIAHUIO 3asiBUTEIIS €ro
TPEXMEPHYIO MOJICIIb B AJICKTPOHHOU (hopMme.

Cornmacio nynkry 2 crateu 1386 Kopekca skcneptusza 3asiBKM  Ha
M300pEeTeHHE MO CYILIECTBY BKJIOYAET: IMPOBEPKY COOTBETCTBHUS 3asIBICHHOIO
u300peTeHusl TpeOOBaHUSM, YCTAHOBJIEHHbIM MyHKTOM 4 cTatbu 1349
Hactosimero Kopjekca, W yClOBHSIM MaTEHTOCHIOCOOHOCTH, YCTaHOBJICHHBIM
a03aiieM nepBbIM MyHKTa 1, myHktamu 5 u 6 crtateu 1350 Hactosimero Koaekca;

MPOBEPKY TOCTATOYHOCTH PACKPBITHS CYIIHOCTH 3asBJICHHOTO H300pETEHUS B



JOKyMEHTaX 3asBKH, IPEyCMOTPEHHBIX MOANYHKTamMu 1-4 myHkra 2 crarbu 1375
Hacrosmero Koaekca W MpeacTaBIeHHBIX HAa JaTy €€ IoJaud, Ui
OCYIIECTBJICHUSI HM300pPETEHUS CHEIUAINCTOM B JaHHOW OO0JacTH TEXHUKU;
MpOBEJCHUE UH(POPMAIIMOHHOTO TOWCKA B  OTHOUIEHWHU  3asBJICHHOTO
U300pETEeHHS U TIPOBEPKY C YUETOM €T0 pe3yIbTaTOB COOTBETCTBUS 3asBICHHOIO
MU300PETCHHsSI YCIOBHSIM IMAaTEHTOCIIOCOOHOCTH, MPEAYCMOTPEHHBIM —ab3areM
BTOpbIM NyHKTa 1 ctateu 1350 Hacrosmero Koaekca.

Cornmacio mynkty 1 crateum 1398 Komekca mareHT Ha wu3oOpeTeHue,
MOJIE3HYI0 MOJENIb WJIH THPOMBIIUIEHHBII 00pa3el; MOKeT ObITh MpU3HAH
HEJICHCTBUTEIBHBIM, B YACTHOCTH, B CIIy4asix: 1) HECOOTBETCTBUS M300pETECHUS,
MOJIE3HOU MOJIENH WIn MPOMBIIILJIEHHOTO oOpasia YCJIOBUSIM
MAaTeHTOCIIOCOOHOCTH,  YCTAHOBJICHHBIM  HacTosimiuM  KojekcoMm, — Wi
TpeOOBaHUSIM, IIPETYCMOTPEHHBIM MYHKTOM 4 ctaThu 1349 Hacrosmero Kosekca,
a TaKkKe  HECOOTBETCTBUSA  MPOMBIIUICHHOTO  oOpasia  TpeOOBaHUSIM,
npeaycMoTpeHHbIM crathelt 1231.1 Hacrosmero Kopaekca; 2) HECOOTBETCTBUS
JIOKYMEHTOB 3asBKM Ha W300pETEHHE WIIU TOJIE3HYIO MOJIENb, MPEACTaBICHHbBIX
Ha JaTy ee TNojaaud, TpeOOBaHUIO PACKPBITUS CYIIHOCTH H300pETCHUS WIIU
MOJIE3HOM MOJIETN C TIOJIHOTOM, TOCTATOYHOM /JIsi OCYIIECTBIICHUSI N300peTeHUs
WU TI0JIE3HOU MOJIENH CIIEIMATINCTOM B JaHHOM 00JIaCTH TEXHUKH.

Cornacio mnyHkty 53 IlpaBun W3 npu mnpoBepke AOCTAaTOUYHOCTH
PACKPBITHSI CYITHOCTH 3asBJICHHOTO HW300pETEHUS] B JOKyMEHTaX 3asiBKH,
MPEAYCMOTPEHHBIX noAnyHKTamu 1-4 myHkta 2 craten 1375 Kogekca wu
MPEACTABICHHBIX Ha JaTy €€ TMOoJayu, i OCYIIEeCTBICHUS HN300peTeHus
CIEIUAIIUCTOM B JIaHHOM 00JaCTH TEXHUKM B YKa3aHHBIX JOKYMEHTax
MIPOBEPSETCA:

1) ykazaHo M Ha3Ha4YeHHWE H300pETEHUs; 2) yKa3aHbl JM TEXHUYECKAs
npoOJsiemMa, peliaeMas CO3JlaHMEM HW300pETEeHHUs, M TEXHUYECKUM pe3yJibTar,
MOJIyYCHHE KOTOPOTO oOecnedymBaeTcss wu300peTeHueM; 3) pacKpbiTa Jin

COBOKYIIHOCTb CYHICCTBCHHBIX IIPU3HAKOB, HGO6XOI[I/IMBIX 1A JOCTHIKCHMUA



YKa3aHHOTO 3asBUTEJIEM TEXHUYECKOIO pe3yJibrara; 4) mpUBEAEH JU XOTS Obl
OJIMH TIPUMEp OCYUIECTBJICHUS M300peTeHus. [lpumep MODKEH MOATBEPKIAThH
OKCMEPUMEHTAIbHBIMU  JAHHBIMA WJIM  TEOPETUYECKUMH  00OCHOBAHUAMU
BO3MOYKHOCTh  p€ajiM3alliM  Ha3HAYyeHUs H300peTeHuss ¢  JOCTHKEHHEM
TEXHUYECKOTO pe3yjibTaTa; S) pacKpbIThl JU B JOKYMEHTaxX 3asiBKH,
MpeAyCMOTPEHHBIX mojanmyHkTamMu 1-4 mynkra 2 crateu 1375 Kopekca, win B
YpOBHE TEXHHMKH Ha JlaTy MOJAud 3asBKH METOAbl M CPEJICTBA, C IMOMOIIBIO
KOTOPBIX BO3MOYKHO OCYIIECTBJIEHUE M300PETEHUs C pean3aleil Ha3HaueHHs B
TOM BHJI€, KAK OHO OXAapaKTEpU30BAHO B KaXKJIOM U3 ITyHKTOB (POPMYIIbI, B TOM
quciie B CJIy4yae HCIOJIb30BaHUS OOIIero (00mux) MOHSATHS (TIOHATHM) s
XapaKTEePUCTUKX  TpU3HakKa (MpuU3HAKoB); 6) TMpUBENEH JM  [pPUMEP
OCYUIECTBJIECHUS N300pETEHNUs, TOKA3bIBAIOIINMA, KAK MOKET OBITh OCYLIECTBIEHO
U300peTeHe MpHU UCMOIb30BAaHUM XOTsI Obl OJHON YacTHON (pOpMBI pean3anuu
IPU3HAKa, BBIPAKEHHOTO OOIIMM TMOHATHEM, WM XOTS Obl OJHOTO 3HAYEHUS
napamMeTpa, BXOJAIIEr0O B HMHTEpBAI, eciu B  (Qopmyle U300peTeHUs
UCITIOJIb30BAHO XOTS ObI OJIHO 00Illee MOHATHE WM MHTEPBal 3HAYEHUN KaKOTo-
an00 mapameTpa s XapaKTepUCTUKH Mpu3HaKa u3ooperenus. [Ipumep nomkeH
NOATBEPAKAATh  IKCICPUMEHTAIbHBIMU  JAaHHBIMU WM  TEOPETUYECKUMU
00OCHOBaHUSIMA BO3MOXKHOCTh ~pE€alM3alldd Ha3HAuY€HHUs H300peTeHus ¢
JOCTHKEHUEM TEXHUYECKOro pe3yjbTaTa MpPU HCIOJIB30BAHUM XOTS Obl OJAHOM
YacTHOM (OpMBI pealin3alliy MPHU3HAKa, BBIPAKEHHOTO OOIIMM IMOHSATHEM, WJIH
OJIHOTO 3HAYEHHUSA MapaMeTpa, BXOASAIIEro B MHTEpBaJ 3HAYCHHI mapaMeTpoB.
Cormacio nynkry 54 Ilpasun N3 ecnim B Qopmyne u3o0peTeHUs
HECKOJIbKO IPU3HAKOB BBIPAXKEHBbI OOIMIMMHM TOHSTUSMU, [POBEPKAa B
COOTBETCTBHMHM € MOAMYHKTaMHU 5 U 6 myHKTa 53 Hacroswmux [IpaBun npoBoauTcs
B OTHOIICHUM KaXAOrO IpHU3HAKa, BBIPAKEHHOTro oO0mmM mnoHsTHeMm. Ecnu
n3o0peTeHre oOecreynuBaeT JOCTHXKEHHWE JBYX U 0ojiee TEeXHUYECKHUX

pE3yNbTATOB, NPOBEPKA B COOTBETCTBHM C MOANYHKTaMH 3, 4 u 6 myHkra 53



HacTosimmXx I[IpaBua mNpoBOAMTCS B OTHOWIEHWH KaXKJIOTO TEXHHYECKOIrO
pe3ynbTara.

[TpoBepka OCyIIECTBISIETCS C YIETOM TOJIOXKEHUH TMyHKTOB 47-55 u 57-64
TpeboBanmii K JOKyMEHTaM 3asBKHM, YCTaHABJIMBAIOIIMX TpeOOBaHUSI K
PACKpBITUIO CYIIHOCTH H300pETEHUS] U PACKPBITHUIO CBEACHUH O BO3MOXHOCTH
ocymecTBieHus: u300peteHus. [IpoBepka MPOBOAUTCS OJHOBPEMEHHO C
IPOBEPKOI coOIt0/IeHUsT TpeOOBaHUN K (popmysie U300peTeHNUs], YCTaHOBIEHHBIX
noamyHktoM 3 myHkra 2 cratbu 1375 Komekca u rmaBoit IV TpebGoBanuii k
JIOKyMEHTaM 3aiBKHU, K COAEPKaHUIO (POPMYIIBI U300PETEHHUS.

IIpu OoTCYyTCTBUH B TOKYMEHTAaX 3asBKH, MPEIyCMOTPEHHBIX MOAIYHKTaMHU
1-4 nynkta 2 crateu 1375 Kopekca, cBeeHUM O METOAAaX W CPEACTBAX,
HEOOXOJMMBIX JJIi  OCYLIECTBJIEHUSI HW300pETEeHHs, JOMYCTUMO, YTOOBI
YIOMSIHYTBIE€ CBE/ICHUS ObUIM ONKCaHbl B UCTOYHUKE, CTABILIEM OOILEIOCTYITHBIM
JI0 J1aThl MOJIayM 3asBKH, & €CJIU MO 3asiBKE UCHpAIUBAETCS MPHOPUTET Oosee
paHHMIA, YeM JaTa MoJauu 3asBKH, - 10 AaThl IPUOPUTETA U300PETEHUS.

Cornacio nynkry 58 IlpaBun M3 ecim B pesynaprare NpOBEPKHU
COOTBETCTBHSI  3asBJIEHHOTO  M300peTeHuss TpeOOBaHUIO  JOCTATOYHOCTHU
pPacKpbITUS CYIIHOCTH 3asBJIEHHOTO HW300peTeHUs B JIOKYMEHTaxX 3asBKH,
MPEAYCMOTPEHHBIX NoANyHKTamMH 1-4 myHkra 2 crateun 1375 Kogekca wu
IOpPEJCTaBICHHbIX Ha JaTy €€ NoJayM, JUIsl OCYIIECTBICHHUS H300peTeHus
CHELMATUCTOM B JaHHOM OOJACTH TEXHUKH, YCTAaHOBJIEHO, YTO CYIIHOCTb
3asiBJIEHHOTO  M300peTeHHus B JOKYMEHTaxX 3asiBKH, HPEIyCMOTPEHHBIX
noamnyHkramu 1-4 mynkra 2 crateu 1375 Kozpekca u npeAcTaBlIeHHBIX Ha JaTy €€
MOJIaYM, PACKPHITA C TOJHOTOM, JOCTATOYHOU ISl OCYIIECTBICHUS U300pETEeHUs
CHEUAINCTOM B JAHHOW 00JaCTH TEXHUKH, TPOBOJUTCS MPOBEPKA COOTBETCTBUS
3asBJICHHOTO M300pETEHUsS YCIOBUSM MATEHTOCHOCOOHOCTH, MPEAYyCMOTPEHHBIM
a63aiem nepBbIM nyHKTa 1 crateu 1350 Kogaekca.

CornacHo mynkty 79 IlpaBun U3 mpu mpoBepke H300peTaTeNbCKOrO

YPOBHSI U300pETEHUE MPU3HACTCS MMEIONUM H300peTaTeIhCKU YPOBEHb, SCIH



YCTaHOBJICHO, YTO OHO JJISl CTICLIMAINCTa IBHBIM 00pa3oM HE CIEIyeT U3 YPOBHS
TEXHUKHU.

