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OIMMCAHME WM3OBPETEHUA
2420-547309EA/ 022
COIE PXAIAA LIMHEOIJI BOIHAA KOMIIO3ULINA IJIAA HABAJIBHOT'O

NPVMEHEHUSA

HacTrodmee wm300peTeHMe OTHOCUTCS K [OPUKJIaOHOM (TOUHee K
MeIVKO-TepaleBTUUEeCKON) obJjlacTun JleueHuda PUHUTOIIO OOHEIX
COCTOSHUMI .

Hacrodmee n300peTeHNre NIPenrIoYTUTEJIEHO OTHOCUTCH K
comepXallell LMHEeOJ  KOMIIO3MLUM, OPEenlouTUTEeJIJbHO K colepxXalen
LUVHEeOJ bapmMalleBTHUUECKOMN KOMIIO3ULINN, KoTOpad ABJIAETCH
IPeOlOUTUTEJIEHO I[IPUeMJIEMOM IJid TONMYUEeCKOT'O0, B YaCTHOCTM IJIA

Ha3aJIbLHOTO U I[OPEenlNoOuTUMTENIbHO IJIA MHTpaHa3aJIbHOTO IIPMMEHEeHMUS,
NPEenIouTUTESBEHO IJIA  JIeUeHMS  PUHUTONONOOHEIX  COCTOSHUM, n K
IPVMMEHEeHM 0 YKa3aHHOM cCcoIepXalleld LIMHeOoJ KOMIIO3MUMM, a Takxe K
YCTPOMCTRY OJIA IIPpUMEeHeHUHd, BMEIaIeMy VYKa3aHHYKD  COIOepXallylk
LIMHEeOJI KOMIO3uLMIL. I[IpM »TOM HacTodlee M300peTeHMe OTHOCUTCH K
TaKxe CIIOCOby cTadbunmms3aumum (T.e. K Criocoby cTadbunmsaumun
comepxamemn LIMHEOJ KOMIIO 3ULIUA infe) HacToAmeMy M300peTeHnb) .
Comepxamasa LMHEOJI KOMIIO3MLUMSA II0 HaCToAmeMy  M300peTeHMi B
naJibHeMIeM B HEKOTOPHX CJIyuasx CHMHOHUMMMUHO ofo3HavaeTcda TakKxe
Kak M300peTeHHas KoMOMHaLUMS MIM M300peTeHHas KOoMOMHALMS aKTUBHEX
BelleCTRE WM KakK M300peTeHHOe AaHTUPUHUTHOE CPeICTBO (CpeICcTBO OT
HacMopKa) .

I[lon pPHHUTOM (B HEKOTOPHX CJYUYasX CUHOHMMUUHO o0BOO03HAUAEMBIM
TakXxe Kak KaTapaJibHBEM PUHUT, HaACMOPK WMJIM pPHHOpesd) B paMkKax
HacToAmero M300peTeHMsa [OPenOloUuTUTEJSIbHO  IIOHMMAaknT  OCTpoe  WJKu
XPOHMUEeCKOoe BOCIajleHMe CJIMBUCTEX 000JIoUuek Hoca, IpuYeM PUHUT

IIpeolilouTrTEeJIEHO MOXEeT VMETDHb I/IH(]_)GKLU/IOHHOG (Hanpr/ﬂvlep, BHYPYCHOEe WJIA

bakTepuaJibHOE) , ajyepruyeckoe VI ICeBOoaJuIepTUUecKoe
nponcxoxneHme. Hambojlee UYacTO PUHUT CJydyaeTcs BO BpeMs Tak
Ha3BBAEeMOM TIIPOCTYIH, a TakXe B CJlydae TakK Ha3HBaeMOW CeHHOM
JIMXOPaIKU .

Hapsoy C pasjgnMyeHMeM OCTPOITO PUMHMTA, C OIHOM CTOPOHH, MU
XPOHUYECKOTO PUHMTA, C IPYTOM CTOPOHH, pPasJMYyanT TakKxe pPas3HHe
bOPMEl PUHMUTONONOOHEX COCTOSHMM, TaKMxX KakK, HalpuMep, CcJeOyolume

bopmel puHMTa: Rhinitis acuta, Rhinitis atrophicans, Rhinitis



allergica, Rhinitis hypertrophica, Rhinitis  medicamentosa,
Rhinitis pseudomembranacea, Rhinitis sicca, Rhinitis
vasomotorica M PUHUT, OOYCJIOBJIEHHHM OKpYXalIeM Cpeloi.

B ciayuvyae Tak Has3HBAEeMOI'O OCTPOIO puMHMTa (Rhinitis acuta),
T.e. B CcJydyae OOBHUHOT'O HACMOPKa, pPedYs MIeT, KakK [OpaBuJIo, O
HeolacHoM B ofmeM cJjydyae MHOEeKUIUM CJAM3UCTHX O0O0JIOUeK Hoca Mu,
cJIenoBaTeJIbHO, 00 MHOEeKIMOHHOM PUHMTE, KOTOPHM MOXET BHSBHBATLCSH
MHOXeCTBOM BUPYCOB (B YaCTHOCTH, PUHOBUPY CaMM n/nnm
aleHOBUPYCAMM), a B HEKOTOPHX CJyuasax MOXET BHS3HBATLCSI Takxe U
BakTepusaMM. IJIaBHEM I[IPM3HAKOM OCTPOI'O PHMHUTA  ABJISETCS  Tak
Ha3HBaeMBll "TeRyIMn Hoc" u 3aJIOXKEeHHOCTD HOCa BCJIEOCTBHUE
Hab®yxaHMsa CJAMBUCTHX 000JIOUeK.

B uesioMm wm3BecTHO OoJgbme 200 "BMpPYyCOB HacMopka'" B KauecTEe
BO3MOXHEIX BO3OyIUTEJIEN BUPYCHOTO PUHUTA, KOTOPHE MOTYT
BCTpeuaThbCsa Opu OOHUHOM MHOpocTyde. IlpM OpocTyme, KoTopasd B ofmeM
cJlydyae HauMHaeTCsS C PUHMTAa, OCTpHM puHMUT (Rhinitis acuta) B
obmeM cJydae NpoxXoIuT. OIHaAKO B HEKOTOPHX CJydasdx MHOTIa MOXEeT
TakXe HaCTyIaThk XPOHMBallMd, KOTopas YacTO BCIEOCTBUE YBeJIUUeHUS
obbeMa CJAMBUCTHX O000JIOUeK, B UYaCTHOCTM, B o00JacTrM HOCOBOM
PAKOBMHE CTAHOBMTCSH IIOMEXOM IHXAaHMI uepes HOC.

B cayuae aJUIepIMUYeckKoTo puHMTa (Rhinitis allergica) peub
ONPenIouTHUTEeJSIbHO  MOXeT uoTru JmMbo O CEe30HHOM  aJlJIepIUMueCcKOon
PMHONATHM, B UYaCTHOCTM BHBHBAEMOM, HAIPMMEP, ILBEeTOUHOM MIBJILIION,
KOHMIOMOCIIOpaM TPMOOB Ha HAPYXHHEX [IOBEPXHOCTAX CTEeH M T.HI., JHUdOo
0 KPYIJIOTOOWUYHOM PHHONATHUM, BCTpeuvawmercs 0e3 CBA3UM C Ce30HHBEMU
ABJIEHU MU, B YAaCTHOCTU BEI'SHIBAEMOM BHIT O BEIMI aJjiylepreHaMu
(HanpuMep, KJjemamy, ofOMTaomyMMM B IOOMAMIHEM IBUIM, I'pudaMy Ha
BHYTPEHHMX I[IOBEPXHOCTAX CTeH, OSIUTeJMeM OOMAallHMX XMBOTHHX U
T.II.) WM  [OPOM3BOLCTBEHHEMM  aJIJIepTeHaMu (HammpuMep, MYYHOM,
IpeBEeCHOM, JIeKapCTBEHHOW, pPacTUTEeJIbHOWM MBUJIBID M T.II.) .

PuHmMT (T.e. BOCIIaJIeHMe CIIMBUCTON 0BOJIOUKMA Hoca), B
YACTHOCTU OC TP PUHUT, YacTo MOXeT BCTpEeUaThCH TaKXe
ODHOBPEMEHHO C BOCIAaJIeHMEM CJUBMCTOM O0OOJIOUKM OKOJIOHOCOBEHX IIa3YX
(C CHMHYCHMTOM) . B TakoM cJydae TOBOPAT TaKXe O PUHOCUHYCUTE.

IOt  BHACHEeHMS  IOPyTMX  HOOPpOOHOCTEM  KacaTeJIbHO TepMMHA

"puHUT" MOXHO, B UYaCTHOCTHM, COCJIaTbCsa Ha wu3naHue "Pschyrembel,



Medizinisches Worterbuch, 257. Auflage", CTp. 1331/1332,

IpenrnouTUTeJIbHEEe KJIOUEBHE cJIoBa: "Rhinitis", "Rhinitis
allergica", "Rhinitis atrophicans", "Rhinitis hyperplastica",
"Rhinitis pseudomembranacea", "Rhinitis sicca" wu "Rhinitis
vasomotorica".

Tak Kak uMeeTcd OO0JbIIOe UMCJIO BHPYCOB Pa3JIMUHEIX TUIIOB,
KOTOPEE MOTYT BE3HBATL OCTPHM BUPYCHHEM PMHUT, MIM TakK Kak
CylmeCcTByeT MHOXECTBO IPpUYNH oJis Pa3BUTUA PUHUTA, TO
PUHUTOIIONOOHEE COCTOSHUS, B YaCTHOCTU OCTpHE, a TakKxe
aJlJIepTUUYeCcKMe PUHUTONOOOOHEE COCTOSHMSA, B ofmeM cjydae MOTYT
U3JIeuMBaTbLCH He Kal3yaJlbHO, a TOJIBKO CUMIITOMaTUUECKH,
OPEennouTUTEJIbHO TOIMYEeCKHA.

C onTOolM Ueybld B OOJIBIIMHCTBE  CJydyaeB  I[IpMeMJIIeMBIMM — IJIS
IpUMeHeHUsa HABJIARTCS MHTPpaHaszsaJlbHO HAHOCHUMBEE KOMIIOBUILNMM, KOTOPHE
JyacTo CcomepXxaT ~TakK  Has3HBaeMble — CUMIIaTOMMMETHKU (CMHOHMMIMUHO
o603HauaeMHe TakKxe Kkak "ocjnaburess HabyxjocTtu", "IpPOTHBOOTEUHHE
cpexncrTea" W TOMY nonmoBHoe) , IPenrnouYTUTEIIBHO ansda-
CUMIIa TOMVME TUKH (Takue KakK, HapuMep, KCHJIOMEe Ta30JIMH u
OKCUMETABOJIMH WM UX O(UBUOJIOIMUECKM IpueMJIeMbe WM ©Oe30IlacCHHe
coJim) .

LS CHUMIIATOMMME TUKIM BCJIeICTBUE CBOUX COCYIOCYXMBAMNX
CBOMCTEB IIPM MECTHOM MWMJIM TOIMUECKOM IIPUMMEHEeHUM B HOCY XOTHa U
BeOyT CcHauaJla K MCUEe3HOBEeHUID HabyxJIOCTU CIM3UCTOV 0O0OO0JIOUKM HOCa,
OOHAKO IIPpM IIOBTOPHOM  IIPMMEHEeHMM  UYacTO  BHBLBBAT BEICHIXaHME
CIINBUCTHX oboJjiouek HOoCa, COIpOBOXIAKIEEC S BOCHAJIUTEJIbHEM
pazdpaxeHreM CJAU3UCTEX o0oJjlouek Hoca (UTo HepedIko BedeT K
I[IOBHIMEHHOM ONAaCHOCTM MHOUIMPOBAHMSA, TaK KaK CJIMUMBUCTEHE O0O0JIOUKU
HOcCa B IIepecoxleM ¥ BOCIaJIeHHOM COCTOSHMM OOoJiblle He MOTYT
OCYMEeCTBJIATE CBOM QYHKUMM II0 3alMUTe U O(UILTPOBAHMIO B IIOJIHOM
obneMe, u, cJenmoBaTeJILHO, BO3BYyIUTEIN BoJie3HeN MOTYT
BecnpendaTCTBEHHO IIOIalaTh B OHXaTeJIbHHEe IIYTH) .

Kpome TOTO, CHUMIIa TOMUME TUKHA He OKaBHBAIT HU
IpOoTHUBOBAKTEPUaJbHOTO, HM IIPOTMBOBUPYCHOTO, HM aHTHAJJIEPTeHHOTO
OelicTBUSA. CUMIIaTOMMMETUKM  YacTbid OKasHBBalT Takxke  cepbe3Hoe
cucTeMHoe IoBouHOe IelcTBMe (HalpuMep, Ha CepldeUHO-COCYIUCTVYIO

CUCTEMY) , B YaCTHOCTU B Clly4dae IIepelOo3VMPOBKM I B cllydae



JIEUeHUS HEeKOTOPHEX OCODEHHO BOCIPUMMUMBHX IIallMEHTOR (HaIpUMeEpP,
neTen PaHHeTo BO3pacrTa, nalureHTOB c CepIeyHO—COCYOUCTHMA
npenOoJIe3HEHHEIMY COCTOSHUAMU M T.II.) .

UToBOHE IO MeHbIleM Mepe YacCTHUUYHO IIPOTHMBOIEMCTBOBATL MHOTUM
no®ouHeM 5sdodheKTaM CUMIATOMMMETMKOB WM B HEeKOTOPOM CTeleHM IIO
MeHbIeM Mepe UYaCTUUHO VIIYUIMTL HeOOCTATOUHHM IPpOodMIbL IeMCcTBUA
CUMIIaTOMMMETUKOB IIPM JIeUeHUM PUHUTOIOIOOHEX COCTOSHMUM, B Clydae
comepxammx CHIMIIa TOMMME TUKM KOMITIO 3ULINUM, npenHasHaueHHBIX oJisa
VMHTpaHa3aJIbHOT'O IpuMeHeHud, MHOT' oA BBOOAT opyrue aKTHUBHEE
BelleCTBa WM MHIPEeIVMEeHTH, HallpuMep pPacTUTeJIbHEE DKCTPaKTH WIINU
PacTUTeJIbHEE MHIPEeIMeHTH, DOoOaBKM, OKa3HBaKlMe YBJIAXHAKIEE WM
BJIarOTBOPHOE HOENMCTBME Ha CJAMBUCTYI OOOJIOUKY, aHTUIUCTaMUHHEE
cCpeIcTBa, CcCoJIuM M T.O. (cM., HanpuMmep, DE 195 41 919 Al, DE 195
49 421 Al m DE 103 56 248 Al).

KpoMe TOTO, Ha IMpedUleCTBYKIIEM YPOBHE TEeXHUKM M3BECTHBE TaKXe
IpelHas3HaueHHEe OJIA MHTPpaHas3aJIbHOT'O  IIPMMEHEeHMI [OpU  JIeUeHUHU
PUHUTOTIIO DO OHEIX COCTOSHUM He coepxamue CUMIIa TOMVME TUKOB
KOMIIOBULIUKY, KOTOPEE, OOHAKO, YacTO He OKas3eBalnT JOCTaTOUHOTIO
OelCTBUSA B OTHOIMEeHUN 20PeKTUBHOTO JleueHms PUHUTOTIIO OO OHBIX
COCTOSHUM .

[Ipu JieueHUM OCOOHX aJUJIepIMUeCKUX PUHUTOIOINOOHEX COCTOSIHUMI,
a B HEeKOTOPHX CcJydasx Takxe IIpM [OIPOCTYIOIHOM HacMOpPKe YacTo
IPMMEeHSIT nIpenHa3HadeHHEEe oJIs VMHTPaHa3aJIbHOTO IpYMeHeHM
bapMalleBTMUECKME KOMIIO3ULMM, KOTOPHEHE COIepXaT aHTUIMCTaMMHHEE
cpencTrRa (aHTHAJIJIEpPTUMUEeCKMe CpeldcTBa), I[IPpWUYEeM MHOTME TOIUYECKU
IpUMeH SeMue AHTUTUCTaAMMUHHEE CpelCTBa  BEI3BHEBAT HexXxeJlaTeJIbHEle
nodou”ue »QPeKTH, TaKMe Kak, B YaCTHOCTHM, YCTaJOCTb, I'OJIOBHEE
Bosin, ©OoJiee TOPBKUM BKYC, BHCHXAaHME CJIM3UCTHX O000JIOUeK WJIM TOMY
rniogo®Hoe.

[lpoBiieMa, Jexamas B OCHOBe HaACTOAmMero u300peTeHusa, COCTOUT
B paspaboTke KOMIIO3MLMM, IIpMeMJIeMOM OJId TOIMYeCKOTO, B UYaCTHOCTHU
IOJI9 Has3aJIbHOTO U IIPeldlNOUTUTEJIBHO IJIS MHTPaHa3aJIbHOTO IIPUMMEHEHUS,
NIpennouTUTEeJIbBHO oJIs JleueHuns PUHMTOTIIO DO OHEIX COCTOSHUM,
OpPennouTUTeJIbHO dapMalleBTUUEeCKOM KOMIIO3MLMM, B KOTOPOM paHee

YKasaHHEEe HeIDOCTaTKM IIpellleCTBYKRIel'0 YPOBHA TeXHMKNM IIO MeHbIIel



Mepe B 3HAUMTEJLHOM CTelleHM YCTpaHeHH MM [0 MeHbllel Mepe
CMATYEHH .

[TpennouTmTeJIbHO TpebyeTcsa pa3paboTka TakKom KOMIIO 3ULIVH,
KOTOpad I[I0 CpaBHEHMK C TPaIVMIMOHHEMKM, B YaCTHOCTM COIOepXallMM
CUMIIATOMMMETHUKM (QapMalleBTUUECKMMM IIpelapaTaMy, I[IpelHa3HadeHHBEMU
OJIS JIeUeHUS PUHUTOMNOOOOHEX COCTOSHMM IIOCPEeNCTBOM TOIMUECKOTO WMJINU
VHTpaHa3aJIbHOT'O [IpVMMEeHEeHMS, IOOJDKHA oBiamaTh YIIyUlmeHHOM
50OEeKTUBHOCTRI0 HEeMCTBMA U/MIM  YIIYUIEHHHEM OPpOOMiIeM IIOOOUHOTO
OeliCTBUSA.

IpyTrad 3amada HacCToAmeI'0 M300peTeHMdAd COCTOUT B paspaboTke
TakXxe KOMIIOBUIMM, KOTOpad ABJAeTCId OpMeMJIeMOM OJIS TOIMYeCKOTOo, B
YaCTHOCTM IJIS Ha3aJIbHOTO M IIPeldlOoUTUTEJIbHO IJIS MHTpaHas3aJIbHOI'O
IPpVMeHeHM I, NPealouTUTeJIbHO OJIS JIeUeHMS PUHUTOINIOINOOHEIX COCTOSIHUN
u oByamaeT xopomen CTabUIIBHOCTEIO, NpenlouTUTeJIbHO xXopomen
IOJITOBPEMEHHOM CTAOMJIbHOCTLIO U/WMIM CTaOMILHOCTBI MPU XPaHEeHUU.

g pelmeHna paHee yKa3aHHOM NIpOoOJIEMEL B HaCcToAlleM
n300peTeHUur COIJIaCHO IIepBOMY  acClekKTy IIpenJjoXeHa comepxamasgd
LUMHEOJ KOMIIO3MUMA, IIPenOlouTUTEJSIbEHO OfapMalleBTHUUecKasa KOMIIO3ULMA
no n. 1 ¢opmyJiel M300peTeHMda; IpyIMe IOIPpedlouTUTeJIbHEIE BapWMaHTEH
OCYIIECTRBJIEHMSA KOMIIO3UMLIMM II0 HaCTOAleMy M300peTeHMid OIMCaHH B
COOTBETCTBYKIIMX 23aBUCUMHX IYHKTax QOPMYJIE M300peTeHM.

HacTosamee wm300peTeHMe COIJIACHO BTOPOMY acCIleKTy OTHOCUTCSH
Takxe K YCTPOMCTBY @OJd IIPMMEeHEeHMSI, BMelalleMy CcoIepXallyl IMHeOJ
KOMIIOBULMI IIO0 HacToAmeMy M300peTeHMid, COIJIaCHO COOTBETCTBYIIEMY
OYHKTY QOPMYJIEL M300peTeHMsI, OTHOCAMNEeMYCsS K YCTPOMCTBY.

KpomMe TOTO, HacTodmee M300peTeHMEe COTJIACHO TpPeThbeMy acCIleKTy
OTHOCHTCSA K TIIPMMEeHEeHMID I[IO0 HacCTofleMy M300peTeHMd cCcolepxalen
LIMHEOJ  KOMIIO3MIUMM II0 HaCTOoAleMy M300peTeHND, YKa3aHHOMY B
COOTBETCTBYKIIEM IYHKTE bopmyJiIEL MB0OpPeTeHUd, OTHOCAMEMCH K
IPMMEeHEeHND .

HakxoHell, HacTodlmee M300peTeHMe COIJIACHO UYeTBEPTOMYy acCIeKTy
OTHOCHUTCH K crnocoby crabmwimm3auum (T.e. K CIoocoby cTabuams3aluu
comepxamemn LMHEOJI KOMITO 3ULIUN 1o HacCTO4AmeMy n3obpeTeHu) ,
YKa3aHHOMY B COOTBETCTBYIMX MIyHKTax bOPMYJIEL n3obpeTeHnd,

OTHOCHAIMXCH K CIIocoby.



IIpy 3TOM B CJydae MOCJEeIYyKIMX BapMaHTOB OCYMECTBJIEHUS CaMo
cobon nompas3yMeBaeTCcH, yTo BapMaHTH  MCIOJIHEHUH, BapMaHTH
OCymMeCTBJIEHMUSA, [OpeuMylleCTBa M IIpouMe OCOOeHHOCTM, KOTOpPHEe HaJjiee
C uejbl u3beXxaHuUsd IIOBTOPOB M3JIOXEHE TOJIBKO B OTHOUEHUM ONHOTO
acrnekTa M300peTeHUd, COOTBETCTBEHHO MMET CUMJIy TakXe B OTHOIEHUMU
OCTaJILHHX AaCHIeKTOB HacToAmeTo u300peTeHUs 06e3 HeoOXOOMMOCTHU
YIIOMMHATE OO0 2TOM 0cCo00O0.

B cinyuyae Ji00OBIX yKaszaHHBX Jajlee IOaHHEIX B OTHOCUTEJILEHHX
IpolLleHTax WJIM B IpolleHTax IO Macce, B UYaCTHOCTM B cCJydae
KOJIMUECTBEHHEX JIaHHEX, CJledyeT of0pamaTk BHMMaHMe Ha TO, UYTO OHU
10 HaCTOoANeMy M300peTeHMK CclelMaljMCTaMy B HaHHOM oOO0JIaCTU TeXHUKU
BHIOMpPATCA TaK, UYTO MX CyMMa C YYeTOM BCeX KOMIIOHEeHTOB WU
MHTPEeOMEHTOB, B YaCTHOCTM, VYKa3aHHHX HDajlee, BceI'Za COCTaBJAeT
W paBHa 100% W 100% Macc.; 3TO 00CTOATEJILCTBO
nonpasyMeBaeTCsa ClellaJucTaMy caMo CcoOoM.

B ocTajJIJbHOM JIeMCTBYeT IIOJIOXeHMe, UYTO CIelUMaJIMCTE B IaHHOMU
o0JlaCTM TeXHUKM — B 3aBUCKUMOCTM OT IIPUMMEHEeHMA WM KOHKPETHOTO
ciyyas -  MOTYT OTKJIOHATHECA OT IIPMBENEHHEIX Hajlee B KaudeCTBe
IPVMMEpPOB MHOaHHHX 10 Macce, KOJMUeCTBY M MHTepBaJaM, He BEXOOA 3a
npeneJitl HACTOAMEIo M300peTeHrs.

KpomMe TOTO, HOeMCcTBYyeT IIOJIOXKeHMe, UTO BCe YyKa3aHHBEEe [fajiee
3HaueHus WK napaMeTpuuecKue OaHHHE, W TOMY nonoOHHe
XapaKTepUCTUKY MIPUHUMIMAJILHO MOTYT OHTH HaWIeHH WM OIpendeJIeHH
HOPMAaJIM30BaHHBMU W CTaHOapTU30BaAHHEMH, WJIIN KOHKPETHO
YKa3aHHEIMM CchHocobaMM ONpelelleHVsa WM B MHOM CJydae crocodamu
onpeneyleHNUA W U3MepeHusd, TPaaVLIMOHHO IPYIMEH I eMEIMA
crnelyMaJmMcTaMM B JaHHOM 00JlacTM TEeXHUKU.

HacTodmee wu300peTeHMe nOajiee HNOAPOOHO TIOSACHAETCHS C YUeTOoM
IPUBENEeHHHX TIPEeNlOoCHIIOK.

TakuM o0Opa30M, OOBEKTOM HACTOAmMeTO M300peTeHUd COTJIaCHO €T0
OepBOMY aAcClIeKTy ABJIAEeTCH conepXxamas LIMHEOJI KOMIIO3ULINSA,
OPpeIlNOoUTUTENFHO (apMalleBTUMUeCKasa KOMIIO3ULMA, KOoTopas HABJAeTCH
OPeIlNOUTHUTENIFHO I[PUEeMJIeMOW IJig TOINMUEeCKOTO, B YaCTHOCTM IJIA
HaszaJIbHOTO ¥ HOPellOoUuTHUTEJIBHO MOJIS MHTpaHas3aJIbHOTO IIPpUMeHeHU,

IIpeoliIouTrTEeJIEHO OJIA JIeYeHMA pMHMTOHOHO@HBIX COCTOF[HM?I,



npuueMm KOMIIOBULIU A B KoMOMHALIUM U B COOTBETCTBRYIOMMX
S0OEeKTUBHEX, [NpenlIouTUTeJIbHO B bapMalLeBTUUECKHA 5dOEeKTUBHEIX
KOJIMUeCTBax COIEPXUT:

(a) LIMHeOJI, NPEenlodYTUTEJIEHO 1, 8—LIMHEOJI;

(b) [IaHTOTEeHOJI, [IpenrnoudyTUTeJIbHO IOEeKCIIaHTeHOJ (D-
IIaHTOTEHOJI), WIM eTo OUBUOJOTUUECKM IIpMeMJIEMEE CJOXHHE 5SOUPEH
U/ NI COJIU;

u

(c) 1o MeHbIIEN Mepe OIOHO KOHCepBUPpYIIee n/Uim
oes3rHMuMpyKlee CpPelCcTBO (aHTUCEeNTHUK) , IpuyeM KOHCepBUpYyIIee
n/Mar mesuHOMLMpyolee CPeICTBO (AaHTHCEINTHK) COHEPXMT KOMOMHALMIO,
B YaCcTHOCTHU CcMecChb, COpOMHOBOM KM CJIO TH (rekca-2, 4-gmeHOBOU
KMCJIOTH) , C OIHOM CTOPOHE, ¥ COJMU COPOMHOBOM KMCJIOTH (copbarTa),
C IpyTOM CTOPOHH, (kKoMOMHaLMO "copbuHOBas KucjoTa/copbar") wiau
COCTOUT M3 HUX.

HacTosamee wm300peTeHMe CBA3aHO C MHOXECTBOM I[IPEMMYIECTE U
ocoBeHHOCTEM, KOTOpHEe najiee O0OCyXIOeHH ©Oe3 HaJIOXeHMS OoTpaHUUueHUN
M IOOJIXHE paclleHMBATLCS B KadecTBe IIPU3HAKOB IIaTEeHTOCIIOCODHOCTHU.

B pamMkKax HacTodmero m3o00peTeHUsa pa3padboTaHo HOOEeKTUBHO
oeyicTByKlee AHTUPUHUTHOE CpPenCTBO (cpemcTBO oT HacMopKa) ,
KOTOpoOe COoCTaBJIEHO tes 00sa3aTeJIbHOTO IIPUCYTCTBUSA anbba-
CUMIIaTOMMME TUKOB u AHTUTUCTAaMUHHBIX CcpencTs, UTo IIO3BOJIAET
n3bexaTh HexeJaTeJIbHBX I[IOOOUHEX OeMCTBUM ajibda—-CUMIaTOMUME TUKOB
M aHTUTUCTAMMHHEX CPeICTB.

KoMmosuiiua IO HacTogleMy MW300peTeHMd BCJIeOCTBUE IIPUCYTCTBUSA
KOMIIOHEHTa (a), T.e. 1LMHeOJa, I[NIPeIOIOUTUTEJLHO B Bume 1,8-

nMmHeOoJIa, IIpm ee IIPMMEHEHNM COIJIaCHO IIpelIlIMCaHMIO obJjlamaeT He

TOJILKO IpOTHUBOBAKTEepHallbHEM (T.e. DakTepPULUNIHEM WIIN
BakTepruoCcTaTUUECKNM) oelicTBUEM, a TakKxe, yTo COBEPIEHHO
HeOXUIaHHEM obpasoM OBLIIO HaMmeHo 3agBUTEJIEM, obJyamaeT
IIPOTUBOBUPY CHEIM (T.e. BUP YNV IHEM W BUPYCOCTATUUECKUM)
OelCTBUEM.

KomMmriosmiumsa 10 HacToAdmeMy MBOGpeTeHMIO OKa3sEBaeT Tarkxe
IIpellATCTByKIee BOCIIaJIEHMI WMJIM IIPOTHMBEOBOCIIaJIMTEJIEHOE oercTBUe n,
KpoMe TOI'o, CeRpeTOJIMTHMUEeCKOEe WMJIM MYyKOJIMTHMYEeCKOEe neVicreue. TakMuMm

oBpasoM, KOMIIO3BUIIMA I1I0 HaCTOMAlleMYy MW300peTeHMK MOXeT BoOeKTUBHBM



o0paszoM [OPOTUBOOEMCTBOBATE BOCHAJIEHUI CJIM3UCTOM OOOCJIOUKM HOCa
(KoTOpOe Bcerma BCTpedYaeTCsa IIPU PUHUTONONOOHHIX COCTOSHMAX) .
KpomMe TOTO, KOMIIO3MUMA IO HACTOAIlEMy W300peTeHU CIOCODCTBYyeT
XOpOolMleMy YBJIQXHEHMI CJIM3UCTOM OO0O0JIOUKM HOCa.

TakXe M B OTHOUWEHMM aJIJIEPTUUECKUX QOPM PUHUTA KOMIIO3ZUIMA IO
HacTodAmeMy M300peTeHMI HeOXMIaHHEM o00pa30oM OKas3HBaeT KpalHe
IIOJIOXUTEJIEHOE IeVCTRBRUE.

BciieICcTBME CHMHEPTUMUECKOTO B3aMMOINEMCTBMSA KOMIIOHEHTORB (a) u
(b) B uesoM IJDocTuUTraeTCcsa aHTUPMHUTHOe IeMCcTBMe. B dYacTHOCTH,
50DeKTMBHO OKa3HBaeTCsa I[IPOTUBONEMCTBME CHUMIITOMaM PUHUTOIONOOHEIX
COCTOSAHUM, OCOOEHHO IIpM TaK Ha3eBaeMoM "TekymeM" HacMOpKe (IIpU
pUHOpPEee) (T.e. KOMIIO3ULIMA WIIn KOMOMHAaLNA 1o HacTodmeMy
Mn300peTeHND obJjlamaeT TakKxe AHTUPUHOPEVHEM npooniem W
IIOTeHLMAJIOM IeNCTBUL) .

KoMmmiosuumsa 1o  HacTodAlleMy MU300peTeHMI Takke SOOeKTHUBHO
IPOTUBOLEMCTRBYET 3aTpyOHEHMIO I[HXaHMS UYepe3 HOC, BCTpedalleMycCs
1PV PUHUTOIIOOOOHEIX COCTOAHUAX .

KoMmmnosulima [0 HacTodlleMy M300peTeHMI OKas3EBaeT He TOJBKO
NpensaATCTBRYKIEee BOCIAJEHUID MIM IPOTUMBOBOCHAJUTEJILHOE IeMCTBUEe, HO
¥, B YaCTHOCTM BCJIEOCTBME IMIPUCYTCTBMA KOMIOHeHTa (b), objamaer
Takxe »OelCTBMEM, 3allMMallMM CJAM3UCTYI O0B0O0JIOUKY ¥ CIIOCOOCTBRYIIMUM
3aXUBJIEHUIO paH, sbdekTUBHO IPOTUBOOENCTBY A TaKUM obpas3oM
BOCIIAJIEHUIO CJM3UCTOM 0O00JIOUKM HOCa, KOTOpoe BcCcerda BCTpedaeTcsd
IpY  PUHUTONONOOHHX  COCTOSHMAX. Kpome  ToOTO, KOMIIOHEHT (b)
oey¥icTByeT TakK, UYTO OH OKa3HBaeT OJaroTBOPHOEe HOeMCTBME Ha
CIM3UCTYH ODOJIOUKY HOCa U YBJaXHIeT ee, IOPOTHUBONENCTBYS TaKUM
oBpasoM TaKXe BHCHXAHUID CIM3UCTOM OOOJIOUKM HOCa ¥ o00pa30BaHUL
KOpPOUYEK.