[IpoBepka U300pETATENBCKOTO YPOBHS HW300peTEHUs TMPOBOIUTCS 0e3
UCIIOJIb30BAHUSI TPU3HAKOB, OTHOCSIIMXCA K OOBEKTaM, HE SBISIOLIUMCS
U300pETEHUSIMU B COOTBETCTBUM C IMyHKTOM 5 cTaThu 1350 Konekca, ecnu onu He
BJIUSIIOT HA TOCTH>KEHHE TEXHUYECKOTO Pe3yJIbTata.

Cornacno nynkry 80 IIpasun 13 n3zobperenue siBHBIM 00pa3oM cleayeT U3
YPOBHSI TEXHUKHU, €CIM OHO MOXET OBITh MPU3HAHO CO3JaHHBIM MyTEM
OOBEAUHEHUSI, HU3MEHEHHS WJIA COBMECTHOIO WCIIOJIb30BAaHUS CBEJICHUU,
COJIep KAIUXCSl B YPOBHE TEXHUKH, U (W) OOIIMX 3HAHUU CIICHIUATUCTA.

B vactHOCTH, N300peTeHNE IBHBIM 00pa30M CIIEIYET U3 YPOBHS TEXHUKH B
TOM cllydae, KOTJla BBISIBICHBI PEIIEHUS, UMEIOUIUE MPU3HAKU, COBIAAIOIINE C
MpU3HAKaMHU, KOTOPHIMHU 3asiBJICHHOE M300pETEHUE, OXapaKTepU30BaHHOE B
HE3aBUCUMOM TyHKTE (OpMyJbI HM300pETEeHUs, OTIMYaeTcd OT Hauboiee
Onmu3koro aHajora (OTVIMYMTENBHBIMH  TPU3HAKAMU), |  MOATBEPXKIICHA
W3BECTHOCTh BIUSHUS OTUX OTJIUYUTEIBHBIX TPU3HAKOB HAa YKa3aHHbBIN
3asiBUTEJIEM TEXHUYECKUW PE3yNbTar.

Cornmacio mynkty 81 IlpaBun M3 mnpoBepka coOmtoeHuss YCIOBUH,
yKa3aHHbIX B aO3ane BTopoM mnyHkTa 80 Hacrosmmx IlpaBun N3, Bkiouaer:
onpejienieHre HauOosiee OJM3KOTO aHalora W300pETeHHUs] B COOTBETCTBUHM C
nyHKkToM 41 TpeGoBaHuii K JOKyMEHTaM 3asBKH, BBISBICHHUE IPU3HAKOB,
KOTOPBIMHU 3asIBJICHHOE H300pPETEHUE, OXapaKTEPU30BAHHOE B HE3aBUCHUMOM
nyHKTe (GOPMYIIBI, OTIUYAETCS OT Hanbojee OJIM3KOro aHaaora (OTIUIUTEIIbHBIX
MIPU3HAKOB); BBISIBJIEHUE W3 YPOBHS TEXHUKHU PEIICHHUM, UMEIOIIUX TPU3HAKH,
COBNAJAIOUIME C OTJIWYUTEIbHBIMU TPU3HAKAMH 3aSBJICHHOTO H300pETEHUs;
aHaJIu3 YPOBHA TEXHHKM B IEJISIX MOJITBEPKICHUS W3BECTHOCTU BIIUSIHUSA
NPU3HAKOB, COBMAJAIOMIMX C OTJIMYUTEIBHBIMU TPU3HAKAMHU 3asBJICHHOIO

U300peTeHMs], Ha yKa3aHHBIN 3asiBUTENIEM TEXHUYECKUH pe3ynbTar.



Cornacio nynkty 82 IlpaBun W3 wu300peTeHUMe NpU3HACTCS I
CHEIUAINCTa HE CICAYIOIIUM SBHBIM 00pa30oM U3 YPOBHSI TEXHHKH, €CJIU B XOJI€
IIPOBEPKU HE BBISABJICHBI PEIICHUS, UMEIOLIME MPU3HAKK, COBIAJAIOIINE C €ro
OTJINYUTEIIbHBIMA TPU3HAKAMM, WM TaKWE PEIICHUS BBISIBICHBI, HO HE
MOATBEPAKAECHA HM3BECTHOCTh BJIUSHHS OSTHX OTJIMYUATEIBHBIX MPU3HAKOB Ha
YKA3aHHBIN 3asBUTEIIEM TEXHUYECKUN PE3YyJIbTAT.

Cornacno nysnkty 83 IlpaBun U3 He npu3HAKOTCS COOTBETCTBYIOIIMMU
YCIOBUIO M300pETATEIBCKOTO YPOBHSI M300pPETEHUs, OCHOBAaHHbIE, B YACTHOCTHU:
Ha BbIOOpPE ONTUMAJIBHBIX WJIM padouyMX 3HAYEHUH MapamMeTpoB, €CIH
MOATBEPAKAECHA M3BECTHOCTh BIMAHUS JTHUX [ApAMETPOB HA TEXHUYECKUU
pe3yabTar, a BBIOOP MOXET OBITh OCYIIECTBICH OOBIYHBIM METOJOM MPOO U
OIMMOOK WM MPUMEHEHUEM OOBIYHBIX TEXHOJIOTUYECKUX METOAOB WU METOJIOB
KOHCTPYUPOBAHHUS; HA U3MEHEHHH KOJMYECTBEHHOTO MpPHU3HAKA WM MPU3HAKOB,
NPEACTABICHUH TaKUX IPU3HAKOB BO B3aUMOCBS3M JIMOO HM3MEHEHHWHM BHJIA
B3aMMOCBSI3H, €CIIU M3BECTCH (PAKT BIUSHUSA KKIOTO M3 HUX HA TEXHUYECKUU
pe3yabTaT U HOBBIC 3HAUYCHUS TUX MPU3HAKOB UM UX B3aMMOCBS3b MOTJIA OBIThH
MTOJTYYEHBI UCXO/ISl U3 U3BECTHBIX 3aBUCHMOCTEN, 3aKOHOMEPHOCTEN.

Cornacao myHkty 84 IlpaBun W3 ycnoBuio n300peTaTebCKOTO YPOBHS
COOTBETCTBYIOT, B YaCTHOCTH: H300pETEHUS, OCHOBAaHHbIE Ha JIONOJHEHUU
U3BECTHOTO CpPEJICTBA KaKOW-TMOO W3BECTHOM 4YaCThlO, TMPU JOCTHKECHHUH
HEOKUJAHHOTO  JUJII  TAaKOoro  JOMOJHEHUS  TEXHUYECKOrOo  pe3yJibTara,
OOYCJIOBJIEGHHOTO B3aWMOCBSI3bIO JIOTIOJHSIEMON 4YacTH M W3BECTHOTO CPEACTBA;
CIOCOOBI TIOTYYCHHUS HOBBIX XHMHYECKHX COCIUHECHMH (KJjlacca, TPYIIbBI) C
YCTAaHOBJICHHOM CTPYKTYpO#, €ClId 3TU COEAMHEHHUS COOTBETCTBYIOT YCJIOBUIO
M300peTaTesIbCKOr0 YPOBHS; CHOCOOBI TMOJYyYEHUS M3BECTHBIX XMMHUYECKUX
COEIMHEHHUH (KJIacca, TpPYIIbI) C YCTAHOBIEHHOM CTPYKTYpOH, €CIM OHHU
OCHOBAHbI Ha HOBOM JIJIs1 JAHHOTO KJIacca WJIM TPYIIbI COEAMHEHUN peaKiuy Uit
Ha M3BECTHOW JIJIsl JAHHOTO KJacca WJIM TPYIIbl COEAUHEHUN peaKyu, YCIOBUS

IMPOBCACHUS KOTOpOfI HC HM3BCCTHbI, W OHH HPUBOIAT K JOJIYYCHUIO



HEOXKMJIAaHHOTO TEXHMYECKOTO0 pe3ysibTara IMpU OCYIIECTBICHHH CIIOCO0a;
KOMIIO3ULIUSL, COCTOSIAsA, IO KpallHEed Mepe, U3 JIBYX M3BECTHBIX UHTPEIUECHTOB,
o0ecrieunBaomas CHHEpreTudeckui 3(dexT, BO3MOXKHOCTb JIOCTHKEHUS
KOTOPOTO HE BBITEKAET M3 YPOBHSA TEXHUKH; XUMHUYECKOE COECIUHEHHE,
NOAMAA0NIee TMOoJ OOIIYI0 CTPYKTYpHYIO (opMylly TpyIIbl H3BECTHBIX
COEJIMHEHUI, HO HE OMMCAHHOE KaK CIEUAIBHO IMOJTYYEHHOE U UCCIIEI0BAHHOE U
IIPU 3TOM MPOSIBIIAIONIEE HOBBIE HEU3BECTHBIE ISl ATOM TPYIIIBI CBOWCTBA B
KayeCTBEHHOM MJIM KOJIMYECTBEHHOM OTHOLIECHUH (CEIEKTUBHOE NU300pETEHHE).

Cornacno nyHkty 85 IIpaBun 13 nzobpeTeHne He paccMaTpUBAETCS KakK HE
COOTBETCTBYIOIEE N300PETATENBCKOMY YPOBHIO M3-3a €r0 KaXKyIIecsi IPOCTOTHI
U PacKphITHs B MaTepHalaxX 3asBKH MEXAaHM3Ma JOCTHXKEHHSI TEXHHYECKOIrO
pe3ynbTara, €Ciau TaKO€ PACKPBITUE CTAJO M3BECTHO HE W3 YPOBHS TEXHUKH, a
TOJIBKO M3 MaTEPUAIIOB 3aASIBKHU.

Cornacuo nynkry 88 IlpaBun M3 ecim ycTaHOBJIEHO, UTO M300pETEHUE,
OXapaKTepU30BaHHOE B HE3aBUCUMOM IHYHKT€ (OpPMYJIbI, COOTBETCTBYET
YCIIOBUIO M300pETaTEeNIbCKOTO YPOBHSI, MPOBEPKA M300pETAaTEIHCKOIO YPOBHS B
OTHOUIEHUH 3aBUCUMBIX MYHKTOB (POPMYJIbI HE TIPOBOJUTCSI.

Cornacno nyHkry 42 TpebGoBanuii I3 B pazzaene onucaHus u300peTeHUS
"PackppiTe CYyHMIHOCTH H300peTeHHs" MPUBOIATCA C IMOJHOTOM, JTOCTATOYHOMN
JUISL OCYLIECTBJICHUS M300pETEHUsl CHELMATUCTOM B JAaHHOW 00JACTH TEXHHKH,
CBECHUS, PACKPBIBAIOILIUE PEUICHHYIO N300peTaTesieM TEXHUUYECKYIO podiieMy,
TEXHUYECKUN PE3yJIbTaT U CYIIHOCTh M300PETeHHs] KaK TEXHUYECKOTO PEIICHMS,
OTHOCSILIETOCs K MPOIYKTY WK CIIOCO0Y, B TOM YHCIIE K TPUMEHEHHUIO TPOAYKTa
Wi crnoco0a MO ONpelesIeHHOMY Ha3HAYeHUIO, MPU STOM: ... CHoco0aMu
SBJISIFOTCSL TIPOLIECCHI OCYILECTBICHUS IEUCTBUIM HaJl MaTEPUAIbHBIM OOBEKTOM C
MOMOUIbI0 MAaTEPUAIIBHBIX CPEACTB;... CYIIHOCTh U300pETEHUsI KaK TEXHUYECKOTO
pelIeHus BhIpaXXaeTcsi B COBOKYITHOCTH CYIIECTBEHHBIX MPU3HAKOB, IOCTATOYHOM
JUISL PELICHHS] YKAa3aHHOW 3asBUTENIEM TEXHMUYECKOW MpPOOJIEMbl M TOJYyYEHHS

o0ecreunBaeMoro  M300pEeTeHMEM  TEXHHYECKOTO  pe3ylibTaTa; IMpPU3HAKU



OTHOCSITCSL K CYIIECTBEHHBIM, €CJIM OHHM BJIMSIIOT HAa BO3MOXHOCTH PEIICHUS
yYKa3aHHOM 3asBUTEJIEM TEXHHUYECKOU MpOoOJIeMbl U TIOJydYeHHs] 00eCTIeunBaeMOro
N300pPETCHHEM TEXHHYECKOTO pe3ysibTara, TO €CTh HAXOMATCS B TPUYUHHO-
CJIC/ICTBEHHOM CBSI3U C YKa3aHHBIM pe3yJIbTaTOM; TEXHUYECKas MpodiieMa MOKET
COCTOSITb, B YACTHOCTU: B CO3JaHUM OO0BEKTa HU300pETECHUS, JHUIICHHOTO
HEJIOCTATKOB MPOTOTHUIA; B PACIIMPEHUM apceHaia (MHOXKECTBA) TEXHUYECKHUX
CPEIICTB, UMEIOIMX HAa3HAuY€HHE, COBMAJAoIIee C Ha3HAYECHUEM IMPOTOTHUIA; K
TEXHUYECKUM pe3yjbTaTaM OTHOCSTCS Pe3yJibTaThl, MPEJCTABISIONINE COOOM
SBJICHUE, CBOMCTBO, a TaKXKe TEXHUYECKHU A(PGEKT, SBISIIOMUNACS CIEICTBUEM
SIBJICHUSI, CBOMCTBA, 0OBEKTUBHO MPOSBISIONIUECS MPU OCYIIECTBICHUH CIocoOa
WU TPU U3TOTOBJICHUU WM HCIOJb30BAaHUU NPOAYKTa, B TOM YHCIE TPHU
UCIIOJIb30BAaHUU  MPOJYKTa, MOJYYEHHOTO  HEMOCPEACTBEHHO  CIOCOOOM,
BOIUIOMIAIONIMM M300peTeHue, U, Kak MPaBUIIO, MOTYT OBITh OXapaKTepHU30BaHbI
(bU3NYECKUMU, XUMUYECKUMU WU OMOJIOTHYECKUMU TTapaMeTpaMu.

Cornmacio mnynkry 50 TpeboBanmit W3 mpu packpeiTUM CYITHOCTH
M300peTeHUs, OTHOCAIIErocs K crocoOy, ISl XapakTEpUCTUKU crocoba
(cmoco0OB) HMCIMONB30BaTh CJEAYIONIME TPU3HAKKU: HaJIUYME JCUCTBUS WU
COBOKYIIHOCTH JICMCTBUM; TOPSAOK BBINOJIHEHUS JEUCTBUM BO BpPEMEHHU
(mocnenoBaTeNibHO, OJHOBPEMEHHO, B PA3JIMUHBIX COYETAHUAX); YCIOBHUSA
OCYILECTBJIICHUSI JICMCTBUI; MMapaMeTpbl pPEXHWMa, B TOM YHUCJIE HHTEPBaJbI
MapaMeTpoB; UCIIOJIb30BAHKUE BEILIECTB (HATPUMEDP, UCXOIHOTO ChIPhsI, PEareHTOB,
KaTajJnu3aTopoB), YCTPOMCTB (HAampuMep, MPUCIOCOOJIEHUN, WHCTPYMEHTOB,
00OpyZ0BaHUs), IMTAMMOB MHKPOOPTAaHM3MOB, JMHHUN KJIETOK PACTCHHM WIN
YKUBOTHBIX.

Cornacuo nyHkty 52 TpeboBanuit 13 B paznene onucaHust n300peTeHUs
"OcymiecTBieHNEe H300peTeHus" TPHUBOAATCS CBEACHHS, PACKPBIBAIOIINE, Kak
MOXET OBITh OCYIIECTBIECHO HW300pETeHHEe C pealu3aluell yKa3aHHOTO
3asiBUTEJIEM Ha3HAYeHUs W300pPETEHUS W C TOATBEPKICHUEM BO3MOXKHOCTH

AOCTHIKCHHA TCXHUYCCKOTO PEC3yJjibTaTa IIpU OCYHICCTBJICHUUA I/I306peTCHI/I${,



IyTEM MPUBEICHUS JETAJbHOTO OINHMCAHUS, [0 KpallHEW MEpe, OAHOTO IMpUMEpPa
OCYIIECTBJICHUSI U300pETEHUS CO CChUIKaMU Ha TpaduyecKkre MaTepuaibl, €cld
OHM TPE/ICTABJICHBI.

Cormacao myHkty 53 TpebGoBanmii I3 B pazaene onucaHus W300peTCHUS
"Ocy1iecTBieHne n3o0peTeHus" TaKXKe MIPUBOISATCS CBEJICHUS,
MOATBEPAKAAIONINE BO3ZMOKHOCTh MOJYYEHHUS TIPU OCYIIECTBICHUU N300pETEHUs
TEXHUYECKOTO pe3ysibTara. B  KadecTBe TakuX CBEICHUH MPUBOMASTCS
OOBEKTUBHBIC JIaHHBIC, HANpPUMEp TOJYYCHHBbIE B pe3yjibTaTe MPOBEICHUS
DKCIIEPUMEHTA, WCTIBITAHUN WJIM OIICHOK, MPUHATHIX B TOW OOJACTH TEXHUKH, K
KOTOpOH  OTHOCHUTCA HM300peTeHHe, WM TEOpEeTUYECKUe OOOCHOBAHMS,
OCHOBAHHbIC HAa HaYYHBIX 3HAHUSX (CM. MOCIEAHUN ad3alr).

Cornacuo nyakry 57 TpebGoBanuit 3 niis moaTBepskKaeHUs] BO3MOKHOCTH
OCYIIECTBJICHUSI HM300pETEHUS, OTHOCSIIETOCsS K CHocoOy, TMPUBOIATCSA, B
YAaCTHOCTH, CJIEAYIOIIME CBeAeHus: 1) misi u300peTeHHsi, OTHOCSIIErocs K
croco0y, B TMpuUMeEpax €ro peaiu3aliyd YKa3bIBAIOTCS TOCIE0BATEIHHOCTD
nercTBul (MpUEMOB, Orepalinii) HaJl MaTepHAIbHBIM OOBEKTOM, a TAKXKE YCIOBUS
MPOBEJCHUSI JIEUCTBUN, KOHKPETHBIC PEXHUMBI (Hampumep, TeMIeparypa,
JaBJICHUE), WCIOJIb3yeMble IPU HSTOM MaTepHalbHBbIC CpEJACTBA (Hampumep,
YCTPOMCTBA, BEIIECTBA, IITAMMBbI), €CJIM 3TO HEOOXOIUMO; 2) €ClIM Chocod
XapakTepU3yeTcsl MCIOJIb30BAHUEM CPEJICTB, U3BECTHBIX JO JaThl MPUOPHUTETA
M300pETeHHs], JOCTATOYHO JTH CPEACTBA PACKPBITh TaKUM 00pa3oM, 4YTOOBI
MOXHO OBUIO OCYHIECTBUTH HM300peTeHue. [Ipu MCHoNb30BaHUM HEU3BECTHBIX
CPEACTB MPHUBOJATCS CBEACHUS, IMO3BOJISIIONIME HUX OCYLIECTBUTh, U B CiIyyae
HEO0OXOIMMOCTH TpujiaraeTcs rpadpuueckoe n300pakeHue.

AHaM3 JO0BOJIOB CTOPOH TTOKa3a CJICAYIOIIEE.

OrneHka CBEICHHM, NMPUBEICHHBIX B MPEJCTABICHHBIX B BO3PAXEHUU U B
or3biBe uctounukax [5], [7], [8] HeBo3MOkHA, Tak Kak NPHOOIIEHHBIC K

BO3PaXXCHUIO U OT3bIBY HCTOYHHKH [5], [7], [8] He comepkar nHpOpMammm, B TOM



YUCJI€ JaThl, MOATBEP)KIAIOMIEH OOIIEIOCTYITHOCTh TPHUBEICHHBIX B HUX
CBEJICHUH, /10 AaThl IPUOPUTETA U300PETEHHUS 110 OCIIAPUBAEMOMY MATEHTY.

N300peTeHnio Mo ocmapuBaeMoOMy TAaTEHTY MPEIOCTaBIeHA IIPaBOBas
oxpaHa B 00bE€ME COBOKYITHOCTH TMPHU3HAKOB, COJCPKAIIUXCS B TPHUBEIACHHOU
BhIIIIE (hOpMYyIIE.

B ocmapuBaeMom mareHTe ommcaH croco0 ouwctku (4R,12aS)-N-(2,4-
nudTopOeH3mn)-7-ruapokcu-4-meT-6,8-nuokco-3,4,6,8,12,12a-rexcaruapo-
2H-ttupuno[1',2":4,5mupazuno[2,1-b][ 1,3 ]okcazun-9-kapbokcamuia HaTpus
(coenunenuss  popmynsr  (II)), KOTOpBIA  OCYHIECTBISAIOT  IMOCPEACTBOM
nepekpuctamzanuu coequHenuss ¢opmynsl (II) u3 cmecu pactBoputenei,
cocTrosilied U3  TpeT-OyTWIMETWIOBOrO 3pupa U  OJAHOIO H3  JBYX:
W30IPONMIIAlieTaTa WM HW300yTaHONA, TJIE MAacCOBOE€ COOTHOIIECHUE TpeT-
OyTHIMETHIIOBOTO 3Hpa K U30MpONUiaIeTaTy Wik W300yTaHOIy COCTaBJISET OT
2,00:1,00 mo 80,00:1,00, COOTBETCTBEHHO.

CoriacHO ONMUCaHWIO M300pETeHUs] TIO0 OCMAPUBAEMOMY  TATEHTY
«Jonyrerpasup (DTG) (4R,12a8)-bI-(2,4-mudTopOeH3m)- 7 -THIPOKCH-4-METHII-
6,8-nmnokco-3,4,6,8,12,12a-rexcaruapo-2H-mupuo] 1 ',2":4,5mupazuHo|2,1-
b][1,3]okca3un-9-kapbokcamuy (coenunenue dopmyisl (1)) mpencrasiser coboit
UHrHOUTOp MHTErpa3sl BUU».

Hcxons m3 HOpPM JCHCTBYIOIIETO 3aKOHOJATENhCTBA, MEpe] aHaTu30M
U300pEeTeHHs] Ha €ro  COOTBETCTBHE  YCIOBUSAM  MATEHTOCIOCOOHOCTH,
OCYIICCTBJISICTCS  TPOBEPKAa  COOTBETCTBUS  H300pETCHHS  TPeOOBAHUIO
JIOCTAaTOYHOCTHU PACKPBITHS CYIIHOCTH 3asBJICHHOTO M300pPETEHUS B JOKyMEHTaX
3asBKH, IPEAYCMOTPEHHBIX NoAnmyHKTaMu 1-4 myHkra 2 crateu 1375 Kognekca u
MPEACTABIICHHBIX Ha JaTy €€ I0Jayu, IS OCYIICCTBICHHS HW300pECTCHHS
CHEIUAINCTOM B JaHHOW OOJACTH TEXHUKH (CM. HOPMATHBHO-TIPaBOBYIO 0a3y

BbIlIe, MyHKT 58 [Ipasun 1U3).



AHanu3 [JOBOJOB JMIA, MOAABUIETO BO3PaXEHHE, B OTHOIICHHH
JIOCTATOYHOCTH PACKPBITHS CYIIHOCTH U300pETEHHUS 110 OCIapUBAaEMOMY IATEHTY,
ITOKAa3aJl CIEAYIOIIEE.

N300peTeHne no oOcnapuBaeéMOMy MaTeHTY OTHOCHTCS K 00Jyactu
MEJUIMHBI, (PapMaKOJIOTUU U XUMHUKO-(DapMalleBTHUECKOW MPOMBIIIJICHHOCTH, a
UMEHHO K CIOCOOY OYMCTKM JIOJIyTeTpaBUpa HATPHUS, KOTOPBIA MpPENCTaBISET
coboii uarudurop uHTerpaszsl BUY, KoTophlii B coueTaHuu ¢ 2 HYKJICO3UIHBIMU
UHTHOUTOpaMu OOpaTHOM TPAHCKPHUIITA3bl PEKOMEHIOBAaH B KauecTBE Ipenapara
BbIOOpa y OosbHbIXx BUY-uHdexuueil, paHee He NOJYyYaBIIMX JICUYECHHS.
XuMHUecKasi YUCTOTa PEareHTOB U MHTEPMEINATOB UMEET OOJIbIIOE 3HAUYCHUE B
IPOU3BOJACTBE CyOCTaHILIMA, TOCKOJIbKY CTENEeHb YHUCTOTBl CyOCTaHIMIA
MOTEHIIUAJIBHO BIIMSET Ha UX 0€30MacCHOCTh U A3(PPEKTUBHOCTH, KaK B MEIUIIUHE,
TaKk W B BerepuHapuu. [loBbIllIEHHME XWMHUYECKOW YHUCTOTHI CYOCTAHIIMH
00ecIeynBaeT yJIy4dllIeHHE €€ HWCXOJHBIX OMOJIOTMYECKUX CBOWCTB M CHH)KEHHE
BO3MOXXHBIX TTOOOYHBIX JICMCTBUM, CBSI3aHHBIX C HaIUM4HeM npumeceit. [Ipu stom
pa3paboTKa HOBBIX TMOJAXOJOB K CHHTE3y aKTHBHOTO areHTa OTKpPhIBAeT
BO3MOXXHOCTH YJIy4IlleHUs] TpoPuiast (PU3MKO-XUMUUYECKUX M TEXHOJOTUUECKUX
XapaKTEPUCTHK (hapMaIeBTUYECKOTO MPOIYKTA.

CormacHo He3aBUCMMOMY TIyHKTY |  dopmynbl  u300peTeHust 10
OCIapuBaeMOMY [MATEHTYy OYHUCTKY JIOJIyTerpaBUpa HATPUSl OCYIIECTBISIOT
MOCPENICTBOM TiepekpucTaimu3anuu coeaunenust dopmynsr (1I) (cm. dbopmymy
M300pETEeHHs BBIIIE) COCTOSIICH M3 TPET-OyTUIMETHUIOBOTO 3(pUpa U OJHOTO U3
JIBYX: W3OMpPOMIIAlleTaTa WK W300yTaHOJa, T/I€ MAaCCOBOE COOTHOIIIEHUE TPET-
OyTHUIMETHIIOBOIO 3upa K U30MpONuUialeTaTy Wik W300yTaHOIy COCTaBJISET OT
2,00:1,00 mo 80,00:1,00, COOTBETCTBEHHO.