B dYacTHOCTH, BCJIeOCTBME IIPOTUBOMUKPOOHOTO  HOeMCTBUA, B
Y4aCcTHOCTH BCJIEOCTBME noTeHIMaJa BaKTepUIMOHOTO NI

GaKTepMOCTaTquCKOPO OeMCTBUA LiMHeoJla Takxke IoCTUITaeTcd Xopoma#4d

CTa®MJIILHOCTE, B YaCTHOCTH CTabBuUILHOCTDL npu XpaHeHUn u
IOJITOBpEeMeHHa A CTaBuUILHOCTDL KOMIIO 3ULIUM 1o HacToAmeMy
nzobpeTeHuio. Blaromapsa IOOMNOJHUTEJLHHEM MEepPOIPUATUAM  (HaIpuMmep,

Barolapd YyCTaHOBKe 3HaueHMS PH MIM peTrylIMpoBaHMI 3HaueHus pH, a

TaKxe GHaPOHapH IIPVMIMEHEHVIO XVIMMY e CKMX Gy@epHHx CHUCTEeM,



SMYJIETATOPOBR, BaTyCTHUTEJIe ¥ T.I.) CTabuMIbHOCTE KOMIIOSULMM IIO

HacToAmeMy MSO@peTeHMD MOXeT OBTH VYJIYUIleHa B IIOBHIIEHHOM CTEeIIeHN’.

B JacTHOCTH, Oiaromap4a CrieraJib HOMY BEIOOPY KOMIIOHEHTA (c)
COBEPIIEHHO HeOXM I aHHBEIM obpasoM OoCcTUI'aeTCHd OTJIMUHASA
cTadbuimsanmg.

Tak Kak B OTCYTCTBMe CTabuiaM3upyonmmMx noOaBoK WM 0es
OCYIIECTBJIEHUA COOTBETCTBYIRIMX  MEPOIPUATUN  aKTUBHEE BelleCcTBa
KOMIIOHeHTOB (a) u (b), B uyacTHOCTH, IIpu O0o0Jiee IJIUTEJIBHHX CpPOKax
XpaHeHUd  IIoOBepralnTCH OKUCJIUTEJILHOMY  MW/UJIU  TUIPOJIUTUUECKOMY
PasJIOoXeHNO, TO, HalpuMep, B XMOKOM, B UYaCTHOCTM B BOIHOMU
KOMIIO 3ULIUN aKTMBHOE BelleCTBO B BMIe LMHeOoJla IIoOBepraeTcsd
TUIPOJIUTUUECKOMY u/ OKUCJIIUTEJIEHOMY PasJIOXEHUIO oo
COOTBETCTBYIIIMX TUOPOKCUIIPOU3BOOHEX, OKCOIIPOM3BOOHEIX n/Uim
KMCJIOTHEIX IIPOUMBBOIOHEIX, B UYaCTHOCTHM, BCJEOCTBME PaCKPHTUA KOJblla
WY SIOKCUIOHOTO LUKJIIA.

[lp »TOM aKTMBHOE BelleCTBO B BUIOe I[IaHTOTEHOJIa B BOIHOM
pacTrBoOpe MOXeT OBITE TUOPOJINTUYUECKU pacIlelljIeHO COTJIaCcHO

IpuBeleHHOM Iajlee CcxeMe peaklumu, IIpuueM U3 IIaHTeHoJa (3) B

KMCJIOM PacTBOpe - HapAaOoy C aMMOHMMHOM COJIbI 3-aMMHOIpoIaHoja (7)
- of6pasyeTcsa JaKTOH B BuUIe D-IaHTOJIaKTOHa (6) B KauecCcTBe
IpOOyKTa pPal3JIOXeHMSI, B TO BpeMsS Kak B MeJJOUHOM pPacTBOpe - Hapanoy
c 3-amMmHomIpornaHoJioM (5) - obpasyeTcd coJib IIaHTOTEHOBOW KMCJIOTH
(4):
OoH
HO Ccoo- + HaN~ _~_~CH
H3C CHa
™ H Bﬂ’ (4 (5
HO NWOH HzO*
HaC CHa OH
e Y TPt
H3
(e (A

B COBMecCTHOM, OCOBEHHO B BOINHOM pacTBOpe LMHeOJa, C OINHOU
CTOPOHH, M  [aHTOTeHoJa, C IOpyToM  CTOPOHH, OIIHOBpPEMeHHa s
cTadbunmsanmsa oBoux BTUX VMHTPEearneHTOB ABJISETCH 0COBeHHO

SanyﬂHMTeﬂbHOﬁ, TaK KaK MHIOIMBUIYyaAJIbHEE aKTMBHEE BemecTBa (T.e.
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LIMHeOoJ, C OOHOM CTOPOHH, W TIaHTOTEeHOJ, C IPyTo¥ CTOPOHH)
o6JamalnT B3aMeTHO pas3MyallMMUCS JUIOQUILHBEMY WIXM TIHUIPOQOMIILHBMA
CBOMCTBaMM ¥ MMelnT ONTMMAaJbHYID CTabMJIBLHOCTL B Pa3HHX MHTepBalax
3HaueHuM pH.

OoHaKO COBEPNIeHHO HeOXMIaHHHM o0pa30M - HeCMOTPpS Ha CHMIIBHO
pazjguuanmyecs CBOMCTBa CTa®MILHOCTM KOMIIOHEeHTOB (a) M (b) —-MOXHO
BO3IEeMCTBOBATL Ha OOHOBPEMEeHHYH cCcTabuamszalmnio Oo00MX KOMIIOHEeHTOB
(a) m (b)) m TemM caMEM B IleJioM 200eKTMBHO BO3OeMCTBOBATEL Ha
KOMIIOBUILIMIO II0 HacCToAmeMy W300peTeHun, eCcJayM B KOMIO3ULMI BBOIAT
yKasaHHBEM paHee  KOMIIOHEHT (c). IpyrMMm CJIOBaMM, COBEPIIEHHO
HeOXMIaHHEM o00pas30M KOHCEepBUPpYKIee WM Oe3MHOMUMpPpYyKIee CPeICTRBO
(aHTHCeIITMK) Ha OCHOBe KOMOMHALIMM, B YaCTHOCTM CMeCcHu, COpOMHOBOMU
KMCJIOTH (Tekca-2,4-IMeHOBOM KMCJIOTH), C OOHOM CTOPOHH, U COJIU
COpPOMHOBOM KMCJIOTHL (copfBaTa), C IOPYTOM CTOPOHE, T.e. Ha OCHOBE
KoMOMHaluM "copOuHOBag KucjoTa/copbar", BO3OeMCTBYeT Ha TO, UTO
oBa KoMIOHeHTa (a) u (b) wMoryT OHTH CTa®MIM3MPOBAHEL B pPaBHOU
creneHu. IIo CpaBHeHUI C WHIMBUAOYAJLHEM IIPMMEeHeHVeM COpOMHOBOM
KMCJIOTE WM copbaTa OJjarolapd KoMOMHalMM Ha OCHOBe "copOmMHOBAaA
KucisoTa/copbar"  HeOXKMIAHHO HOCTHUTaeTCd SHauMTeJIbHOe IIOBHIIeHUEe
CTadbUJILHOCTH KOMIIO 3ULIUM, KOTOpOe COBCTBEHHO IPeBOCXOOUT
cTadbuImM3upyilee  OeMCTBMEe  KOHCEPBUPYIIMX  WMJIM  Oe3UHOUIMPYIOMMX
CpencTB (aHTUCEeNTUYEeCKUX CpPenOcTB) Ipyroro pola, TaKux Kak,
HaopuMep, XxJopun 0eH3aJIKOHUS MJIM IIOJUTeKCaHMUI .

B pesyabTaTe, B lLeJioM, ofpa3yeTcsa KOMIO3ULMI, IpueMIIeMasd
IOJIsI TOIMYEeCKOTO, B UYaCTHOCTM IJIS HAa3aJLbHOTO U IPedlouTUTEJILHO
I0JII MHTpaHa3aJlbHOTO TIPMMEeHeHMS, I[IPeOlIoUuTUTeJIbHO OJIS JIeUeHUd
PUHUTOIIOOO OHEIX COCTOSHUM, IpennouTUTeJILHO bapMalLeBTHUUECKA ST
KOMIIOBUILIMA, KOTopas obJjlajaeT YJYUINEeHHOM CcTabuJIbHOCTLI (HaIpuMep,
CTabMJILHOCTBLI0 INIPU XPaHeHUM MM OOJITOBPEeMeHHOM CTabuJILHOCTLIO) .

Bilaromapsg BO3MOXHOMY BBeIEHUI IOPYIMX aKTMBHEX BemecTB U/UJIU
VHTPEeOVeHTOB, B YacTHOCTHU Ha OCHOBE SMYJILTaTOPOB (cM.
nmocjieyiomye IOSICHeHUd), Opoduiib IeCTBUSA M CBOMCTBa CTab®MILHOCTHU
KOMIIOBUILIMM IO HacTodmeMy M300peTeHMI0 MOXHO pPeTryJMPpOBaTh WM

LeJiIeHallpaBJIEHHO 3allaBaThb.
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Kak OBRJIO OIMCaHO paHee, coIepXamas IMHeOJ KOMIIO3MIMA IIO0
HacToAlleMy M300peTeHun B KadeCcTBe  KOMIIOHEHTA (a) CONEPXUT
LIMHEOJI, NPenlNouTUTeJIbHO 1, 8—1IMHEOJI.

KacaTeJbHO aKTMBHOIO BelleCTBa B BMIe LMHeOJla, B YaCTHOCTHU
1, 8-1uMHeoJa, HeOoOXOOMMO IIOSACHUTE CJenOyKlee: ILMHEOJ, B UYaCTHOCTH
B BUIE 1, 8-umHeoJsa, OTHOCUTCHA K OULMKIINYE CKMM
BIIOKCHMMOHOTEepPIIeHaM, O0o0Jiee TOUHO Ha3HBaeMBHM JIMMOHEHOKCHMIOamMM. 1, 8-
[IMHeoJI C XUMHMUeckoM OpyTTo-dopMyJsion CioH130 CHMHOHMMMUHO 00O03HAYAT
Kak SBKAJIUIITOJI, JIMMOHeH-1, 8—oKCUI, 1, 8—-32MOKCKU-TI-MeHTaH MJIN
1,3, 3-TpuMeTUII-2-0KCabuluKIo[2.2.2]okTadH. OH IIpenOcTaBJIgeT cCcobou
feclUBETHYID  XUIKOCTH C [P SHEIM, KaMOOPOIIOOOOHEIM  3allaxoM, c

TeMIlepaTypoy IulaBieHus +1,5°C, c TemmepaTypo¥ kKumneHus oT 176 mHo

177°C, HepacTBOPUMMYK B BOOe, HO CMEIMBALIYICS C OOJBbIIMHCTBOM
OpTraHMUYeCcKMX pacTBoOpuTeJiel. EcTecTBeHHEM o0O0pasoM, 1, 8—umHeoIn
BHICTYIIaeT B KaueCTBe IJIABHOM COCTaBJAKIEN UYacTM SBKAJUITOBOTO
Macja (®BKaJMIITOBOE MacCJIO comepxuT no 85 macc.% 1,8-umHeoja), a
Takxe B CJydyae OpPYI'MX pacTeHMM, Takux KakK, HalpuMmep, MAaTa,
mandert, TUMbAH, Oal’3MJIMK M YaMHBIM KYyCT; KpoMe ToTro, 1,8-LMHeOJ
COOEepPXUTCSH, HanopuMmep, B MacJe BJleIHOIPEeBECHOM MeJlaJjleyKM,
MOXKEBEJIOBOM,  I[IE€PEeUHOM, KOHOILJISHOM MacJle, MacJle KaellyTOBOTO
nepeBa, maJgdpeMHOM Macje, MMPTOBOM MacJe M B IPYIUMX SOUPHHX
MacJax. TexHuyueckum 1,8-1LMHEOJ, UMUCTOTa KOTOPOTO B ofmeM ciyuae
cocraBJageT oT 99,6 mo 99,8%, B ofmeM cJyyae II0JIydUalT QpaKLUMOHHOM
[IepeTlOHKOM 2BKaJMUIITOBOTO Macla.

KacaTeJbHO JajbHeMmux nompobHocTe o 1,8-1uHeoJe Kak o0f
AKTMBHOM BelleCTBe MOXHO, HaIpMUMep, COCJIaTbCda Ha WM3TaHue "ROMPP
Chemielexikon, Georg Thieme Verlag, Stuttgart/New York, 10.
Auflage, Band 1, 199¢6", crp. 752, wjgoueBoe cJjioBo "Cineol"
(LMHeOoJI) , a TakXe Ha yKa3aHHHe TaM JIMTepaTypHHEe MCTOUHUKU.

Kak yxe OBJIO OIIMCAHO pPaHee, LMHEOJ, B YacTHOCTM 1, 8-LMHEeOJI,
B KOMIIO3MUMM I[I0 HacTodmeMy Mu300peTeHUI IIpU ee IIPpUMMeHeHUU
coTJlacHO TIpenlMcaHMui OKal3HBaeT He TOJIBKO OIPpOoTUMBOOAKTepMaJlbHOe
(T.e. OakTepuUMOHOe WM OaKTepuocTaTHUeckoe), a KpoMe ToTro (uTo
COBEPIIEHHO HeOXMIaHHBM obpasoM BBLIIO HaloeHo 3agBUTEJIEM) ,

OKa3HeBaceT TaKXxe IIPOTHMBOBHMPYCHOE (T.e. BUPYJIMIMIHOE MJIn
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BUpYCOCTaTHUUeCckoe) mOeMcTBue. IlpM 3TOM LMHEOJ, B dYacTHocTuM 1,8-
IIMHEOJI, B COCTaBe KOMIIO3MIMM II0 HaCTOAmMeMy W300peTeHMK OKa3HBAaET
B 1LI&JIOM IPelNaTCcTByKlee BOCHAJEHMKD WM IIPOTHMBOBOCIIAJMTEJIbEHOE

nercTBUe n, Kpome TOT'O, CEeKpeTOJIMTNYeCKOe WJIM MYKOJIMTHMUYECKOE

oercTBMe; TakuM obpa3zoM, 1,8-1LMHeOJI - B CHHEepTMUeCKM OelCTBYKIen
KOMOMHaLNM c KOMIIOHEHTOM (b) (T.e. C IIaHTOTEHOJIOM I
IIaHTOTEHOBOM KUCJIOTOM) -200eKTMBHO TMPOTUBOIEMCTBYET BOCHAaJIEHU

causmucToy oBoJIoUukM Hoca M obecneumBaeT, KpoMe TOTO, Xopolee
YBJIaXHeHNe CIIN3UCTON 0BO0JIOUKM HocCa. B CUHEPTHUUYECKOM
B3auMOIEeNCTBUN C KOMIIOHEHTOM (b) B LeJioM OocTUraeTcd
AHTUPUMHMTHOE HOEeNCTBMEe U, KpoMe Toro, 5»0PeKTMBHO OKa3HBaeTCcsd
IPOTUBOLOENMCTBME CHMIITOMAM PUHUTOIOIOOHEIX COCTOSHMUM, OCOOEeHHO IIpu
Tak Ha3HBaeMOM "Terymem" HaCMOpPKe (mpm pPUHOpPee) , (T.e.
KOMIIOBULMA WM KOMOMHALMA I[I0 HacTodAlleMy M300peTeHMIo ofbJjamaerT
TakXe AaHTUPUHOPEMHEM OIpoduiieM WM I[IOTeHUMaJIOM OeMCcTBMUA) . [MHeOoJ
BO B3aVMOIeCTBUN c KOMIIOHEHTOM (b) Takxe 20PeKTUBHO
IPOTUBOOENCTBYET 3aTpyIHEeHMI0 MOEXaHMsa uYepes HOC, BCTpevanmeMycCs
OpM  PUHUTOIIOOOOHBIX COCTOSHUAX . BciencTEMe  OPOTHUBOMUKPOOHOTO
OelcTBUSI, B UYaCTHOCTM BCJEINCTBMEe IOoTeHLUMaJla OaKTepUMUMOHOTO WMJIU
BakTepruoCTaTUUECKOTO HOeMCTBMUSA LMHEOJI SABJISeTCsS IIOJIE3HBIM TakKxe B

OTHOWEHUN CTadbMJIBHOCTM, B UYaCTHOCTM CTabMIBHOCTU IIprM XpaHeHNM Uu

ODOJITOBPEeMeHHOM CTabUIJIBHOCTU KOMIIO 3ULIUA 1o HaCcToOAlleMy
M300peTeHUn.
ITo HacTodlleMy n300peTEeHND IPEenrnodTUTEIbHEM ABJIAETCH

BapMaHT, KOT'Ja KOMIIOHEHT (a) COOEepPXUT ILMHEOJ B BUIEe UYUCTOTO
BelleCTBa, KOTOpOoe TMPeNlouTUTEJILHO He COIEPXUT IPYyI'MX TepIeHOB,
IperMymecTBeHHO C UMCTOTOM IIo MeHbmed Mepe 95 wMacc.$, B
YAaCTHOCTM II0 MeHblleV Mepe 96 Macc.$, OpellouTHUTEJIbHO II10 MeHbIeM
Mepe 97 macc.$%, 0oJiee HNPeldlNOUTHTENIBHO IO MeHbIleM Mepe 98 macc.$,
3HAUUTEJILHO 0OoJiee TMIPellouTUTeJIbHO II0 MeHbmed Mepe 99 Macc.%$ u
eme O6o0Jiee TIPEONOUTUTEJIEHO IO MeHbIel Mepe 99,5% B pacueTe Ha
LVHeO. Chle! O3HaudaerT, YyTo KOMIIO3ULN S, Kpome IMHEeOJa,
ONPeINOUTHUTENEHO He CONEePXUT IOPYTIUX TepIleHOB.

Opy My cJoBaMm, B comepXxamey  LMHEOJI KOMIIO 3ULIUA 1o
HacTodAmeMy MW300peTeHMI LMHEeOJI HaxXOOUTCHA B BHUIE UMCTOTO BemecTBa,

T.C. IIMHeOJI, HpMMeHHeMHﬁ B conepmameﬂ IIVMHEeOJI KOMIIO 3L I10
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HacToAmeMy M300peTeHrb, cBODOIEeH OT OPYyIMX TepIeHOB WM He
COOEPXUT IPYTUX TepIeHOB.

B OpednouyTHUTeJIbHOM BapuaHTe ILMHeOoJ, I[IpMMeHSeMBlM B KaudecTBe
KOMIIOHeHTa (a), wuMeeT UMCTOTY IIO MeHbmel Mepe 95 wmMacc.%, B
YacTHOCTM IIO MeHblleM Mepe 96 Macc.$, OPellouTHUTeJIbHO I10 MeHbIen
Mepe 97 macc.$%, 0o0oJiee HNPeAdlOUTHUTEJIBHO IIO0 MeHbIeM Mepe 98 wmacc.$,
eme OoJlee MNPeNlNoOUTUTEJILHO II0 MeHbmer Mepe 99 Macc.$ u HaubdoJee
NPedlOoUTHUTENIEHO IO MeHblleM Mepe 99,5% B pacueTe Ha LMHEO.

CorJjiacHO OpennouTUTeJILHOMY BapMaHTy OCymeCTBJIEHU I
HacToAmero u3o0fpeTeHUdI KOMIO3MUIMA I[IO HaCTOoAMeMy M300peTeHU o
COOEPXUT LIMHeOJ B BuIe 1,8-LMHeoJla WJIM LMHEOJ] HaxXOIMUTCA B BHUIe
1, 8-umHeoJa (T.e., IpyIT'VMA cJioBaMu, COTJIaCHO 2TOMY
OPEenrnouTUTEJILHOMY BapMaHTy OCYIMECTRBJIEHMS KOMIIOHEHT (a) COOEPXUT
LIMHeOoJI B BuUOe 1, 8-LMHeoJa) .

Bjnaromapsd HOpMUMeHeHMI LMHEeOJla B BUIOE UMCTOI'O BEIEeCTBa,
NpenlouTUTeSIbHO B BuIe 1,8-LUMHeoJla, ofecrneuMBaeTCsa 3alaHHBM WU
yopaBjasgeMs Opoduib  OeMCTBUSA. BciencTBMe  OTCYTCTBUMA  IOPYIUX
TEepPIIeHOB IPenrnouYTUTEJILHO npenoTBpamanTca HexeJlaTeJIb HEle VI
HelpelcKasyeMbele B3aMMOIEMCTBUSA MM IOOOUHHEe 5OOeKTH.

CorJiacHO IpenrnouTnUTeJIbHOMY BapuUaHTy OCYMeCTBJICHU I
HacToAmero wm3obpeTeHMsS KOMIIOHeHT (a), TO eCTb LMHEeOJI, MOXeT
HaxXoOUTLCA WJIM BHIIOJHEH B (QopMe C JIMIIOCOMAJILHOM OOOJIOUKON u/WMin
JIMIIOCOMAJILHOM YIIaKOBKOM . TakuM obpasoM, IPenrnouYTUTEJILHO
OOCTHUTaeTCsa YJyulleHHas PacTBOPMMOCTL WMJIM SMYyJIbLIUPYEMOCThL LMHeoJa
IpM OIOHOBPEMEeHHOM xXopolel cCcTadbuinM3aluuy LMHeoJla B KOMIOBULUM U
Ipu xopome OMOOOCTYIIHOCTH.

KojmuecTBO KOMIIOHeHTa (a), TO eCcTh LMHeoJla, B coIepxamemn
LVHEeOJI KOMIIO3MIMM I1I0 HacToAgleMy M300peTeHMI0 MOXeT M3MeHATLCS WU
YCTaHaBJIMBATLCA B MUPOKMX IIpenejax. I[IpedlouTUTeJIbHO MOXeT OHTh
IpedyCcMOTPEeHO, UYTO KOMIIO3MIMSA I[I0 HacToAmeMy Mu3o00peTeHM OyOer
comepXaThb KOMIIOHEeHT (a), TO eCThb LMHeOoJ, B pacueTe Ha KOMIO3ULUI
B OTHOCUTEJILHOM KOJMUeCcTBe B MHTeppaJie oT 0,001 mo 10 mMacc.%, B
vactHocTy oT 0,002 pmo 5 wMacc.%, npemMmymecTBeHHo oT 0,01 mo 3
Macc.$%, IpenrnouTUTEeJIbHO oT 0,05 oo 3 Macc.$%, BoJiee
NIpennouTUTEeJIBHO oT 0,1 oo 2,5 wMacc.%, 3HAUUTEJILHO BoJiee

npenmnourmuresibHO oT 0,2 Omo 2 Macc.3, eme 0oJiee MNPeNloUTUTEJIEHO OT
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0,5 mo 1,8 wmacc.%$ wu Hambojygee npenmnourmuresbHo ot 0,7 mo 1,5
Macc.%. TeM He MeHee, B 3aBUCUMOCTM OT KOHKPETHOTO CJIydasa WMIM B
3aBUCUMOCTM OT IIpUMeHeHMS MOXeT OHTL HeOOXOIMMBEIM OTKJIOHUTLCS OT
yKasaHHEX 3HaueHMM 0e3 BHEHXOIa 3a IIpeneltl [IaTeHTHOM OXpPaHH
HacToAmero M300peTeHUs. Takoe OTKJIOHEHMEe  OCYMeCcTBJISAeTCa IO
YCMOTPEHHMIO CIelrallMCTOR B OaHHOM OOJIacCTM TEeXHUKMU.

B cBA3M C HaHECEHMEM WIM BBeIeHUMeM KOMIIOHeHTa (a) (T.e.
LIMHeoJa, OpellouTuTeJJbHO B BuIe 1, 8-uuHeoJa) 10 HacCToOAmeMy
n300peTeHNI0 MNPellouTUTEeJIbHEIM SABJISeTCSa BapMaHT, KoI'la KOMIIOHEeHT
(a) BBOOAT CO CTaHOAPTHOM m»OO30M B WMHTepBaJe oT 0,01 mo 50 wr,
IpeuMylleCTBEHHO B MHTeppaJie oT 0,02 mo 25 MI', NOPellOUTUTEJIEHO B
uHTeppajsgie oT 0,05 mo 20 M m OoJiee IPEeNIOUTUTEJIEHO B MHTepBaJle
or 0,05 gmo 15 wMr wiIM KoI'Za KOMIIOHeHT (a) aZaldTHMpoBaH IOJIA
BBeOeHMUd CO CTaHOapTHOW mo3o0oM B uHTepBajsie oT 0,01 mo 50 mMr, B
YacTHOCTM B MHTepBajJie oT 0,02 @mo 25 MDY, [OpeMMymeCTBEHHO B
uHTepBajie orT 0,05 mo 20 MI' M NPenIOUTUTEJIEHO B MHTepBaje oT 0,05
no 15 mMr. Kpome TOTO, B CBA3M C YyKas3aHHBEMM CTAHIOAPTHEMM OO3aMU
OOBIUHEIM IIO HacCTOAlleMy HM300peTeHMI0 ABJIAeTCSd BapuMaHT, KoI'la BBOOAT
or 2 pmo 10 cTaHODaApTHHX J03 B OEHbL M OPpeldlouTUTeJIbHO OT 3 1Jo 5
CTAaHOAPTHEX O3 B IeHb, OPedlouTHUTEeJILHO paclpelelIeHHEX B TeueHUe
noHs, MIM KOoT'DIa KOMIIOHEHT (a) amanTupoBaH IOJIS BBeIeHMS B
KoJIMuecTBe OT 2 no 10 CcTaHIaApTHHEX IO3 B IeHb U OIPelloUuTHUTeJILHO
OoT 3 mo 5 CcTaHIapTHEX OO3 B IOeHbL, OPedlouTHUTEeJILHO paclpeleJIeHHHX

B TeuUeHMe IOHA.

dTo KacaeTcd KOMIIOHEHTAa (b) KOMIIO SV I1O HacCcToAmeMy
MBO@peTeHMD, TO - Kak yXe OBJIO ONMCaHO PaHee — STOT KOMIIOHEHT
COIOEPXNT IIaHTOTEHOJI, IIpedliouTrUTEeJIEHO IOTeKCIIaHTEeHOJI (D-

IIaHTOTEHOJI), WIM eT0o OUBUOJOTMUECKM OIpMeMJIeMBEe CJOXHHEe 5SOUPEH
WU/UIN COJIU.

TakuMm oBpas3oM, Kak OBJIO OIMCaHO paHee, KOMIIOB3MLIMS IO
HacToAmeMy M300peTeHMI0, coIepXalas LMHeOJI B KauecTBe KOMIIOHEHTa
(b), COIEepPXUT [IaHTOTEeHOJI, IpPennodTUTENBEHO IOeKCIIaHTeHOJ (D-
IIaHTOTEHOJI), WIXM eT0o OUBUOJOTMUECKM IIpMeMJIeMBEe CJOXHHEe 5SOUPEH
U/MIM COJM. AKTMBHOE BelecTBO B BHUIE I[IaHTOTEHOJa B XUMMUECKOM
CMHICJIE OTHOCUTCSA K IIOJMOJIaM M aMuIaM, a B (QU3KOJOTUNUEeCKOM

OTHCOCIeHNM IIpeocraBjidaeT coboimt IIPOBUTaMMH (T.e. IIpemeCTBEeHHNK
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BMTaMMHa M3 TpPYNOOH B), KOTOPHM B OpTraHMU3Me IIpeBpamaeTcs B
IaHTOTEeHOBYI KUCIJIOTY (BMTammH BS). IlaHTOTeHOBasa KMCJIOTa B CBOL
ouepeIb IpelcTaBJgeT coboM COCTaBHY UYacTb KobepMeHTa A U,
cylermoBaTeJIbHO, MIpaeT CYIeCTBEeHHYID pPoJIb B 0OMeHe BemecCTB KOXU
(camszmucToM OOOJIOUKMU) .

Kak yxe OBJIO OIIMCAHO paHee, KOMIIOHeHT (b) (T.e. HDaHTOTEeHOJ,
OPenrnouTUTEJIbHO OeKCIaHTeHOJI, MM eT0 OU3UMOJOTMUECKM IIpHeMJIeMbe
CJIOXHEIE S0OUPH M/UIM COJIM) B KOMIOSMLMM II0 HACTOAIEeMy MW300peTeHMo
Opu ee I[IPpUMMEeHeHMM COIJIACHO MNpellMCaHMID OKa3HBaeT He  TOJBbKO
oencTBUe, 3amumarpie e CIIN3UCTYIO 0B0JIOUKY u crocofCcTBYyRIES
3aXMBJIEHUIO paH, HO Takxe u CaMOCTOATEJIbHO OKa3HBaeT
IpPenNAaTCTRyKIee BOCIHAJEHMIO WM [IPOTHMBOBOCHAJMUTEJILHOE OEMCTBUE.
CllemoBaTeJIbHO, B CJlydae CHUHEPTIUMUYeCKM »IeVCcTByo el KoMOMHaLUUU C
LIMHEOJIOM, IMIPedlouTUTeJIbHO C 1, 8-umHeoJioM, 20PeKTMBHO OKa3HEBa&eTCH
IPOTUBOOENMCTBME BOCIAJIEHMID CJIMBKCTOM 0B0O0JIOUKM  HOCa, KOTOopoe
BCerga BCTpedaeTCs I[IPpU PUHUTONONOOHEX COCTOSHMAX. Kpome TOTO,
KOMIIOHeHT (b) oka3HBaeT Ha CIUMBUCTYID OOOJIOUKY HOCa OJIalrOTBOPHOE
oelcTBMe U YBJIaXHIeT ee, TakK UTO TakuMmM obOpasoM obecleunBaeTCs
Xopomee YBJAXHEHMEe CJM3UCTOM O0B0O0JIOUKM HOCAa WM I[IPOTHUBOIEMCTBUE
BHICHIXAHMIO  CJAMBUCTOM  000JIOUKM Hoca ¥  o00paB30BaHMI KOpPOouekK.
Ejlaromaps KOMIIOHeHTY (b) BO B3auMMOOEeMCTBMM C KOMIIOHEHTOM (a)
obecrieunBaeTCs Takxe VIIyUleHHOe OEIXaHue yepes HOC.
CJlegoBaTeJIbHO, B CUHEPIMUECKOM B3auMMOIEeMCTBUM C KOMIIOHEeHTOM (a)
B lLleJIOM OOCTHUIaeTCsa aHTUPHMHUTHOEe  IelcTBUe U, KpoMe TOoTO,
50PeKTUBHO OKalLBBaAETCHa I[IPOTHUBOIEMCTBME CHMITOMAM PUHUTOIODOOHHX
cocToaHUM, ocoBeHHO Opu "TekymeMm" HacMopke (Ipu puHOpee), (T.e.
KOMIIOBULIMA MM KOMOMHALMA II0 HacTodleMy M300peTeHMIO - Kak VyXe
OBUIO ONIMCAaHO PpaHee - of0JlaZaeT TakKXe AaHTUPHMHOPEMHBM OIPOoQUIIeM WK
IIOTeHUIMAaJIOM OeMCTBUA) .

ITo HacToAmeMy 1n300peTeHNno IPenOnoYTUTEeJIbHEM ABJIgeTCH
BapMaHT, KOoI'Ia KOMIIO3MIMA B KauecTBe KOMIOHeHTa (b) comepxurT
[IaHTOTEeHOJI, MNPelloUTUTeJILHO IeKCIaHTeHoJ (D-MNaHTOTeHOJ), WMIM eTo
OUBUOJIOTUUECKN IpUeMIIeMEIe CJIOXHHEE 30UPH.

IIo HaCcTO4gleMy N300peTeHND ocoBeHHO [IpenrouTUTeJIbHEM

ABJIA€TCA BapMaHT, KOI'Ia KOMIIO3MIVMA B KadeCTBe KOMIIOHEeHTa (b)
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COIEepPXUT I[aHTOTEeHOJI, IMPenOlIouTMTEeJIbHO B BUIe JIOeKCIaHTeHoJa (D-
[IaHTOTeHOoJa) .

KonmnuecTBO KOMIIOHeHTa (b) B coIepxamel LMHEOJ KOMIIO3UIUWM IIO
HaCTOAMEMY MW300pPeTeHMK MOXET W3MEeHATbCSd WJIM YCTaHaBJIMBATBHCH B
MMPOKMX Ipenejax. I[IPpedlloUTUTEIEHO MOXEeT OHTE NIPeldyCMOTPEHO, YTO
KOMIIOBULIMSA I[10 HaCTOodleMy Hu300peTeHMKD OyIeT COoIepXaTb KOMIIOHEHT
(b) B pacyeTe Ha KOMIO3MIMI B OTHOCUTEJIBHOM KOJIMUECTBE B
uHTeppasge or 0,01 mo 10 macc.%, B yacTHOCcTM oT 0,1 mo 8 mMacc.$s,
npeuMmymecTBeHHo oT 0,5 mo 7 Macc.$%, OPennouTUMTeJJbHO oT 1 1mo 6,5
Macc.%, 0oJiee MNPenlouyTUTeJSJbtHO OT 2 10O © Macc.$%, BHaAUUMTEJIbBHO
BoJiee IpenlouTUTeJIbHO oT 4 oo © Macc.% u elme BoJiee
npennoururesgbHo oT 4,5 mo 5,5 macc.%. OOHakO B 3aBUCUMOCTHU OT
KOHKPEeTHOT'O CJjiydyasd WJIM B 3aBUCUMOCTM OT IIPUMEeHEeHUS MOXeT OHTb
HeOoBXOOVMBEIM OTKJIOHMTBLCS OT VYKaBaHHHX 3HaueHuM ©0e3 BHXOIa 3a
npenesl naTeHTHOM OXpPaHH HacTOoAmero n3o00peTeHm. Takoe
OTKJIOHEHME OCYmMEeCTRBJIAeTCa II0 YCMOTPEHMIO CHelUMaJIMCTOB B HaHHOM
oBJIacCTM TeXHUKU.