Texauueckoil poOIEMOii, peraeMoil n300peTEHUEM 0 OCIIAPHUBAEMOMY
MaTeHTy, SIBIASETCS MHUHUMU3AIMA TPUCYTCTBUS PaA3JIMUHBIX MpUMEcCEd B
KOHEYHOM MPOJYKTE, MOCKOJBbKY OHU OKa3bIBAIOT HETAaTHBHOE BJIMSHUE KAaK HA

mpouecCC NMpUroTOBJICHUS, TAK 1 HA KAYCCTBO KOHCYHOTO ITPOJAYKTA.



CornmacHO ONUCaHUIO OCIIAPMBAEMOI0 IATEHTA IPU Pa3pabOTKE HOBOIO
croco0a OYMCTKHU JOJyTErpaBHpa HATpHs ObLJIO HEOXKHJAAHHO OOHApYX EHO, UTO
HOBBIE J3Talbl OYHMCTKM U TMOJYYEHHUS JOJIyTErpaBHpa HATPUS IO3BOJIIOT
NOJIy4aTh LIEJEBbIE MPOAYKTHI C OOIIMM BBIXOJIOM IO BCEM CTaJusIM, BBIXOJOM
W/WIM YHUCTOTOM, B TOM YHMCIIE, CTEPEOM3OMEPHOM, MO OTIEIBHBIM CTaIUsIM,
NPEBBIIAIONIMM BBIXOJl W/WIM YHCTOTY B OMNHCAHHBIX B YPOBHE TEXHHUKH
cnoco0ax MOJy4yeHUs AOJyTerpaBupa HaTpus M, KaK yKa3aHO B ONMCAaHUU K
OCIIapUBaEMOMYy IMATEHTY, CHOCOOBI MOJIYYEHHS M OUYUCTKU JOJyTerpaBHpa
HaTpUsl MO OCHApPUBAEMOMY HW300PETEHHIO, IO3BOJIAIOT JIOCTHYb BBICOKOIO
BbIXO/Ia W/WIM YHCTOTHl LEJNEBOrO0 NpPOAyKTa B cuHTe3e. [lpu 3TomM TepMmuH
«YUCTOTA», «XUMHUYECKas YUCTOTa» B  KOHTEKCTE M300pETEeHUs IO
OCIIapUBAaEMOMY IaTEHTY XapaKTepHU3yeT cofepxaHue (B %) LENEeBOro BEIIECTBA
B 00pa3lie 0 OTHOLIEHHIO K 00IEMY KOJIMYECTBY oOpasia.

3amayelt 1300peTeHrs 0 OCApUBAEMOMY IMATEHTY SIBISETCS «pa3padoTka
HOBBIX YJYUYIIEHHBIX, DJKOJOTHYECKH O€3BpEeAHbIX, O€30MacHbIX CIOCOO0OB
OUYUCTKM JOJyTErpaBHpa, €ro HMHTEPMEIUATOB M COJIEH, a TaKke CIOCO0OB
IIOJIy4YEHUSI WHTEPMEIUATOB JOJYyTErpaBHpa, IOJIyTerpaBUpa U €ro CojieH, ¢
BBICOKMM BBIXOJOM W YHCTOTOM LEJIEBOrO IPOAYKTa, B TOM 4YHUCIE,
CTEpPEOM3OMEPHON  (PHAHTMOMEPHOW W  JMACTEPEOMEPHOM), B  KOTOPBIX
UCITOJIB3YIOTCS JIETKO JOCTYIHBIE PEAKTHUBBI U YCIOBUS PEAKUUU, IPHU MTOMOIIN
KOTOPBIX MOKHO BOCIIPOM3BECTH CUHTE3 B MPOMBIIIIEHHOM MactiTtade. [Ipu sTom
CTOSUIM 3aJaud COKPaTUTh JTalbl CHUHTE3a JOJIYTErpaBUpa, YMEHbBIIHUTH
BPEMEHHBIE U SKOHOMUYECKHU 3aTPaThl HA €r0 OCYLIECTBICHUE» (CM. ONMHMCAHUE K
OCIapyUBaeMOMY MATEHTY).

Takum o00pa3om, MCXOAs W3 CBEACHHUH, MPEICTABICHHBIX B ONHMCAHUH
U300peTeHUs] 1O OCHapuBA€MOMY TMAaTE€HTy, TEXHUYECKUHA pe3yslbTaT oT
peaM3alMi OCHapUBAeMOro crnocoda 3aKiIi4aeTcs B JOCTHIKEHHHM BBICOKOIO

BbIXoqa (1o 98% wm Gonee) m 9ucToThl (0KOIO 99,9% m Oosyee) momyrerpaBupa



HATpUA TPU MPOBEACHUU IKOJIOTUYECKU O€3BpEIHBIX, OE30MaCHBIX CIIOCOOOB €T
OUYUCTKH (CM. OMMCAHUE K OCIapUBAEMOMY MATEHTY).

JIis TOCTHXKEHUS BBILICYKa3aHHOTO TEXHUYECKOTO pe3ysibTaTa B CHocobe
[0 OCHAapUBAEMOMY MATEHTY OCYIIECTBIISIIOT MEPEKPUCTATUIM3ALUIO COCIUHEHHUS
dbopmynel (Il) U3 cmecu pacTBopHTENeH, COCTOSIIEH U3 TPET-OyTUIMETHIIOBOTO
a¢upa, 1 OAHOTO W3 JABYX: U30MpONMIAlLleTaTa WM U300yTaHOIa, IJI€ MacCOBOE
COOTHOIIIEHHE TPET-OyTUIMETUIOBOrO 3(Qupa K HU3OMPONMUIALETATy WA
n3o0yranony cocrapisieT ot 2,00:1,00 mo 80,00:1,00, COOTBETCTBEHHO.

CyTb J0OBOJOB, H3JIOKEHHBIX B BO3PAKEHHM, CBOJAMUTCS K TOMY, YTO
JTaHHBIE, TPEJICTABIICHHBIC B OMMCAHUU OCIIAPUBAEMOI0 MATEHTA, HE MO3BOJISIOT
peanu3oBaTh TEXHUYECKUM PE3yNbTaT, HA KOTOPBIM MPETEHAYET 3asABUTENbL TOU
COBOKYITHOCTBIO CYIIIECTBEHHBIX IPHU3HAKOB, KOTOpas MpHUBEIEHA B (opmylie
U300pETEeHHUS 110 OCTIapUBAaEMOMY MATEHTY (CM. (popMyIly H300peTEeHUS BBIIIE).

3nech 1enecoo0pa3HO OTMETHTb, YTO HOPMBI JIEUCTBYIOIIETO Ha JaTy
noAa4yu 3asiBKM 3aKOHOJATEIbCTBA, OTHOCSIIHECS K MPOBEPKE JOCTATOUHOCTHU
pPackpeITHsI HM300peTeHus, He OOA3BIBAIOT NATEHTOOONanaTenss BKIIOYATh B
dbopmyny u300peTeHUsT TMOJAPOOHOE M3JIO0KEHUE METOJUKU  peali3aluu
U300pETEeHHsI, 0XapaKTEPU30BAHHOTO B HE3aBUCUMOM ITyHKTE (opmyibl. Takas
HEOOXOJMMOCTh BO3HHMKA€T TOTrAA, KOrAa O BO3MOXHOCTH OCYIIECTBICHUS
M300pEeTeHHUs] W peaju3alud YKa3aHHOTO TEXHUYECKOro pe3yibTaTa MOTYT
CBUJIETEIHCTBOBATH JIUIIb SKCTIEPUMEHTAIILHBIC JIAHHBIE.

Ucxons w3 HOpMbI, ykazaHHOM B myHkTe 2 cratbu 1375 Kopnekca (cm.
HOPMATUBHO-TIPABOBYIO 0a3y BBINIE), MOKHO OTMETHTh, YTO HauOOJEe MOJTHBIC
CBeJIeHHs 00 U300pETEHUHN IPUBOASTCS B ONKMCAHUMU.

bynyun ocHoBanueM miis (QopMylsibl M300pETEHHMsI, BbIpaXkarouleld ero
CYIITHOCTh, ONHUCAHMUE JIOJDKHO PACKPHIBATH CYIIHOCTh M300pPETEHUS HACTOJBKO,
YyTOOBI DOTO OBUIO [JOCTATOYHBIM [JIS JIOCTMOKEHHS  0OECIIeYrnBaeMOro
U300peTEeHNEM YKa3aHHOTO TEXHUYECKOro pe3ylbTaTa. lakoe TpeboBaHUe

MMpONMCaHO B HOpMax I[CI\/'ICTBYIOIHCFO 3aKOHOAATCIIbCTBA, COTJIACHO KOTOPBIM JISA



OCYIIIECTBJICHUSI HW300PETCHHsI CIEIUAINCTOM B JIaHHOW OO0JIaCTH TEXHUKH
IPOBEPSIETCS, pacKpbhlTa JM COBOKYHHOCTb CYIIECTBEHHBIX IPHU3HAKOB,
HEOOXOJUMBIX JUISI  JIOCTIDKEHHUS YKAa3aHHOTO 3asBUTENIEM TEXHUYECKOTO
pe3ynpTaTa, a TaKXKe IPOBEPSETCS - yKa3aHbl JM Ha3HAuYe€HUE H300peTeHus,
TEXHUUYECKas mpodiieMa, pelaeMas CO3/JaHUEM H300pETeHMs, TEXHUYECKUN
pe3yNbTaT, MOJYYEHHE KOTOPOro 00ecleuynBaeTcs N300pETEHHEM U MPUBEICH JIH
XOTs Obl OAMH NPUMEP OCYILECTBICHUS H300pETEHMs, a TAKXKE MPOBEPSETCA
PACKpBITHE CPEJICTB U METOJIOB, C TOMOIIBIO KOTOPBIX BO3MOKHO OCYLIECTBICHUE
U300peTeHHsl C peajnu3alMedl Ha3HauYeHWsT W MNPUBENCH JIH  IpPUMEP
OCYILIECTBIICHUS U300pETEHNUS, TOKA3bIBAIOIINN, KAK MOXKET OBITh OCYIIECTBICHO
U300peTeHNE MPU UCIIOIb30BAHUU XOTs Obl OJTHOM 4acTHOW (hOpMBI peann3aluuu
IPU3HAKa, BBIPAKEHHOTO OOIIMM TMOHATHEM, WM XOTS Obl OJHOTO 3HAYEHUS
napaMerpa, BXOZSIIEr0 B HUHTEpBaJ, ecid B  (opmyrne HU300peTeHUs
UCITIOJIB30BAHO XOTs ObI OJIHO 0O0Illee MOHATHE WM MHTEPBAJ 3HAYEHHH KaKOoro-
anbo mapaMerpa A XapaKTepUCTHKU Npu3Haka u3zoopereHus. llpu stom
npuMep JOJDKEH TMOATBEPKAATh AKCIEPUMEHTAIbHBIMU  JTaHHBIMU  WJIU
TEOPETUYECKUMH OOOCHOBAHUSIMM  BO3MOYKHOCTb  pE€aju3allid  Ha3HAuYECHHS
U300peTeHs] C JIOCTH)KEHHUEM TEXHUYECKOTO pe3ysibTaTa MpH MCIOJIb30BAHUU
XO0Tsl Obl OIHOM YacTHOM (OpMbI peanu3aliK MPU3HAKA, BBIPAXKEHHOTO OOIIMM
NOHATUEM, WIA OAHOTO 3HAYEHUS NapaMmeTpa, BXOAAIIEr0 B MHTEPBAJI 3HAYCHUN
napameTpoB (cM. yHKT 53 [Ipasun 13, HopmatuBHO-1paBOBasi 0a3a BHIIIE).
Takum oOpa3oM, CIEUUATUCT MOXKET UCIOJIb30BaTh HE TOJBKO OMHUCAHUE,
HO U JIFOOBIE IpYTHe CBEACHHUS, CTAaBIUINE OOIIEIOCTYIHBIMU IO IaThl IPUOPUTETA
U300peTeHusi, TO €CTh, TO, YTO COCTaBISIET YPOBEHb TEXHHUKHU. TpeOoBaHue
PAcCKpBITHS TMOAPAa3yMEBAeT TaKKe U HalW4YMe B ONHCAHUM W300pETEHHUS
uHbOpMaAIlMU O TOM, KaK UM BOCIIOJIb30BAThCS B MPAKTHUYECKUX LENAX (eciu
TOJIBKO XapakTep U300pETEHUsI HE TaKOB, YTO HE HY>KJIAETCS B JOMOJIHHUTEIbHBIX

MOSICHEHUSIX ).