B cCcB43M C HaHeCeHMeM WM BBeIOeHMeM KOoMIoOHeHTa (b) (T.e.
HaHTOTEeHOoJa MM eTro CJOXKHHX S0UPOB M/UJIM CoJiel) I[I0 HacTodleMy
N300peTeHnn NPeOlouTUTEJIbHEIM SABJISEeTCS BapMaHT, KoI'la KOMIIOHEHT
(b) mHDpemnouTUTENIEHO B BMIOe IIaHTOTEHOJa, 0oJiee IIPellodTUTeJIEHO
IDeKClaHTeHoJla, BBOOAT CO CTaHOApTHOM nHO30M B MHTepBaje oT 0,01
oo 50 wmr, B UYaCTHOCTM B MHTepBRajle OT 0,05 mo 25 M1,
IpeuMyImecTBEHHO B WMHTepiBaJe oT 0,1 mo 20 MI', NOpPeldlOoUTUTEJIBHO B
uHTeppaJye oT 0,5 mo 10 Mr m OoJjiee MNPedlNOUTHUTEJIBHO B MHTepBaJle OT
1 nmo 10 Mr wmiaM KOI'Ia KOMIIOHeHT (b) »OpednodTuTelJIbHO B BUIE
[IaHTOTeHOoJa, ©0o0Jlee TPEeNNoOUTUTEJIEHO IeKCIaHTeHOoJIa, alalTUpOoBaH
I0JIS BBeIeHMS CO CTaHIapTHOM Ho30M B MHTepraJe oT 0,01 mo 50 wmr,
B UYaCTHOCTM B WMHTeppBaje oT 0,05 mo 25 M, [OpeMMymecTBEHHO B
nHTepBajie or 0,1 mo 20 MI', NPemIOUTUTEJSIbEHO B MHTepBajle oT 0,5 1o
10 Mr m ©GoJjiee MNPEeNNOUTUTENBHO B MHTepBaJle oT 1 mo 10 mMr. Kpowme
TOTO, B CBA3M C YKa3aHHHMM CTaHOAPTHEIMM HOO3aMM OOBUHEIM II0
HacToAmEMY M300peTeHUI SABJIAeTCHS BapMaHT, KoI'gda BBOOAT oT 2 mo 10
CTaHIDAPTHHX 03 B IOeHb U MIPeldlOoUTUTEeJIbHO OT 3 OO0 5 CcTaHOapTHEHX
003 B IeHb, IIPellOUTUTEJIbHO PaclpelleJIEHHEX B TeueHMEe MOHSA, WK

KOT'ITa KOMIIOHeHT (b) TMIpedlodTHUTENIEHO B BMIE IIaHTOTEHOJa, O0oJee
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NIpennouTUTEJIBEHO OeKCIaHTeHoJIa, amanTupoBaH OJis BBeIeHUA B
KOJIM4ecTBe OT 2 pno 10 cTaHOapTHEX -OO3 B HOeHb U IPedloUTHUTEJIBHO
oT 3 mo 5 CTaHIOaAapPTHHEX 03 B JIeHb, I[IPeldlOUTUTEJIBHO paclpelelIeHHHBX
B TeueHMe IOHHA.

O »>0PpeKTMBHOCTM KOMIIOHeHTOB (a) u (b) B KOMIO3MLIMM IIO
HacTOAMEMY MW300pPeTeHNK MMEEeT 3HaueHMe TaKXe UX KOJUUEeCTBEHHOE
cooTHomeHMe. CoIJlaCHO IPEenlouTUTEJSIEHOMY BapuMaHTy OCYIeCTBJIEHUS
HaCcTOAMETO M300peTeHMd MOXeT OBTh IIPedyCMOTPEHO, UYTO KOMIIO3ULIMA
IO HacTodleMy K300peTeHMI OyIeT COomepXaThb KOMIIOHEeHTH (a) u (b) B
KOJIMUECTBEHHOM OTHOIIEHMM KOMIIOHEHTA (a) K KOMIIOHeHTY (b) B
uHTeppajse orT 1:1 nmo 1:500, B wactHocTM oT 1:1,25 gmo 1:100,
opeuMmymecTBeHHo oT 1:1,5 mo 1:75, m#pemnodyTmuTesbHO OT 1:2 IO
1:50, ©OoJyee npepmnouTuTeJibHO OoT 1:2,5 mo 1:25, 3HauMTelbHO OoJiee
IPpeIdlIouTUTeNIEHO oT 1:2,75 mo 1:20 m eme OoJiee NPEnIOUTUTEJIBHO OT
1:3 mo 1:10. OmHakoO B B3aBUCUMMOCTM OT KOHKPETHOTO cCJydasd WIM B
3aBUCHMMOCTHM OT I[IPMMeHeHMA MOXeT OBEThL HeOOXOOMMBIM OTKJIOHUTLCH OT
YKa3aHHBEIX 3HaueHMM ©6e3 BHXOOa 23a MOpeneJibkl IIaTeHTHOM  OXpaHH
HacToAmero n300peTeHnd (uTo OCVYIEeCTBJISeTCA 1o YCMOTPEHUIO

CIIelMaJIMCTOB B IaHHOM oBJacTM TexXHUKM) .

UTOo KacaeTcsa  KOMIIOHEeHTa (c) KOMIIOBULIMIM TIIO HacToAgleMy
nzobpeTeHun, TO - Kak YyxXe OBJIO OIMCaHO paHee - KOMIIOHeHT (C)
COOEepPXUT 1o MeHbIIeMn Mepe OIHO KOHCepBHUpyKlIee n/nnm
Oe3MHOMUIMpYyKIlee CpelcTBO (aHTHCENTHUK) , npruYyeM KOHCepBHpyKIee
n/mim Oe3MHOMIMPYKIEe CpeInCcTBO (aHTHMCEeIITHUK) BKJIIOUAET AR

ComepXuT KOMOMHAalIMIO, B UYaCTHOCTM CMeCb, COPOMHOBOM  KUCJIOTH
(rekca-2, 4-IMeHOBOM KUCJIOTH), C OIOHOM CTOPOHH, U COJM COPOUMHOBOMU
KMUCJIOTH (copbaTa), C IOpyToM CTOPOHH, (KoMOMHalLM "cop®MHOBaS
KucjoTa/copbar") MIM COCTOUT M3 HUX.

KoHcepBUpYINlee U/UIM Oe3VMHOUIMPpYyIee CPeICTBO (aHTUCENITUK)
B CMHCJIE HacCTOAMeTOo M300peTeHMs IIpelcTaBJIgeT B KOMIO3UIUU
BCIIOMOTAaTe&JILHOE  BEelecCTBO, KOTOpOe  CJAyXuT IJsS  TOTO, UTOOH
IPOTUBOOEMCTBOBATDL MUKPOOPTaHM3MaM n/ i OKa3HBaTh
IPOTUBOMUKPOOHOE WM »Oe3uHOMUMpyKlee paHH »OelcTBMe. B pamMxax
HacToAmeTro  M300peTeHUsd Oiaromapd IHIPMMEHEeHMK  KOMIIOHEHTAa (c)
OOJDKHO OCYMECTBJIATLCS TMPOTUBOINEMCTBME (Upe3MepHOMY) IIOBPEeXIEeHU

KOMIIO3MIIMM IIO HaCToAIlleMy MSO@peTeHI/HO MMKPOOPpI'aHM3MaMM U, TaKVM
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oBpazoM, npernoTBpamaTbCcs HexeJlaTeJIbHadgd KOHTaMMHAalMAI . Taxum
obpasoM, YyJydmaeTcsa Takxe CcTabuJIbHOCTL IIOJyUYaeMOoM II0 HacTodgmeMy
M300peTeHnn KOMIIO3UIIMKM, B UYaCTHOCTM, B OTHOIMEHUM K XPaHEHUK B
TeuyeHNre BoJee OJIMTEeJIBHOTO IIPOMEXyYyTKa BpPEMEHN . 3agaBuTesieM
HEeOXMIOAHHO OBUIO HaMIeHO, UYTO IIPUCYTCTBUE KOHCEepPBUPyHIeITOo U/WIn
Oe3UMHOUIMPYIIEeT O cpencTea (aHTHCeNTHuKa ) NoOOepXuBaeT Kak
IIPOTUMEORBOCHAJIUTEJIEHOE u npoTueoBaKTepualibHOE, Tak u
IPOTHUBOBUPYCHOE IeMCTBMe LMHeoJla B Clydae IIPMMEeHEeHMS KOMIIO3ULINNA
10 HaCTOAmEeMYy M300peTeHMIO NPpU JIeUeHUM PUHUTOIOINOOHHX COCTOSHUM.

3agaBuTesIeM COBEPIIEHHO HEeOXMIOaHHBEM o0Opa3oM OBJIO HaMOgeHOo, UYTO

CIieliMaJlb HHM BHIOOP YyKa3aHHOM’ paHee KOMOMHAaLUN "copBbuHOBaH
kucJgoTa/copbaTr" B KauecTBE  KOMIIOHEHTa (c) Wi B KauecTBe
KOHCEPBUPYIOIETO U/WIM Oe3UMHOUUMPYOIETO CpelcTBa (aHTHCEeNTHKa)

HEOXMIAaHHEIM o00pasoM BeleT K TOMY, UYTO OINHOBPEMEHHO HOOPeKTUBHO
CTabuUIM3nUpyeTCcsa KaK KOMIIOHEHT (a), Tak M  KOMIIOHEHT (b) B
KOMIIOBULMKY I[IO HacCTodAlleMy M300peTeHM0, B UYaCTHOCTM TaKXe B
TeueHre OoJlee IJUTEJBHOTO CpoKa XpaHeHUs, U B PaBHOM CTelleHU
20OeKTUBHEM oBpas3oM MOXeT OBITH oKasaHo IPOTUBOOEMCTRBYE
PasJIoXeHMI0, B UYaCTHOCTM OKUCIUTEJILHOMY MW/UJIM TUIPOJIUTUYECKOMY
pasJoxeHroo, oOOMX KOMIIOHEeHTOB (a) u (b). 39ToT »0dekT NOPOSABUIICH
COBEPMEHHO HeNpeIBMISHHO MOJIA CIeluMaJMCcTOB B OaHHOM ofJjlacTu
TeEXHUKU U, cJlemoBaTeJIbHO, ero HukKouM o6pasoM HeJb34  OBJIO
OXUOaThk. VHIMBUIOyaJIbHEIE BemecTBa (T.e. CcopbMHOBaAs KMCJOTa, C
OIHOM CTOPOHE, M copbaT, C IPYyI'OM CTOPOHE) OKAa3HBAalTCS B CBA3U C
2TUM, HallPOTMB, 3aMeTHO MeHee 50QeKTUMBHEIMM,; IIpM 3STOM IOpyTHUe
KOHCEPBUPYKIME WIM Oe3MHOUIMPYKIMe CcpelcTBa (HaopuMep, XJIOPWUI
OeH3aJIKOHMA WM IIOJIMT'eKCaHMI) COIJIACHO MCCJIEOOBaHUAM 3aSBUTENS
OKa3aliMChk TakKXe 3aMeTHO MeHee 50beKTUBHEMU.

B ciaydae TNpMMeHSeMOM II0 HacCToAlleMy M300peTeHM 0 COpOMHOBOM
KV CJIOTE (CMHOHMMUYHO obo3HauaeMoMn TaKxe Kak TreKcanMeHOoBasd
KMCJIOTa WMIM Tekca-2, 4-OmeHoBas KUCJIOTAa) Pedb MIeT O HeHAaCHIMeHHOM
Kap®oOHOBOM KMCJIOTe C OBYMSA IOBOMHEIMM CBA3AMM; ee I[OIPMMEeHSAT B
KauecTBe KOHCepBaHTa Kak B BuIe CBODOOHOM KMCJIOTH I[IOO NPMHATHIM B
EBponelickoMm Cowo3e obo3HaueHum "E 200", Tak M B BHUIe e€e COJIel
(copbaToB), IpUYeM 1o HacToOAmEMY  M300peTeHND B KauecTBe

COPOMHOBOM KMCJIOTH TMPEeNNOoUTUTEJIEHO OpuMeHawT (2E,4E)-rexkca-2,4-
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IOIVEHOBYID KMCJOTY. CopbaT KaJduga OpedcTaBJgeT coboM KaJMeBYID COJIb
COpBMHOBOM KMCJOTEH, KOoTopasd nmomoymeHa B EBponerckoM Cowo3e B
KauecTBe IIMMeBOM »Oo®aBKM oo HoMepoMm "E  202". OcoBeHHOCTH
HacToAmero u3o0bpeTeHUI COCTOMT B KOMOMHMPOBAHHOM IIPVMMEeHEeHUU
COPBMHOBOM KMCJIOTH, C OIHOM CTOPOHE, ¥ COJIell COPOMHOBOM KMCJIOTH
(copbaToB), C IpyTroM CTOPOHE, B COUeTaHUM C OCOOBM CIOCOBOM
OeiCTBMA B pPaMKax HacTOoAmero M300peTeHUs.

KomuecTBO  KOMIIOHEHTA (c) B KOMIIO3MUMM IIO HaCTOAgleMy
n300peTeHnI0 MOXeT M3MEeHATLCH WM YCTaHaABJIMBATLCA B MUPOKUX
nopenejax. [IpennouyTUTEeJILHO MOXET OBITE nIpenyCcMOTPEHO, UuTo
KOMIIOBUILIMA II0 HacToAmeMy u300peTeHMO OyIeT CcomepXaTh KOMIOHEHT
(c) (IpuHMMaeMElM B pacueT KakK CyMMa BCexX MHIPEeIMeHTOB KOMIIOHEHTAa
(c)) B pacueTe Ha KOMIO3MIMID B OTHOCUTEJIBHOM KOJIMUECTBE B
uHTepBaje oT 00,0001 mo 5 wmacc.%, B uyacTtHocTM oT 0,001 mo 4
Macc.%, npeumMmymecTBeHHO oT 0,01 mo 3 Macc.$, OPelloudTUTEeJIEHO OT
0,05 mo 3 macc.%, ©0oJee mnpenmnourureJsHO oT 0,05 mo 2 wmacc.?,
3HauUMUTEJNbHO OoJiee NpempnoururesbHO oT 0,05 mo 1 macc.$, eme 0OoJiee
npennouruTessHo orT 0,08 mo 0,8 mMacc.$ m HamboJee NPenloudTUTEJIBHO
or 0,1 mgo 0,5 Macc.%. OOHako B 3aBUCUMOCTM OT KOHKPETHOTO CJydas
nIn B 3aBUCUMOCTHU oT IPpUMEHEeHUSI  MOXeT OHITE He0OX 0 OMMEIM
OTKJIOHUTLCS OT YKAaB3aHHHEX  3HaueHuyd 06e3  BHXOIa 3a IIpeleJid
IaTeHTHOM OXPaHE  HaCTOSAmeTo n3o0BpeTeHnud; Takoe OTKJIOHEHUE
OCYMeCcTBJIAETCS IO YCMOTPEeHMI CIelMaJMCTOB B OaHHOM ofJjlacTu
TEeXHUKNA .

Ong »0OeKTUMBHOCTM KOMIIOHEHTa (C) B KOMIIO3MIMUM II0 HAaCTOAIeMYy
n300peTeHnI0 MMeeT 3HaueHMe TakXe MacCCOoBOe OTHOIeHVEe COpOMHOBOM
KMCJIO T K COJIn COpPBUHOBOM KV CJIOTH (copbaty) . CorJiacHO
OPedrnouTUTEJIbHOMY BapMaHTy OCYIEeCTBJIEHVS HaCTOAMeT'o Mu300peTeHUsd
MOXeT OBTb IIPedyCMOTPEeHO, UYTO KOMIOHEeHT (Cc) B KOMIOBUIMM IIO
HacToAmeMy M3o00peTeHMi OyIeT BKJIOUATL WMIM COOepXaTh KOoMOMHAIIMIO
COpPOMHOBOM  KMCJIOTH, C OOHOM CTOPOHH, U copbaTa, C mOpyromn
CTOPOHHE, C MACCOBHM COOTHOmMeHMeM "cop®rHOBasg KHcJoTa/copdar" B
MHTeppaJyie oT 9:1 mo 1:9, B YaCcTHOCTM B MHTepBajle OT 8:2 1o 2:8,
NPEenodTUTEJIEHO B MHTepeajle OT 7:3 mo 3:7, 0OoJiee HNPeOIlloUTUTEJIBHO
B MHTeppBaJle OT 6:4 mo 4:6, 3HauMTeJIbHO Oo0Jiee MPenloudTUTEeJIBHO B

uHTeppayje oT 5,5:4,5 mo 4,5:5,5 u eme O0oJiee MNOPEeONOUTUTEJIEHO C
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MaCCOBEIM COOTHOmeHMreM "copbuHoBag KucijoTa/copbar", paBHEM OKOJIO
1:1. OmHako B 3aBUCUMMOCTM OT  KOHKPEeTHOTO cayyas WIM B
3aBUCUMOCTM OT IIpUMeHeHMS MOXeT OHTL HeOOXOIMMBEIM OTKJIOHUTLCS OT
yKasaHHEX 3HaueHMM 0e3 BHEHXOIa 3a IIpeneltl [IaTeHTHOM OXpPaHH
HacTOAmMETO nz3obpeTeHms (uTo OCYIECTBJIAETCSA 1o YCMOTPEHUIO
CrielMaJIMCTOB B IaHHOW 0OJacTM TexXHUKU) .

yro KacaeTcs OIOHOTO VI HECKOJIbKUX copbaToB (comnen
COPOMHOBOM KMUCJIOTH) , IIPpMMeHSIeMBX B KOMIOHEeHTe (C) KOMIIO3MLMUM II0
HacToAlleMY M300peTeHMK, TO B OaHHOM CJllydae MOXHO IIPUMEHHATH JIOHE
COJIM MeTaJlJIOB, E€CJM DTU COJM MeTaJlJIOB HABJIAKTCA (OU3MOJIOTUUECKU
OpUeMIIEMBEIMY MM  QU3MOJIOTUMUECKM Oe30MlNaCHEMM UM COBMECTHMEMU B
ciydae KOMITIO 3ULIUN 1o HacToAlleMy n300peTeHM. CorJjiacHO
OPEenrnouTUTEJIbHOMY BapMaHTy OCYINEeCTBJIEHMA HAaCTOAMeI'o M300peTeHUd
MOXeT OBTb I[IPeOdyCMOTPEHO, UYTO KOMIOHEHT (C) B KOMIOBULMM IO
HacTodmeMy mu3o00peTeHMio OymeT coIepXaThb copbaT (cojib COpOMHOBOM
KMCJIOTH) B BUIOE COJIM MeJIOUHOTO MU/WJM MeJIOUHO3eMeJIbHOTO MeTaJslla,
OIpeMyIleCTBEHHO B BMIOE COJIM MEeJIOUHOTO MeTajula, I[IPenOlouTUTEJSIbBHO B
BUIOe HaATPUEBOM U/UIM KaJMeBOM coJu ¥ 0OoJjlee TIIPelnlouTHUTEeJIbHO B
BuIe copbaTa KaJIusg.

CorJiacHO IpenrnouTUTeJIbHOMY BapuUaHTy OCYMeCTBJICHU I
HacTosAmero u300peTeHMsS MoOXeT OBTh IIPeOyCMOTPEHO, UTO KOMIO3UILINSA
10 HacToAmeMy M300peTeHMId B KadecTBe KOMIIOHEeHTa (d) fyneT
comepXaTh Takxe I[I0 MeHblleM Mepe OIMH 5SMyJILTaTop.

BasgaBUTeJIeM HeOXMIaHHO OBJIO HaWIeHO, UYTO OOIIOJIHMUTeJILHOE
BBeIeHMe SMyJILIUPYRIeIo KoMIoHeHTa (d) BemeT Kk eme OoJiblieM
cradbmiamzalmMy, B UYaCTHOCTM K OOJITOBPEMeHHOM CcTaduimMsalur WK
cTadbuamM3almMy [OIPpUM XPaHeHMM KOMIIOBULMM II0 HacTodmeMy K300peTeHM .
B uyacTHOCTHM, OSMyJbTaTop ofecneuMBaeT BO3MOXHOCTEL TOI'O, UTO Kak
KOMIIOHEHT (a), Tak ¥ KOMIIOHEHT (b) B XMIKOM KOMIIO3MLUM, B
YacTHOCTM B BOOHOM cpeme, CTabMJILHO OCTAalTCH B SMYJILITUPOBAHHOM
WV pPacCTBOPEHHOM COCTOSHMM. IIpM 3TOM OCOOEHHO XOpOolMe pPe3YJIbTaTH

I10 cTadbuinmsanmm I1I0JIy4JarnT IIpm IIPVMMEeHEeHNI YKa3aHHEX aJjiee

SMYJIETaTOPOR, B YaCTHOCTHU npu MIPVMeHEeHUNU B KauecTBe
SMYJIETUPYRIETO  KOMIIOHEHTAa (d) KaCTOPOBHX Macell (KJIeme BMHHBIX
MaceJ) W PUILIMHOJIEBOMU KM CJIO THL MJIN 1736 COOTBETCTBYIIOINX

IIPOMI3BOOHEX .
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SMyJILTaTop B CMHCJEe HaCTOAMeTIo M300peTeHMA OpelcTaBJigeT B
KOMIIOBUILIMM BCIOMOTaTeJIbHOe BelecTBO, KOoTopoe CJHYXUT IJS TOoTro,
uyTOOE OBa BelleCTBa MJIM OBEe XUIKOCTM, KOTOPHE HEe CMellMBAalnTCSa IPYT
C IpyT'OM WMJIM CMEIMBAKTCA TOJBKO B He3HaAUMTEeJILHOM CTelleHHU,
cMemaTsk ¥ CTabuiIM3MpOBATHL B BUIE TOHKO IUCIEPTMPOBAHHOM CMeCH
(T.e. o5BMyJbCHMM). B paMkKax HaCTOAMero u300peTeHMsa IOJDKHa, B
YaCTHOCTM, VJYUNATLCS CMEeMNMBAaeMOCTh C BOIOHEMM SKCLUUIMEeHTaMM
(HocuTeJIaMM) KOMIIO 3ULIUN 1o HaCTOAlleMY n300peTeHNIO MJIN
PacTBOPMMOCTE B HMX KOMIIOHeHTa (a), T.e. LMHeoJla, a B cJydae
HeoOXOOMMOCTM TakXe M KOMIIOHeHTa (b), a obpasyomasiacd DSMyJibCUSA
OOJIXKHa CTabuiInM3upoBaTbCa. TakuMm o0pasoM, VYJydllaeTCsa He TOJBbKO
CMelMBaeMOCThb VI BMYJIbTUPYEMOCTE AaKTUBHEIX BeMeCcTB B
DKCUUNIMEHTAax Ha BOIOHOM OCHOBEe u IIOBHIIAETCHA CcTabuUJILHOCTD
KOMIIO 3ULIH, noJjiyyaemMor IIo HacTofAmeMy M300peTeHMo, a TakKxe
yiydmaeTrcsa OMOOOCTYIHOCTL aKTMBHHX BeleCTB, B YaAaCTHOCTM LIMHeoJa.

XOoTsa TIpMMEHeHMe b5BMyJiblaTopa B KOMIO3MUMM IIO HaCTOAIEMY
n300peTeHN NPMHUMIOMAJBHO TpebyeTcsa JMb B CJydae HeoOXOIMMOCTH,
OHO IIpelncTaBJgeT coOOoM II0 YKAa3aHHEM I[IPUUMHAM I[IPEONOUTUTEJIbHEM
BapMaHT OCYIeCTBJIEHUS .

KomrioHeHT (d), TO eCTb 5SMYyJbLITAaTOp, IPUHLUMUIMAJILHO MOXeT OHTb
BHIOPAaH ns3 MHOXeCTBa CaMBbIX pPasHEX COeIVHEeHUN . CorJiacHO
OpenrnouTUTeJIbHOMY  BapMaHTy  OCYHIEeCTBJIEHMS  OIpeldyCMOTPeHO, uTo
KOMIIOHeHT (d), TO ecThb b5BMyJbLIaTop, BHOMpanT M3 TIPYIINHE, KOTOPYID
cocTaBJgoT: (i) (HOJNM)STOKCUIMPOBAHHEE U/UJIM TUIPOTEeHU3UPOBAaHHEE
B CJydae HeOoBXOIMMOCTM KACTOPOBHE Macja (= KJIeleBMHHEHEe MacJja) U
UX  QUBMOJIOTUUECKM IIpMeMJIeMBle COJIM U/WIK  CJIOXKHEE SOUPH; (ii)
(IIOJIN) D TOKCUJIMPOBAHHEE n/mim TUOPOTeHU3UPOBAHHEE B cilyuae
HeOoOXOOMMOCTHY PUIMHOJIEBHE KUCJIOTH M UX QUI3MOJIOTUUECKMU IIpHeMJIeMbe
COJIM U/UIM CJIOXHHE 5S0UPH,; a Takke M¥X CMecCu U KOMOMHAaLUM.

KoMmmonenT (d), TO eCcTb OSMYJBTATOPR, MIPEeIOIOUTHUTEJIBHO BHOMpPAanT U3

(roJmM) 3 TOKCUIINPOBaHHBIX W/ Ui TUIOPOTEHNU3UPOBAHHKBX B clydae
HeOOXOOUMMOCTHM KaCTOPOBEIX Macel (= KJIeNeBMHHHX MaceJl) M UX
PUSUOJIIOTUUECKNY I[IPUeMJIeMEX COJIeM U/UJIM  CJIOXKHHX 3S0MpoB. BoJjee

IIpeollouyTrTeJIEHO KOMIIOHEHT (d), TO e€eCTb OMYyJIBETaTop, BH@MpaDT ns

IJIMLIepPpMJIPMIOVHOJIeaTa MaKpoI'oJla.
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KacTopoBoe Macjio IpeacTaBjgeT cobo¥ pacTuTeJIbHOe Macjo,
KOTOpoe 1oJydanoT us ceMaH TPONIMUYECKOM KJIelle BUHE (Ricinus
communis), BOCKa MoJouasd, COCTOUT M3 Pas3JIMUHLX TPUIJIMIEPUIOB U B
bapmalleBTHMKe Ha3HBaeTCcsa Takke kak Oleum Ricini s. Castoris,
Oleum Ricini virginale, kJemeBMHHOE MacJO, KaCTOpPOBOEe MAacCJiO U
T.0. KacTopoBoe MacJio MMeeT IIBET B TI'aMMe OT OTCYTCTBUSA LBeTa IO
crerka KeJITOTO uBeTa, ABJIAETCH IpO3payvHEM, BA3KOTEKYUUM,
ropouuM, ob6JamaeT JeTKuM, HO HelNpMSATHEIM BKYCOM U HOeMCTBYeT
CUJIBLHO rnocJiafJanommUM oBpaszoM. Banax ABJIAETCH cabwumM, HO
XapaKTepHEM. Macjo ¢ IJIoTHocThlo oT 0,922 mo 0,938 1p-coMmd
opencraryggeT co®oM OIHO M3 MaceJl C HamboJiee BHCOKOM ILJIOTHOCTBIO.
KacTopoBOoe Macjio ABJAETCH 3aMeTHO IOJAPHBEM UM OTJMYUaeTCd OT
IPpYyTHUX MaceJ XOpolleM pacTBOPMMOCTBID B  BTaHOJe, HO  HUBKOMU
CMEMMBAEMOCTEID C alMdaTUUYeCKMMM YIJIeBoOoopomaMu. B ofmem ciydae,
KaCcToOpoOBOE MacJio COCTOUT, B YacTHOCTH, nus3 TpUTJIMLEepPKIa
PULMHOJIEBOM KMCJIOTHI, Ha3kBaeMoOTI'O TaKxe TPUPULMHOJIEVHOM, B
koJmuecTBe oT 80 mo 85 mMacc.% M, Hap4dnoy C D2TUM, TakXe U3 IPpYyIUX
TJIMLLEPUIOOE PAa3HHX XUPHHX KUCIOT Cig, a TakKXe M3 MHOXECTBa JIETYyUdMX
coemMHeHuM. JaHHHE IIO COCTaBy M3MEHJITCS B  3aBUCUMOCTU OT
IPOUCXOXIEHUS U JIUMTEePpaTYPHOTO MCTOUHMKA. JoJg 20MPOBR IJUlLeprHa C
KUPHBIMM  KUCJIOTAMM I[IPUXOOUTCS NPUOJIM3UTEJSIEHO B KoJMUecTBe oOT 77
oo 83 w™Macc.$ Ha pPHUMLUMHOJIEBYK KMCJIOTYy, OT 3 1o 5 Macc.% Ha
JIMHOJIEBYID KUCIOTYy, oOT 4 mo 9 Macc.? Ha OJIEMHOBYK KMCJIOTY, oT 1
OO 2 Macc.% Ha HOaJlbMMTMHOBYKR KMCJIOTY, OT 1 1mo 3 Macc.3 Ha
CTeapMHOBYID KMCJIOTY, a Takxke Ha HeOoJIbIiMe KOJIMUeCTBa BaKIeHOBOM,
aJikda—-JIMHOJIEHORBROM, apaxmMHOBOM " SMKO3€HOBOM KMCJIOT . OoJisa
CBOOOIHHX XMPHEIX KMCJIOT COCTaBJIgeT OpubiamsuTesbHo oT 0,75 mo 3,0
Macc.%, a colepxaHue BoOIe cocTarJjdgeT oT 0,25 mo 0,5 macc.%, B TO
BpeMsa Kak OCTaBRIMEeCs opuMecu B 3aBUCHMOCTHU oT KauecTBa
comepxaTcsa B koJmmuecTBe oT 0,01 mo 0,2 macc.3.

PuiuiyHOJIeBad KMCJIOTa (CHMHOHMMMUYUHO oO0OO3HauaeMas TakKxe Kak
9Z,12R-12-TUOPOKCU-9-0OKTanelleHOBasA KMKCJIOTa) MpelcTaBJIgeT Ccobon
HeHACHIEeHHYD JIMHEeVHYID oMeTa-9-XMPHY KUCJIOTY C OpyTTo-QOopMyJIOoN
Ci1gH3403, KOTOpasda IHOpM KOMHATHOM TeMIepaType HaxXoIUTCd B BuUIe
MacJISHMUCTOM, XeJITOM, HepacTBOPMMOM B BOIe XUIKOCTM; PULMHOJIEeBas

KMCJIoTa IpeICTaBJIgeT coBom eOIVHCTBEHHYID  TIPUPOIHYI  XUPHY



23

KMCJIOTY, KOoTopad MMeeT TUIPOKCUTPVYIIY M MMeeTCd B PacCIOpSXeHUM B
HauboJee KPYIIHBEIX KOMMepUeCKUX KOJIMUeCcTBax. IToJydeHue
OCYMeCTBJADT TI'MUIPOJIM30M KaCcTOPOBOTO MacJja, BemecTBO KOTOPOTo B
KoJIMYecTBe OT 85 @mo 92% HaxoOMUTCHA B BUIOe TPUIJIMLEPUIOB.
PulLMHOJIeBa g KMCJIOTa ABJISETCH OTBEeTCTBEHHOMU 3a oercTBUe
KacTOpOBOT'O MacJa.

TnmmuepuipuumHojieaT Makporojia (cMm. "Ph. Eur. [Pharmacopoea
Europaeal, 8. Ausgabe, Grundwerk 2014, Seiten 3951/3952")
COOEPXUT B OCHOBHOM TJIMLEePUIIPUIIMHOJIEAT, STOKCUINPOBAHHEN
STUJIEHOKCHMIOM B KoJuuecTBe oT 30 mo 50 wMoJekysl (HOMMHAaJIbLHOe
3HaueHue), ¥ MaJlle KOJIMUeCTBa pPHUIMHOJIeaTa MaKpoTroJa M CBOOOIOHEIX
TJIMKOJIEN . TiniepuiIpulHOJIeaT MakpoTIoJia obpasyeTcd opu
B3aVMOIEeNCTBUN KaCTOpPOBOTO MacJa c STUIIEHOKCUIOOM.
TnnuepuIpULKHOJIeaT MaKpoT'oJla IIoCTaBJIgeTCcda B IpOoOaxy, HalpUMEpP,
KOMIIaHVeN "BASE SE" (HanpuMep, Kak "Kolliphor™ EL" W
"Cremphor™ EL") .