[Ipu »TOM omnmcaHue OcCMapuBa€MOro TMATEHTA COACPKUT CBEICHMUS,
MO3BOJISIONINE MOHATh €T0 CYIIHOCTh U BOCIIPOM3BECTH OXapaKTEPU30BAHHBIN B
ero (Qopmyne cmocod cmenmuanKcTaM B JaHHOW 00JacTH TEXHUKH, C
JOCTUKEHUEM TOTO TEXHUYECKOrOo pe3ysibTaTa, Ha KOTOPBIM MPETEHIYET
naTeHToo0nasarenb, W C YYETOM COJAEpXKAalIUXCs B YPOBHE TEXHUKH
HEOOXOMMBIX CBEICHUM.

Tak, B omMcaHMM OCMApUBAEMOr0 TNATEHTa COJEPKATCI HE TOJBKO
ONKMCAaHHWE TMPUEMOB CIOCO0a C TMOJIYYCHHEM >KEJaTeIbHOTO pe3ylibTaTa, HO U
CpPaBHUTEJIbHBIC XaPAKTEPUCTUKH MPEAJIOKEHHOI0 MaTeHTOO00aaTeseM crnocoda
C U3BECTHBIM CIIOCOOOM OYHMCTKH, a JIJIsl IOCTHXKCHHUS 3asIBJICHHOTO TEXHUYECKOTO
pe3yabpTara, COrIaCHO OMHMCAHUIO OCHapUBaeMOro MaTeHTa, ObUT MPOBEACH P
AKCIEPUMEHTOB, B PE3YyJIbTaTe KOTOPOTO ObLT MOJY4YeH BHICOKUM pE3yJIbTaT.

Hampumep, B tabnune 3 «OntuMuzaiusi yCIOBHM OYHUCTKU COCAUHEHUS
dopmyner (1) (cM. ommcanume K ocmapuBaeMOMY IIaTEHTY) ITOKa3aHO, YTO
UCIIOJIb30BAaHUE B  CIMOCOOE€  OYMCTKU  JIOJIyTerpaBHpa HATpusi  CMecU
pacTBOpUTENEH, COCTOSIIEH U3 TPET-OyTHIMETUIOBOTO 3(hUpa U OHOTO U3 ABYX:
M30Mponuialerara Wil u300yTaHOJA, TJA€ MAacCOBOE COOTHOIIEHUE TpeT-
OyTHUIIMETHIIOBOTO 3HUpa K U30MpONUaIeTaTy Wik W300yTaHOIy COCTaBJISET OT
2,00:1,00 mo 80,00:1,00, cOOTBETCTBEHHO, TTO3BOISET JOCTHYb BHICOKOI'O BBIXOJ1a
peakiuu (10 98% m Gosee) mpu YMCTOTE MPOJAyKTa peakiuuu (okoso 99.9% wu
Oomee), 9TO KpaiflHE CJIOXKHO JOCTMIKMMO Ha TpakThke (cMm. Tabn.3, omucaHue
OCIIApUBAEMOr0 MATEHTA).

B pamkax m300peTeHHs MO OocnapuBacMOMY IMATEHTY, B YaCTHOM CiIydae
€ro HUCIOJHEHHUs, B KauyeCTBE HMCXOJHOTO JIOJyTerpaBUpa HATpus (COeAUHEHUE
(IT)), xoTOpBI MOABEPTaIN OYUCTKE, UCIOJIB30BAIKMCH Pa3HbIe MAPTHH BEILECTBA,
MOJIYYCHHBIC, B TOM YHCJIC, M3BECTHHIMH B YPOBHE TEXHUKH CIIOCOOaMH, W
criocobamMu, BIEPBBIE PACKPHITBIMH B OMNUCAHUM OCHApPUBAEMOro IATEHTA.
Hecmotps Ha TO, UTO B HEKOTOPBIX IKCIIEPUMEHTAX YUCTOTA U3HAYAJILHO B3STOTO

JoJlyTerpaBupa HaTpusi OblUIa JOCTAaTOYHO BBICOKAsi, €ro IoJBepraiu



JIOTIOJTHUTEIHHON OUMCTKE, TOCKOJIBKY B IPOU3BOACTBE CYOCTaHIIUN HEOOX0IUMO
MUHUMH3UPOBATH MPUCYTCTBUE PA3MYHBIX MpUMEced B KOHEYHOM MPOAYKTE,
TaK KaK OHU OKa3bIBaIOT HErATHBHOE BIMSIHUE KaK HA IMPOIECC U3TOTOBIICHUS, TaK
Y Ha Ka4YeCTBO KOHEYHOI'O MPOJYKTa, a 0€30MaCHOCTh JEKAPCTBEHHOIO CPEJICTBA
BO MHOT'OM 3aBUCUT OT KOJIMYECTBA U XapakTepa MpHUMECEH, COIAepKaIllUXCs B
JIEKapCTBEHHOM CpEICTBE, KaK YKa3aHO TaKKe€ B OINHMCAHWHM OCIapUBaeMOro
naTeHTa (CM. IOBOJIbI B HACTOSIIIEM 3aKJIFOUEHUHU BBIIIIE).

CnenoBatenbHO, B paMKax OCIapUBaeMOI0 H300pETEHUsI pacCMaTPUBAINCH
Y MCCJIEIOBAJIUCH TOJBKO TE€ BEIIECTBA, KOTOPbIE HEOOXOAUMO OBLIO MOABEPraTh
OUHCTKE.

B Tabmuune 3 ocmapuBaeMoOro maTeHTa IPEACTaBICHBI HEKOTOPBIC
YCPEHEHHBIE PE3YJIbTaThl HKCIIEPUMEHTOB IO OYMCTKE JTOJyTErpaBHpa HaTpus,
MOJIyYEHHOT0 Croco0aMu, OXapaKTepU30BaHHBIMHU B ONKCAHUU OCIAPUBAEMOTO
naTeHTa (CM. OIMCAaHUE K OCMapuBaeMOMY IATEHTY).

CpaBHUTEINBHBIN aHau3, COTJIACHO, HAIIPpUMEp, IPUBEIEHHBIM B Tabu1e 3
(cM. onKcaHHe K OCIapUBAaEMOMY MAaTEHTY) JaHHBIM, MOATBEPKIAET JOCTHKEHUE
M300pETEeHHEM 10 OCIIAPUBAEMOMY MATEHTY 0oJiee BHICOKMX 3HAUYEHUN BbIXOJA U
YUCTOTHI 3Talld OYMCTKM JOJyTErpaBUpa HATpPUs, MOJYYEHHOTO pa3IMYHBIMU
Croco0aMu ¥ UMEIOLLETr0 Pa3InvYHy0 HCXOAHYIO YUCTOTY.

Taxum 06pa3zom, onucaHue OCIapUBAaEMOTro MaTEeHTa COAEPKUT MOIPOOHOE
U3JI0KECHHE OCYLIECTBIICHUS crioco0a, 0XapaKTEepU30BAHHOIO B
BBIIICTIPUBEICHHON  (opMysie HM300peTeHHs C yKa3aHHEeM HeO0OXOIUMBIX
KayeCTBEHHBIX U KOJIMYECTBEHHBIX NMPU3HAKOB B BBITIOJHEHUHU MPUEMOB CIIOCO0a
W TPUBEICHbI TNPUMEPHl OCYLIECTBIEHUS HM300pETEHUS 1O OCHapUBAEMOMY
NaTEeHTY (CM. ONMKCaHUe K OCIapuBaeMOMY MATEHTY).

B oTHOIIEHNM MHEHMS JIMLA, TOAABLIETO BO3PAXKEHUE, O TOM, UTO BBICOKUI
BBIXOJ] TEPEKPUCTAJUIM3AIUU YXKE CBHUACTEIbCTBYET OO0 HCIOJIB30BAHUM B
OCIIapHUBAaEMOM  CIOCOO€  HMCXOAHO  YHCTOTO  JIOJIyTeTpaBUpa  HATpHS,

1eJIeco00pa3HO OTMETHUTH CIIEIYIOIIEE.



B pamkax w300peTeHHs MO OCIapHBaeMOMY ITATEHTY, B YACTHOM CIyd4ae
€r0 OCYIIECTBIICHUS, B KAYECTBE MCXOHOTO JOTyTerpaBupa HaTpus (COeTUHEHHE
(1), xoToppIli mMOABEpraJiM OYHUCTKE, Opajd pas3HblC TAPTHH BEIICCTBA,
NOJYYCHHBIC, B TOM 4YHCIIC, W3BECTHBIMH B YPOBHE TEXHHKH CIOCOOaMH, U
criocobaMu BIIEPBBIC PACKPHITBIMA B ONMHCAHWH OCIApHUBAaeMOTO TaTeHTa (CM.
OIMCaHWE K OCIapHBaeMOMYy IMaTeHTy). HecMoTpss Ha TO, YTO B HEKOTOPBIX
OKCIIEPUMEHTaX YHCTOTa HW3HAYAIBHO B3SATOTO JOJyTErpaBHpa HaTpwsi Oblia
JOCTAaTOYHO BBICOKAs, €r0 MOJBEPrayii JONOJHUTEIBHON OYUCTKE, TIOCKOJIBKY B
NPOM3BOJICTBE  CYOCTaHIMIA HEOOXOIMMO MHHHUMH3HPOBATH TPUCYTCTBUEC
pa3IMYHBIX TpHMecell B KOHEYHOM TMPOAYKTE, TaK KaK OHH OKa3bIBAIOT
HETaTHBHOE BIIMSHUE KAaK Ha TIPOIECC WM3TOTOBJICHUS, TaK W Ha KadeCTBO
KOHEYHOTro mpojaykra. [IpuMech, MPUCYTCTBYIOIIAs B COCTaBE JICKapCTBEHHOMN
CyOCTaHIIMM, HE CYUMTAeTCd KOMIIOHEHTOM JIEKapCTBEHHOTO cCpeacTBa. boiee
TOro, 0E30MacHOCTh JIGKAPCTBEHHOTO CPEJICTBA BO MHOTOM 3aBHUCHUT OT
KOJINYECTBA M XapaKTepa MpUMece, COIEPIKaINXCS B JIEKAPCTBEHHOM CPEJICTBE
(ykazaHo Ha cTp. 5 ommcaHusl ocmapuBaemoro mareHTa). ClieoBaTellbHO, B
paMKax OCIapuBacMOro H300pPETCHUS PaCCMATPUBAINCh M HUCCIEIOBAINCH
TOJILKO T€ BEIIECTBA, KOTOPbIE HEOOXOMMO OBLIIO MOJIBEPraTh OYHUCTKE.

[Tpu 3TOM NMIIOM, MOJABIIMM BO3pPa)KCHUE, HE MPEICTABICHO OBOIOB O
TOM, 4TO, HCXOJISl U3 YPOBHSI TEXHHUKH, B TOM YHUCIIC U3 CBEJCHUMN, COJCPKAIIUXCS
B ucrounukax [10]-[12], cenmanucram B JaHHOM 00JaCTH TEXHUKH HEBO3MOXKHO
peaM30BaTh 3asABJICHHBIM MAaTEHTOOOJamaTeNIeM TEXHUYCCKHI pe3ysibTaT, Ha
OCHOBAaHUM TOH WHGOpPMAIMU, KOTOpas U3JIOKEHA B MaTepHajax 3asBKU HA ATy
ee nojlauu, BKIovas (Gopmyny nu3o0peTeHusl.

Kpome Toro, MmoxxHo o0OpaTuTh BHUMaHue Ha cieayromee. Jus
CTICIMAIMCTOB JIAHHOW OOJIACTH IIMPOKO M3BECTHO, YTO HAJIMYUE XOTS OB OJHOM
POJCTBCHHOW TPUMECH B CYOCTaHIIMM B MajOM KOJHYECTBE YXKE HETaTHBHO
BIMSCT HA KA4eCTBO JICKAPCTBEHHOTO cpexactBa. CiemoBaTelbHO, HE BO BCEX

CIly4asiX BBICOKas YHCTOTAa CYOCTaHIIMM O3Ha4aeT ee ¢apMareBTUIECKYIO



IPUTOTHOCTh M O€30MaCHOCTh, MMOATOMY HEO0OXOaUMa JOMOJHUTENbHAS OYUCTKA
(130aBiIeHUE OT MPUMECE) WK MPOBEICHUE OTIOTHUTEIBHBIX UCCIICIOBAaHUH, B
TOM YHCJIE, yCTAHOBJICHHE OMOJIOTHYECKON 0€30MacHOCTH CyOCTaHITHH.

JlarHast mpoOjema OblIa pacCMOTPEHA, B YaCTHOCTH, B mareHte [9], rme
U3BECTHBIC paHEe CIOCOOBI TMONYYCHHS CYOCTaHIIMU TIO3BOJSUTH TIOJYYHTh
KOHEYHBIM TPOAYKT XOTh M BBICOKOM (10 99,6%), HO HEZOCTATOYHOW s
(bapMareBTHUECKOTo MPUMEHEHHUS YuCcTOThI. Kak yka3aHo B mateHre [9], unctora
AKTUBHOTO WHTPEIUEHTA SBJISICTCS BAXKHBIM  (PAKTOpPOM ISl MOJy4YEHUs
0e3onacHoro u 3¢phekTUBHOrO (papmaneBTUUECKOro mpenapara. Bwicouaiimas
BO3MOXKHAsi YUCTOTa MPOAYKTa OCOOEHHO Ba)xKHa, €CIH (apMaleBTUUECKUMA
NPOAYKT HYKHO TPUMEHSTh B TEUYCHHE OoJiee IMTEIBHOTO Iepruoaa, a
HaKOIJIEHuE npuMeceil u3 (apMaleBTHUECKUX IpenapaToB Oornee HU3KOU
CTENICHU YHCTOTHI MOKET BBI3BATh B XOJI€ JIEKAPCTBEHHOIO JICYCHUSI MHOKECTBO
10004YHbIX 3 dekToB (cM. mareHT [9], cTp. 3, a03. 2-3), B CBSA3M C UeM, B IMATCHTE
[9] Taxke cTaBuiach 1eNIb YBEIMYCHHS BBIXOJA U YMCTOTHI KOHEUHOTO MPOIYKTA
BhIlIEe 99,6% (cMm. cTp. 3, a03.4).

Ha ocHOBaHWM MMEIOITUXCSI MAaTEPHAIOB, OTHOCSIIMXCS K BO3PAKCHUIO U
OCIIapMBaeMOMY MATEHTY, MOXKHO CJI€JIaTh BBIBOJ, UTO Ha JaTy MOJa4yM 3asiBKU Ha
U300pEeTeHNE, B €Tr0 OINMMCAaHWW NPHUBEACHBI CBEACHUS, PACKPBIBAIOIINEG, Kak
MOKET OBITh OCYIIIECTBJICHO U300pPETEHUE MTyTEM MIPUBEICHUS, 110 KpaiiHel mMepe,
C BO3MOXHOCTBHIO TIOJIYYCHHUS IKEIAeMOr0 TEXHUYECKOro pe3yibTata. B
YaCTHOCTH, TPEJCTABICHBI JaHHBIC, IMOJIYYEHHBIC B PE3YNbTaTe IPOBEICHHUS
DKCIIEPUMEHTA, UCIBITAHUA W OIEHOK, MPHUHITHIX B TOW 00JIACTU TEXHUKHU, K
KOTOPOI OTHOCHUTCSI N300pETCHHE.

Takum 00pa3zoMm, ¢ y4eToM CBEICHHH, COACpIKAIIMXCSA Kak B mateHTe [9],
TaK U B MaTepHaliax 3asBKH, MPEJCTABICHHBIX Ha JIaTy €€ MO0JIayu U M0 KOTOpPOi
OBLT BBIJIaH OCIIAPUBACMBIN MATCHT, MOYKHO CJIEJIaTh BBIBOJI O TOM, 4TO (hopmyia
U300peTeHMs, BBIPAXKAIOLIAsi €ro CYIIHOCTh, OCHOBaHA Ha €ro OIMCaHUH,

KOTOpO€, B CBOIO OdYepelb, PACKPbIBAET CYIIHOCTb HM300pETeHHs] IO



OCIIapUBAEMOMY IATEHTY C MOJHOTOHM, JOCTaTOYHOM ISl €r0 OCYIIECTBICHHS
CHEIUATNCTOM B JAHHOM 0071aCTH TEXHUKH.

Ha ocHoBaHMM BBIIIECKAa3aHHOTO, MOXKHO KOHCTAaTUPOBaTh, YTO B
BO3pPaKEHUU HE MPEJCTABICHO JOBOJOB, MO3BOJSIONIMX MPHU3HATH M300pEeTEHUE
M0 OCMapUBAEMOMY IMATEHTY HE COOTBETCTBYIOIIMM TPEOOBAHUIO PACKPBITUS €TI0
CYITHOCTH C MOJIHOTOM, JOCTAaTOYHOM I €r0 OCYIIECTBICHUS CICUAINCTOM B
JnaHHou oOnactu TexHUKH (MyHKT 1 ctateu 1398 Konekca) u He mpeacTaBiieHO
JIOBOJIOB, TIO3BOJIAIOIIMX MPU3HATh U300pETEHUE 110 OCIAPUBAEMOMY MATEHTY HE
COOTBETCTBYIOIIUM TPEOOBAHUSAM, MPEABSIBISIEMBIM NYHKTOM 2 cTatbu 1375
Kogexca, B pegakuuu, 1eHCTBYIOIIEH Ha AaTy MOJA4M 3asBKU, IO KOTOPOMl ObLI
BBIJIJaH OCIIAPUBAEMBIN MaTEHT (CM. 3aKOHOIATEJIbHYIO 0a3y BHIIIE).

AHanu3  J0BOJIOB  CTOPOH, KACAlOIIMUXCS  OLIEHKH  COOTBETCTBHS
U300peTeHUs] IO OCHapuBaeMOMY MAaTEHTy YCIOBUIO MaTEeHTOCHOCOOHOCTU
«M300peTaTeNIbCKUI YPOBEHDBY, ITOKa3all CIEAYIOIIEE.

CornacHo BBIIIETIPUBEACHHON (OopMyJie IO OCIapUBAEMOMY IMAaTEHTY B €€
HE3aBHCHMOM IyHKTe 1 oxapaktepu3oBaH crmoco0 ouucTtku (4R,12aS)-N-(2,4-
nudTopOeH3mI)- 7 -rTuapokcu-4-metun-6,8-mmokco-3,4,6,8,12,12a-rekcaruapo-
2H-ttupuno[1°,2’:4,5 mupasuno[2,1-b][ 1,3 ]Jokca3un-9-kapbokcamuaa HaTpus
(coenunenue  dopmyasl  |l), KOTOpBIA  OCYIIECTBISIOT  IOCPEIACTBOM
nepekpuctaum3anuu coequaenus ¢opmynsl (II) w3 cmecu pactBopurenei,
cocTrosmerd W3  TpeT-OyTwiaMmeTwioBoro »ddupa W OAHOTO W3  JABYX:
U30MponuiIaneraTa Wik u300yTaHOJa, TJE MacCOBOE COOTHOIICHHE TpeT-
OyTHJIMETUIIOBOTO 3(pripa K U30MPONUIIAIETATY WM W300yTaHOIy COCTABIISAET OT
2,00:1,00 mo 80,00:1,00, COOTBETCTBEHHO.

CornacHo onyMcaHuIo U300PETEHUs 0 OCTIapUBAEMOMY MATEHTY (CTp. 3)
COEIMHEHUE (4R,12aS)-N-(2,4- nupropOensun)-7-ruapokcu-4-metui-6,8-
I1okco-3,4,6,8,12,12a-rexcaruapo-2H-mupuno[ 1°,2°:4,5 mupasuno[2,1-  b][1,3]
okca3uH-9-kapbokcamuaa HaTpus ([lomyrerpaBup HaTpus) MpencTaBiIsieT coOOit

uHruOuTOp HHTErpassl BUY.



B onmcanuu m300peTeHUs MO OCMApUBAEMOMY MHATEHTY OTMEUYEHO, YTO
COIJIACHO OIpPEAENICHUI0 TpeXcTOpoHHero pykoBoacTBa «ICH (MexayHapoaHoro
COBETa IO TrapMOHHU3ALMK) TPUMECEH B HOBBIX JIEKAPCTBEHHBIX CYOCTAHIIUAX,
IpUMech, NPUCYTCTBYIONIAsi B COCTaBe JIEKAPCTBEHHOM CyOCTaHIMU, HE
CUMTAETCS] KOMIIOHEHTOM JIEKapCTBEHHOr 0 cpejicTBa. bosee Toro, 6e30macHOCTb
JICKapCTBEHHOTO CpPEACTBA BO MHOTIOM 3aBHUCHUT OT KOJHMYECTBA M XapakTepa
IpUMECEl, ColepKaluxcs B JIEKApCTBEHHOM cpencTBe. K ToMy e M3BECTHO,
4YTO NPUMECH HUIPAIOT KIIOYEBYIO POJb B HAOIIOJAEMBIX TOKCHKOJOTHYECKHX
CBOMCTBAX  HCCIEIYyEMOIrO  JIEKAPCTBEHHOI'O  CpeAcTBa  (CM.  OIMCAaHME
OCIIapUBAEMOTro MaTeHTa).

To ecTp, B NPOM3BOACTBE CYOCTAaHUMH M JEKAPCTBEHHBIX CPEJICTB
HEOOXO0MMO MUHUMHU3HUPOBATH MPUCYTCTBUE PA3IUYHBIX NMPUMECEH B KOHEUHOM
IPOAYKTE, MOCKOJbKY OHU OKa3blBalOT HETaTUBHOE BIMSHUE KaK Ha IPOLECC
MPUTOTOBJICHHUS, TAaK M HA KAY€CTBO KOHEUYHOTO MPOIYKTA.

CornacHO ONMMCaHHIO U300PETEHHUs MO OCHApHUBAEMOMY IMATEHTY 3ajadyeit
U300peTeHNsT «SIBISIETCS pa3padOTKa HOBBIX YIYUIICHHBIX, JKOJOTHYECKH
O0e3BpeHbIX, 0e30macHbIX  CIOCOOOB  OYHMCTKM  JOJIyTerpaBHpa,  €ro
UHTEpPMEINATOB W COJei, a TakXkKe CHOCOOOB IMOJIyYeHHS HWHTEPMEIUaTOB
JONyTEerpaBHpa, JAOIyTerpaBUpa M €ro Cojeil, ¢ BBICOKAM BBIXOJOM U YHUCTOTOM
LEJIEBOr0 NPOAYKTa, B TOM YHCJIE, CTEPEOM30OMEPHOM (PHAHTHUOMEPHON U
JIMacTepEOMEPHOI), B KOTOPBIX MCIONB3YIOTCS JIETKO JOCTYIHBIE PEAKTHBBI U
YCIIOBUSl pPEaKIMH, TP TIOMOIIM KOTOPBIX MOXHO BOCTIPOHM3BECTH CHHTE3 B
npoMblivieHHOM — Maciutabe. [lpm  sToM mepen  ABTOpamMH  HACTOSIIETO
U300peTeHUs] CTOSIM 3aJa4d COKpPATHTh JTambl CHHTE3a JOJyTerpaBupa,
YMEHBIIIUTh BPEMEHHBIE U YIKOHOMUYECKH 3aTPaThl HA €T0 OCYIIECTBICHUE)» (CM.
OIKCaHUE K OCTIApUBAEMOMY HATEHTY).

Hcxons w3 coiepKalmMxcsi B OMUCAaHUM K OCHapUBaeMOMY IAaTeHTY
CBEACHMN,  TEXHMYECKMM  pE3yJbTaTOM  OT  peaju3aluud  Ccrocoda,

OXapaKTepU30BaHHOTO B BBIIICTIPUBEACHHON (QopMysie H300peTeHus, SBIsIeTCA



JOCTHKEHHE BBICOKOTO BbIxonaa (10 98% wu Oosiee) M YHUCTOTHI JOIyTErpaBUpa
HaTpus (okojo 99,9 % u Oonee) Mpu MPOBEICHUU IKOJIOTHYECKU O€3BpEIAHBIX,
0€30MacHbBIX CIOCOOOB €r0 OUYUCTKH.

O JOCTWKEHNWH YKa3aHHOTO TEXHUYECKOTO PE3ybTaTa CBUACTCIBCTBYIOT
CBEJICHUS, IPE/ICTABIICHHBIE B OMUCAHUN YKA3aHHOTO M300peTeHus. B yactHoCTH,
B Tabmuie 3 «OnTumMuzanus yciaoBHi ouncTku coenuueHust popmynst (I1)» (cm.
ONMKCAaHWE K OCHapUBacMOMY MATEHTY) YTO HMCHOJb30BAHHE B CIOCOOE OYMCTKU
JOJIyTerpaBUpa HaTpus CMECH pPACTBOPUTENIEH, COCTOSIIE W3  TpeT-
OyTuIMeTWwiIoBOro »dupa W OJHOrO U3 JABYX: H3ONpOMMIAlleTaTa WU
n300yTaHoJa, TJI€ MacCOBOE COOTHOIIEHHWE TPET-OyTUIMETUIOBOro 3dupa K
M30MpoNnuiianeTary win u3odyranony cocrasiser ot 2,00:1,00 mo 80,00:1,00,
COOTBETCTBEHHO, TMO3BOJISIET JOCTHUYh BBICOKOTO BbIXOJa peakuuu (10 98% wu
OoJee) nMpu YUCTOTE MPOYKTa peakiuu (oxoso 99,9% u 6ornee).