KommuecTBO KOMIIOHEHTa (d), TO eCcTb SMyJIbT'aTopa, B
comepxamer LUMHEOJI KOMIIO3UMLMM II0 HaCTOSAMeMy M300peTeHun MOoXeT
M3MEeHATLCH NI yCTaHaBJIMBATLCS B MUPOKUX npenejax.
[IpednouTuTeJIbHO MOXeT ObBTh I[IPeOYCMOTPEHO, UYTO KOMIIO3MIUS IIO
HacTodmeMy M300peTeHM©n OyOeT comepXaThb  KOMIIOHEHT (d) W/
SMYJILTATOP B pacueTe Ha KOMIIO3MIMIO B OTHOCUTEJILHOM KOJIMUeCTBe B
uHTeppaje oT 0,0001 mo 10 wMmacc.%, B uwactHoctum orT 0,001 mo 8
Macc.%, nOpeumymecTBeHHO oT 0,005 mo 6 Macc.%, OPeOlouTUTEJIEHO OT
0,01 mo 4 wmacc.%, ©0oJjyee npennoururesbHo oT 0,05 mo 3,5 mMacc.%,
3HAUMTEJBHO OoJiee npempnouTurTesbHO oT 0,1 mo 3 Macc.3, eme 0O0oJiee
npenmnourmuresbHo oT 0,2 mo 2,5 Macc.$ m Haubojlee NPEeONoUYTUTEJIBHO
0,5 mo 2 mMacc.%. OOHakKO B 3aBMCHMMOCTM OT KOHKPETHOTO Cliydas WIKn
B 3aBUCHMMOCTM OT IIPpUMeHeHUSI MOXeT OHBTh HeOOXOOVMEM OTKJIOHUTLCSH
OT YyKal3aHHBX B3HaueHMM 0e3 BHXOIDa 3a IOpeleJltl [IaTeHTHOM OXpPaHH
HacToAmero M300peTeHUs. Takoe  OTKJIOHEeHMe  OCYHeCcTBJISeTCcd IO
YCMOTPEHMIO CIIelraJlMCTOR B OaHHOM oOOJIacTM TEeXHUKMU.

IIlpy »ToM MOXeT OBThL [OIPeOdYCMOTPEHO, UYTO KOMIIO3UIMA IIO
HacToAmeMy M300peTeHMID B KaueCcTBe KOMIOHeHTa (e) 0OyIeT coIepXaThb

TaKXe 1o MeHBIIer  Mepe OOHY  XMMHMUYECKYI BydepHY cucTeMy
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OpenrnouTUuTeJIbHO B BUIOEe OIHOM WM HEeCKOJBbKUX CcoJed, ofJjadalmnx
OybepUpymMMMU CBOMCTBAMM .

KacaTeslbHO  TepMMHOB "XuMMUecku — OydepHHM pacTBOP" WM
"xumMmueckad OydpepHasa cucTema" MOXHO, B UYaCTHOCTM, COCJAaTbCH Ha
usnaume "ROMPP Lexikon Chemie, 10. Auflage, Georg-Thieme-Verlag,
Stuttgart/New York, Band 5, 1998", cTp. 3618/3619, xJoUeBOe
cyoeo "Puffer" (6ydepHEII pacrBOp), a TakXe Ha YKas3aHHHe TaM
JIUTepaTypHEEe UCTOUHUKMH .

XuMmueckasa OybepHas cCcHUCTeMa OPellouTHTeJIbHO B BUIEe OOHOM
MM HeCKOJILKMX coJier, ofbjJamanmmx OydeprpyomyMMM CBOMCTBaMM, B
paMrax HacTOoAmWero n3obpeTeHms NpenlnouTUTEeJIBEHO CIIYXUT OJId
cTadbuim3aluy KOMIIO3MIUMM I[I0 HacCTodlleMy KM300peTeHui. B yacTHOCTH,
YCTaHOBJIEHNE IIOCTOSAHHOTO 3HaueHu4d pPH rnocpencrTeoM BydbepHOM
CUCTEMEl HeOXUIOaHHO BeIeT K TOMy, UTO HeXeJlaTeJIbHOMY pPa3JIOXKEeHUIO
aKTMBHEIX BEIeCTB, B UYaCTHOCTM KOMIIOHEHTOB (a) u (b), npu
XpaHeHUM Jaxe B TeueHMe O0oJiee IJIUTEJLHOTO IIPOMEXYyTKa BpeMeHU
20deKTUMBHO OKa3HBaeTCda IPOTUBOIeMCTBMe. TakuM ofpaszoM yJydllaeTCsd
CTOMKOCTL TIPU XPaHeHVM KOMIIO3MLMM I[1I0 HacTodmeMy M300peTeHM’o.

KojmuecTBO KOMIIOHEeHTa (e), TO eCTb XuMMUeckon OydepHOM
CUCTEMEH, B comepxamemn LHMHEOJI KOMIIO 3ULIUN 1o HacToAmeMy
N300peTeHnn MOXeT WM3MeHAThbCS WM YyCTaHaBJIMBATBCS B MHUPOKUX
npenjejyax. Ilo HacTodmeMy M300peTeHMI OIPeOloUTUTEJIbHEIM SBJISETCH
BapMaHT, KoT'Ia KOMIIO3UMUMA II0 HacToAmeMy MW300peTeHMI COIOEepXUT
KOMIIOHEHT (&), TO eCTh XMMMUeCkyln OydepHYK CHCTeMy, IIPMHMMAaEMYIO
B pacueTe Ha KOMIIO3MIMIO KakK CyMMa BCeX MHIPEeIMEHTOB XUMMNUEeCKOM
BybepHOM CHCTeMH, B OTHOCUTEJILHOM KOJIMUeCTBe B MHTepBaJle OT
0,001 oo 4 wmMacc.%, B  YAaCTHOCTM OT 0,01 oo 3 Macc.$%,
npemmMmymecTBeHHo oT 0,05 mo 2 mMacc.%, npeanoururesabHo oT 0,1 mo
1,5 MmMacc.% m Bojyee npennouruTessHO oT 0,2 mo 1 Macc.$%.

B pamMkax HacTodmero u300peTeHMsa KOMIIOHEHT (&), TO €ecCThb
XUMHUUECKA A BybepHasa cucrTeMa, NIPelnouTUTEJIBHO CIIYXUT oJs
YCTAHOBKM W/MIM DOOOepXaHMS IIOCTOSHCTBa 3HaueHUS pPH KOMIIO3MLUMA
10 HacToAmeMy wu30bpeTeHMo. Kak OBJIO ONMCAaHO pPaHee, BTO BeIOeT K
TOMY , uTo HexXeJlaTeJlbHOMY PasJIOXEeHNO AKTVBHHX BemecTB, B
YaCTHOCTM KOMIIOHEHTOR (a) u (b), IIpM XpaHeHMM JaxXe B TeUeHNe

foJjiee OIMTEJBHOTO IIPOMEXYyTKa BpeMeHM D20PeKTMBHO OKaBHBaeTCHd
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IPOTHUBOOENCTBME M  TakuM obpa3oM yJyullaeTcd CTOMKOCTE npu
XpaHeHM KOMIIO3MIMM I[1O0 HaCTOAINeMYy M300peTeHNrbo.

B HOpenmnouTMTeJIbHOM BapMaHTe HaCTOAMETro UM300peTeHUS MOXET
OEITE OPelIyCMOTPeHO, UYTO KOMIIOHEHT (e), TO eCcTh XMMHMUYECKAaHA
OybepHasa cucTeMa, OymeT HOpedcTaBJIATE cobom OybepHyD CUCTeMYy
"murugpodpochaT/MoHoTHUOPOOOCHAT" (MHOTHA CUHOHUMUUHO oBOO03HaUaeMy
TakKxe Kak "OybepHuM pacTBoOp (cmucTemMa) H,PO, /HPO,2 " I
"bochaTHEM By bepHEM pacTBoOp (cucrTema) "), NPEennouTUTEeJIbLHO
OybepHY cucTeMy "nurmuopodocharT MeJIOUHOT'O
MeTaJla/MoHoTuapodochaT mMEeJIOUHOTO MeTaula" I[OpedalouTUTeJILHO C
MOJISSPHEIM COOTHOIIEHUEM "murugpodochaT/mMoHorUOpodpochaT” co
3HaueHMeM, IOpeBHmanmyM 5:1 ¥ HaxXxoOAMMMCA [OPeOlouTUTEJIBHO B
uHTepBaje oT 5:1 mo 110:1, ©OoJiee HOPeOlNoOUTUTEJIBHO B MHTEpBAaJIe OT
6:1 mo 105:1, 3HauMTeslbHO Oo0Jiee TIPEenOINOoUTUTEJIbHO B MHTepBaJje OT
7:1 nmo 200:1, eme O6oJiee MNPEeONNOUTUTENIBHO B MHTepBajie oT 7:1 1o
100:1, =3HauuTesJbHO O0O0OJiee NPENINOUTUTEJIEHO B MHTeppajle oT 7:1 nmo
75:1 wm eme O6oJiee IMIPedlOUYTUTEJIBHO B MHTepbajie oT 7:1 mo 50:1
n/ IPenrnoYTUTEJILHO C MaCCOBEIM COOTHOIIeHNEM
"gurugpodpochaT/MoHOTHUOPObOCHAT" CcO BHaueHMeM, OpeBHmanmuMM 5:1 u
OPEenrnouTUTEJIbHO HaxXOoOAmMMCsa B MHTepBaje oT 5:1 nmo 200:1,
IpeuMyIeCcTBEHHO B MHTepBajle oT 6:1 mo 150:1, HOpenmnouyTUMTeJIBHO B
uHTepBaJyie oT 7:1 mo 100:1 m OoJee NPeldlOUTUTEJIbHO B MHTepBalle OT
10:1 mo 50:1. IlpM NOPpMMEHEHVM DTOM ClHelMalJibHOM OydhepHOM CUCTEMH,
B UYaCTHOCTM TIIPM OIOHOBPEMEHHOM COOJIOIEeHMM  yKa3aHHEX  paHee
MAaCCOBHX U/WIM MOJISPHEX COOTHOMEHMUM, HexeJjlaTeJILHOMY pasJIoXeHMO
AKTMBHEIX BeEIEeCTB, B UYaCTHOCTM KOMIIOHEHTOB (a) " (b), npu
XpaHeHUM Oaxe B TedeHMe O0oJiee OJIUTEJIBHOTO IIPOMEXyTKa BpPEeMeHM B
ocoBeHHOM Mepe oOKasbBaeTCsa IOIPOTUMBOINEMCTBME UM B OCODeHHOM Mepe
yiydmaeTcsa CTOMKOCTL IIPM XPaHeHUM KOMIIO3MUMM IO HaCTOoAIeMYy
N300peTeHUn.

3HaueHMUe PH KOMIIO 3ULIUNA I10 HaCToOAlleMy n300peTeHNO
OPUHLUIIMAJILHO MOXeT M3MeHATLCS B MIUMPOKMX IOpenejax. Ipu 2TOM IIO
HacCTOAmMEMY MW300peTeHMKD IIPellloUTHUTEJIEHEIM HABJISEeTCS BapMaHT, Korna
3HaueHMe pH KOMNOO3MIIMM I[IO HACTOAMEMYy W300peTeHMK HaXOIUTCHd B
uHTeppayge oT 4,5 nmo 8,0, B YWacTHOCTM B MHTepBaje oT 5,0 mo 6,5,

IpeuMyImeCTBEHHO B MHTeppBaJle oT 5,0 1mo 6,2, T[OPenlIoudTUTEJIbHO B
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MHTeppaJjie oT 5,0 mo 6,0, eme OoJiee MNPEeOIOUTUTEJILHO B MHTepBaJe
or 5,1 nmo 6,0, 3HauuTeJIbLHO OOJIee MNPENNOUTUTEJIEHO B MHTepBalle OT
5,2 nmo 5,9 u HamboJee MNPEenIIoOUTUTEJIbHO B MHTepBajle oT 5,3 mo 5,9
WM KOT'Da 3HaueHre pH KOMIO3MIMM I[I0O HaCTOAMEMY M300pPEeTEeHU
YCTaHaBJIMBAT M/UIM HOOOEPXMBALT IIOCTOSHHEIM  ([IPedlIouYTUTEeJILHO
IIOCPEOCTRBOM IIO MEHBIIEM Mepe OOHOM XMMHMUeCKOM OydepHOM CUCTEMEH, B
YacTHOCTM VYKa3aHHOM paHee) B WHTepBaje oT 4,5 mo 8,0, B
YaCTHOCTM B MHTepraJjie oT 5,0 mo 6,5, NpeuMylmeCTBEeHHO B MHTepBaJle
or 5,0 mo 6,2, OPenIouyTUTeJIbHO B MHTepBajle oT 5,0 mo 6,0, eme
foJjiee TIIPellIOUTUTEJIbLHO B MHTepBajie oT 5,1 nmo 6,0, 3BHauMTEJIBHO
foJjiee TIIPellIoOUuTUTEJIbLHO B MHTepBajie oT 5,2 no 5,9 wm Haubojee
NpenlouTUTeJIbHO B MHTepBajle oT 5,3 nmo 5,9. Ilpu cobimogeHUn
YKa3aHHEIX paHee MHTEepPBaJIoOB 3HaueHUM pH HexesaTeJIbHOMY Pas3JIOXeHMIO
aKTMBHEIX BEIEeCTB, B UYaCTHOCTM KOMIIOHEHTOB (a) u (b), npu
XpaHeHUM HOaXe B TedeHMe O0oJiee IJIUTEJIBHOTO IIPOMeXyTKa BpPeMeHM B
ocoBeHHOM Mepe OKaBHBaeTCsa IIPOTUBOIENMCTBUE M B OCOOeHHOM Mepe
yJyumaeTcsa CTOMKOCTEL IIPM XPaHeHMM KOMIO3MIMM II0 HacCToAleMy
N300peTeHN .

B pamMkax HacToAmero mus3obpeTeHMa olpeleljieHre 3HaueHMsa pPH
MOXEeT OCYIeCTBJIATLCS CcleluMalucTaMM B IJaHHOM oBJlacTy TeXHUKU
M3BECTHEIMM TIIO CymecTBYy crnocobamm. B dyacTHOCTH, omnpenejieHue
3HaueHMsa pH MOXeT OCymecTBJATbHCHA crnocoboMm cormjlacHo "Ph. Eur.
[Pharmacopoea Europaea] 7. Ausgabe, Grundwerk 2011, Abschnitt
2.2.3".

CorJiacHO IpenrnouTUTEeJIbHOMY BapMaHTy OCYyMeCTBIJICHUI
HacCTOAmMETO M300peTeHMd MOXeT OBTh IPedyCMOTPEHO, UYTO KOMIIO3ULIMA
IO HacTodlleMy M300peTeHMK B KauecTBe KOMIIOHEeHTa (f) oyoeT
comepXaTh TakXke II0 MeEHbIlel Mepe OOHO Ipyroe KOHCepBUpylllee 1/MUIINU
Ie3MHOMIMPYKRIlEe CPencTBO (aHTHUCENTHUK) .

KomnuecTBo KOMIIOHeHTa (f), TO ecThb OpYyIror'O KOHCEPBUPYKIMETO
U/ WM OesUMHOUMLUMPYRIeTo CcpeICTBa (aHTHMCeNnTHKA) , B coIepxamen
LIMHEOJ KOMIIO3MIMM I[1O0 HACTOAMeMYy M300pPEeTEeHUI MOXET U3MEHATHCH WM
YCTaHaBJIMBATLCA B MUPOKMX IIpenejax. I[IpedlouTUTEeJIbHO MOXeT OHTh
IpeIyCMOTPEeHO, UYTO KOMIIO3MIMSA I[10 HacTodmeMy u300peTeHM© OyIeT
comepxaTh KomroHeHT (f), TO ecTh @Opyroe KOHCepBUpyKIee W/UIINU

Oe3MHOUIMPYKIIEe CPeICTBO (aHTUCENTUK), B pacueTe Ha KOMIIO3UIVKD B
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OTHOCUTEJIBHOM KOJIMUeCTBe B wMHTeppaJie oT 0,001 pmo 10 macc.%, B

vactHoctTn oT 0,005 mo 5 wMacc.%, npewmMmymecteBeHHo oT 0,01 nmo 2

Macc.$%, IPennouTUTEeJIbEHO oT 0,01 oo 1 Macc.$%, BoJiee
IPennouTUTEeJIbEHO oT 0,01 oo 0,5 Macc.$ u ele BoJiee

npennoururespbHo oT 0,02 mo 0,1 mMacc.%. OOHako B 3aBUCHMMOCTHU OT
KOHKPETHOT'O Cllydyasd WJIM B 3aBUCUMOCTM OT IIPUMEHEHUS MOXeT OHTH
HeOOXOOMMEIM OTKJIOHMTLCS OT YKaz3aHHHX 3HauveHUM ©0e3 BHXOOa 3a
npenes IaTeHTHOM OXpPaHH HacToAmero n3obpeTeHns. Takoe
OTKJIOHEHME OCYNEeCTRBJSAEeTCaS IO YCMOTPEHMI CIelUMaJIMCTOBR B IaHHOM
o0JIaCTM TEeXHUKMU.

KoMIIOHeHT (£), TO ecTb opyroe KOHCepBHUpYyKIlee "/ mim
Oe3HOMUIMPpYyRIlee CPencTBO (aHTUCENTUK), IIPUHUUIIMAJIIBEHO MOXeT OHTh
BHOpPaH nu3 MHOXeCTBa CaMEBIX PasHEX CoenVHEeHUN . CorJjiacHO
IpenlnouTUTeJIbHOMY BapMaHTy OCyIeCTRJIEHUS MOXeT OHTH
OpenyCMOTPEHO, UYTO KOMIOHeHT (f), TO ecThb »Opyroe KOHCEepBUpYyKIEEe
U/ UM OesrHOUIUpYolee CPeOCTBO (aHTUCENTUK), BHOUPAT U3 TPYIIIH,
KOTOPYI COCTaBJIAT : (i) XJIOPUIEL AJIKMJIIO e H3UIIOMME TUJIaMMOHM A,
MNPEenNouTUTEJIBHO XJIOPUIE Cg—Cig—aJIKMJIOEH3UIIOIUME TUJIAMMOHMSA, U CMEeCcUu
PasJIMUHEIX  XJIOPMIOOB  aJIKMJIOEeH3UJIOUME TUJIaMMOHM S, IpennouTUTeJIbLHO
xJopun ©OeH3aJIKOHMA; (il) mnogmurekcaHmn,; (iii) =xJjgoprexcuomH; (iv)
S0MPH Hapa-TUIPOKCUOEH30MHOM KUCJOTHE UM CMEeCU pasJIMUHBX S0UPOB
napa-IrMopoKCUBEeH30MHOM  KMUCJIOTH, MNIPedlOoUTUTEJILHO CJIOXHHE SOUPEH
Nipa; a Takxe KOMOMHaLUM IOIBYX MJIN HEeCKOJIbKHUX YKa3aHHBX
COeIMHEHUM IMPenlouTUTeJIbHO M3 TPYIIH, KOoTopyl cocTaBJaginT: (i)
XJIOPUIH aJKWMJIOeH3UJIOVME TUJIAMMOHMSA, MNPEenOIoUuTUTEeJIbHO XJIopuIe Cg-—
Cqg—aJIKMIBEeH3UIOUME TUJIaMMOHW A, u cMecu PaBINUHEX XJIOPUIOB

AJIKMIIO eH3UIIOVME TMIIaMMOHU A, IIpedliouTrUTEeJIEHO XJIoprno OeH3aJIKOHUL ;

(ii) IIOJIMTEKCAHUL,; a Takke KOMOMHaALMM IOBYX WMJIM HECKOJIBKUX
YKa3aHHBX CoeIMHEeHUN . B BoJiee NpPelnouTUTEeJIbEHOM BapMaHTe
KOMIIOHEHT (f), TO eCThb opyroe KOHCepBHUpYylIee n/Uim
OesMHOUUMpYRIee CpencTEO (aHTHCENTHUK) , BEHIOMpAamwT U3 TPYIIIH,

KOTOPYID COCTAaBJIAOT XJIOPHI OeHBaJIKOHMS, IIOJUMIEeKCaHMI, a TakKxXe UX
koMOMHalUMK . [Io0 HacTodmeMy M300peTeHMI0 B KadecTBe KOMIIOHeHTa (f)
HamBoJiee TNPEeONOUTUTEJIEHEM ABJISETCS XJOPpHI OeH3aJIKOHUSA (T.e.
CMecCh XJIOPUIOOB AJIKMIIO e 3MUIIOMME TUJIaMMOHN S, AJIKMJIIb HEIE yacTu

KOTOPHX TMpeIncTaBJigiT cobon nenoukum Cg—Cig) .
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Taxkxe MOXeT OHITH npenyCcMOTPeHO, yTo KOMIIO 3ULIM A 110
HacToAmeMy MK300peTeHMI0 B KauecTBe KOMIOHeHTa (g) ©OyIeT coIepXaThb
Takxe IO MeHbIeM Mepe OOMH 3alyCTUTeJb.

3arycTuUTeNIb B CMHCJEe HacTodmero u300peTeHMsa OpedcTaBJISeT B
KOMIIOBUILIMM BCIOMOTaTeJIbHOe BelecTBO, KOTopoe CJyXaT IJsS ToTro,
UTOOHE TIOBHIMATL BA3KOCTH KOMIO3MLUMM I[IO HaCTOAMeMy MW300peTeHu’o
(T.e. @»eJjlaTh KOMIIO3MIMIO BI3KOTeKyuelM WM MeHee Tekyuel). B
paMkax HacToAmero wu300peTeHusa OJjaromapd IPMMEeHeHMIO KOMIIOHEeHTa
(g) @moJpxkeH pocTUTraThbCcsa 200eKT, COCTOAMMM B TOM, UTO KOMIIO3UIINMA
10 HacCTOoAmEeMy M300peTeHMIO IIPM €& MHTpaHa3aJIbHOM IIpMMeHeHUM OyOeT
OPpUJINIIATE K CJIMBUCTOM o000JIOUKe HOocCa Ha 0oJiee IJIMTeJILHOE BpPeMSa U
TakuM ob6paszoM OymeT OpoOJieBaTbCHa BpeMa IOeMCTBMA. B dYacTHOCTH,
TakuM ofpas3oM yJydllaeTcd TakK Ha3bHBaeMas Ouoanresmud. TaKMM
obpasoM MOXHO IlleJleHallpaBJIeHHO pPeTryJIMpOBaTh TakKXe BHCBOOOXIEHUE
AKTUBHOTO BemecTRBa. BciencTrue anore3MBHOTO BO3IOEeMNCTBUSA Ha
CIIU3BUCTYIO 000JIOUKY, YIIYUIeHHOTO Biaromaps4a IpUCY TCTBUIO
3aryCTUTEeJIA, MOXeT OBTB IOOCTUITHYTO 0OoJiee IOJUTEJIbHOE  BpPeMd
npe®uBaHMAg II0 MecTy IeMCTBMA U VYJIIYUIeHO YBJIaXHeHUe CJMU3UCTON
OBDOJIOUKM HOCa.

KosmuecTBO KOMIIOHEHTA (g), TO eCcThb 3aTyCcTHUTEJIS, B
comepxamer ULUMHEOJI KOMIIO3ULMM II0 HaCTOSAMeMy M300peTeHun MOoXeT
M3MEeHATLCH WIIN yCTaHaBJIMBATECSH B MUPOKUX npenejax.
[IpednouTUTeJIbHO MOXeT ObBThL I[OIPeOIYCMOTPEeHO, UYTO KOMIIO3MIMSA IIO
HacToAmeMy mu300peTeHMo OyIOeT cCcoIOepXaTb KOMIIOHEHT (g), TO ecCcThb
3arycTuTe]lb, B PpacueTe Ha KOMIOBUIMIO B OTHOCUTEJILHOM KOJIMUEeCTBe
B MHTeppaJye oT 0,000l pmo 10 macc.%, B uyacTtHocTM oT 0,001 mo 8
Macc.%, npeumymecTBeHHO oT 0,005 mo 5 Macc.%, NOpedrnoudTUTEJIEHO OT
0,01 mo 3 mMacc.$%, 0Ooygee npennoururenasHo oT 0,05 mo 2 mMmacc.$ wu
eme OoJyee npepnourTuTesrHo ot 0,1 mo 1 wMacc.%. OmHako B
3aBUCHUMOCTHA oT KOHKPETHOTO ciydyasda — WIu B 3aBUCHUMOCTHU oT
IpuMeHeHUS MOXeT OHTb HeOOXOOMMEM OTKJOHUMTHLCS OT YKa3aHHHX
3HaueHuM ©6e3 BHXOIDa 3a OpeleJi HaTeHTHOM OXpaHH HaCTOoAmeIo
n3obpeTeHng. Takoe OTKJIOHEHMe OCYmecTBJIgeTCcd I[I0 YCMOTPEeHUO
CllellMaJIMCTOB B IOAaHHOM 00JIaCTM TexXHUKH.

KomrioHeHT (g), TO eCThb 3aryCTUTENb, OIPUMHIMIMAJILHO MOXET

OBITEL BHOpPaH M3 MHOXEeCTBa CaMBIX Pas3HHX COeIMHEeHUM. CorJiacHO
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IPEenrIouYTUTeJIEHOMY BapUaHTy OCyWeCTBJIEHUSI MOXET OBITE
IpenyCMOTPEHO, UYTO KOMIIOHEHT (g), TO eCTb 3alyCTUTelJlb, BHOMpPAKT
n3  TPYIIH, KOTOPYK  COCTaBJIALT: (1) NPeniouTUTEJIEHO  KUCJBle
TJIOKO3aMVUHOIUVIMKAHE WM UX OU3UOJIOTUYECKM [IpUeMIIeMBEle COJIM WU
[IPOM3BOLOHEE, IPEenrIouYTUTEJIEHO TMaJIlyPOHOBLEE KWV CJIOTEL W "X
OMBMOJIOTHUUECKN [IpMeMJIEMEE COJIM (TMaJlypOHATH) ; (11) HDoJMcCaxapuI
Y TUIOPOKOJIJIOMIE, INIPEOIOUTUTEJIEHO KappaleHH (KappalMHaHH); (11ii)
LeJJIIOJIORE. M I[IPOM3BOLOHEE COEOMHEHMA LeJUIOJIO3H, IPeNlIoUTUTEJILHO
CJIOXHEIE U IIPOCTEE 530QMPH LEJUJIJIO3E,; (1V) aJlbITMHOBHE KUCJOTH U UX
CoJm (aJIbTMHATHL) ; (v) oJI (MeT ) aKPMJIIOBHE KM CJIOTEL 1z
[IoJM (MeT) aKkpuJIaTE ; (vi) IOJIMAJIKWUIIEHTJINKOJIN,, NPEeniIouTUTEJILHO
IOJUBTUJIEHTJIMKOJIM,; (V11) KCaHTaHH; a TaKXe KOMOMHaAUUM IBYX WU
HECKOJIbKUX yKa3aHHHX COeIVHEeHUN.

B ©OoJjiee OpennouyTUTEJIBHOM BapMaHTe KOMIIOHEHT (g), TO ecCTb
3aryCTUTeJIb, BHOMPAKT M3 TIPYINHE, KOTOPYK COCTAaBJIALT IMaJIYPOHOBHE
KMCJIOTEL WM UX OUBMOJOTHUECKM I[IpUeMJIeMble COJIM (I'MaJlypOHAaTH) ,
Kappal'eHH (KappalMHaHB), a TakXe MX KOMOMHALWM.

B cinydyae, koI'Ia B KaueCTBe KOMIIOHeHTa (g), TO eCTb B
KauecTee 3aTyCTUTeN, OPUMEHSIIT  LUeJUIJIO3Y MM [IPOM3BOIHOE
CoOeIMHEHNE L eJIJII0JIO BHL, NIPenrnouYTUTEJIBHO IPYMEHSI0T

TMIOPOKCHUIIPOIIMIIME TMJIIIEJIJIIOJIO 3Y (CMHOHMMMUYHO OOO3HauaeMyl TakXe Kak

"HPMC", "runpoMesioza u T.II.) VI ee IPOU3BOIHEE
(IpennouTmTEeJIbHO IPOCTEE n/niam CJIOXHEIE 5QUPH) .
I'MOopoKCUITPONIMIIME TUIILLEJIJIIIIO 3a (HPMC) opelcTaBJgeT CcoBOoV CMech
Pa3JMUHEIX YAaCTUYHO AaJIKMJI3aMelleHHBX LeJuiojios. OHa KOMMepuecKHM

OOCTyIIHA C Pa3JIMUHBEIMM CTeleHIMM I[IOoJIMMepM3alluM ¥ pa3JIMUHBEMU
CTeleHsAMM 3aMeleHMs.

Takxe MOXeT OHITH IpenyCcMOTpPeHO, UTo KOMIIO 3ULIM S 1o
HacToAmEMY M300peTeHMI B KaueCcTBe KOMIIOHeHTa (h) OyneT colepXaThb
Takxe II0 MeHblle¥ Mepe OIOMH DSKTOMH WM I[IPOM3BOIOHOE DSKTOMHA,
NIpenlouTUTEeJIbHO TIUMIPOKCUBKTOMH, B YaCTHOCTM, B OTHOCUTEJIBHOM
KoJIM4uecTBe B MHTepBaje oT 00,0001 mo 10 Macc.%, TMIpeuMMymeCTBeHHO
or 0,001 mo 5 macc.%$ um npexnmnoutrmurespHo oT 0,01 mo 2 Macc.% B
pacueTe Ha KOMIIO3UIUWI.

Takxe MOXeT OHTH NIpenyCcMOTPeHO, UTo KOMIIO3ULIM I 1o

HaCToOAlleMy M300peTeHMI B KaueCTbBe KOMIIOHEHTa (j) OymeT comepXaThb
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TakXxe II0 MeHbIlel Mepe OIOMH ajlbda-CUMIaTOMMMETHUK, IPeOIoUTUTEJILHO
OCHOBAHHEIM Ha MMMIA30JMHE, WIM eTo (U3MOJIOTUUECKM IIpMeMJIeMHe
COJIM; B YaCTHOCTHM, 5TO OTHOCUTCA K CJydal, KoT'da IOINOJHUTEJLHO B
ocobomn CTeleHu TpebyeTcsa IPOTUBOOTEUHOE W yCTpaHanIee
Hab®yxJIOCTb OeMCTBMEe KOMIIO3MIMKM II0 HacTodmeMy Hu3of0peTeHUn (maxe
KoTroa IpUCyTCTBUE aJibda—CUMIIa TOMMME THKA oJisa IOJIYUYEeHM S
TepaleBTUUEeCKOTO 2ddekTa  KOMIOBULMM IO HaCToAmeMy MW300peTeHU’o
OPUHLUUIOIVAJIRLHO He TpebyeTcd). B 5TOM BapMaHTe OCYIeCTBJIEHUA
anbda—-CUMIaTOMMMETUK, IMIPEedlOoUTUTEJIbHO OCHOBAHHHM Ha MMMIA30JIMHE,
OPEenrnouTUTEJIbHO  MOXET OHITH BHOpaH U3 KCHUJIOMeTa30JIMHa WU
OKCHUMETAa30JIMHA, IpPennoYTUTEJILHO B bopme UX OMBMOJIOTUUECKU
IpUeMIIeMBIX coJien, BoJiee IPenanouTUTEIBHO B bopme X
TUIPOXJIOPUIOHEIX CoJiel, u 0oJiee IIPedlouTUTEeJIEHO U3 THUIPOXJIopKuIa
KCHUJIOMETAa30JIMHa. B 5TOM BapMaHTe OCYMEeCTBJIEHMS KOMIIO3MUMA IIO
HacToAmeMy M300peTeHMIO MOXeT COINepXaTb aJibda-CcHMIaTOMUMETUK,
OpPenrnoYTUTEJILHO OCHOBAHHHM Ha VIMMIOa30JIMHE, B pacueTe Ha
KOMIIOBULMIO B OTHOCUTEJILHOM KOJMUECTBe B MHTepBajie oT 0,001 mo 2
Macc.%, B uyacTHocTM oT 0,005 mo 1,5 mMacc.%, OpeuMymecTBEHHO OT
0,01 mo 1,2 macc.$%, npenmnoutureJibHOo oT 0,02 mo 1,0 mMacc.%, OoJee
npenmnoururesbHo orT 0,03 mo 0,5 mMacc.% m Hambojee OPennoudTUTEJIbLHO
or 0,04 go 0,2 macc.3%.

KpomMe ToToO, MOXeT OHTL NIPEeOIYCMOTPEHO, UTO KOMIOBUIMSI IIO
HacToAmeMy M300peTeHMioo OyIeT CoOepXaTh Takxe XJIOPUI HaTpusd
OpPenrnouTUTeJIbHO B OTHOCUTEJILHOM KOJIMUecTBe B MHTepBajle oT 0,001
oo 5 Macc. %, IpeuMyIeCcTBEHHO oT 0,01 oo 2 Macc.% u
npennoururesibHo orT 0,1 mo 1 mMacc.$ B pacueTe Ha KOMIO3MUMIKD. B
YacTHOCTM, STO MOXeT OTHOCHUTLCHA K CcJiydaln, Koo'ma Tpebyercd
OOIIOJIHUTEeJIbHOEe YBJIAXHEeHMe CJIU3UCTOM ODO0JIOUKM HOCAa.