B kauectBe Onmkaiiiiero aHagora pacCMaTpUBACTCA MPEITI0KEHHOE
JIUIIOM, TTOJIABIITUM BO3paKEHUE, TEXHUUECKOE PEIICHHE, ONMTMCAHHOE B NCTOYHUKE
[1], B xoTopoM B KadecTBE BO3MOXKHOTO J3Tala B CIOCOOE TOJydYEHUS
JOJTyTerpaBUpa HaTpUsl HCMOJB3YIOT MPOLECC €ro mnepeKkpucrauianuu. B
KaueCTBE MOJIXOISAIIECT0 PACTBOPUTENS JIJISl MEPEKPUCTATUTH3AIUMHN JI0TyTEerpaBrpa
HATpHs MO0 U3BECTHOMY M3 UCTOYHUKA [1] crmocoOy, ObUT BEIOpaH TOJIBKO 3TAHOJI
(cm. mpumep 13). PacTBopuTenu, uCHOIB3yeMbIe B H300pPETCHUU IO
OCIIAPUBAEMOMY NATEHTY, B UCTOYHUKE [l] yImOMHMHAIOTCS JIMIIb JAEKIAPATUBHO
CpeId MHOXECTBAa BO3MOXKHBIX PACTBOPUTENICH, KOTOPBIC MPEACTaBICHBI Kak
«TOIXOJSINE PACTBOPUTEIIN» ISl TIOOOM CTaauu CUHTE3a JOJIyTerpaBUpa WA
ero coiu (cm. cTp. 3, 6, 8).

OtnauyueM crnoco0a Mo OClapuBaeMOMY MATEHTY OT CIoco0a, W3BECTHOTO
U3 HCTOYHUKA [1], sBmseTcss wuCHONB30BaHHWE B MPOIECCE OYMCTKU
JOJIyTeTpaBUpa HATPUS KOHKPETHBIX CMECEH PACTBOPUTENICH B paMKax CTPOTO
0003HaUEHHOTO WHTEpPBaja MAaCCOBBIX COOTHOIIIEHWUN pacTBOpUTENEH B

YKa3aHHbIX CMecCiX (a MMEHHO, CMECH paCTBOPUTEINICH, COCTOSIEH U3 TpeT-



OyTuiaMeTwioBoro »3¢upa W OJHOTO W3 JIBYX: HW3ONPOMIIANECTaTa WA
n300yTaHoja, TJI€ MacCOBO€ COOTHOIIEHHE TPeT-OyTUIMETUIOBOro 3dupa K
M30MponuianeTary win u3odyranony cocrasisieT ot 2,00:1,00 mo 80,00:1,00,
COOTBETCTBEHHO) ISl JOCTHXKEHUSI BBICOKOTO BbIxoja (10 98% wu Oomnee) u
yucTOThl (OKOJO 99,9% u Oosee), W, Kak CJEACTBUE MOBBIIICHUS Tpoduis
0€30MacHOCTH MPOIYKTA.

[lenecooOpa3Ho MOMOJHUTENBLHO OTMETUTh, YTO B HUCTOYHHKE [l] He
YIOMHUHAETCSI M HE U3Y4aeTCsd 4YUCTOTAa M BBIXOJ JOJIyTErpaBHUpa HaTpPHS.
MOJTYYE€HHOT'O B TIPOIIECCE OUUCTKHU.

OTnuuuTenbHble TMPU3HAKH, COTJIACHO OINHUCAHUI0 U300pETeHUs IO
ocrapyuBaeMOMYy IMAaTE€HTY, MO3BOJISIIOT JOCTUYL BBICOKHU BbIXOJ (10 98% wu
Oosiee) unctoro (uucrora okoyio 99,9% u Oonee) mpoAykTa U, KakK CIEACTBUE
MOBBIIICHUS PO €ro 6€30MaCHOCTH.

[Ipu sToM B ucTtouHuke [1] HE COAEPKUTCS CBEACHUI O MOJTYYECHUH U/WIH
M3YYEHHUH BBIXOAA U YUCTOTHI JOJIyTErpaBHUpa HATpHUsl B MpPOLIECCE OYUCTKHU. To
€CTh, JJaHHas MpobJieMa B paMKax UCTOUHHKA [ 1] HE paccmaTpuBaach.

Ucxonss u3 TOro, 4to AOJYyTErpaBUp, OOBIYHO MPUMEHSEMBIM B ¢dopme
HATPUEBOW conu  (JOJyTerpaBUp HATpUsA), OTHOCUTCS K TIpermaparam
JUTUTEILHOTO, UHOT 1A TTOKU3HEHHOTO MTPUEMa, TO MOBBIIICHUE YUCTOTHI JIaXKe Ha
COTBIE JOJIM TMPOIEHTA NPHU JOJITOCPOYHOM IMPUEME Iperapara UMEET MPsSMOe
BIUSHAEC Ha TpoQwib OE30MaCHOCTH, TEPEHOCHMOCTh TAIMEHTOM U Kak
CJIC/ICTBHE MPUBEPKEHHOCTh TEPAITHH.

[To MHEHUIO JUIA, MOJABIIETO BO3paXXEHUE, 3HAKOMCTBO CO CBEACHUSMU,
COJIEpIKaIllMMHUCS. B UCTOYHMKE [2], TTO3BOJISICT CIECHMAIKMCTY B JaHHOW 00JlacTh
TEXHUKU TMOJ00paTh KaK MOAXOASIIUN pacTBOPUTENb, TaK M HX CMECh C
HEO0OXOIMMBIMHA COOTHOIIICHUSIMH.

Opnako, B ynomMsiHyToM uctouHuke [2] (ctp. 51, 52, paznmen «BbIOOp
pacTBOPHUTEI») YKa3aHO, YTO JUISI IMpoIlecca MEPEeKPUCTALTU3ANN OO0JIbIINOE

3HaYeHHE MMEET MPaBUJIbHBIA BHIOOP PACTBOPUTENS, a OKOHYATEIbHBIA BBHIOOD



PacTBOPUTENSE MOKHO MTPOU3BECTH JIUIIIb ONBITHBIM IyTEM, TO €CTh, OMUPAsICh Ha
KPOTIOTJIMBYIO 3KCHEPUMEHTAIBbHYIO paldOTy, pe3yiabTaTbl KOTOPOW CII0KHO
MpeacKa3aTh, YTO HMCKIIOYAET BO3MOXKHOCTh MOJ00pa pacTtBoputens. McTOUHUK
[2] HE packphIBaeT W HE MPEANOJIaraeT BBHIOOP CHCTEMBl PACTBOPHUTENICH B
MPOLIECCe OYUCTKHU JIOJyTErpaBUpa HATpHsi, a UMEHHO, CMECHU pPAaCTBOPHUTENEH,
coCTosIIed W3  TPeT-OyTWIMETWUIIOBOTO 3pupa W OJHOTO U3  JBYX:
U3OIpoNuIaleTaTa WId UW300yTaHoNa, TJIe MacCOBOE€ COOTHOIICHHE TpET-
OyTHUIMETHIIOBOTO 3Hpa K U30MpONuUiaIeTaTy Wik W300yTaHOIy COCTaBJISET OT
2,00:1,00 o 80,00:1,00, COOTBETCTBEHHO.

B wucrtounuke [3] (cTp. 2, crpoku 6-9) mokazaHa MepeKpUCTATIIAZAIMUS
JOJIyTerpaBUpa HATpusi sl TOJYYEHUS] HOBOM KPUCTAUIMYECKOM (HOPMBI
JoJTyTerpaBUpa HaTpus. 3ajaueid MU3BECTHOTO M3 HMCTOYHHMKA [3] m300peTeHusd
SABJISUIOCH ~ yAydllleHue  (U3MKO-XMMHUYECKHUX CBOWCTB  KPHUCTAJIMYECKOTO
JOJIyTerpaBupa  HaTpus, a  HUMEHHO,  VYJy4lleHHE  CTaOMJIBLHOCTH,
TEPMOCTAOUIILHOCTH,  XMMHUYECKOM W MEXaHWYEeCKOM  CTaOWUIIbHOCTH,
CTAOMJILHOCTH MIPU XPAHEHUH, TTIOCPEACTBOM MOJTYUEHUS] HOBOM KPUCTAIITUYECKON
dbopMBbI 10TyTerpaBupa HATPHUsL.

Ilepekpuctamn3annio J0JyTerpaBUpa HATpUsg MO HUCTOYHUKY [3]
MPOBOAWIM B KOHKPETHBIX CMECSX pacTBOpUTENICH: BOAA/allETOHUTPUI B
00BEéMHOM cooTHomeHuu 4:1 u Bonma/l,4-guokcaH B 0OHLEMHOM COOTHOIICHUU
5:1, ¢ poctmxeHueM BoeIxoma 10 96%. Ilpu 3ToM HEOOXOAMMO OTMETHUTBH, YTO
YUCTOTA MPOAYKTA YKa3aHHOI'O MpoLecca B paMKax CBEICHHM U3 MCTOYHHKA [3]
He u3ydanach. McTtounuk [3] HE pacKpbIBaeT WM HE MPEAIoJaraeT MpUMEHEHUE
JUUISL OYMCTKH JIOJTyTerpaBUpa HATPUSI CMECU PACTBOPUTEIICH, COCTOSIIIIEH U3 TPET-
OyTUJIMETWJIOBOTO d(upa W OJHOTO U3 JBYX: H3OMpoONWialerata Win
n300yTaHoJa, TJI€ MacCOBOE COOTHOIIEHWE TPET-OyTUIMETHUIIOBOTO 3dupa K
M30MponuiialeTary win u3odyranony cocrasiser ot 2,00:1,00 mo 80,00:1,00,

COOTBETCTBEHHO, JJI JOCTHKEHUSI OJHOBPEMEHHO BBICOKOr0 BbIxoaa (10 98% u



Oonee) W YUCTOTHI IeJeBOTO TpoaykTa (okosmo 99,9% wu Oonee) kak B
U300PETEHHUH 110 OCIIAPUBAEMOMY TATEHTY.

Takum o0pa3oMm, HCTOYHMK [3] JUIIL TOATBEPKIAET, YTO B YPOBHE
TEXHUKH TOJIbKO TIOCTABJIEHA U TOJIBKO PEIIAETCS, HO HE pEIleHa 3aJa4ya CUHTE3a
Y OYMCTKH JIOJTyTErpaBUpa HATPUSI.

HUctounuk [4] packpbiBaeT HOBYIO  KPHUCTaUIMYECKyI0  (dopMy
JOJTyTerpaBUpa HaTpUsl U CIOCO0 ee mojydeHus: (CTp.2, CTpoku 9-16), KOTOphIit
3aKJII0YaeTCsi B PACTBOPEHMM JIOyTerpaBuUpa Hartpus B 1-OyraHone, cC
nocjeAyomneil npoMbIBKON  1-OyTaHonoMm, GuibTpanueil, BBIICICHUEM C
NOoCHEeAYIOUEH MPOMBIBKON 1-0yTaHOJIOM, U CYHIKOM KpUCTaIIU4ecKon (OpMBI
JoJTyTerpaBupa HaTpus 0003HaueHHOU Gopmoit M2 (ipumep 6, c1p.8).

[Ipu 3TOM B mpHMepax HE yKa3aH BBIXOJ W YHCTOTa KPUCTALTMYECKON
dbopmbl M2 nonyterpaBupa Hatpus. Jlumie B Tabnuie 1 moka3aHbl pe3yibTaThl
U3y4eHUsl CTaOMIIbHOCTH moJuMop@HOil popmbel M2 nomyTrerpaBupa HaTpHsl, A€
B KaQ4eCTBE aHAJM3UPyEeMOro oOpaslia U3HAYAIbHO Opayii JOJTyTerpaBUp HATpHUs
yuctoTol 99,7%. OpHako, KakuM CIOCOOOM OblIa JOCTUTHYTa YyKa3aHHas
YUCTOTa JOJIyTErpaBUpa HATPUs, B UICTOYHHUKE [4] HE yKa3aHO.

Kpome »Toro, B ucrounuke [4] He pacKpbhIBA€TCS BBIXOJ PEAKLHH, a KaK
y>)K€ OTMEYEHO B HACTOAILLEM 3aKJIIOYEHUHW BBILIE, pacCMaTpUBaTh YUCTOTY B
OTPBIBE OT BBIXOJIa HEKOPPEKTHO, TAK KaK TEXHUYECKUM PE3YIbTATOM OT
pealiM3allid  OCHApUBAEMOro  crocoba SBISETCS JOCTMIKEHHE  BBICOKHX
nokasaresieid 000MX 3TUX apaMETPOB B COBOKYITHOCTH.

Takum oOpa3zom, UCTOUHUK [4] HE pacKpblBaeT W HE TMPEIOJiaracT
IpUMEHEHUE JUIsl OYUCTKH JIOJYyTErpaBUpa HAaTpUs CMECH pPaCTBOPUTENEH,
cocrosilied U3  TpeT-OyTWiaMeTwioBoro 3dupa W OAHOIO U3  JABYX:
u30MponuianeraTa win u300yTaHOJa, TJ€ MAacCOBOE€ COOTHOUICHHE TpeT-
OyTHUIMETHIIOBOIO 3upa K U30MpONuUialeTaTy Wik W300yTaHOIy COCTaBJISET OT
2,00:1,00 mo 80,00:1,00, cOOTBETCTBEHHO, JIJISI JOCTWIKEHHS BBEICOKOT'O BBIXOJa M

YUCTOTHI OCIICBOTO IIPOJAYKTA.