CoTJlacHO MNPenlouTHUTeJILHOMY BapMaHTy OCYIEeCTBJIEHMS HacTodglee
n3obpeTeHne OTHOCHUTCSH K comepxamen LMHeOJI KOMIIO 3ULINHA,
OpPedrnouTUTeJIbHO K (apMalleBTUUeCKOM KOMIIOBUINM, KOTopas SABJISeTCH
OpedrnouTUTeJIbHO IOpHeMJIeMOoM IOJIS TOIMYeCcKOTo, B YacCTHOCTU IJIA
Ha3aJIbHOTO U IIPenONouTUMTEeNIbHO IJIS MHTpaHa3aJIbHOTO IIPMMeHeHU,
IpenrnouTUTEeJILHO oJis JeueHums PUHUTOIIOOOOHEX COCTOSHUM, B
YaCcTHOCTM aHaJOTMUHO OIMCAHHOM paHee KOMIIO3MIMM I[I0 HaCTOoAIeMYy

N300peTeHUn;
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npuueMm KOMIIO 3L S B KOMOMHALIMA u B COOTBETCTBRYIOMMX
S0OEeKTUBHEX, [NpenlIouTUTeJIbHO B bapMalLeBTUUECKHA 5dOEeKTUBHEIX
KOJIMUeCTBax COIEPXUT:

(a) UMHeOJI, MNPeldlouTUTeJIbHO 1,8-1MHeOoJ, OPedlouTUTEeJIbLHO B
OTHOCUTEJIBHOM KOJIMUEeCTBe B WMHTeppajyie oT 0,001 pmo 10 macc.%, B
vacTtHocTy oT 0,002 mo 5 wMacc.%, npeumMmymecTeeHHo oT 0,01 mo 3
Macc.$%, IpennouTUTEeJIbEHO oT 0,05 oo 3 Macc.$%, BoJiee
IpennouTUTEeJIbHO oT 0,1 oo 2,5 Macc.%, 3HAUUTEJILHO BoJiee
npennouTrmuresibHo oT 0,2 mo 2 Macc.3, ele 0oJjiee MNPeNloUTUTEJIEHO OT
0,5 mo 1,8 wmacc.% wu Haumbojee mnpenmnourmuresjsHo oT 0,7 mo 1,5
Macc.%;

(b) [IaHTOTEeHOJI, [IPenrIouyTUTeJIbHO IOEeKCIIaHTeHOJI (D-
[IaHTOTEHOJI), WIXM eTo OUBUOJOTUUECKN IMIpMeMJIEMEE CJIOXHEHE 5SOUPEH
U/ Uim COJIn IpPennoYTUTEJILHO B OTHOCUTEJILHOM KOJIMUECTEE B
uHTepBaje oT 0,01 mo 10 macc.%, B uywacTtHocTM oT 0,1 mo 8 mMacc.$,
npemmymecTBeHHo oT 0,5 mo 7 Macc.$, OpemOnouTMTesIbHO OoT 1 mo 6,5
Macc.%, 0OoJiee TMPemOIouTUTESIbHO OT 2 »Oo 6 Macc.%, 3HauUMTeJIbHO
BoJiee IpPenrnouTUTeJILHO oT 4 oo 6 Macc.% u elme BoJiee
npenmnoururesbHo oT 4,5 mo 5,5 macc.%;

(c) 1o MeHbIIen Mepe OIOHO KOHCepBUPYKIEe n/Uim
nesuHOMLIUpYyllee CpPpelcTBO (aHTUCEeINITUK) , IpuyeM KOHCepBUpYIIee
U/ gesuHOuMLMpyolee CPeOCcTBO (aHTHUCEINITHK) COOEePXUT KOMOMHALMIO,
B YacTHOCTHU CcMecChb, COpOUHOBOM KV CJIO TH (rekca-2, 4—-gveHOBOM
KMCJIOTH) , C OIOHOM CTOPOHH, U COJM COPOMHOBOM KMCJIOTH (copbaTa),
C IOPpYyTOl CTOPOHH, (KOMOMHaLMIL "cop®MHOBasg KucJoTa/copdaTr") uimu
COCTOMT M3 HUX TOIPEeOINOUTUTEJIEHO B OTHOCUTEJILHOM KOJMUeCTBEe B
uHTeppayse ot 0,0001 mo 5 mMmacc.%, B uyacTHocTM oT 0,001 nmo 4
Macc.%, npeummymecTBeHHO oT 0,01 mo 3 Macc.%, OPenOIodTUTEeJIbHO OT
0,05 mo 3 wmacc.$%, ©OoJgee mnpempnoururesbrHo otr 0,05 mo 2 wMacc.%,
3HAUMTEJBHO OoJiee mnpennouruTesbHo oT 0,05 mo 1 Macc.%, eme 0O6oJiee
npennoururesbHo oT 0,08 mo 0,8 mMacc.? M HamboJee NPEeOloUYTUTEJIBHO
or 0,1 go 0,5 macc.$%;

(d) B ciydyae HeOOXOOMMOCTM IIO MEHBIIEM Mepe OIUH BMyJIbEITaTop
NIPedllouTUTEJIbHO B OTHOCHUTEJIBHOM KOJUUECTBEe B MHTepBajie oT 00,0001
no 10 macc.%, B yactHocTM oT 0,001 mo 8 mMacc.$, OperMMymeCTBEHHO

or 0,005 mo 6 macc.%, npenmnourmureJibHOo oT 0,01 mo 4 Macc.%, OoJee
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npenmnourmurespHo orT 0,05 nmo 3,5 wmacc.%, 3HAUMTEJILHO  BOoJee
npenmnourmureJibHo oT 0,1 mo 3 Macc.3%, eme 0OoJiee MPEeNNOUTUTEJIBEHO OT
0,2 mo 2,5 Macc.% u HauboJiee mnpennouyTuTessHO oT 0,5 mo 2 mMacc.$%;

(e) B ciaydae HeODXOIMMOCTM IIO MeHbIeV Mepe OIHY XUMUUeCKYI
BybepHyD CHUCTeMy, OPedlouTUTEeJIbHO OO0pa30BaHHYID B BUIOEe ONHOWM WM
HEeCKOJIbKUX coJien, oBJlamammmx Oy beprpyromrMm1 CBOMCTBAaMM, u
IpUMHYMaeMyld B pacueT KaK CyMMa BCeX MHIPeIMeHTOB XUMHUUeCKOM’
BybepHOM CHUCTEMH, OPEeOlOoUTUTEJIbHO B OTHOCUTEJILHOM KOJMUECTBE B
uHTeppajye ot 0,001 mo 4 macc.%, B uacTHOCTM oT 0,01 mo 3 mMacc.$s,
npeuMmymecrseHdHo otT 0,05 mo 2 wMacc.%, nopennoururessHo oT 0,1 @mo
1,5 MmMacc.% u OoJiee mnpennodTuTesibHO oT 0,2 mo 1 Macc.$%;

(f) B cJaydyae HeOoOXOIMMOCTM IIO MeHBIIeM Mepe OOHO »Opyroe
KOHCepBUpYyIIEe U/ U Ie3VHOMUMpYyKIee CPeICTRBO (aHTUCEeITHUK)
OPEenrnouTUTEJIbHO B OTHOCUTEJIBHOM KOJIMUeCcTBe B MHTepBajle oT 0,001
no 10 macc.%$, B uywacTtHOCTM oT 0,005 mo 5 mMacc.$, OpeMMylmeCTBEHHO
or 0,01l mo 2 mMacc.%, nOpennoututrejsHO oT 0,01 mo 1 macc.$, OoJee
IpPenrnoYyTUTEJILHO oT 0,01 oo 0,5 Macc.% u elne BoJiee
npennoururesbHo or 0,02 mo 0,1 Mmacc.$;

(g) B caydYae HeOOXOOVMMOCTM IIO MeHBbIIeM Mepe OOMH 3aTlyCTUTEeJb
IpenlIouTUTEeJIbHO B OTHOCHUTEJIBHOM KOJMUeCcTBe B MHTepBajie oT 00,0001
no 10 macc.%, B uyactHocTM oT 0,001 mo 8 mMacc.$%, OperMymeCTBEHHO
or 0,005 mo 5 macc.%, mnpemmouturesbHO oT 0,01 mo 3 mMacc.%, OoJee
nopennouruTessbHo oT 0,05 mo 2 Macc.$ M emle 0oJiee HNPEeNlOUTUTEIJBHO
or 0,1 mgo 1 mMacc.%;

(h) B cayyae HeOOXOOMMOCTM IIO MeHbIeM Mepe OIOMH SKTOMH WMJIU
IpOM3BOOHOE SKTOMHA, IpennouTUTeJILHO TUOPOKCUBKTOUH,
IPenlouTUTEeJIbHO B OTHOCHUTEJIBHOM KOJMUECTBEe B MHTepBajie oT 00,0001
oo 10 Macc.$%, IpeuMyIeCTBEHHO oT 0,001 oo 5 Macc.% u
npennoururessHo or 0,01 mo 2 mMacc.$;

(i) B cJayuyae HeOBXOIMMOCTM IIO MeHbIlel Mepe OOMH aJibda-—
CUMIIATOMMMETHUK, TIPEeOIOUTUTEJIbHO OCHOBAHHHM Ha MMMIA30JMHE, WK
ero dMBUOJIOTUUECKU IpueMIIeMble CoJIn IpPennouYTUTEJILHO B
OTHOCHUTEJIBHOM KOJIMUECTBe B UMHTepBaje oT 0,001 mo 2 wMmacc.%, B
vactHoct oT 0,005 mo 1,5 macc.%, npemmymecteBeHHo oT 0,01 mo 1,2

Macc.$%, IpenrnouTUTEeJIbHO oT 0,02 oo 1,0 Macc. %, BoJiee
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npennoururesibHo oT 0,03 mo 0,5 Macc.% M HamboJee NPenlodTUTEJIBHO
0,04 mo 0,2 mMacc.%;

(3) XJIOPUTL HaTpUA OpennouTUTeJSIbLHO B OTHOCHUTEJILHOM
KOJIM4YecTBe B MHTepBajie oT 0,001 mo 5 Macc.%, IIpPeMMymeCTBEHHO OT
0,01 mo 2 macc.% um npennoururessHOo oT 0,1 mo 1 Macc.$%;

opuyueM BCe YKa3aHHBEe OTHOCHUTEJIbHHE KOJMUEeCTBeHHHE OaHHEBEe
IpuBeleHE B pacyueTe Ha KOMIIO3ULUD.

CoTJjlacHO »OPYyTOMy I[IPeIlouTUTEeJIbHOMY BapMaHTy OCYIEeCTBJIEHUA
HacTodAmee M300peTeHMe OTHOCUTCSA K CcoIepXamey LIMHEeOJ KOMIIO3UILINM,
OPenrnouTUTEeJIbHO K QapMalleBTUUEeCKOM KOMIIO3BULNM, KOTopas SABJISETCH
OPEenrnouTUTEJIbHO IIpMeMJIeMOM IOJIA TOINMYEeCKOTO, B YaCTHOCTM IJIA
Ha3aJIbLHOTO U I[OPEenlNoOuTUMTENIbHO IJIA MHTpaHa3aJIbHOTO IIPMMEHEeHMUS,
IPenrnodTUTEJILHO 01 JleueHus PUHUTOIIOOOOHEIX COCTOSHUM, B
YACTHOCTM aHaJIOTMUHO OIIMCAHHOM paHee KOMIOBMUMM IIO0 HaCTOAIeMy
N300peTeHr;

IpuYeM KOMIIO 3L A B KOMOMHAaLMN u B COOTBETCTBRYIIMIMX
50beKTUBHEX, NpenrIouTUTeJSIbHO B bapMalleBTUUYECKHA 50beKTUBHEIX
KOJIMUeCcTBax COIEPXWUT :

(a) UMHeOoJI, MNPeldlouTUTEeJILHO 1,8-1LMHeOJI, OPedlouTUTeJILHO B
OTHOCMUTEJIbLHOM KOJIMUecTBe B wMHTepBaJie oT 0,001 mo 10 macc.%, B
yactHoctTy oT 0,002 mo 5 wMacc.%, npeumMmymecTBeHHo oT 0,01 mo 3
Macc. %, IpenIouTUTEeJIbHO oT 0,05 oo 3 Macc. %, BoJiee
IpenIouTUTEeJIbLHO oT 0,1 oo 2,5 wMacc.3%, 3HAUUTEJILEHO BoJiee
npenmnoururesbHO oT 0,2 mo 2 Macc.3%, eme 0oJiee MNPedloUTUTEJIBHO OT
0,5 mo 1,8 wmacc.%$ wu Haumbojee mnpenmnourmuresbrHo ot 0,7 mo 1,5
Macc.%;

(b) [IaHTOTEeHOJI, IpennouyTUTeJIbHO IOeKCIIaHTeHOJI (D-
IIaHTOTEHOJI), WIM eT0o OUBUOJOTMUECKM OIpMeMJIeMBEe CJOXHHEe 5SOUPEH
u/nnm COJIn IpennouTUTeJILHO B OTHOCUTEJILHOM KOJIMUeCTRBeE B
mHTeppayse oT 0,01 mo 10 macc.%, B uyactHocTM oT 0,1 mo 8 mMacc.$s,
npemMmymecTBeHHo oT 0,5 mo 7 Macc.$%, OpPennouTMTeJJbHO oT 1 1o 6,5
Macc.%, O0oJiee MNPenalnodYTUTEJJLHO OT 2 »HO 6 Macc.%, 3BHaAUUMTEJIBHO
BoJee NIpenrnouTUTEeJIbHO oT 4 oo 6 Macc.3% u eme BoJee
npenmnoururesbHo oT 4,5 nmo 5,5 macc.%;

(c) 1o MeHbIIen Mepe OIOHO KOHCepBUpYKIee n/Uim

,JI@SI/IH(]_)MLU/IpyIOH_[ee CpelCTBO (aHTHCEITHK) 7 InpruyeM KOHCEePpRMpYyKIIee
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U/ NI OesUHOUMLMpPpYyoIlee CPeOCTBO (aHTHCEINITHK) COOEePXMT KOMOMHALMIO,
B YacTHOCTHU cMecChb, COpOMHOBOM KV CJIO TH (rekca-2, 4—-gmeHOBOM
KMCJIOTH) , C OIHOM CTOPOHH, U COJM COPOMHOBOM KMCIJIOTH (copbaTa),
C IpyTOM CTOPOHH, (koMOMHauMio "copbuHoBas KucjoTa/copbar") wim
COCTOMT M3 HUX TOIPeOlIoUTUTEJIbHO B OTHOCUTEJIBHOM KOJMUEeCTBEe B
uHTeppayse ot 0,0001 mo 5 wmacc.%, B uyacTHocTM oT 0,001 gmo 4
Macc.%, npemmymectBeHHOo oT 0,01 mo 3 Macc.$%, OPenlIoudTUTEeJIBHO OT
0,05 mo 3 wmacc.$%, ©OoJjgiee mnpempnoururessHo oT 0,05 mo 2 wMacc.%,
3HAUUTEJIEHO OoJiee npennouruTesibHO oT 0,05 mo 1 mMacc.%, eme 0OoJiee
npenmnourmuresibHo or 0,08 mo 0,8 mMacc.? M HamboJee INPenloudTUTEJIBHO
or 0,1 go 0,5 macc.%;

(d) B ciydYae HeOOXOOMMOCTM IIO MEHBIIEM Mepe OIMH 5BMyJIEIaTop
OPEenrnouTUTEJIbHO B OTHOCUTEJIBHOM KOJMUeCTBe B MHTepBajie oT 00,0001
no 10 macc.%, B uywacTtHOoCTM oT 0,001 mo 8 mMacc.$, OpeMMymeCTBEHHO
or 0,005 mo 6 macc.$%, npennoururessHO oT 0,01 mo 4 macc.%, OoJee
npennoururensHo ot 0,05 mo 3,5 wmacc.$%, 3HAUUTEJIbHO BoJee
npennouruTessHo oT 0,1 mo 3 Macc.%, eme 0oJiee MNPEONOUTUTEJIBHO OT
0,2 mo 2,5 Macc.% u HaumboJiee OpennouTuTeibHO oT 0,5 mo 2 Macc.$%;

(e) B ciyuae HeOOXOIMMOCTM IIO MeHbIIeV Mepe OIHY XUMUUeCKYIO
BybepHYD CcUCTeMy, IOIPedlouTUTEeJIbHO O0pa30BaHHYI B BUIe ONHOM WJIM
HEeCKOJIbKUX coJien, ofJlamarninx Oy beprpyrimuMmu CBOVICTBaMM, u
IpMHYMMAeMyld B pacueT KakK CcyMMa BCeX MHIPEeIMeHTOB XUMHUUEeCKOMN
BybepHOM CHUCTEeMH, OPedloUuTUTEJIbHO B OTHOCUTEJILHOM KOJMUeCTBEe B
uHTepBayge or 0,001 mo 4 macc.$%, B uacTtHOoCTM oT 0,01 mo 3 mMacc.$,
npemmMmymecTBeHHo oT 0,05 mo 2 wMacc.%, nopeanoururesgbHo oT 0,1 @mo
1,5 Mmacc.% u BoJyee mnpennodruTesbHO oT 0,2 mo 1 Macc.$%;

opuueM BCe YKa3aHHBHEe OTHOCHUTEJIbHHE KOJIMUeCTBeHHHEe OaHHBEe
IpuBeleHE B pacyeTe Ha KOMIIO3ULUD.

CorJiacHo eme OoHOMY IpPennouYTUTEeJIbHOMY BapuaHTy
OCyMeCTRBJIEHMA  HacTofdmee M300peTeHMe OTHOCHUTCHS K  CcoIepxalmen
LVHEeOJI KOMIIO 3ULIUMA, IpennouTUTeJILHO K bapMalleBTUUECKOM
KOMIIO 3ULINH, KOoTopasa ABJIAeTCHa IIPeOlouTUTEeJIbHO IIpMeMIeMOoM  IJIA
TONIMUYECKOTO, B UYAaCTHOCTM IJIS Ha3aJIbHOTO U OPedlouTUTeJIbHO IJiAg
MHTpaHa3aJIbHOT O IpuMeHeHud, IpennouTUTeJILHO oJisa JeueHMs
PUHUTOIIONOOHEX COCTOSHUM, B UYaCTHOCTM aHaJIOTMUHO OIIMCAaHHOM paHee

KOMIIO3MIIMKM TIIO HaCTOAIlleMYy MBO@peTeHMIO;
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npuueMm KOMIIOBULIU A B KoMOMHALIUM U B COOTBETCTBRYIOMMX
S0OEeKTUBHEX, [NpenlIouTUTeJIbHO B bapMalLeBTUUECKHA 5dOEeKTUBHEIX
KOJIMUeCTBax COIEPXUT:

(a) 1,8-LMHEeOJ] B OTHOCHUTEJIBHOM KOJIMUECTBE B MHTEpPBAJIe OT
0,2 mo 2 mMacc.%;

(b) nexkcnaHTeHOJI (D-IIaHTOTEHOJI) B OTHOCUTEJIBHOM KOJIMUECTBE
B MHTepBajle OT 2 IO 6 MaccC.%;

(c) 1o MeHbIIEN Mepe OIOHO KOHCepBUpYKIEe n/Uim
Oe3VHOMUIMpylllee CpedCcTBO (aHTMCEITUK) B OTHOCUTEJIBHOM KOJMUECTREE
B uHTepBajle orT 0,05 mo 1 wMacc.$%, OpuUUeM KOHCepBMUpyolee U/UIIU
OesMHOUIMpPYKIlee CPenCcTBO (aHTUCENTHUK) COIOEPXUT KOMOMHaALMD, B
JaCcTHOCTH CMecChb, COpPBMHOBOM KM CJIOTHI (rexkca-2, 4-gmeHoBOM
KMCJIOTH) , C OIHOM CTOPOHE, ¥ COJMU COPOMHOBOM KMCJIOTH (copbarTa),
C IpyTOM CTOPOHH, (kKoMOMHaLMO "copbuHOBas KucjoTa/copbar") wiau
COCTOUT ns HUX C MaCCOBEM COOTHOIIeHMEM "copBbuHOBAA
KrcJoTa/copbaT" B MHTepBaJe OoT 6:4 mo 4:6;

(d) 10 MeHbleM Mepe OIMH BMyJbLTaTop B OTHOCUTEJHLHOM

KOJIMYEeECTEBe B MHTepBaje oT 0,1 mo 3 Macc.$, IOIpPUUEM B5BMyJIbEIaTop

BHOMpPAT us TPYIIIIH, KOTOPY COCTAaBJIAIT : (1)
(rmoJiM) 3 TOKCUIIMPOBAaHHEE u/ TUIPOTEHUBUPOBAHHHE B ciayuyae
HeoBXOoOMMOCTH KaCTOpPOBRHE MacJia (kJIemeBUHHEE MacJa) u 17D:4
OUBUMOTIOTUUECKU npreMJIeMEIE conm WU/ Uam CJIOXHELIE S0UpPEH; (id)
(rToJM) ®TOKCUIIMPOBAaHHEE n/ TUIPOTEHUBUPOBAHHHE B ciayuyae

HeOOXOOMMOCTM PULMHOJIEBEE KUCJIIOTEH M UX OU3UOJIOTUUECKM IIpMeMIIeMHE
COJIM U/UIM CJIOXHEE 5S0UpPH; a Takke §’xX CcMecu U KoMOMHaLuM,
OPenIouTUTesILHO (IIOJIK) STOKCUIIMPOBAHHEE /MM IUIOPOTEeHMU3UPOBaHHEE
B CJlydae HeOoOXOIOMMOCTM KaCTOPOBHE Macjla (KJIEMeBUMHHHE MacJja) UM UX
OUSUOJIOTUUECKNY  IpUMeMJIEMHE COJIM M/UJIM  CJIOXHHE  D0UPH, BoJee
NPenlouTUTEeJIbHO TUIMLEPUIIPUIIMHOJIEAT MaKpoOToJia;

(e) 10 MeHblle¥ Mepe OIHY XUMMUeCKyln OydhepHYI CHUCTeMy,
OpPenrnouTUTeJIbHO 00pa30BaHHYln B BUIe OIOHOM WM HECKOJLKUX COJIeu,
obJjamanmux OydepUpPYRNMMM CBOMCTBaMM, W IIPMHMMaeMyl B pacueT Kak
cyMMa BCeX VHTPEeIVNEHTOB XVIMUYECKOM BybepHOM CHCTEMEH], B
OTHOCMUTEJIBHOM KOJMUeCcTBe B wMHTepBaje oTr 0,001 nmo 4 wmacc.$,
opuueM XuMMUeckas OydepHasd cucTeMa IOpeIncTaBjigeT cobol OydepHYyD

cucTemy "muruopodochaT/mMoHOoTUOPOOOCHAT";
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IpruyueM BCe YKasaHHBEe OTHOCUTEJILHHE KOJMUEeCTBEHHEE HOaHHHe
IIPUBENeHE B pacueTe Ha KOMIIO3UIMD.

Comepxamas LUMHeOJ KOMIO3MUMSA IIO HacCToAmeMy M300peTeHUo
OIPUMHUIMIMAJLHO MOXeT HaxXOIOUTHBCH B CaMHX Pas3HEX (QopMax MCIOJHEeHUS
U/MUIM MOXeT OBTL BHIIOJHEHA B CaMBIX PA3HEX GopMax KOMIIO3ULM.

B ofmeM ciydae KOMIIO3MUMA II0 HAaCTOAmEeMY M300peTeHUI MOXeT
IpeICTaBJIATE CO0OM BOOHYK KOMIO3MLUMKL. KOMIO3UIMSA I[IO HACTOSAIEMY
n300peTeHMNID MPEeNIoUTUTEJILHO MOXEeT MMEeTb B OCHOBE BOIOY WMJIM MOXET
OHITL HOPUTOTOBJIEHa Ha BOIe IMPeOlNOoUYTUTEJIbHO B  BUIe  BOOHOTO
pacTeopa MM BOIOHOTO CcojiobuamzaTa. TakuMm obpa3oM obecleuMBaeTCs
xopomasa O¢M3noJoIrndeckas COBMECTMMOCTE UM Xopollasg IPUeMJIEMOCTHL IJIA
IIPVMMEHEeH T .

CorJjlacHO IPeOlIOUYTUTEeJIEHOMY BapMaHTy OCyIeCTBJIEHU A
comepXallas LMHEeOJ KOMIIO3MUMA I[I0 HacCToAlleMy M300peTeHM MOXET
IpencTaBJIATE CcoB0¥ BOOHYK CUCTEMY, I[IPeMMyMeCTBEeHHO OIOHOGa3HYyo
BOIOHYI CUCTeMy ¥ [IpPedlouTUTeJIJbHO BOIHHI pPacTBOP WMJIM BOIHHEM
coymobunmszar. B ofmleM cilydae KOMIIO3MLUMA I[I0 HaCTOAlleMy M300peTeHUo
COOEPXUT DKCUUIMEeHT MJIM HOCHUTEJIb Ha BOIHOM OCHOBe. KoMIO3MUMSA IIO
HacTodlmeMy n300peTeHU NPpeanouTUTeJIbHO opelcTaBJgeT cobon
Ipo3pauHel OecClBeTHHIM BOIHHM pPacTBOp. 9To obecneumBaeT, C OIHOU
CTOPOHE, XOpPOomMyln O(UBUOJIOTHUUECKYD IIepeHOCHMMOCTEL UM TakXe XOPOIy
IpUeMIeMOCTb  OJIS [NpMMeHeHUS, a C IpyToM CTOPOHH, XOPOUYI
CTabuJILHOCTE, MNPeANOoUTHUTENIbHO CTabuJILHOCTE IMIpM XpaHeHUM, B TOM
yycJe TaKXe B TeueHMe IOJUTEJIBHHX IPOMEeXYyTKOB BpPEMeHMU.

B pamkax HacTodAmeTro U300peTeHMS  aHalu3 BHEMHeTOo BUIa
KOMIIO3UILIMM  TIO0  HaACTOAMEeMy  M300peTeHui  MOXeT OCymMeCTBJIATLCSA
crnelMaJUcTaMM B IOaHHOM o0B8JacTy TexXHUKM M3BEeCTHHMM II0 CYIeCTBY
crnocoBaMm. B 4WacTHOCTM, aHajJM3 BHEMHEeTO BYIa KOMIO3UIMU IO
HacTodAmeMy M300peTeHu MOXeT OCYMEeCTBJIATHLCS CHOCOBOM COTJIAaCHO
"Ph. Eur. [Pharmacopoea Europaea] 7. Ausgabe, Grundwerk 2011,
Abschnitte 2.2.1 und 2.2.2".

OCMOJIAJILHOCTE COIepXamel LIMHEOJ KOMIO3MIMKM II0 HacCTOoAMeMYy
n300peTeHUD TakXe MOXeT M3MeHATLCS B IMPOKUX IOpeldeyax. s
obecrieueHud Xopomen dbusMoIOoTHUUECKOM COBMECTHUMOCTHU opu
ODHOBPEMEHHOW XOpollel MNIpMeMJIEMOCTM IJIS I[IpUMeHeHUsd 200eKTUBHEM

OKRa3z3aJICA BapMaHT, KOI'la OCMOJIAJIBHOCTE KOMIIO3SVMIMKM IIO HaCTOAIlleMy
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n300peTeHrI0 HaxoouTcsa B MHTepBasle oT 300 mo 600 ™MocM/KT, B
YacTHOCTM B MHTepBajle oT 310 mo 550 MocM/KT, OIpeMMymeCTBeHHO B
uHTepBajie oT 300 mo 525 MoCM/KT, TMPennouTUTEJIbHO B MHTepBalJie OT
325 mo 510 mMocM/KT m GoJiee MNPEeAnouTUTeNILHO B MHTepBajie oT 350 1mo
500 mocMm/kT. OOHAkKO B 3aBMCHMMOCTM OT KOHKPETHOTO CJydas WIM B
3aBUCHUMOCTM OT IIPUMEeHEeHMI MOXeT OHTb HeOOXOOMMEIM OTKJIOHUTHLCS OT
YKa3aHHEIX 3HavueHUM 06e€3 BHXOHOa 3a [IpeHejitl I[IaTeHTHOM OXpPaHH
HacToAmero n300peTeHnd; Takoe OTKJIOHEHUE OCyWeCTBJIAeTCA
CcrieuMaJcTaMu, paboTanmy MM B OaHHOU obJjiacTu TeXHUKU, 1o
COOCTBEHHOMY YCMOTPEHU.

B paMkKax HacCTOoAWMeI'0 M300peTeHMA OolpelelieHre OCMOJIAJIBHOCTU
KOMIIOBMLUM  IIO HacTodAmeMy  M300peTeHMK  MOXeT OCYWeCTBJIATLCA
crienyalucTaMy B HaHHOM 00JlacTM TexXHUKM M3BEeCTHHMM I10 CYIEeCTBY
criocobaMm. B yacTHOCTHM, OIpemesiIeHMe OCMOJIAJIBHOCTM KOMIIOBULINMU II0
HacTodAmlleMy MW300peTeHMIO MOXEeT OCYHIeCTBJIATECA CIOCOOOM COIJIaCcHO
"Ph. Eur. [Pharmacopoea Europaea] 7. Ausgabe, Grundwerk 2011,
Abschnitt 2.2.35, Kap. 5.3.9".

[IJIOTHOCTE comepxamel  LMHEeOJ  KOMIO3MUMM IO HaCcToAleMy
n3006peTeHnD Takxe MOXET MN3MeHATLCSA B MMPOKUX nopenejax.

[lpednouTmuTesIbHO MOXEeT OHITH IIpedyCMOTpeHO, YTO coepXallad LIMHeOJI

KOMIIOBUILMA IIO HacTodleMy M300peTeHMI0 IpKU TeMmiepaType 20°C u nopu
maBjenun 1013,25 71lla (npm aTMochepHOM HOaBJIeHUM) OyIOeT UMEThb
OTHOCHUTEJILHYI IIJIOTHOCTL II0 CPaBHEHMI C UMCTOM BOIOM B MHTepBale
or 1,001 mo 1,2, npeuMMymeCTBeHHO B MHTepBaJe oT 1,005 mo 1,15 m
NPpenrnouTruTeJJEHO B MHTepBajJle OT 1,005 mo 1,105. OmHako B
3aBUCHMOCTH oT KOHKPETHOTO ciaydas VIV B 3aBUCHMOCTH oT
IpMMeHeHMs MOXeT OBThE HeOOXOOMMEBEIM OTKJIOHMTBCHA OT YKa3aHHHX
3HaueHuM ©6e3 BHXOIDa 3a OpeleJb HaTeHTHOM OXpaHH HaCTOoAmeIo
n300peTeHuAa.

B paMkKax HacToAmero M300peTeHMS olIpelesieHre OTHOCUTEJILHOM
[IJIOTHOCTHU KOMITO 3ULIUN 1o HaCTOAMEMY n300peTeHn MOXeT
OCYMeCTBJATLCA ClelyalucTaMyM B OaHHOM o00JIacTM TeXHUKM M3BeCTHBMU
IO CymecTBy crnocobamm. B UYaCcTHOCTH, OIpeleJieHMe OTHOCUTEJILHOMN

IIJIOTHOCTM KOMIIO SUILINNA 10 HacToAdmeMy MSO@peTeHMIO MOXeT
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OCYIeCTRJIATLCH criocobom COTJIaCHO "Ph. Eur. [Pharmacopoea
Furopaea] 7. Ausgabe, Grundwerk 2011, Abschnitt 2.2.5".

B 3aBMCHMMOCTM OT IIPMMEHEeHMSa 3HaueHMe BA3KOCTM coIepxamen
LIMHeOJI KOMIIO3UIMM I[I0 HacCToAmeMy M300peTeHMI TakXe MOXeT OHTh
YCTaHOBJIEHO MM BHOpPaHO B IMPOKMUX Ipenejax.

CorJjacHo IpennouTUTeJIbHOMY BapMaHTy ocymeCcTBJIeHUSd, 1o
KOTOPOMYy B KOMIIO3MUMM IIO HacTodmeMy Mu300peTeHurn OTCYTCTBYeT
3arycTuTesib  (T.e. KoOTZa KOMIO3MUMSA I[IO HacCToAmeMy W300peTeHu’o
cocTaBJieHa Bes 3aryCTUTeJId WMJIM  He COOEPXUT 3aTyCcCTUTEJb) ,
OIVHaMMyecKasd BSA3KOCTE KOMIO3MLUMM II0 HAaCTOAMeMYy M300peTeHMIo Ipu
TeMneparype 20°C MOXeT HaxXOOIMTLCS B MHTepBajle oT 1,001 mo 2
Mlla 'c, nOpeumymecTtBeHHO oT 1,01 mo 1,9 wMlla-c, OPedlouYTUTEJIEHO OT
1,05 mo 1,8 wmlla‘c u 6oJyee npenmnouyruresjbHo oT 1,1 mo 1,5 wmla-c
(mprueM olpenejieHVe IMHAMMUUECKOM BASKOCTM IMIPENNOUTUTEJILHO MOXeT
OCYMEeCTBJIATLCSA criocodbom CcoTJlacHO "Ph. Eur. [Pharmacopoea
Europaea] 7. Ausgabe, Grundwerk 2011, Abschnitt 2.2.9"
KaluJIJISPHEM BUCKOBUMETPOM (MpeOnouyTUTEeIBEHO BUCKO3MMETPOM
Y6besiome) ) . Taxkou BapMaHT OCYyIleCTBJIEHUS ABJISETCH HoJiee
OpenrnouTuTeJIbHEM TOoI'ma, KoI'a Ha IIepBOM IJlJaHe CTOMT XOopolas
IpUeMJIEMOCTL KOMIIOBMUINWM OJIS HaHeCeHUS pacIlbIeHMeM.