IlenecooOpa3Ho OTMETUTh, YTO B HCTOYHWKax wuHpopmarmu [1]-[4]
OMMCAHO JOCTH>KEHUE BBICOKOTO ITOKA3aTeNsl JUIIb OJHOTO W3 IapaMeTpOB-
BBIXOJ/IA WJIM YUCTOTHI, B TO BpeMs KakK PE3yJbTaTOM OT pealiu3alldh Crocoda
OUHUCTKMA MO OCHapUBAEMOMY TMATEHTy SBWIOCH MOBBIIIEHUA YHUCTOTHI MpHU
JOCTUKEHUHU BBICOKOTO BBIXOJA, TO €CTh, [JBYX OJTHUX [apaMETPOB B
COBOKYITHOCTH.

Urto kacaercsd HCTOYHUKA [5], TO, KaKk yX€ OTMEYEHO B HACTOSIIEM
3aKJIIOYCHUM BBIIIE, JTAHHBIM HCTOYHHUK [5] HE MMEET MOATBEPKIACHHON HaThl
MyOJIMKALUK, YTO HE MO3BOJISIET MOATBEPAUTH TPABOMEPHOCTh €r0 BKIJIIOUCHUS B
YPOBEHb TEXHHUKW JI0 JaThl MPHOPUTETa H300pETEHUsI IO OCIapuBAEMOMY
MaTteHTy. TeM He MEeHee, MOKHO OTMETUTh, YTO JAHHBINM UCTOYHUK [S] OTHOCUTCA
K KOMMEpPYECKOMY CalTy (IIpPEeJIOKEHUIO) M PACKPHIBAET JIUIIL CBEICHHUS O
YUCTOTE NpoJaBaeMod cyOcTaHlMU AojyterpaBupa Hatpusi 99,98%, HO He
COJICP’KUT CBEICHUN O MYTH JOCTHMIKEHUSI JTAaHHOW YHUCTOTHI 03 Kakou-1moo
uH(MOpPMAIUU O CTAIUU OYUCTKHU MPOJYKTA, B TOM YHUCIE, O BBIXOJIE MPOJYKTa B
MPOIIECCe OYUCTKUA U 0€30MacHOCTH Ipoliecca.

[To MHEeHUIO JUIIa, MOJABIIETO BO3PAXKEHUE, MTPUBEICHHBIC B Ta0IuUIE 3 K
ONMMCAHHUIO OCMApPUBAEMOI0 TaTeHTa CBEACHHS 00 ONTUMHU3AIMH YCIOBUN
ounctku coenuneHus: popmyisl (Il), CBUAETETLCTBYIOT O TOM, UTO COOTHOIICHUS
pacTBopuTeNiel ObUTH MOTYYEHBI MTyTEM UX MOJI00pa U3 U3BECTHBIX MOIXOISAIIUX
pacTBOpuTENEld, KaK M HUX COOTHOUIEHHS, HA OCHOBAaHWUU HU3BECTHBIX
B3aMMOCBSI3€M MEXIy MapaMeTpaMu Ipoliecca MEePeKPUCTAIIIM3AINN U BEICOKUM
BBIXOJIOM U YACTOTON OUMIIIAEMOTO COEAMHEHUS.

OnHako, B MPEICTABICHHBIX JIUIIOM, MOJABIINM BO3paKE€HUE, UCTOYHUKAX
unpopmanuu [1]-[4], [10]-[12] He comepkuTCs CBEACHUI O B3aMMOCBSI3U MEXITY
napaMeTpaMH Mpolecca NePeKPUCTAIIIN3ANN, BBICOKUM BBIXOJIOM U YUCTOTOM
OYHUIIAEMOTO COCTMHEHUS.

B oTHOmIEHMU TepMHHA «ONTUMHU3ALUS», UCHOJIH30BAHHOTO B OMUCAHUU

U300peTeHusl MO OCHapMBaeMOMY TAaTeHTy, TO COIJIACHO CIIPaBOYHOMU



uapopmarmu [6] (ctp. 414) «Ontuvmsanms (nar. Optimus -HAWITyYIIHA) -
npoliecc, UMEIOIUNA UEIbI0 HAMpaBUTh PA3BUTHE KAKOTO-THMOO OOBEKTa WM
MeToja K Hauboyiee Iy4yIIeMy COCTOSHHIO». TakuM o00pa3oM, yKa3aHHas B
ONMMCAHWKM OCIAPUBAEMOT0 IATCHTa «ONTHUMU3AIMS  YCIOBUH  OUYHUCTKHY
COOTBETCTBYET JOCTHMKEHHUIO TOTO TEXHHUYECKOrO pe3yJibTara, Ha KOTOPBIH
MPETCHAYET MAaTeHTOO00a1aTeNlb U HE MMEET OTHOIIEHHUS K MPOCTOMY BBIOODY
ONTUMAJIbHBIX 3HAYEHUI MapaMeTpOB.

B oTHomIeHNN MHEHUS JIMIIA, TOAABIIETO BO3PAKEHUS, O TOM, UTO BBHICOKUI
BBIXOJI TEPEKPUCTAUIM3AIMUA YK€ CBUACTEIBCTBYET OO0 HCIOJb30BAaHUM B
OCIIApMBAEMOM CIOCOOE HCXOJIHO YHUCTOTO JOJyTerpaBUpa HATPHUs, MOXKHO
OTMETHUTH CIIEYIOIIEE.

CormacHO ONHWCAaHHMIO H300pETEHUs MO OCHAapUBAEMOMY IMAaTE€HTY, B
YaCTHOM CJIy4ae €ro peajin3alii, B KaueCTBE UCXOHOTO JOJIyTerpaBupa HaTpus
(coenunenue (II)), KOTOpPHIM MOABEPTraid OUYMUCTKE, KaK YK€ OBLIO OTMEUEHO
BbIllle, Opanu, pasHble NapTHH BEHIECTBA, IMOJIYYEHHbIE, B TOM 4YHCIE,
W3BECTHBIMU B YpPOBHE TEXHHUKH CIOcOOamMu, U crocobamu, BIIEpPBbIC
PACKPBITHIMU B OMMCAHUU OCIIAPUBAEMOT0 MaTEHTA.

HecMoTpst Ha TO, 9YTO B HEKOTOPBIX IKCIEPUMEHTAX YUCTOTA W3HAYAIBHO
B3SITOrO JIOJyTerpaBUpa HATpusi Obla JOCTATOYHO BBICOKAs, €ro MOABEprajiu
JOTIOTHUTEIHHONU OYHCTKE, TOCKOJIBKY B TTPOU3BOJICTBE CyOCTaHIIUNA HEOOXOAMMO
MUHAMH3UPOBATH MPUCYTCTBUE PA3HYHBIX MPUMEcEed B KOHEYHOM TMPOAYKTE,
TaK KaK OHU OKa3bIBAIOT HEraTUBHOE BJIMSHUE KaK Ha MPOLIECC U3TOTOBJICHUS, TaK
W Ha KaueCTBO KOHEUYHOTO MpOaykTa. lIpmmech, MpUCYTCTBYyIOIAs B COCTaBe
JICKAQpCTBEHHOMW CYOCTaHIIMM, HE CYHUTACTCSd KOMIIOHEHTOM JIEKapCTBEHHOIO
cpencta. bonee Toro, 0€30MacHOCTh JIEKAPCTBEHHOTO CPEJICTBA BO MHOI'OM
3aBUCUT OT KOJHMYECTBA M XapakTepa TMPUMECeH, COIECp)KalIuXCs B
JIEKapCTBEHHOM CpeACTBE (yKa3aHO Ha CTp. S5 ONHUCaHHUS OCHapUBAeMOro

MaTeHTA).



CrnenoBaTeNlbHO, TPU  OCYIICCTBICHHH  CIIOCO0Aa  OYHUCTKH  TIO
OCIIApMBAEMOMY TATEHTy pAacCMAaTPUBAIUCh W HUCCIEAOBAIUCH TOJBKO T€
BEIIECTBA, KOTOPHIE HEOOXOIUMO OBIIIO MOABEPTaTh OUHCTKE.

LlenecooOpa3HO TakKe OTMETUTh, YTO U3 YPOBHS TEXHUKH (CM., HAIPUMED,
nateHT [9], mpuiokeHne 4 K OT3BIBY) paccMarTpuBajiach MpoOjeMa OYHCTKU
BCII[ECTBA, ITOCKOJBKY HaJIMYWE XOTs OBl OJHOW POJCTBEHHOW IIPUMECH B
cyOcTtaHuMu B KoimuecTBe Bcero Jjuillib ot 0,05 % yxke HeraTMBHO BJIUSAET Ha
KaueCTBO JICKAPCTBEHHOTO CPEJICTBA.

[Ipudem, W3BECTHBIE paHEE CIIOCOOBI MOYYCHHUS CyOCTaHIIMH TTO3BOJISITH
MOJIYYUTh KOHEYHBIM MPOAYKT XOTh W BbICOKOM (10 99,6%), HO, BCce e,
HEJI0OCTATOYHOU /TS (hapMarleBTUIECKOTO MPUMEHECHHS YHCTOTHI (CM., HallpuMep,
nateHt [9], ctp. 3, a03.4).

[Tpu stom B marente [9] (mpuioxenue 4 K OT3bIBY) yKa3aHO Ha TO, YTO
YUCTOTA aKTUBHOTO WHTPEIUEHTA SIBISCTCS BXKHBIM (PAKTOPOM IS TOTYyUCHHUS
6e3onacHoro u 3d@exTuBHOro hapmMareBTUYECKOro mnpernaparta. Bpicoudaifmias
BO3MOYKHAsT YUCTOTa TPOAYKTa OCOOEHHO BaKHA, eCiIu (apMalleBTHUCCKHMA
NPOAYKT HYXHO TPUMEHITh B TEUEHHWE OoJjiee [JIMTEIBHOTO Ieproa.
Hakomnenune mnpumeceit u3 (papManeBTHUECKUX TMpenaparoB Oojiee HHU3KOU
CTETICHU YHCTOTHI MOYKET BBI3BATh B XOJI¢ JICKAPCTBEHHOTO JICYCHHS MHOXKECTBO
n0004HbBIX 3G (EeKTOB (CM., Hanpumep, cTp. 3, ad3. 2-3).

B wucrounukax [10]-[12] Takxke HE pacKpbIBAlOTCSA OTIUYUTEIIBHBIC
MIPU3HAKU W300PETEHUS 10 OCIIApUBAEMOMY MMAaTCHTY U OTCYTCTBYIOT CBEJICHUS O
JOCTIDKCHUH  TEXHUYECKOTO  pe3yibTaTa, pealn3yeMoro Croco0oM  TIo
OCITapUBacMOMY TIATCHTY.

Takum o00pa3oM, MOXHO KOHCTaTHPOBaTh, 4YTO B BO3PAXCHUU HE
COJIEP)KUTCS  JIOBOJIOB, TIO3BOJISIFOIIMX CHENIaTh BBIBOJ O HECOOTBETCTBHH
U300PETCHHS, OXapaKTePU30BAHHOTO B HE3aBUCUMOM TIYHKTE (OPMYJIBI TI0
OCIIApMBAEMOMY TIATEHTY YCJIOBHUIO TMATEHTOCIIOCOOHOCTH «HM300pETaTENhCKUN

YPOBEHbY.



CornacHo JeHCTBYIOIIEMY 3aKOHOJATENbCTBY €CIU YCTAHOBJIEHO, YTO
U300peTeHNe, OXapaKTepU30BAaHHOE B HE3aBUCUMOM TIYHKTE  (OPMYIIBI,
COOTBETCTBYET YCIIOBUIO U300peTaTeNnbCKOro YpOBHH, poBepKa
M300PETaTeIbCKOTO YPOBHS B OTHOIICHWM 3aBUCUMBIX ITYHKTOB (HOPMYJIBI HE
npoBogutcs (cM. myHkT 88 IlpaBun W3, mpaBoBast 0a3a Beiie). B cBs3zu co
CKa3aHHBIM aHAJIN3 MPU3HAKOB 3aBUCUMBIX IYHKTOB 2-5 (OpMyIIbI M300peTeHUS
110 OCTIapMBaeMOMY TMATEHTY HE SIBISIETCS 11e71eCO00pa3HbIM.

VY4uuThiBas BBINICU3TOKEHHOE, KOJUIETUS MPUIUIA K BBIBOAY O HAIWYUU

OCHOBAHUU 711 NPUHATHS POCIIATEHTOM CIIEYIOIIErO PEIICHHUS:

0TKa3aTh B y/JI0BJIE€TBOPEeHUH BO3pa:keHusi, nocrynusuero 24.02.2025,
nateHt Poccuiickoii ®@enepanun Ha n3zodperenue Ne 2828087 ocraBuTh B

cuJie.