CorJiacHo IpyToMy, aJib TepHaTUBHOMY IPennouYTUTeJIbHOMY
BapMaHTy OCVYIeCTBJIeHUSI, II0 KOTOPOMY B KOMIIO3MIMM II0 HACTOAIeMYy
n300peTeHn0 IPUCYTCTBYET 3aryCcTUTeJlb (T.e. KoI'Da KOMIIO3MUUSA IIO
HacToAmeMy MW300peTeHMId CcocCTaBJieHa C 3alyCcTUTeJIeM MM COOEPXUT

SaPyCTMTeﬂb), IVMHaMM4YeCKaAd BA3KOCTbB KOMIIO 3LV I1O HacCcToAmeMy

nsobpeTeHMno OpM TeMmIepaType 20°C MOXeT COCTaBJIATL IO MeHBIIel Mepe
1,5 MIa - c ¥ HaxXoOUTLCHA MIPeUMylleCTBEHHO B MHTepBajle oT 1,5 mo 10°
MIla ‘¢, HOPEemmouTUTeJILHO OT 1,6 mo 10% Mlla-c, OGoJjlee MNPenlodTUTEesIbLHO
or 1,7 mo 10° Mlla-c u eme OoJjiee MNPENIOUTUTEJLHO oT 2 mo 100 Mla-c
(mpuueM ompeneljieHMe IMHAMMUECKOW BA3KOCTM MNPEelloUuTUTEeJILHO MOXeT
OCYIMECTBIIATLCSH crmocofboM COTJIaCcHO "Ph. Eur. [Pharmacopoea
Europaea] 7. Ausgabe, Grundwerk 2011, Abschnitt 2.2.9"
KanuJIJIAPpHEM BUCKOBUMETPOM (IpedlnouTUTEJILHO BUCKO3UMETPOM
Yobesone) ) . Takomn BapMaHT OCYIEeCTBJIEHU A ABJIAETCSH BoJee

IIpenoriouyTrTeJIbE HEIM TOIT' Ioa, KoTrma Ha IIepBOM IIJIaHe CTOUT DoJiee
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OJIUTeJIbHOe BpeMsa neCcTBUSA n/viam YIIydlleHHa A froanresmnusd
KOMIIO3ULIUNA .

[loka3aTeJib [OpeJIOMIeHMSA CcoOepXalle ULUMHeOoJI KOMIO3MUIMM  II0
HacTodlleMy  M300peTeHMI TakKxe MOXEeT MU3MEeHATLCA B MUPOKUX
npenejax. [IpennouTuTeJIbHO MOXeT OBITB npenyCMOTPEHO, uTo
comepxallad LUMHEOJ KOMIIO3MUMA I[IO0 HaCTOAlleMy M300peTeHUK IIpU
TeMrnepaType 20°C m npm maBjgeHum 1013,25 1lla (npu aTMochepHOM
DaBJieHMM) OyOeT MMeTh I[loKa3aTelJlb [PpeJIOMIIeHMA B MHTepBajie oT 1,10
oo 1,50, NperMMymeCTBeHHO B MHTepBajie oOT 1,20 1mo 1,40 wu
NpenIouTUTEJIbLHO B MHTepRaje oT 1,25 oo 1,39. OmHako B
3aBUCHMMOCTM  OT KOHKPETHOTO cyjydyas WM B 3aBUCHUMOCTM  OT
IPpUMEeHeHUa MOXeT OHTb HeOOXOOMMEM OTKJIOHMTHECA OT YKa3aHHHX
3HaueHuUM ©0e3 BHXOZa 3a Ipedesill I[IaTeHTHOM OXpaHH HaCTOAmMeTO
n300peTeHnd.

B pamMmkax HacCToAWMeI'o U300peTeHMA OlpemejieHMre IIoKasaTesd
[P eJIOMIIEHN A KOMIIO 3ULIUA 1o HacTodmeMy n300peTeHND MOXET

OCYWEeCTBIJIATECA CIlellMaJIMCTaMIM B DaHHOM 0BJIaCTV TexXHUKU WU3BECTHHMU

o CcyumecTBy crnocobamMm. B  UYaCcTHOCTH, onpenejieHre IoKa3aTeJsa
IpeJIoOMJIEHU S KOMIIO 3ULINHA 10 HaCTOAIeMy n300peTeHrO MOXeT
OCYIEeCTRJIATLCA criocodom COTJIacHO "Ph. Eur. [Pharmacopoea

Furopaea] 7. Ausgabe, Grundwerk 2011, Abschnitt 2.2.0".

Kak yxe OBUJIO OIIMCAHO PaHee, coIepxamas LMHEeOJ KOMIOBULMUSA IIO
HacToAImeMy n300peTeHNno obJjlamaeT xXopomen CTadbMJILHOCTLIO,
OPennouTUTEeJIbHO CTabuJILHOCTBI IIPpM XPaHeHMM U OOJITOBPEeMeHHOMU
CTabMJIbHOCTEID. COIJIACHO TMPEenIoUuTUTEeJSIbHOMY BapMaHTy OCyIleCTBJIeHUS

KOMIIO3UILIMA ABJAETCH CTaObMJIBLHOWM UM MNPeAlOoUTUTEJILHO CTadbMJIbHOM IIpU
XpaHeHUM IIpU  TeMIepaType B MHTepBaJie oT 10 oo 40°C wm

NpedIouTruTesIbHO B MHTepBajyie oT 20 mo 30°C, npu maBjeHum 1013,25
rlla (OpM aTMoChepHOM HOaBJIeHMM) U IIPM OTHOCUTEJILHOM BJAXHOCTU
BO3Oyxa B MHTeppaJie oT 50 pmo 90% M HOpennoudTUMTeJIbHO B MHTepBale
or 50 mo 75% mo MeHbBmEM Mepe B TeueHMe 6 MecsdlleB, B YaAaCTHOCTU IIO
MeHbIllel Mepe B TeueHre 12 MecsdlleB, IIPeMMymecTBeHHO I[IO MeHbIen
Mepe B TeueHre 24 MecsalleB UM OPeldloUuTUTeJIbHO II0 MeHLIeM Mepe B

TeueHMe 36 MecHdleB.
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[Ipn 5TOM 1o HacToAlleMy n300peTeHND MOXET OBITE
NpenyCMOTPEHO, YTO coOepXallas LIMHeOJI KOMIIO3MUMSA I[I0 HaCTOoAlleMy
nz3obpeTeHu OymeT CcolepXaTb IO MeHbIle¥ Mepe OOMH IOpyTou
VMHIPEOVEHT, IPEenrIoYTUTEJIEHO BCIIOMOT'aTeJIbHOE BelleCTBO n/Uim
nofaBKy. IpyTol  MHTPeOMeHT, IPenOIouTUTEJIEHO  BCIIOMOT'aTeJIbHOE
BemecTBO W/Miay podaBkKa, MOXeT OHBTL I[IPeAloUuTUTEJIEHO BHOPaH U3
TPYIIHE, KOTOPYK COCTAaBJIAKRT BCIOMOT'aTeJIbHEE BelleCTBa, YyJydllaKomue
nepepaboTKy, CTaduUIn3aTOPH, SMyJILT'aTOPHL, AHTUMOKCUIAHTH,
BJIATOyIepXUBaKIme CpencTBa, 3aTyCTUTENN, AHTUCENITUUECKUE
CpeICTBa, KpaCUTeM, apoMaTU3aTOpPh, IPMPONHBEE IOYMMCTHE BelleCTBa,
OTOYIIKM, HAMIOJHUTEJM, CBA3yIMe BelleCTBa, CMauMBaTeJM, BUTaMMHEL,
OJINTOBJIEMEHTH, MMHEPAaJIbHEE BemeCTBa, MUKPOBJIEMEHTH WU/MUIM SOUPHLHE
Macia, a TakKkXe ¥MX KOMOMHaLWMU (T.e. KOMOMHaUMM  OBYyX WU
HEeCKOJIbKMX YKa3aHHEX MHIPEeOMeHTOB) .

Kaxk Oruio oomMcaHO paHee, coImepXaliad LIMHEOJ KOMIO3MUUMA IIO
HacTodmeMy M300peTeHM©0 obJjlafaeT MIMPOKMM HOpoduiieM I[IPMMEHEHWA.
HacrTosamee wm300peTeHMe HOPeOINOUTUTEJIEHO OTHOCUTCH K  OIMCAaHHOM
paHee coIepxamen LVHEeOJI KOMIIO 3ULIUN 0JiA [IPVMEHeH g npu
NpodmIakKTUKe U/UIM TOINUECKOM JIeUEHUY PUHUTOINOMOOHEX COCTOSHUN U
NpennouTnTesIbHO Rhinitis acuta mim Rhinitis allergica.

HacTodmee n3obpeTeHre - COTIJIaCHO BTOPOMY acIeKTy -
OTHOCUTCSH TakKXe K YCTPOMUCTBY IJS IPMMeHeHM’s, KOTOopoe BMellaeT
ONIMCAaHHYK paHee CoIepXallyld LIMHEOJ KOMIIO3MUMK II0 HacCTOoAlleMy
n300peTeHND, IpuyeM YCTPOMCTRO 1o HacToAleMy n300peTeHUD
ABJIAETCHA IIPEeNIOoUTUTEJIEHO IIPpMeMJIEMEIM IJIs TOIMYECKOI'O, B YaCTHOCTU
0JIS Ha3aJIbHOTO W [NPeNlOoUTUTEJIEHO IJISI MHTPaHa3aJIbHOT'O IIPMMEHEHUSHA
M BHIIOJIHEHO TIPEeNNouTUTEJILHO B GopMe cocylda C YCTPOMCTBOM IJIA
bopMUpPOBaHUMSA KalleJlb MJIM PaCIHBJIeHUS .

ITo HaCcToAlleMy n300peTEeHND YCTPOMCTBO 0JIsd [IpUMEHEHM A
OPeIlNOUTHUTENEHO COOEepPXUT YCTPOMCTBO HIOJIS PacCHOBJIeHUS C  LEeJb
IPEenIodTUTEJIEHO €OMHOOOPa3HOI'O BBelIeHUSI KOMIIO3MLMKM I[I0 HaCTOAlleMYy
nz3obpeTeHM B KoJIMuecTBe oT 25 mo 300 MKJ, OpeMMymecTBeHHO oT 50
no 200 MKJI ¥ OPeniodTUTesIbHO oT 75 mo 125 MK 3a OOMH akKT
pPacCIBUIeHUA .

[Ipy TOM [PEenIOUTUTEJSIEHO IIPpelyCMOTPeHO, UYTO II0 HacToAlleMy

MBO@peTeHMIO YCTpOﬁCTBO IOJId TIPVMMEeHEHNVA COIOEPXUT COCydo WMJIIM €MKOCTEB
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BMECTMMOCTEID B MHTepBaJe oT 5 mo 100 M M nOpeanodTruTesisHO oT 10
oo 50 M. 9TOT COCyI WMJIM EMKOCTE CJYXUT OJIS BMElleHMS KOMIIO3ULIUNA
10 HaCTOAMeMYy M300peTeHNo.

KacaTeJlbHO »OaJIbHEeMIMX [IOOPOOHOCTEeM B OTHOIIEHUM YCTPOMCTBA
OJIS TIPMMEHEHMS II0 HaCTOoAmeMy M300peTeHMK MOXHO COCJIaTbCHad Ha
NpelsOyliMe  BapMAaHTE  OCYIECTBJIEHMS  KOMIO3MIMM I[1IO  HACTOAIEMY
n3o0bpeTeHmn, KOTOPHE COOTBETCTBEHHO UMMEKRT CWJIY B  OTHOIEHUU

yCTpOﬁCTBa OJIA TIPMMEHEHMA II0 HaCTOoAlleMy I/IBO@peTeHMIO.

CllenyommuM ODBEKTOM HacToAmeIro VIBO@peTeHMFI - COTIJIaCHO
TpeTbeMy aclleKTy - ABJIAETCA IIPVMMEHEHN e OIIMCaHHOM’ PaHee

comepxamey LUMHEOJ KOMIO3MUMM II0 HAaCTOAmEMYy M300peTeHMo IJId
HpO(l)T/[J'[aKTT/[KT/I T/[/T/LJ'H/[ TONIMNUYECKOMN Tepallmn pI/IHI/ITOHO,]IO@HbIX COCTOAHUM
J6OoTO0 BUIAa M IOPEeONouTHUTeJIbHO Rhinitis acuta wiaum Rhinitis
allergica W [IpUMEeHeHe OMNMCAHHOM  paHee KOMIIO 3ULINN 1o
HacToAmeMy M300peTeHMI0 OJA I[IOJIydYeHMs JIeKapCTBEHHOTO CpencTBa IJIiA
NpOodMIaKTUKMY U/UJIM TOIMUECKOM Tepally PUHUTOIOOOOHEX COCTOSHUNA

JboTo BUIAa M IOPEeOnNouTHUTeNIbHO Rhinitis acuta wiam Rhinitis

allergica.
TepMmuH "JlekapcTBeHHOe cpencTBO" (cMHOHMM "dapMalleBTUUECKOEe
cpencteo"), KOTOPLIM yrnorpebiyseTcs B oMM CaHUM HacToAmeIro

nsofbpeTeHuda, cJjelyeT IIOHMMATL B OUeHb IMMPOKOM CMEBICJIe, IIPU DSTOM
OH OXBaTHBaeT He TOJbLKO JeKapCTBeHHEEe WX OdapMalleBTUUYeCKUe
CpencTBa KakK TaKOBHEe (T.e. B KaueCTBe CPEeIOCTB JEeKapCTBEHHOTO
HasHAYeHMsd), HO M, IpexIe BCero, TakXe TaK Ha3HBaeMbe IPOIYKTH
MeIMLMHCKOTO HaBHadYeHMsS M, KpoMe TOTro, TakKXe TIoMeolaTHuUecKHre
CpencTBa M IIMIeBHe noOaBKM, a TakXkXe KOCMeTHMUeCKMe CpPpeIacTBa U
IpenMe TH norpeBiieHUd . OpyrumMm cJoBaMu, comepxaimas LIMHEOJI
KOMIIOBULIKMSA IIO0 HACTOAmeMy M300peTeHMi MOXeT, TakuM o00pas30oM,
HaxoIUTBECS B BUIOe JIEKAPCTBEHHOTO CcpeIcTBa (bapMaleBTUUSCKOT'O
CpencrTea), OPOOYKTa MEOMIMHCKOI'O HAa3HAUEeHMSdI, TI'OMEeOIaTHUUYeCKOTO
CpencrTeBa, IMmeBOM »DoOABKM, KOCMETMYECKOTO CpeICTBa WIM IIpelMeTa
norpedjieHnd.

KoMImosulMsa [0 HacTodmeMy M300peTeHu©, B UYACTHOCTM, MOXET
NPYMMEHATECS MOJIS JIeUeHUS PHHUTOIOINOOHEX COCTOSHMNM JmofoTo BUIOAE,
NpenIouTHUTeIbHO Rhinitis acuta, Rhinitis allergica, Rhinitis

atrophicans, Rhinitis hyperplastica wim  hyper trophicans,
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Rhinitis mutilans, Rhinitis nervosa WM vasomotorica, PHUHHUTA,
00y CJIOBJIEHHOT O OKpYyXawnimen cpenou, W Rhinitis
pseudomembranacea, HNPeONoOUYTHUTeNbHO Rhinitis acuta wmiaum Rhinitis
allergica.

Kak OmJIO OIMCaHO paHee, B IIpelejlax IPMMEHEHMS II0 HaCTOAmeMy
N300peTeHNd ONMCAaHHAasg paHee KOMIOBMUMSA II0 HACTOAMeMYy M300peTeHM o
MOXeT BHITH IpYMeHeHa  TOIMYEeCKM, B UYACTHOCTM  HasaJIbHO U
NPenIouTUTEJSIbHO MHTPpaHaszaJIbHO. IlpM STOM OIPEeONOUTUTEJILHO MOXeT
OHITL IPMMEHEHO OIIMCaHHOe paHee YCTPOMCTBO IJIS I[IPUMMEeHEeHMS IIO
HacTodgmeMy M300peTeHUn.

KacaTeJIbHO HaJiIbHEeMMMX IMIOOPOOHOCTEeM B OTHOMEHUM IIPUMEeHEeHUS
10 HaCTOAMeMYy M300peTeHMI0 MOXHO COCJIaThCSa Ha Openbnylre BapMaHTH
OCymMecCTBJIEHUA B cJydae IOPpyTMX acleKTOB HacTodmero mus3ofpeTeHUd,
KOTOPHE COOTBETCTBEHHO MMET CUMJIY B OTHOWEHUM I[IPUMMEeHEeHUS IIO

HacTodAlleMy M300peTeHUD.

Cilemnywomu 0OBLEKT HacToAmero M300peTeHud - COIJIaCHO ero
HeTBEePTOMY acIriexTy - IIpencTraBJideT cobort crocob cTadbunmsaumun

comepXxamey LMHEOJI KOMIIO3ULNM, MIPEeNloUTUTEJIEHO OGapMalleBTHUUYeCKOM
KOMIIOBULIMM, M[OPedlouTUTEJIbHO IJIS TOIMUEeCKOTO, B UYAaCTHOCTU IJId
Ha3aJIbHOTO U IIPenNouTUTEeJIbHO IJIS MHTPpaHa3aJIbHOTO IIPUMMEeHeHUS,
OPenrnouTUTEJIbHO IOJIS JIeUeHUSI PUHUTONIOOOOHBX COCTOSHUM;

npuueMm KOMIIO BULIU S B KoMOMHALIUM U B COOTBETCTRYIOMMUX
20OEeKTUBHEX, NpenrnouTmUTeJIbHO B bapMalleBTUUECKHA 50OEeKTUBHEIX
KOJIMUeCTBax COIEPXUT :

(a) UIMHeOJI, NPenOlouYTUTEJIEHO 1, 8—LIMHEeOJI;

(b) [IaHTOTEeHOJI, IpennouyTUTeJIbHO IOeKCIIaHTeHOJI (D-
IIaHTOTEHOJI), WIXM eT0o O(UBUOJOTIMUECKM OIpMeMJIeMBEe CJOXHHEe 5SOUPEH
U/NIM COJIU;

InprnuyeM COIJIaCHO criocoby K conepmamef/'l LIMHEeOJI KOMIIO3MINVNM B

KauecTBe  KOMIIOHEHTA (c) nprBaBJIgT IO MeHBIEeM Mepe  OOHO
KOHCepBUpYyKIee U/WIM  Oe3uHQULMpPYIee  CPeICTBO (AHTHUCENTHUK) ,
npuyemM KOHCEepPBUpYKIee n/ OesMHOMUMpYyoIee CpenOCcTBO

(AaHTUCEIITHUK) COOEepPXUT KOMOMHAILIMIO, B YaCTHOCTM CMeChb, COpPOMHOBOMU
KMCJIOTH (Tekca-2, 4-OMeHOBOM KUCJOTH), C OOHOM CTOPOHH, U COJIM
COpPOMHOBOM KMUCJIOTH (copbaTa), C IOpyI'OM CTOPOHEH, (KOMOMHAaLVII

"copbuHOBaAg KHMCJIOTa/copdaT") MM COCTOUT M3 HUX.
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Kak OBJIo ONMCaHO paHee B CJydae IPYyTMX acleKTOB HaCTOAMeTO
nz3obpeTeHnsd, COoTJIacHO criocoby infe) HaCcToOAleMy n3006peTeHno
(corylacHO crnoco®y cTadbuamMs3alvy) K KOMIO3UIVM OPeldlouTHUTeJIbLHO
npubaBJIgAlnT KOMIIOHEHT (C) B pacueTe Ha KOMIIO3MIIMID B OTHOCUTEJILHOM
KOJIMYeCcTBe B UMHTepBajie oT 0,000l mo 5 mMacc.%, B YacCTHOCTMU OT
0,001 mo 4 wmMacc.%, nOpeumMmymecTeBeHHo oT 0,01 1»mo 3 wMacc.$%,
npenmnoururesibHo oT 0,05 mo 3 mMacc.%, 0OoJjiee TMPEenlNoUTUTEJIEHO OT
0,05 mo 2 mMmacc.$%, 3BHauMTeJibHO OoJiee npennoururessbHo oT 0,05 mo 1
Macc.%, eme 0OoJee npennodyruresgsHo ot 0,08 mo 0,8 wMacc.%$ wm
HamboJiee npennoururessrHo oT 0,1 mo 0,5 macc.$.

Kaxk OpUIO TakXe OIMCAHO paHee B CcJiydae JIpyTMX AacCIeKTOB
HaCTOAMETO nz3obpeTeHNud, COTJIaCHO crocoby 1o HaCTO AleMy
1300peTeHnI0 KOMIIOHEHT (C) MOXeT comepXaTh KOMOMHALMIO COPpOMHOBOM
KMCJIOTHI, C OIOHOM  CTOPOHH, nu copbara, C IpyToM  CTOPOHH,
IpPenrnodYTUTEJILHO c MaCCOBEIM COOTHOIIeHUEM "copbuHOBAA
KrcJoTa/copdbaTr" B wuHTepBaje oT 9:1 mo 1:9, OpeuMymeCcTBEHHO B
MHTepBaJjie OoT 8:2 @mo 2:8, INPellouTUTEJIbHO B MHTepBajle OT 7:3 HO
3:7, BoJiee IpenIouTUTeJIbHO B MHTepBaje oT 6:4 oo 4:6,
3HAUMTEJILHO ©0o0Jlee TMNpellouTUMTeJIJbHO B MHTepBaJje oT 5,5:4,5 1o
4,5:5,5 u eme 0oJlee MNPeOlNoOUTUTEJIEHO C MAaCCOBBEM COOTHOIEHMEM
"copbuHOBag KHKCJOTa/copbar", paBHBM OKoJiIO 1:1.

Kaxk ©ruI0 TaKxe OIIlMCaHO paHee B Cllydae IOIpyIT'ux acCIIeKTOB

HacToAmeIo nz300peTeHNUd, COTJIaCHO criocofy 1o HacToAleMy
n300peTeHnD KOMIIOHEHT (c) MOXET comepXaThb copbar (couib
COpPOUHOBOM KMCJIOTHL) B BUIE coJm MEeJIOUHOTO n/Uim

meJIoUuHO3eMeJILHOTO MeTajljla, IPeMMYIMeCTBEeHHO B BHUIOE COJIM MeJIOUHOTO
MeTaJljla, NPellIouTUTeJIbHO B BUIE HATPHEeBOM U/MIIM KaJMeBOM COJIUM U
foJjlee NpPeOlIouTUTEJILHO B BUIe copbaTa Kajud.

Kax OBJIO TakXke OIMCaHO paHee B cJjydae IPYIMX acleKTOB
HacTodmeIro nsobpeTeHusd, COTJIaCHO criocody 10 HacTodmeMy
U300peTeHMn K KOMIOSMLMM B KaueCcTBe KOMIIOHeHTa (d) Takke MOXeT
OHTE HOpubaBJIeH IO MeHbIIeM Mepe OOMH SMYyJILETAaTop (OIpedlouTHTesIbHO
SMYJILTaToOp, YKa3aHHHM paHee B cCjydvae IPYTIMUX AacleKTOoB HaCTOAMeT o
nsobpeTeHmus U/UIM IOpubaBJISeMBlM OPeOlIouTHUTEJIEHO B KOJUMUECTBE,

YKa3aHHOM B CJIyYae IPYyIMX AaCIeKTOB HAaCTOAmero M300peTeHMs) .
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KacaTelbHO OalbHeWMmMx MOoOpOoOHOCTEV B OTHOmMeHuM crnocoba IIo
HacTodmeMy mu3o00peTeHMio (crnocoba cTabuiam3aluM) MOXHO COCJIAaThCH Ha
Opeluaymye BapMaHTH  OCYMeCTBJIeHMS B CJiydae JOPYyIMX acCleKTOB
HacTodAmero u300peTeHMd, KOTOPHE COOTBETCTBEHHO WMelT CUIly B
OTHOMeHUM crocoBa IO HacTodAmeMy M300peTeHUD.

IpyTve BapMaHTH OCYMEeCTBJIeHVS, WCIOJHEeHUS U Moaudukauui, a
Takxe npeuMylecTBa HacTo4gmero nzobpeTeHU HerocpeaCcTBEHHO
OOCTYIIHH ClleluuaJMcTaM B HOaHHOM 00JlacTM TexXHUKM OpU UTeHUU
onmMcaHMsga ¥ MOTYT OHTbL peajiM30BaHE ©0e3 BHXOIa 3a I[IpeleJiH
IIaTeHTHOW OXpaHH HacToAmeIo M300peTeHud.

[IpuBeneHHHe najee [IPUMEPHL oCymeCTBJIeHUSA CIIyXaT
UCKJIIOUUTEJILHO 0J1s [IOSCHEeHUs HacToAmeTro nzobpeTeHuUd, He
orpaHMuMBas ero.

[IPMMEPEL OC CTBJIEHUA

1. NpuMepH IIOJYYEHMSI M CBOMCTEBA CTAOMILHOCTM M aKTUBHOCTMU

ObmMe vKa3aHMg IO [NOJYUYEHUIO

s [IOJIyUYeHU g 1000 T npo3padvHoTo BOOHOTO pacTBoOpa
KOMIIO3ZULMM II0 HaCTOAlleMy W300peTeHMI OCYWECTRJISKT IIPOLEelypH, IIO
CYymecTBY WM3BECTHHE ClHelraJucTaM B HOaHHOM  oBJlacTM  TeXHUKHU.
CHauvaJla TIpM KOMHATHOM TeMIepaType U aTMOCOepHOM HaBJIEHUM B
COOTBETCTBYKMUM CTEKJAHHHM COCYyI C IIepeMelMBalllyM YCTPOMCTBOM
BHOCAT 3alaHHOe KOJMUYECTBO OUMIEeHHOM BOIH M 3aTeM pPacTBOPOM
BHIOpaHHOM OybepHOM CHUCTeMH yCTaHaBJMBAT 3aJaHHOe 3HaueHue pH B
MHTepBaJe oT 5,3 @mo 5,9 (Hanpumep, OO 3HadveHusa pPH, paBHOTO
OpUbIM3UTENIEHO 5,5) HOpM KOHEUHOM KOHTPOJIE OOCTUTHYTOI'O 3BHAUeHUA
pH. [Hajee mnpubabjisgoT »OpyI'Me aKTUBHEE BelleCTBa U MVHIPEOUEeHTEH
(1, 8-umMHeOJI, IOeKCIIaHTeHOJI " KOHCepBUpyKIee/ Ie3UMHOULIMPYIOIe e

CpelCTBO (aHTHUCEeNnTHUK) , a TakKxXe B Clydae HeOOXOOMMOCTHU opyruie

IIpMMEHAEMEIE VMHIT'PEeIVMEeHTEI, TakKNre Kak, HallprMep, SMYyJIET'aTOp,
3aryCcTMUTEeJIb n T.II.) B KOJIMYeCTBEe, YKa3aHHOM B InpruMepax
KOMHOSMHM%, n 3aTeM CMeCBb IIpm TIaTeJIbHOM IIepeMellMiBaHNNM

PacTBOPAKT OO NOOCTUXEHMA [IPpO3padHOCTM. JHajlee CMeChb [OOIIOJHAKT
IPpYyTOM MOpLMeN BOIH IO KOHeUHOM MaccH B 1000 ©r uM mepeMemMBalT OO
OOCTUXEeHUS OOHOPOOHOCTM. IlpM HeOoOXOOMMOCTM PacTBOP OUIIbETPYRT
yepes HeVTpPaJIbHBM LeJUIJIO3HEM OMIIBETP. 3aTeM ele pa3 KOHTPOJMPYIT

SHaUeHNe pH. Tarkxe KOHTPOJIMPYIOT OCTaJIBEHEIE COOTBEeTCTBYKIINE
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IIoKazaTeJIM pacCTBOpPa B OTHOINEeHMM YCTAHOBJIEHHEX WMJIM IIpelIBaprTeJIBHO

BBI@paHHBIX VMHTEePBaJIOB 3HAUEeHUM (Hanpmmep, OCMOJIAJIEHOCTE,
OTHOCHUTeEJIBEHaA IIJIOTHOCTE, l\MKpO@MOJIOI‘quCKaF[ UVMCTOTa n
CTEepPMIJIBHOCTE, OTCYyTCTBIUE an/ﬂvieceIZ, B YaCTHOCTU IIPOOYKTOB

pPasJIoOKeHV AaKTUBHHX BEMEeCTB WM IOPYIMX WHIPEOMEeHTOB, BA3KOCTH,
BHEIHWM  BUI, IokKaszaTeJlb I[IPeJIOMJIEHUSA) . B 3akjmwoueHMe, JacThb
[IOJIYYEHHOT'O pacTBopa HaJIMBawoT B Y3KOT'OPJIHE dJIIaKOHH nu3
KOPMYHEBOT'O CTeKJla BMecTumMocThbw 10 wmiam 20 MJI, KOTOPHE IIpU
HeoOXOoOMMOCTHM  MOITYT OHTH OCHalleHH  KalleJIbHOW  IUIIeTKOM  WMJIM
PacIBEUIMBaKIen IO3MpYyoImen I[IOMIIOM . g [IpYMeHeHM A COTJIacHO
NpellMCaHuin B KaXOyln HO3IOPK MOXHO I[I0 HECKOJIBKY pa3 B IOeHb
BBOIOMUTEL OT OIOHOM IO Tpex Kalejb MIM OCYIEeCTRBJIATL OOMH-IBa akKTa
pacneuieHra. JJpyI'yo dYacTb IIOJIYYeHHOT'O pacTBOpa MCIOJbB3YRT B
MCCIIedOBaHUAX CTabUIIBHOCTHA.

CorJjiacHO STUM  OO0IMMM  YyKas3aHuAM IO MNOJIYUYEHUID  [IOJIyYalT
YKa3aHHBe OaJjiee KOMIIO3ULNUMA.

Peuenrtypa Al (malHHBHe Ha 1000 T KOMIOBUIINM)

NHTpeOqMeHT KonnuecTBo, | KauecTBO
Macc.%

IIMHeoJI 1,000 Ph. Eur.

IekcIaHTeHOJI 5,000 Ph. Eur.

BybepHasa cucrTeMa:
IunruopodochaT kKaaud/MoHOTHIpOohochaT 0,853/0,027 | Ph. Eur.

HaTpuda (DomekarmuopatT)

KoHcepBUpYyIee/ Ie3UMHOULIIMPYIONE e 0,20 Ph. Eur.
CpeICTBO (aHTHMCENTHUK) (copbarT

KaJudga/copbuHoBasg kucjora, 1:1)

SMyJibTaTop (IJMLIepUJIPUIIMHOJIEaT 1,670 Ph. Eur.
MakporoJja)
OunuieHHasa BoOIa 91,250 Ph. Eur.

PellenTypa A2 (maHHHe Ha 1000 I KOMOOSMUIIUMU)

NHTpeIMeHT KonmnuecrTBo, | KauecTBO
Macc.$%
[IMHeoJI 1,000 Ph. Eur.

IJekcraHTeHOoJI 5,000 Ph. Eur.
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BybepHasa cucrTemMma:

IunruopodochaT Kaauda/MOHOTHIpOhoChaT 0,853/0,027 | Ph. Eur.

HaTpuda (momekarunoparT)

KoHcepBUpYyIMee/ Ie3VMHOUIMPYIOIEe e 0,20 Ph. Eur.

CpeICTBO (aHTHMCENTHUK) (copbarT

Kanusa/copbuHoBas kucjoTra, 5:1)

SMyJIETaTop (IJMLEepUJIPULIMHOJIEAT 1,670 Ph. Eur.

MakporoJja)

OumieHHas BoIa 91,250 Ph. Eur.
Peuenrtypa A3 (maddsle Ha 1000 T KOMIO3MINN)

NHTpeOMeHT KomnuecrTBo, | KauecTBO

Macc. %

rHeoJI 1,000 Ph. Eur.

IexcrnaHTeHOJ 5,000 Ph. Eur.

BybepHasa cucTemMma:

IurunpodpochaT kaamsa/MoHOTUOpOoboCchaT 0,853/0,027 | Ph. Eur.

HaTpud (ODomekarumpartT)

KoHcepBUpYyINee/ Ie3UHOULIMPYIONE e 0,20 Ph. Eur.

CpeICTBO (aHTMCENTHUK) (copbaT

Kaluga/copbuHoBasg kucjora, 1:5)

SMmyJibTaTop (IJMLIepUJIPUIIMHOJIeaT 1,670 Ph. Eur.

MakporoJja)

OumimeHHas BoIa 91,250 Ph. Eur.
Peuentypa A4 (malHHEe Ha 1000 I KOMIOBUIIMM)

NHTpeqMeHT KonmnuecTBo, | KauecTBO

Macc.%

IIMHeoJI 1,000 Ph. Eur.

IJekcraHTeHOoJI 5,000 Ph. Eur.

BybepHad cucrTewma:

IunruopodochaT Kaauda/MoOHOTHIpodochaT 0,853/0,027 | Ph. Eur.

HaTpuda (DomekarmuopatT)

KoHcepBUpYyIee/ Ie3VMHOUIMPYIIEe e 0,20 Ph. Eur.

CpeICTBO (aHTHMCENTHUK) (copbarT

KaJudga/copbuHoBasg kmucjoTa, 10:1)

SMyJIETaTop (IJMLIepUJIPUIIMHOJIEAT 1,670 Ph. Eur.
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MakporoJja)
OumimeHHas BoIa 91,250 Ph. Eur.
Peuentypa A5 (madHHHe Ha 1000 © KOMOOB3MIMM)
NHTpeIMeHT KonmnuecTBo, | KauecTBO
Macc.%
[MHeOoJI 1,000 Ph. Eur.
IekcraHTeHOoJI 5,000 Ph. Eur.
BybdepHasa cucremMma:
InruopodpochaT Kaaua/MoOHOTHIpOhoChaT 0,853/0,027 | Ph. Eur.
HaTpud (momekarumopatT)
KoHcepBupymee/ De3UHOMIMPYIOIE e 0,20 Ph. Eur.
CpeICTBO (aHTHUCENTHUK) (copbaT
KaJua/copbuHoBas KucjoTa, 1:10)
SMyJIbTaTop (IJMLEePMJIPULMHOJIEeAT 1,670 Ph. Eur.
MaKpoToJa)
OumnmeHHas BoOIa 91,250 Ph. Eur.
PenenTypa A6 (maHuble Ha 1000 T KOMOO3UIIMN)
NHTpeqMeHT KonnuecTBo, | KauecTBO
Macc.$%
IMHeoJI 1,000 Ph. Eur.
IekcIIaHTeHOJI 5,000 Ph. Eur.
BybepHad cucTeMma:
InruopodochaT kKaaud/MoHOTHIpOhoChaT 0,853/0,027 | Ph. Eur.
HaTpuda (DomekarmuopatT)
KoHcepBUpYyIee/ Ie3MHOUIIMPYIONE e 0,20 Ph. Eur.
CpeICTBO (aHTUCENTUK) (XJIOPUL
HeH3aJIKOHMAI)
SMyJibTaTop (IJMLIepUJIPUIIMHOJIEAT 1,670 Ph. Eur.
MakporoJja)
OummeHHas BoIa 91,250 Ph. Eur.
Peuentypa A7 (madHHHe Ha 1000 © KOMOOBMIIMM)
NHTpeqMeHT KonmnuecTBo, | KauecTBO
Macc.$%
IIMHeoJI 1,000 Ph. Eur.
IJekcraHTeHOoJI 5,000 Ph. Eur.
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BybepHasa cucrTemMma:

IunruopodochaT Kaauda/MOHOTHIpOhoChaT 0,853/0,027 | Ph. Eur.

HaTpuda (momekarunoparT)

KoHcepBUpYyIMee/ Ie3VMHOUIMPYIOIEe e 0,20 Ph. Eur.

CPelNCTBO (aHTUCEITHUK) ([IOJIMT'eKCaHn)

SMyJIETaTop (IJMLEepUJIPULIIMHOJIEAT 1,670 Ph. Eur.

MakKporoJja)

OumieHHas BoIa 91,250 Ph. Eur.
Peuenrtypa A8 (mad#sle Ha 1000 I KOMIO3MIIWN)

NHT'peIMeHT KonmnuecTBo, | KauecTBO

Macc. %

LrHeOoJI 1,000 Ph. Eur.

IexcrnaHTeHOJ 5,000 Ph. Eur.

BybepHasa cucreMma:

IurunpodpochaT Kaamsa/MoHOTUOpPOboCchaT 0,853/0,027 | Ph. Eur.

HaTpud (ODomekarumpart)

KoHcepBUpYyINee/ Ie3UHOULIIMPYIONE e 0,20 Ph. Eur.

CpeICTEO (aHTMCENTHK) (copbaT

KaJjudga/copbuHoBasg kucjora, 1:1)

SMyJIETaTop 1,670 Ph. Eur.

(YHIOeUMJIeHaMMIOONIPpONIMIOeTanuH)

OumieHHas BoIa 91,250 Ph. Eur.
Peuentypa A9 (malHHEe Ha 1000 T KOMIOBUIIMM)

NHTpeqMeHT KonmnuecTBo, | KauecTBO

Macc.$%

IIMHeoJI 1,000 Ph. Eur.

IJekclraHTeHOJI 5,000 Ph. Eur.

BybepHasa cucrTeMa:

IunruopodpochaT Kaauda/MoOHOTHIpohoCchaT 0,853/0,027 | Ph. Eur.

HaTpuda (momekarmuopatT)

KoHcepBUpYyIee/ Ie3MHOUIMPYIONe e 0,20 Ph. Eur.

CpeICTBO (aHTHMCENTHUK) (copbarT

Kanua/copbuHoBasg kucjoTa, 1:1)

SMyJibTaTop (MoJIoKcaMep) 1,670 Ph. Eur.

OumimeHHasa BoIa 91,250 Ph. Eur.
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Peuenrypa Al0 (madHHble Ha 1000 I KOMOO3UILWNM)
NHTpeIMeHT KonmnuecTBo, | KauecTBO
Macc.$%
[IMHeOoJI 1,000 Ph. Eur.
IekcraHTeHOoJI 5,000 Ph. Eur.
BybepHada cucrewma:
InruopodpochaT Kaausa/MOHOTHIpOhoChaT 0,853/0,027 | Ph. Eur.
HaTpud (Domekarmmpart)
KoHcepBupyMee/ De3MHOMIMPYIONE e 0,20 Ph. Eur.
CpeICTBO (aHTMCENTHUK) (copbaT
Kanma/copbuHoBas kucjora, 1:1)
SMyJibTaTop (OeTauH OponuJiaMuia XUPHBIX 1,670 Ph. Eur.
KUCJIOT KOKOCOBOT'O Macja)
OumnmeHHas BoOIa 91,250 Ph. Eur.
PentenTypa All (maHuHBHe Ha 1000 ' KOMOO3UINN)
NuHIrpeIMeHT KommnuecTBO, | KauecTBO
Mace.$%
IMHeoJI 1,000 Ph. Eur.
IekcIIaHTeHOJI 5,000 Ph. Eur.
BydepHad cucTeMma:
BybdepHas cucTeMma "JIMMOHHAaSA 0,880 Ph. Eur.
krcJgoTa/umurpat”
KoHcepBUpYyIee/ Ie3UMHOUIMPYIONE e 0,20 Ph. Eur.
CpeICTBO (aHTHMCENTHUK) (copbaT
Kaludga/copbuHoBasg kucjora, 1:1)
SMyJibTaTop (IJMLepUJIPUIIMHOJIEaT 1,670 Ph. Eur.
MakporoJja)
OumimeHHas BoIa 91,250 Ph. Eur.
Peuentypa Al2 (madHyHee Ha 1000 I KOMIOS3UIIMM)
NHTpeIMeHT KonmnuecTBo, | KauecTBO
Macc.%
[IMHeoJI 1,000 Ph. Eur.
IJekcraHTeHOoJI 5,000 Ph. Eur.
BybepHasa cucrTeMa:
BybepHas cucTeMma "yTroJibHasd 0,880 Ph. Eur.
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KucjoTa/oukapdboHaT"

KoHcepBUpYyIee/ Ie3MHOUIMPYIoNe e 0,20 Ph. Eur.

CpeICTBO (aHTHMCENTHUK) (copbaT

Kanuda/copbuHoBas kucjoTa, 1:1)

SMyJIETaTop (IJMLepUJIPUIIMHOJIEAT 1,670 Ph. Eur.

MakporoJja)

OumieHHas BoIa 91,250 Ph. Eur.
Peuentypa Al3 (madHdwele Ha 1000 T KOMOO3MUILVN)

NHTpeIMeHT KonmnuecTBo, | KauecTBO

Macc.%

LMHeOoJI 1,000 Ph. Eur.

IekclraHTeHOJI 5,000 Ph. Eur.

BybepHasa cucremMma:

BybepHas cucteMa "JIMMOHHAasA 0,880 Ph. Eur.

kucygoTa/unTpaT"”

KoHcepBupylee/ ne3MHOUIMPYIEe 0,20 Ph. Eur.

CpeICTBO (aHTHMCENTHUK) (copbaT kKaJud)

SMmyJibTaTop (IDJMLIepuJIpUIIMHOJIeaT 1,670 Ph. Eur.

MakporoJja)

OumieHHas BoOIa 91,250 Ph. Eur.
Peuentypa Al4d (madHxHele Ha 1000 T KOMIIOSUIIMU)

NHTpeqMeHT KonmnuecTBo, | KauecTBO

Macc.%

IIMHeoJI 1,000 Ph. Eur.

IJekclraHTeHOJI 5,000 Ph. Eur.

BybepHasa cucrTeMa:

BybdepHas cucTteMma "yTroJibHasd 0,880 Ph. Eur.

KucjoTa/oukapdboHaT"

KoHcepBUpyIee/ Ie3MHOUIIMPYIONE e 0,20 Ph. Eur.

CpeICTBO (aHTHMCENTHUK) (CopOMHOBASA

KMCJIOTa)

SMyJIETaTop (IJMLepUJIPUIIMHOJIEAT 1,670 Ph. Eur.

MakporoJja)

OummeHHasa BoIa 91,250 Ph. Eur.

OfmMre crRoOMCTBa CTad®MILHOCTU
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CBoMcTBa CTabUJILHOCTU STUX KOMIIO 3ULIUN rccJenopasu B
BamaHHBIX YCJIOBMAX (MIpr XpaHenuym Inpm 25°C, npm mnaBjgenum 1013,25
rlla (OpM aTMochepHOM HOaBJIeHMM) UM IIPpUM OTHOCUTEJILHOM BJAXHOCTU
BosOoyxa /5%). IlpuBeIeHHBEe JaJjiee IOaHHHE OTHOCATCS K MaKCUMaJIbHOM
CTOMKOCTM IpU XpaHeHUM (TpeboBaHMe K CTabMJIBLHOCTM: pa3JjioXeHUe
IMHeoJa < 1% B pacueTe Ha LMHEOJ; pPas3JIOXKeHMEe JeKclaHTeHoJla < 1% B

pacueTe Ha OEKCIIaHTEHOJ) .

KoMmiosuims CTOMKOCTEL NIPU XPaHEeHUU
Al 47,5 Mmecsua
A2 45,5 mMmecsua
A3 44,5 mMmecsla
A4 41,5 mMecsaula
Ab 39,5 mMecsua
A6 35,5 mMecsua
A7 34,5 Mecsua
A8 36,5 mMecsla
A9 36,0 Mecsua
Al0 36,5 mMecana
All 24,5 mMmecsaua
Al?2 21,5 mMmecsua
Al3 36,0 Mecdla
Al4 36,5 mMecdana

Kak nokxasHBalT MCCJIeOoBaHMsA, OCODEeHHO xXopomasd CTOMKOCTHL IIpU
XpaHeHUM OOCTHIaeTcda Tor'ma, KoI'la KOMIO3MUMM IO HacTodlleMy

MSO@peTeHMD HapAaoy C HelloCpelCTBEeHHEMI AKTVMBHBIMI BellleCTBaMM

(LMHeoJIOM ¥ OeKCIaHTeHOJIOM) comepXxaT IpyIMe MHIPEOMeHTH Ha
OCHOBe SMYJIETaTOPOR, KOHCEPBUPYIOINX / Oe 3UHOUIIUPYIMNX CpencTB
n/WMIn coJien, oBJlamanmmx Oy bepUpyRIMMA CBOMCTBaMA. OcoBeHHO

XOopomMe pesyJbTaTH I[IoJIydalT ToTha, KoTla [OIPUMMeHST CUCTeMy
bochaTHOTO OydepHOTO pacTBopa ("murumpodochaT kaaug/momeKaruiparT
MoHOoTHIpobochaTa HaTpua"), B KadecTBe 5HSMyJbTaTopa [IPYMEHST
TJIML e PUIIPULIMHOJIEAT MaKpoToJa u IPYIMEHSIT
KOHCepBUpYIMee/ Ie3UHOUIMPYIee CPeacTBO (aHTHMCENTUK) Ha OCHOBE
KOMOMHAaLUM "copbaT/copbrHOBA L kucjgora" NIPenroYTUTEJIEHO C

MaCCOBEIM COOTHOmeHVeM "copbaT/copbuHoBas kKucjoTa", pPaBHBEM OKOJIO
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1:1. KombuHanusa "copbar/copbuHOoBas kucjgoTa" IO CpaBHEHMI C
VHIVBUOYAJILHEIMM  BelleCTBaMU (T.e. TOJBKO copBaT WM  TOJBKO
copBMHOBAaA KUCJIOTa ) HEeOXMIaHHO crnocoBCcTByeT 3HaUUTEJIbHOMY

[IOBHIIEHVI CTabMIJIBHOCTU (CM. peLlenTypsl Al3 m Al4d 1O CpaBHEHUK C
pelentypavmu oT Al mo A5 m oT A8 pmo Al2), T.e. TOJBKO copbaT WM
TOJIEKO COpOMHOBAas KUMCJOTa [NOKAa3HBAKLT B CJiydae yKa3aHHHX pPelelTyp
JUIME  OpUMOJIM3UTEJIEHO TakKe Xe CcTadbuinsupyromue CBOMCTBa, Kak
xJjopun OeH3aJIKOHUA MM [IOJIMIeKCaHUX, TOT'ODa KakK KoMOMHAalMA
"copbaTr/copbrHoBaS KMCJIOTA" HEOXMIAHHO CIOCOOCTBYEeT CHMHEPTUUEeCKU
IIOBEIIEHHOMU cTabuam3aumnumu (mpuueM CcTabumsnpyiee nencTBUe
IPOABJIAETCAS OCODEHHO XOpomo ToT'Za, KoI'Da MacCOBOe COOTHOIEeHUe
"copbaTr/copbrHoBas KuUcJoTa" HaxXoOMUTCS B MHTepBaje orT 9:1 mo 1:9,
IperMymecTBeHHO OT 8:2 1mo 2:8, OpednodyTuTeJJbHO oT 7:3 mo 3:7,
BoJiee IpPenrnoYyTUTEJILHO oT 6:4 oo 4:6, 3HAUUTEJILHO BoJiee
IpPenrnodYTUTEJILHO oT 5,5:4,5 oo 4,5:5,5 u ene BoJiee
IPeOlIOUTUTEeJIEHO COCTaBJIgAeT NpubiansmuTeJbHO 1:1).

CeoMicTBa CTabMJILHOCTM B SBaBUCKMMOCTM OT 3HaueHus pH

CorJlacHO TIIPpMBEIOEeHHHM PpaHee o00mMM YyKa3aHMAM II0 I[IOJIYUYEeHM IO
IOoJIyyamT BOIHEE KOMIIO3ULMM IIO0 HacTodmemy wu3obpetreHun ¢ 1,000
Macc.$% 1,8-umHeosia M 5,000% Macc. IeKCIaHTeHOJIa COOTBETCTBEHHO
(B pacueTe Ha KOMIIO3MLMVD) .

[lpubaBJIeHMEM PAa3HEX KoJMuecTB OydepHOTO pacTBOpa M B clydae
HeOoOXOOMMOCTM PAa3HEIX OybepHHX CUCTEeM COOTBETCTBEHHO M3MEHSIT

3HaueHMe pH KOMMOO3UUMM U UCCJIeIYyT CBOMCTBa CTabMILHOCTU (IIpHU
xpaHeHun nOpu 25°C, npwm paejgeumn 1013,25 rvlla (nopu aTMochepHOM
OaBJIEHUM) ¥ IIPU OTHOCUTEJILHOM BJIAXHOCTM BOo3Oyxa 75%).

[IpyuBeneHHEe Oajlee IOaHHEE OTHOCATCHA K MaKCUMaJbHOM CTOMKOCTU
IpY XpPaHeHVM TIPM pPa3HHX 3alaHHHEX 3HaueHMsAx pH (TpeboBaHMe K

CTabUILHOCTH pasJioXeHMe LUMHeoJla < 1% B pacueTe Ha L1OHVMHeOJI;

pasJIOXeHMe IOeKClIlaHTeHoJa < 1% B pacueTe Ha OEeKCIIaHTEeHOJ) .

BHaueHne pH koMIIOBUIIMM CTOMKOCTE IIPM XPaHEeHUU
3,0 27,5 mMmecsaua
4,0 28,5 mMecsaua
4,5 30,5 mMecdana
5,0 35,5 mMecdana
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5,3 > 40 mMmecHdleB
5,5 > 40 mMmecHdleB
5,9 > 40 mMmecHdleB
6,5 32,5 mMecdana
7,5 30,5 mMecsua
8,0 27,5 MmMecsaua
9,0 24,0 mMecsaua

Kak nokas3HBanT MCCIeIOBaHMA, Jiydllad CTOMKOCTHL IIPU XPaHEeHUU
OOCTUTaeTCHd B MHTepBaJe 3HaueHuM  pH oT 5,0 oo 6,5 u
npennouyrmresibHo oT 5,3 nmo 5,9. B ciyyae STHMX  KOMIIO3ULUM
IPMMEeHSAJIM YKa3aHHYID paHee OYyQepHYyK CUCTeMy peIryJjuMpoBaHUA pH Ha
OCHOBE dpochpaToB (T.e. OybepHYy© cucreMy
"guruopodbochar/MoHoruapodochaT" M OybepHEll pacTBop H,PO, /HPO,%"
).

VccrenoBaHye CBOUMCTB HOPOTUBOOAKTEPUANILHOM U HOPOTUBOBUPYCHOM

AKTMBHOCTHU

Komniosuuum 1o HacTodmeMy n300peTeHND oT Al oo A7
uccJenoBajJmM B OTHOWEHUM UX CBOMCTB [IPOTHMBOOAKTepHallbHOM U
IPOTHUBOBUPYCHOM AKTUBHOCTM. I[IpM STOM MCCJeIdoBaJM Komrnosuimio Al3,
KoTopas He COOTBETCTBOBAJA HacToAgmeMy n300peTeHnD, HO
COOTBETCTBOBaJla KoMmmoosuumum Al 100 HacToAmeMy M300peTeHunn, B
KOTOPOM LMHeOoJ OBJI 3aMeHeH COOTBEeTCTBRYKIMM KOJIMUECTBOM BOIH.

[IpoTuBOBAKTEPHANILHYID AaKTMBHOCTL KOMIIOZUIMM MCCJeloBaJM B
Inbdy3MOHHOM TeCcTe B UamkaxXx, a TakKkXe B CepuM UCHHTaHuM C
pazBeneHreM 18 mTaMMOB OakTepul (B IaHHOM cJiydae Staphylococcus
aureus, Haemophilus influenzae, Moraxella catar rhalis,
Streptococcus pheumoniae, Bacillus sp., Citrobacter sp.,
Escherichia coli, Klebsiella sp., Salmonella sp. wu Vibrio
cholera) (onpernesieHVe  KOHUeHTpauun MIC [Minimal Inhibitory
Concentrations WM  MMHMMAJIbHEE  MHIMOMPYOIMEe  KOHLEeHTpauum]) .
Komrmiosuumum 1o HacTodmeMy M300peTeHMo oT Al mo A7 Hokaszalu
XOpomyn OIPOTUMBOOAKTEPMAJIbHYID aKTMBHOCTL, OpMUeM KoMmroosulimsa Al
Iokasajla HaWujIyudlyln OpOoTUBOOaAKTepHallbHYyl aKTMBHOCTL, a Jajlee
cJlejoBaJiM  KOMIIO3MLIMM A2, A3, A4, ADb, A6 m A7 (B p4any

npoTuBOOaKTEePMAaJILHOM sbbexTUBHOCTH) ; KOMIIO3UIINA Al13, He
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COOTBEeTCTBYKIass HacTOodAlleMy MW300peTeHMUO, IIO0 CylleCTBY He IIoKaszala
IPOTUEODAKTEePHAJEHY aKTHUBHOCTE .

[IPOTUBOBUPY CHYIO aAKTUBHOCTL KOMIIO 3L IIPOTUBR IBV
(Infektioeses Bronchitis-Virus (BupyCc MHOEeKIMOHHOTO OpoHXMUTA),
IBV Gray Stamm)) wmccjenoeajJu B TakK Ha3wBaeMoM TecTe MTT B Vero-
E6 (African green monkey kidney cells [KJeTKU I[OUeK adpMUKaHCKOM
3eJleHOM 00e3bAHH] ) (onpemesieHMe KOHIeHTpaluu ICsg) . KOMIIOBUIIUM I10
HacTodAmeMy wu300peTeHmio Al mo A7 HoKa3ajiM XOPOWYK IPOTHUBOBUPYCHYI
AKTMBHOCTL (aHTM-IBV-CBROMCTRaA), IOpuueM koMmoosuumusa Al nokasala
HaWJIydllyio IPOTUBOBUPYCHYI AKTHMBHOCTE, a najee CJenoBaJu
koMmnosuuum A2, A3, A4, AL, A6 m A7 (B p4amy IOPOTUMBOBMPYCHOM
spdpexTUBHOCTHM) ; KoOMIoO3MLUMAa Al3, He COOTBETCTByKIAad HaCTOAlleMy
n300peTeHn, I[I0O CYIeCTBY He IIoKaszajla NPOTUBOBUPYCHYK AKTHMBHOCTL.

2. TepaleBTUUSCKOE IIPVIMEeHEeHN e IIpn AJIJIEPI'MUYeCKNUX

PUHUTONONOOHEX COCTOSIHUSX

OmMcaHHHE KOMIIO3MLMM IIO HacCToAmeMy u300peTeHMo oT Al mo A7,
a TakXe OIMCAaHHYyK paHee kommno3mumio Al3, He COOTBETCTBYIIYIO
HacTodmeMy u300peTeHU, IIPUMEHAIM B TepaleBTHUUECKMX LeJiax IIpu
aJIJIepTUUYeCKUX PUHUTOIIONOOHEX COCTOSHMAX.

[TaluMeHTOB c OCTPHEMU aJliepruyeCcKUMA PUHUTOIIO N0 OHEIMA
cocTosgHUAMM (C "ceHHOM JMxXopamkon") Jeumir B xXome MX 3adoJjieBaHUSA
B TeueHMe 5 1QOHew koMmnozauuuamu oT Al mo A7 um Al3, mnpuueMm
rkoMmrosuuum oT Al mo A7 m Al3 OpUMEHAJM TOIMYECKUM II0 HEeCKOJIBKY
pas B IOeHb B BUIE crpes. IpyrMx  [DalMeHTOB C  OCTpHMMU
aJIIIepTUUYeCcKMY PUHUTONONOOHEMY COCTOSHMAMM JIEUMJIM  KOMIIO3ULIMEN
Al4, He COOTBETCTBYyKIMEN HaCToAleMy n300peTeHuD, nprudeM
koMriosuumsa Ald, He COOTBETCTByKIas HaACTOAMEMY MW300peTeHMI, He
comepxalla akTMBHEE BellecTBa (Ianebo) .

IIpy 53TOM OlleHUBAJM 3aTpyIHeHMe HOHXaHMsa dYepe3 HOC, PHUHOPED
("Texymuin" HaCMOPK) , [IOKpaCHEeHre CIIU3UCTON OBOJIOUKHM HoCa,
CYXOCTh CJIM3UCTOV OOOJIOUKM HocCa, oOpa30BaHMEe KOpPOUeK, TIIpollecc
BHI3OOPOBJIEHUSA M NIepPeHOCHMOCTE.

Bce MCCJIeJOBaHHHE KOMIIO 3UILIUN mokKas3aJmu OTJINUHYIO
IepeHOCHMMOCTE. B  OTHOMEHMM YCKOpPeHMS IMpollecca BHB3IOPOBJIEHUSA
xkoMmiosulusa Al nokaszajla HaWJIyullMi pe3yJbTaT, a »najlee CJedoBalu

koMriosuuuu A2, A3, A4, A5, A6 m A7 (B p4aAny 200eKTMBHOCTU WU
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YCKOPEeHMS IMpollecCa BH3IOOPOBJEHMA); HE COOTBETCTBYKIME HACTOIMEMY
nz3obpeTeHur kKoMmrosuuusa Al3 wm  koMmnozsmuumsa Al4d 1o CymecTBY He
YCKOPSAJIM IPOILleCC BH3IOOPOBJIEHUA .

B 1mejJoM BCe MCCIeNOBaHHHE KoMmnozsmuumm oT Al g»go A7 1o

HacTodmeMy  MB300peTeHMn IIOoKa3aJiM OTJIMYHYD 20QeKTMBHOCTEL  IIPU

JIeUeHUN aJJIepIUyeCcKmMx PUHUTOIIO IO OHBIX COCTOSHUM ("cenuom
Juxopanku") . B OTHOIIeHUN 20PeKTUBHOCTHA KOMIIO3ULM A Al o
HacTodlleMy M300peTeHMIO IIoKaszaja HaWydllMM pes3yJbTaT, a Jajllee

cJjlegoBaJiM  KoMIIO3MLIMM A2, A3, A4, Ab, A6 m A7 (B p4any

20OeKTUBHOCTHA) ; He COOTBETCTBYKIINE HaCTOAIeMY M300peTeHNIO
KOMIIO 3ULIUN Al3 " Al4, HalIpoTUB, 10 CYIIECTBY OoKas3aJlMCh
HesbOeKTUBHEIMUA .

ﬂaﬂbl—leﬁﬂﬂ/{e mccijieooBaHMAa u MCIIEITaHMA IIOOTBepINIIN TakKxe
CUMHEPI'M3M oevcTBUA aKTUMBHEX BelleCTB (T.e. IMHeOJIa u
OeKCIIaHTEeHOoJla) B KOMIO3MUMAX II0 HAaCTOAMEMY MBO@peTeHMIO, gTo IIpr
JIeUeHNN pMHMTOHOHO@HHX COCTOSHUM BeIOeT K YeTKOMYy WMt BoJiee
SHaUMTEeJIEHOMY VYJIYUIIeHMI, WM TaKXe IIOKas3aJlM OTUeTJIMBOE IIpEBEIICHNME

II0 CPpaBHEHNMI C MHIVBMIOYAJIBEHEIMM BeleCTBaMM.
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SOPMYJIA MN3OEBPETEHNA

1. Comepxaila g LIVHEeOJI KOMIIO3MLM A, IpPennouYTUTEJILHO
bapMalleBTUMUEeCKAad KOMIIO3UINMA, OPEeOlIoUTHUTEeJILHO JIS TOIMUecKOoTOo, B
YacTHOCTM MOJIS Ha3aJIbHOTO M OPedlouTHUTEeJIbHO OJIS MHTpaHa3aJlbHOTO
IpuMeHeHu4d, IpennouTUTEeJILHO oJIis JIeueHns PUHUTOIIO OO OHEIX
COCTOSAHUMN;

npuyeMm KOMIIOBULIU A B KoMOMHALIUM U B COOTBETCTBRYIIOMMX
S20OEeKTUBRHEX, [NpenlIouTUTEeJIEHO B bapMalLeBTUUECKHA 20OEeKTUBHEIX
KOJIMUYECTBax COIEPXUT :

(a) UMHeOJI, MNPenlouyTUTeJIbHO 1, 8—LUMHeOJI;

(b) [IaHTOTEeHOJI, IpenrnouTUTeJIbHO IOEeKCIIaHTeHOJ (D-
[IAaHTOTEHOJI), WIM eTo OUBUOJOTUUECKM IMIpMeMJIEMEE CJIOXHHE 5SOUPEH
U/UIU COJIN;

u

(c) 1o MeHbIeM Mepe OHO KOHCEepBUpYyKIlee u/man
oes3rHOMuMpyKimee CpPelCcTBO (aHTUCENTHUK) , IpUYeM KOHCepBUpYKIee
U/ UM Oe3nHOULMpylllee CPelCTBO (aHTUCENITUK) COIePXUT KOMOMHAINIO,
B YaCTHOCTU CMecCh, COPBUHOBOM KM CJIO TH (rexca-2, 4—-OoMeHOBOM
KMCJIOTHE) , C OIOHOM CTOPOHH, ¥ COJM COPOMHOBOWM KMCJIOTH (copbarTa),
C IPpYyTOol CTOPOHH, (KOMOMHaLMIL "copbMHOBasg KucJoTa/copdar") uim
COCTOUT M3 HUX.

2. Kommoszsuumsa o m. 1;

opuyeM  KOMIIOHEHT (a) COOEPXUT LMHEeOJI B BMIE UYMCTOTO
BelecTBa, KOTOopoe IPeOlNouTUTEeJIbHO He COIEePXUT IPYyTUX TepIleHOB,
IperMymecTBEeHHO ¢ UMCTOTOM IIo MeHbmed Mepe 95 wMacc.$, B
YacTHOCTM IIO MeHblle¥ Mepe 96 Macc.$, OPellouTHUTEeJILHO I10 MeHbIen
Mepe 97 macc.$%, 0oJiee NPeAlOUTHUTENIBHO IO MeHbIeM Mepe 98 macc.$,
3HAUUTEJILHO 0OoJiee TMIPellouTUTeJIbHO II0 MeHbmed Mepe 99 Macc.%$ u
eme O6oJiee TIPEONOUTUTEJIEHO IO MeHbIled Mepe 99,5% B pacueTe Ha
LUUHEOJI; W/WUIKn

opuyeM LMHEOJI HaxXoOUTCd B BUIe UMCTOTO BemecTBa U/UIU
LIMHEeOJI CBOOOIEeH OT IPYTIUX TepleHOB M/WIM He COOePXUT IPYIUX
TeplleHOB; u/UiIn

opuyueM LIMHEeOJI MMeeT UMCTOTY IO MeHbmelr Mepe 95 mMacc.$%, B
YacTHOCTM IIO MeHblle¥ Mepe 96 Macc.$, OPellouTHUTeJILHO I10 MeHbIen

Mepe 97 macc.%, 0oJiee HNPeAlOUTHTENIBHO IO MeHbIeM Mepe 98 wmacc.$,
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eme OoJlee MNPedloOUTHUTEJILHO II0 MeHblel Mepe 99 Macc.$ u HaubdoJee
NpPenrnouTUTeNIbHO 10 MeHbmer Mepe 99,5% B pacueTe Ha UMHEOJ; U/UIU

IpUuyeM KOMIIO3ZUIMS COHNEPXUT LMHeoJI B Buie 1,8-LUMHeoJa U/UIKU
IIMHEOJI HaxXOOMTCS B BHUIe 1,8-lIMHeoJla U/MIM KOMIIOHEHT (a) COISPXUT
IMHeoJI B Bume 1,8-uMHeoJa; W/WUIKU

npyyeM KOMIIOHeHT (a) ¥/umiIM UIMHeOJI HaxXoouTcs B dopMe C
JIMTIOCOMAJILHOM OOOJIOUKOV M/MIM JIMIIOCOMAJIbHOM YIIAaKOBKOM; u/WiIn

opuyeM KOMIIOBUIMA COIEpPXMT KOMIIOHEeHT (a) B pacueTe Ha
KOMIIOBULUI B OTHOCUTEJIEHOM KOJIMUeCTBe B MHTepBajie oT 0,001 mo 10
Macc.%, B uyacTHocTu oT 0,002 gpmo 5 mMacc.$%, IIpeMMylleCTBEHHO OT
0,01 mo 3 wmacc.$%, mnpenmnourmuresibHo oT 0,05 mo 3 wMacc.%, OoJee
IpenlouTUTeJIbHO oT 0,1 oo 2,5 wmacc.$%, 3HAUUTEJILHO BoJiee
opennouruTesbHo oT 0,2 mo 2 Macc.%, eme 0oJjiee MNPEeONouTUTEJIBHO OT
0,5 mo 1,8 wmacc.% wu HaumboJjee npepnoururesrHo ot 0,7 mo 1,5
Macc.%.

3. Kommozsuumsa mo no. 1 wim 2;

opuyeM KOMIIO3MIMA B KadeCTBE  KOMIIOHEHTa (b) COOEPXUT
[IAaHTOTEeHOJI, MNPelloUTHUTEeJILHO IeKCIaHTeHOJ (D-MIaHTOTeHOJI), WM eTro
PV 3MOJIOTUYECKHU npreMJIeMee CJIOXHHIE 2QUPBL n/nnm coJu,
IpeuMyIeCTBEHHO IIaHTOTEHOJI, IPenOlIouTUMTEeJIbHO B BUIe IeKCIaHTeHOoJa
(D-Tmla”HTOTEeHOoJIa) ; W/WUiu

opuyueM KOMIIOBUILMSA COIEpPXUT KOMIIOHeHT (b) B pacueTe Ha
KOMIIOBULMI B OTHOCUTEJIBHOM KoJMUecTBe B MHTepBaJe oT 0,01 mo 10
Macc.%, B uyacTHocTM oT 0,1 mo 8 Macc.%, OpeumymecTBeHHO oT 0,5
oo 7 wMacc.%, OpennouTmuTeJJbHO oT 1 1o 6,5 wMacc.%, BoJiee
IpennouTUTEeJIbEHO oT 2 oo 9 Macc. %, 3HAUUTEJILHO BoJiee
OPenrodTUTesIbHO OoT 4 1o 6 Macc.$ UM eme 0OoJiee IPenlOUTUTEJIEHO OT
4,5 mo 5,5 Macc.%; u/unm

IpruyeM  KOMIIO3MLNMA COOEPXUT KOMIIOHEHTEL (a) 7 (b) B
KOJIMUECTBEHHOM OTHOIIEHUMM KOMIIOHEHTA (a) K KOMIIOHeHTY (b) B
MHTeppayjge otrT 1:1 nmo 1:500, B wactHocTMm oT 1:1,25 gmo 1:100,
npemMymecTBeHsHo oT 1:1,5 mo 1:75, m#OpenmodyTMTeJIbHO OT 1:2 1O
1:50, ©OoJyee mnpempnouTuTesJbHO oOT 1:2,5 mo 1:25, 3HauuMTeJIbHO OoJee
OpenrouTuTesibHo oT 1:2,75 mo 1:20 u eme 0oJiee NPEOIOUTUTEJIEHO OT
1:3 mgo 1:10.

4, KoMIosuumMs 0 JioOoMy M3 MNPEeOHOYIMX IIYHKTOB;
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opuyeM KOMIIOBUIMA COIEepPXMT KOMIIOHEeHT (C) B pacueTe Ha
KOMIIOBUIIMIK B OTHOCHUTEJIEHOM KOJMUYeCTBe B MHTepBajie orT 00,0001 mo 5
Macc.%, B uvacTHocTum oT 0,001 gmo 4 wmMacc.$%$, TIMIpPeMMyleCTBEHHO OT
0,01 mo 3 wmacc.$%, npenmnourmurespHo oT 0,05 mo 3 wMacc.%, ©OoJee
IPennouTUTEeJIBEHO oT 0,05 oo 2 Macc. %, 3HAUUTEJILHO BoJiee
npennoururesibHo oT 0,05 mo 1 mMacc.%, eme 0oJiee NPeOlOUTUTEJIBHO
or 0,08 mo 0,8 mMacc.% M HauboJjiee npennodyruresgbHo orT 0,1 mo 0,5
Macc.$%; u/um

npryueM KOMIIOHEHT (c) COOEepPXUT KOMOMHAaLMI COpPOMHOBOM
KMCJIOTE, C OIHOM CTOPOHH, ¥ copbaTa, C »OPYTOM CTOPOHH, C
MACCOBEIM COOTHOmMeHMeM "copbuHOBas KucjoTa/copbaT" B MHTepBajie OT
9:1 oo 1:9, B JacTHOCTH B MHTepBaje oT 8:2 0o 2:8,
IPedlIOUTUTEJIEHO B MHTepBajie oT 7:3 mo 3:7, 0OoJiee NPenlouyTUTEJILHO
B MHTepBaJie OoT 6:4 pmo 4:6, 3HauuTeJdbHO O00Jiee IMPelloUTUTEJIEHO B
uHTepBaje oT 5,5:4,5 mo 4,5:5,5 u eme 6oJee NPEeONOUTUTEJIBHO C
MAaCCOBEIM COOTHOMeHMeM "copOuHoBag KucjoTa/copdaT", pPaBHEM OKOJIO
1:1; n/unm

oprMyeM KOMIIOHEHT (c) comepxmuT copdar (colb  COpPBOUHOBOM
KMCJIOTE) B BHOE COJM MEeJOUYHOTO W/WIM MeJIOUHO3eMeJIbHOTO MeTallla,
IperMyIleCTBEHHO B BHUIE COJIM MEeJIOUHOTO MeTalljyla, I[IPenOlouTUTeJIbHO B
BUIe HaATPUEeBOM u/MIM KaJMeBOM CcoJu U 0oJlee MHOPedlIoudTUTEeJIBHO B
BUIOe copbaTa KaJus.

5. Kowmmnosuliusa 1o JiodoMy U3 OPpeduOylux IIYHKTOB, IpUUEeM
KOMIIOBUILIMA B KaudecTBe KOMIOHeHTa (d) COIepXuT Takxe II0 MeHbIeu
Mepe OIMH SMYJILTaTop;

opuyeM KOMIIOBMUMSA NIPedlOoUTUTEJILHO COOePXUT KOMIOHeHT (d)
U/ B3MyJILbTaTop B pacueTe Ha KOMIOSMIMIO B OTHOCUTEJBLHOM
KoJIMuecTBe B WMHTeppaJjie oT 0,000l mo 10 Macc.%, B YaCTHOCTM OT
0,001 1mo 8 wMacc.%, OpeumymectBeHHo oT 0,005 mo 6 wMacc.%,
npennoururesbHo oT 0,01 mo 4 wmacc.$, 0OoJjee TMPenlouTUTEJIBHO OT
0,05 mo 3,5 mMacc.%, B3HauuTeJdbHO OoJiee mnpempnouTuTesbHO oT 0,1 @mo
3 Macc.%, eme OoJjiee npennoururesbHo ot 0,2 mo 2,5 Macc.%$ wu
HaudoJlee mpelnouTuTesbHo 0,5 mo 2 Macc.$; u/wim

opuyeM  KOMIIOHEHT (d) U/ WM SMyJIbTAaTop OPellIoUYTUTEJIbLHO
BHOMpAanT us TPYIIIIH, KOTOPY® COCTAaBJIAIT : (1)

(rmoJm) STOKCHMIIMPOBaHHEE I/I/I/IJ'H/I T'MOPOT'eHNM3VMPOBaAHHEIE B cJiydae
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HeoBXOoOUMOCTH KaCTOPORBHE MacJja (KJIEmEe BV HHEE MacJa) n X
OUBUOTIOTUUECKU npreMJIeMEe conm W/ Uam CJIOXHELIE SdUPH; (id)
(rToJIM) ®TOKCUIIMPOBaHHEIE n/ TUIPOTEHUBUPOBAHHHE B ciy4yae

HeOoOXOOMMOCTHA PUOVHOJIEBEIE KMCIJIOTH WM MX @MBMOJ’IOI‘MH@CKVI IIpreMIIeMEIe

COJIM T/I/T/IJ'H/I CJIOXHEIE S@Mpbl,' a Takrxe nx CMeCH n KOMOMHALIUN

IPennouTUTEeJIBEHO ns3 TPYIIIIH, KOTOPY COCTaBJIALT
(roJIM) ®TOKCUIIMPOBaHHEIE u/ TUIPOTEHUBUPOBAHHEE B ciy4yae
HeOoOXOoOUMOCTH KaCTOPORHE MacJa (KJIEME BUHHEIE MacJja) " "X
brzUOIOTUYEeCKU [IpreMJIeMEE coJin n/ N CJIOXHEIE 20UPEL, u

SHAUUTEJIEHO 0OoJiee IMPEeNloUTUTENIEHO ITUIMLEPUIIPULIMHOJIeAT MaKpoTroJa.

6. Kowmmozmuumsa 1o JmoboMy M3 NOPpeOHOyNMX [IYHKTOBR, J[IpUUYEM
KOMIIOBUILMA B KaudeCTBe KOMIIOHEHTa (&) COIepXUT TaKXe II0 MeHbIen
Mepe OIOHY XUMUUeCKyl OybepHYyK CHUCTeMy MIPellloUuTUTEeJIbHO B BUIe
OOHOM MJIM HECKOJILKUMX coJieM, obJjamaiomux OybepupylllMMM CBOMCTBAMU;

OpuyeM KOMIIO3MUMA IIPEeNNOoUTUTEJIBHO COINEPXUT KOMIIOHEeHT (&)
U/ UM XYMUUYEeCKyl OybepHyl CHUCTeMy, IPpMHMMaeMyl B pacueTe Ha
KOMIIO3UIIMID KakK CyMMa BCexX MHITPEeOMeHTOB XuMHUueckonm OybepHoOM
CUCTEeMEl, B OTHOCUTEJIbLHOM KOJIMUecTBe B WMHTepBaJe oT 0,001 zmo 4
Macc.%, B uyacTHocTM oT 0,01 mo 3 mMacc.$%, OpeuMmymecTBeHHO oT 0,05
oo 2 wMacc.%, mnOpempnoururejgrHo or 0,1 mo 1,5 wmMmacc.$ u 0OoJee
npennouruTesHo or 0,2 mo 1 mMacc.$%; u/uim

opuyeM KOMIIOHEHT (e) u/uwin xXuMrMdeckad OybdepHas cucTeMa
IpenIouTUTEeJIbLHO CIIYXUT oJis YCTaHOBKU "/ Ui ImonmepXaHns

IIOCTOAHCTBaAa 3HaAUeHMA pH KOMIIO 3ULINN ; I/I/MJ'H/I

opuyeM KOMIIOHeHT (e) u/uwin xXuMmMueckad OybdepHas cucTeMa
NpennouTUTEJIbEHO npencTapjigeT cobom OybepHYI cucTeMy
"gurugpodpochaT/MoHOTHUOPOOOCHAT" ("BydbepHBM pPacTBOpP (cucremMa)
H,PO, /HPO,2 " W "bochaTHEN By depHbM pPacTBOp (cucrema) "),
IpPennouTUTEeJILHO BybepHYIO cucTeMy "aurunpodochdaT MeJIOUHOTO
MeTaJlsla/MoHoTuOpodochaT mMeJIOUHOTO MeTajula" [OpedlouTUTeJILHO C
MOJISPHEIM COOTHOIIeHueM "muruopodpochaT/mMoHoTUOPODOCHAT" co

3HadeHMeM, IpeBHmanmyM 5:1 ¥ HaxXOoOAMMMCHA [IPeOIOUTUTEJIEHO B
mHTeppaJge oT 5:1 pmo 110:1, OoJjiee NPedlOUTUTEJIBEHO B MHTepBaJie OT
6:1 mo 105:1, 3HauMTellbHO OO0OJiee IIPEellIOUTUTEJIEHO B MHTepBajie OT
7:1 mo 200:1, eme O6oJiee MNPedNOUTUTEJIBHO B MHTepBaje oT 7:1 @Oo

100:1, 3HauMTeJIbHO OO0Jiee MNPEeNIouYTUTEJIEHO B MHTepBajle oT 7:1 1o
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75:1 m eme OoJiee IMNIPelllOUTUTEJILHO B MHTepBajle oT 7:1 mo 50:1
u/ IpennouTUTeJILHO C MaCCOBBIM COOTHOIIEHNEM
"guruopodpochaT/MoHOTHUOPOOOCHAT" CO BHaueHMEM, OpeBHmanmuMM 5:1 u
OPEenrouTUTEJIbHO HaxXOoOANMMCA B MHTepBajle oT 5:1 nmo 200:1,
IPeEMYIIECTBEHHO B MHTepBajle oT 6:1 mo 150:1, HOpennoudTUMTeJIBHO B
uHTeppaJie oT 7:1 mo 100:1 m ©OoJiee MNPEenNOUTUTEJIBHO B MHTEpPBAJIE OT
10:1 mo 50:1.

7. Kommosulua 1o JwoboMy M3 OpeluOylux I[IYHKTOB, IpUUEM
3HaueHMe pPH KOMIIO3MIMM HaxXxoouUTCd B MHTepBaJje oT 4,5 mo 8,0, B
YaCTHOCTM B MHTeprBajie oT 5,0 mo 6,5, INpeuMylleCTBEHHO B MHTepBaJle
or 5,0 mo 6,2, OPenlIouTUTeJIbHO B MHTepBajle oT 5,0 mo 6,0, eme
foJjiee TMIPenNouTMTENIbHO B MHTepBaje oT 5,1 mo 6,0, 3HaAUMTEJBHO
BoJjiee TMIPEenNouTMTENIBHO B MHTepBajle oT 5,2 1mo 5,9 wu Haubojee
IPpedlIOUTUTEeJIEHO B MHTepBajle oT 5,3 1no 5,9 wiam 3HadeHue pH
KOMIIO3ULIMM B MHTepBajie oT 4,5 mo 8,0, B UaCTHOCTM B MHTepBaJe OT
50 mo 6,5, IpeMMylmeCTBEHHO B MHTeppaje oT 5,0 1@mo 6,2,
IpPenrnoYyTUTEJILHO B MHTepBaJe oT 5,0 oo 6,0, elne BoJiee
IpenlIouTUTeJIbHO B MHTepBajile oT 5,1 1mo 6,0, B3BHauMTeJIbHO OoJee
NPenrnouTUTEJIbHO B VHTepRaje oT 5,2 oo 5,9 n HamboJiee
NpenIouTruTesJIbHO B MHTepBajle oT 5,3 mo 5,9 ycra”HaBIuMBawLT U/WIK
IIOONEePXMBAT IIOCTOSHHBEIM [IPeNlOUTUTEJIbHO IIOCPeICTBOM II0 MeHbIel
Mepe OIHOM XUMMUeCKOoM OydepHOM CHCTeMb, B UYaCTHOCTM YKa3aHHOM
paHee.

8. KoMmosuuus TI[Io JodoMy M3 OPpelHOyIMX I[IYHKTOB, IIpUUeM
KOMIIOBUILIMA B KauecTBe KOMIOHeHTa (f) CcoIepXuT Takxe II0 MeHbleM
Mepe OOHO IpyTroe KOHCepBHMpybllee U/WIKM Ie3suMHOUMLMPpyoIee CPeICTBO
(aHTHUCEIITHUK) ;

IpUuyeM KOMIIO3ZULIMUSA COHOEPXMUT KoMIoOHeHT (f) u/MiaiM no MeHbmel
Mepe OOHO IpyTroe KOHCepBHMpyblee U/WIKM Ie3UMHOULMPpyoIee CPeICTBO
(aHTHUCENITUK) B pacueTe Ha KOMIIO3MIMK B OTHOCHUTEJIBHOM KOJIMUECTBE
B uHTepraje oT 0,001 mo 10 wMacc.%, B uyacTHocTM oT 0,005 mo 5
Macc.%, npeummymecTBeHHO oT 0,01 mo 2 Macc.$%, OPenIodTUTEeJIbHO OT
0,01 mo 1 macc.%, ©0oJjee npempnoururejgsHo oT 0,01 mo 0,5 Macc.% u
eme 0OoJlee HOpenmnouTuTessHO oT 0,02 mo 0,1 mMacc.$; u/wim

opuyeM II0 MeHBIIelM Mepe OOHO IPpYyTroe KOHCepBHpylee U/UIIU

HGSMH(]}MLLMPYIOLHGG CpelCTBO IIpedllouTrUTEeJIEHO BBI@I/IpaIOT nus T'PYIIIIE,
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KOTOPY COCTaBJIAKT : (1) XJIOPUIEL AJKMIIOEH3UIIOMME TUJIaMMOHW A,
OPennouTUTENIbHO XJIOPUIH Cg—Cig—alJIKMIOeH3UJIOMMETUIIaMMOHUSA, ¥ CMeCHu
Pa3JIMUHEIX  XJIOPUOOB  aJIKMJIOeH3UJIOVME TMJIaMMOHUS, IpPennouYTUTEJILHO
xJopun ©OeH3aJIKOHMA; (1il) mDoamurekcaHun,; (i1ii) =xJgoprexcuomH; (iv)
50MpPH Hapa-TUIPOKCUMOEH30MHOM KMUCJOTE M CMeCH pasJIMUHBX 20UpPOoB
napa-TrUOpOKCUOEeH30MHOM KUCJIOTH, MNIPedlOoUTHUTEeJIbHO CJOXHHE 5SOUPEH
Nipa; a Takxe KoMOMHaMM  OBYX  MJIM  HECKOJIbKMX  yKas3aHHEBX
COeIMHEHUM IMIPennouTUTEeNIbHO M3 TPYINH, KOoTOopyl cocTaBJaginT: (i)
XJIOPUIH  aJKMJIOeH3MJIOVMME TUIJIaMMOHM S, [IPEeONOUTUTENIbHO XJOopUOe Cg-—
Cig—aJIKMJIOEeH3UIOVMe TUJIaMMOHW A, u cMecHu pPa3JIMUHEIX XJIOPUIOB
ANKUIOEH3UIIOAMME TUJIAMMOHY A, [IPEeOlNOUTUTENIBHO XJIOPpUI OeH3aJIKOHUA;
(i1) noamMTeKcaHMI; a Takxe KoMOMHaUMM IOBYX WJIM HECKOJBbKUX

YKa3aHHEX coenuHeHuyr BoJiee IIpeliouyTUTEeJIbHO W3 TIT'PYIIIIE, KOTOPVYIO

COCTAaBJIAILT XJIOPUL OeH3aJIKOHUS, roJIMIreKCcaHunum, a Takxe Ux
KOMOMHALIUN .
9. KowMmmnosuuusa TIo JodoMy M3 OPelHOyIMX I[IYHKTOB, IIPUUEM

KOMIIO3UIIMA B KaueCTBe KOMIOHEeHTa (Jg) COIOepXuUT Takxe 10 MeHbIen
Mepe OIMH 3alyCTUTENb;

IpuyeM KOMIIOZUIMA COINEPXUT KOMIOHEHT (g) W/MUiIM 3alyCTUTelb
B pacueTe Ha KOMIO3MIMI B OTHOCUTEJIbBHOM KOJMUEeCTBEe B MHTepBalle
or 0,0001 gmo 10 w™Mmacc.%, B uyacTHOocTM oT 0,001 mo 8 wMacc.%,
npemmMmymecTBeHHo oT 0,005 mo 5 macc.$%, npemnouruTesbHO oT 0,01 mo
3 Macc.%, 6OoJjgee npennouruTresbHo oT 0,05 mo 2 mMacc.$ u eme OoJee
npennoururengsHo or 0,1 mo 1 macc.$%; u/uim

IprMyeM KOMIIOHEHT (g) U/ M 3aTYCTUTEJL OPellIoUdTUTeJIbLHO
BHIOMpPAKnT W3 TPYIIH, KOTOPYK COCTAaBJISKT: (i) MOpedIouTUTEJILHO
KMCJIEIE TJIOKO3aMUHOTJIMKAHH WM UX QOU3MOJIOTUMUECKM IIpUeMJIEMBIE COJIU
WY TIPOM3BOINHHE, TIPEONOUTUTEJIBHO I'MaJlypPOHOBEE KUCJIOTH WU UX
OUBUOJIOTHUUECKN TMIpUeMJIeEMEE COJIM (TMaJlypOHATH) ; (1l) HDoJancaxapuIb
¥ TUIPOKOJIJIOMIH, MIPedlouTUTEeJIbHO KappaleHH (KappaTlMHaHH),; (iii)
LHEeJUJIIJIO3H WM I[IPOM3BOIHEE COEeOMHEHMS LeJUIRJIO3H, IPedlodTUTEJIEHO
CJIOXHHE M IIPOCTHEe S0MPH LeJJIoJI03H,; (iv) aJbIMHOBEE KUCJOTH M UX
coJu (aJIbTMHAaTHL) ; (V) [IoJI (MeT ) aKpPUJIOBHE KM CJIOTEL u
[IOJIM (MeT ) aKpWJIaTH ; (vi) MMOJIMAJIKUIIEHTJIMKOJIN, NIPennouyTUTEJIbEHO
IOJIMATUJIEHTJIMKOIM,; (viil) KcaHTaHH; a TakKxXe KOMOMHaAlMM »OBYX WU

HeCKOJIBKHMX YRKa3aHHEX CoeIMHEeHUM IIPpeOIIouYTrUTEeJIEHO nus T'PYIIIIE,
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KOTOPYK COCTAaBJAKRT TI'MaJlyPOHOBHE KUCJIOTH WIM UX (OU3MOJIOTUUECKU
IpMEMIIEMEIE COJIM (TMaJIypOHATH) , KappaTreHH (KappalMHaHB), a TaKxe
X KOMOMHALIUN.

10. Kowmmnoszuumsa 0o JodoMy U3 OPeduOylrxX IIyHKTOB, IpUUeM
KOMIIOBUIIMA B KaudecTBe KOMIOHeHTa (h) coIepxuT Takxe I[I0 MeHbIen
Mepe OIMH BKTOMH WM IPOM3BOIOHOE  BKTOMHA, NIPenrnouTUTEJIbHO
TUIPOKCUBKTOMH, MPEenOIOUTUTEJIbHO B OTHOCHUTEJIBHOM KOJIMUECTBE B
uHTeppayge oT 0,0001 mo 10 mMacc.%, mnpeumymecTeBeHHo oT 0,001 mo 5
Macc.% wu npenmnourmurespHo or 0,01 @mo 2 mMacc.$ B pacueTe Ha
KOMIIO B3ULIIO .

11. Komnoszuumsa 0o JodoMy M3 OPedHOylxX IIyHKTOB, IIPUUEM
KOMIIOBUILMA B KaudecCTBe KOMIIOHEHTa (J) COIepXUT TaKXe I[IO0 MeHbIen
Mepe OIoMH ajJbda-CUMIATOMUMETHK, MIPEeINOUTUTEJIbHO OCHOBAHHHY Ha
VMUIOA30JIMHE, WJIU eT'0 (OU3UOJIOTUUECKU [IpMeMJIeMBEe COJIU;

nprueM ajbda-CUMIATOMUMETHUK, MIPEeONOUTHUTESIbHO OCHOBAHHHM Ha
VMUIOA30JIMHEe, [IPellIOUTUTEJIbHO BHOMpalT U3 KCUJIIOMEeTa30JIMHa WJIU
OKCHMETAa30JIMHE, IPeniIouTUTeJIbHO B dopme UX OUBUMOJIOTUUECKU
IpreMJIeMBIX coJien, BoJiee npednouyTUTEeJIbHO B dopme 17D:4
TUOPOXJIOPUIOHEIX CcoJiel, u 0oJlee IMIPeONouTUTEJIbHO M3 ITUIPOXJIopHuIa
KCUJIOMeTasoJMHa; M/Uiu

npuueMm KOMIIO 3L A IpennouTUTeJIbHO COOEepPXUT aJjbda-
CUMIIATOMMMETHUK, TMPEeOINOUTUTEeJSIbHO OCHOBAaHHHBY Ha MVMMIOA30JIMHEe, B
pacueTe Ha KOMIIO3MIMID B OTHOCUTEJIBHOM KOJMUECTBE B MHTepBaJle OT
0,001 1mo 2 wMacc.%, B uyacTHocTM oT 0,005 mo 1,5 wmacc.3%,
npemMmymecTBeHHo oT 0,01 mo 1,2 mMmacc.$, mnpennouturesbHo oT 0,02
no 1,0 wmacc.%, 0Oojee npennoururesdsHo oT 0,03 mo 0,5 mMacc.$ wu
HamboJiee npennoururessHOo oT 0,04 mo 0,2 mMacc.3%.

12. Kowmnosuumua o JodoMy U3 OpeduOylrxX IIYHKTOB, IpUUeM
KOMIIOBULIMA  COHOEPXMT  TakKxXe XJIOPMI HaTPpMA [OIPeOlouTUTeJIbHO B
OTHOCMUTEJIBHOM KOJMUecTBe B wMHTepBaje oT 0,001 mo 5 wmacc.$,
npemmMmymecTBeHHo oT 0,01 mo 2 mMacc.% M npeanoururesabHo oT 0,1 mo
1 mMacc.% B pacueTe Ha KOMIIO3UIIVD.

13. Conepxama s LHMHEOJI KOMIIO3ULIVA, IpPennouYTUTEJILHO
bapMalleBTUUECKaS KOMIIO3MIMA, I[IPedNOUTUTEJIBHO IJISd TOIWYECKOTO, B
YaCTHOCTM HIJIS Ha3aJIbHOTO W TPedlNoUTHUTEJIBHO IJIS WMHTPpaHas3aJIbHOT'O

IIPVMMEHEHNM A, IIpeliIouTrUTEeJIEHO IJIA JIeUeHNA pMHMTOHOHO@HBIX
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COCTOAHUM, B UYaCTHOCTM KOMIIOBUIMA [0 JiodoMy U3 [IPEeOBOyMMX
IIYHKTOB;

npuueMm KOMIIO 3L S B KOMOMHAaLIMN u B COOTBETCTBRYIOMMX
20OEeKTUBRHEX, [NpenlIouTUTeJIEHO B bapMalLeBTUUECKHA 20OEeKTUBHEIX
KOJIMUeCTBax COIEPXUT:

(a) UMHeOJI, MNPeldlouTUTeJIbHO 1,8-1MHeOoJ, OPedlouTUTEJIbLHO B
OTHOCUTEJIBHOM KOJIMUeCTBe B WMHTeppajyie oT 0,001 pmo 10 macc.%, B
vacrtHocT oT 0,002 mo 5 wMacc.%, npeumMmymecteeHHo oT 0,01 mo 3
Macc.$%, IpennouTUTeJIbHO oT 0,05 oo 3 Macc.$%, BoJiee
IpenllouTUTeJIbHO oT 0,1 oo 2,5 Macc.%, 3HAUUTEJILHO BoJiee
npenrnouTrmuresibHo oT 0,2 OO 2 Macc.3, ele 0oJee MNPenloUTUTEJIEHO OT
0,5 mo 1,8 wmacc.% wu HaumboJjee npepnoururejrHo ot 0,7 mo 1,5
Macc.%;

(b) [IaHTOTEeHOJI, OpPennoYTUTEJILHO IOEeKCIIaHTeHOJ (D-
[IaHTOTEHOJI), WIM eTo OUBUOJOTUUECKN I[IpMeMJIEMEE CJIOXHEE 5SOUPEH
u/ U COJIn IPEennouYTUTEJILHO B OTHOCUTEJILHOM KOJIMUECTEE B
nHTepBaje oT 0,01 mo 10 macc.%, B uywacTtHOoCcTM oT 0,1 mo 8 mMacc.$,
npemmMmymecTrBeHHo oT 0,5 mo 7 Macc.$%, OpennouTUMTeJJbHO oT 1 mo 6,5
Macc.%, O0oJiee MNOpPemOnouTUTeJSJbHO OT 2 OO 6 Macc.%, BHaAUMTeJIbBHO
BoJee IpenIouTUTEeJIbHO oT 4 oo 6 Macc.3% u eme BoJee
npenmnoururesbHo oT 4,5 mo 5,5 macc.%;

(c) 1o MeHbIIen Mepe OOHO KOHCepBUPpYKIEe n/Uim
nesuHOMLUUpYyllee CPpelcTBO (aHTUCEeINITUK) , IpuyeM KOHCepBUpYIIee
U/ OesuHOuMLMpyolee CPeOCcTBO (aHTHUCEINTHK) COOEePXMT KOMOMHALMIO,
B YacTHOCTHU cMecChb, COpOMHOBOM KV CJIO TH (rekca-2, 4-gmeHOBOM
KMCJIOTH) , C OIOHOM CTOPOHH, U COJM COPOMHOBOM KMCJIOTH (copbaTa),
C IOPpYyTOMi CTOPOHH, (KOMOMHaLMI "copOMHOBasg KucJoTa/copdbaTr") uiu
COCTOMT M3 HUX T[IPEeOINOUTUTEJIEHO B OTHOCUTEJILHOM KOJMUeCTBEe B
uHTeppayge or 0,0001 mo 5 wMmacc.%, B uyacTHocTM oT 0,001 gmo 4
Macc.%, npeummymecTBeHHO oT 0,01 mo 3 Macc.%, OPenIodTUTEeJIbHO OT
0,05 mo 3 wmacc.$%, ©OoJjgee mnpempnoururessHo or 0,05 mo 2 wMacc.%,
3HAUMTEJBHO OoJiee mnpennouruTresbHo oT 0,05 mo 1 Macc.%, eme 06oJiee
npennoururesbHo oT 0,08 mo 0,8 mMacc.? M HamboJiee NPEenlodYTUTEJIBHO
or 0,1 go 0,5 macc.3%;

(d) B crydyae HeOOXOIOMMOCTM IIO MEHBIIEM Mepe OIMH BMyJIETaTop

IPeOlIouTUTEJIbHO B OTHOCHUTEJIBHOM KOJMUECTBEe B MHTepBajie oT 00,0001
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Q

no 10 macc.%, B yactHocTM oT 0,001 mo 8 mMacc.$, OperMMymeCTBEHHO
or 0,005 mo 6 macc.%, npenmnourmureJibHo oT 0,01 mo 4 Macc.%, OoJee
NIpenlnouTUTEeJIbHO  OT 0,05 mo 3,5 wMacc.$%, 3HaAUMTEeJIEHO  BoJlee
npenmnourmurelsibHo oT 0,1 mo 3 Macc.3, eme 0OoJiee MPEeNlNoOUTUTEJIBEHO OT

Q

0,2 mo 2,5 Macc.% u HauboJiee MpennouTuTesskHO oT 0,5 mo 2 mMacc.$%;

(e) B ciaydae HeODXOIMMOCTM IIO MeHbIeM Mepe OIHY XUMUUeCKYI
BybepHy CHUCTeMy, OPedlouTUTEJIbHO OO0pa30BaHHYK B BUIOEe OINHOWM WM
HEeCKOJIbKUX coJien, obJlamammmx Oy beprpyorMmI CBOMCTBAaMM, u
IpUHYMAaeMyld B pacueT KaK CyMMa BCeX MHIPeIMeHTOBR XUMHUUeCKOM’
BybepHOM CHUCTEMH, OPEeOlOoUTUTEJIbHO B OTHOCUTEJILHOM KOJMUYECTREE B
uHTeppajye ot 0,001 mo 4 macc.%, B uacTHOCTM OoT 0,01 mo 3 mMacc.s,
npeumymecTBeHHo oT 0,05 mo 2 macc.$, npempnouturesbHo oT 0,1 1o
1,5 mMacc.% u BoJjiee mpenmnouyTuTeJbHO oT 0,2 mo 1 macc.$;

(f) B caydae HeoOXOIMMOCTM IIO MeHbIIEeM Mepe OOHO mOpyroe
KOHCepBUpYKIEe U/ U oe3VHOMUuMpyKIee CPeICTEO (aHTUCEeITHUK)
OPEenrnodTUTEJIbHO B OTHOCUTEJIBHOM KOJMUeCTBe B MHTepBajle oT 0,001
no 10 macc.$%$, B uywacTtHOCTM oT 0,005 mo 5 mMacc.$%, OpeMMylmeCTEEHHO
or 0,01 mo 2 wmacc.$%, npenmnourmurebHo oT 0,01 mo 1 macc.$%, OoJee
NPenrnouTUTEJIbHO oT 0,01 hafe) 0,5 Macc. % n eme toJiee
npenmnoururespHo or 0,02 mo 0,1 macc.$;

(g) B ciyuae HeOOXOOMMOCTM IIO MeHbIlelM Mepe OIMH 3al'yCTUTeJIb
IpenlIouTUTEeJIbHO B OTHOCHUTEJIBHOM KOJMUeCcTBe B MHTepBajie oT 00,0001
no 10 macc.%, B uyactHocTM oT 0,001 mo 8 mMacc.$%, OperMymeCTBEHHO
or 0,005 mo 5 macc.%, mnpemmouturesibHO oT 0,01 mo 3 Macc.%, OoJee
opennouyruTesibHo oT 0,05 mo 2 Macc.$ M emle 0oJiee NPEeNlOUYTUTEJIBHO
or 0,1 mgo 1 Macc.%;

(h) B ciayyae HeOOXOOMMOCTM IIO MeHbIleM Mepe OIOMH SKTOMH WMJIU
IpOoM3BOOHOE SKTOMHA, IpennouTUTeJILHO TUOPOKCUBKTOUH,
IPedlIouTUTEJIbHO B OTHOCHUTEJIBHOM KOJMUECTBEe B MHTepBajie oT 00,0001
oo 10 Macc.$%, IpeuMyIeCTBEHHO oT 0,001 oo 5 Macc.% u
npennoururessHo or 0,01 mo 2 mMacc.$;

(i) B cJiayyae HeOOXOIMMOCTM IIO MeHbIel Mepe OOMH aJbda-
CUMIIATOMMMETHUK, TMIPEeOIOUTUTEeJIbHO OCHOBAHHHM Ha MMMIA30JMHE, WK
ero dMBUOJIOTUUECKN IpueMIIeMble CoJIn IpPenrnouYTUTEJILHO B
OTHOCUTEJIBHOM KOJIMUECTBEe B UHTepBajye oT 0,001 mo 2 wmMmacc.%, B

Q

vacTtHoct oT 0,005 mo 1,5 macc.%, npemmymecteBeHHo oT 0,01 mo 1,2
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Macc.$%, IPennouTUTEeJIbHO oT 0,02 oo 1,0 Macc.$%, BoJiee
npennoururesibHo oT 0,03 mo 0,5 Macc.% M HamboJee NPEenloUYTUTEJIBHO
0,04 mo 0,2 mMacc.%;

(3) XJIOPUL HaTpuUA IpennouTUTeJIbLHO B OTHOCHUTEJILHOM
KOJIM4ecTBe B MHTepBajle oT 0,001 mo 5 Macc.%, IIPeMMymeCTBEHHO OT
0,01 mo 2 macc.% um npennoururessHo oT 0,1 mo 1 Macc.$%;

opuyueM BCe YKa3aHHBEe OTHOCHUTEJIbHHE KOJMUEeCTBeHHHE OaHHEBEe
IpuBeleHE B pacuyueTe Ha KOMIIO3ULUD.

14. Comepxallad LUVHEOJ KOMIIO3MLMU A, NIPEeniIouTUTEJILHO
bapMalleBTUMUECKad KOMIIO3UINMA, OPEeIlIoUTHUTEeJIbHO JIS TONIMUeCcKOoTO, B
YaCTHOCTM MOJIS Ha3aJIbHOTO M OPEedlouTUTEJIbHO JIS MHTPpaHa3aJIbHOTO
IpuMeHeHu4d, IpPennouyTUTEJILHO oJis JleueHms PUHUTOIIO OO OHEIX
COCTOSHUNM, B UYACTHOCTM KOMIIO3UIMSA [0 JoOoMYy U3 [OIPeIbOymux
I[IYHKTOB;

IpuYeM KOMIIO 3ULM A B KOMOMHAaLUN u B COOTBETCTBRYIIMMX
50beKTUBHEX, NpenriIouTUTeSIbHO B bapMalleBTUUYECKHA 20beKTUBHEIX
KOJIMUECTEBAX COIEPXUT :

(a) UMHEeOJI, MNPenOlouTUTeJIbHO 1,8-LUMHeOoJI, NPpeldloUuTUTeJIbHO B
OTHOCUTEJIbLHOM KOJIMUecTBe B wMHTepBaJie oT 0,001 mo 10 macc.%, B
vyactHoctTy oT 0,002 mo 5 wmacc.%, npeumMmymecTBeHHo oT 0,01 mo 3
Macc. %, IpenIouTUTEeJIbLHO oT 0,05 oo 3 Macc. %, BoJiee
IpenIouTUTEeJIbHO oT 0,1 oo 2,5 wMacc.3%, 3HAUUTEJILEHO BoJiee
npenmnourTureJibHO oT 0,2 Do 2 Macc.3, eme 0oJee MNPedlouTUTEJIBHO OT
0,5 mo 1,8 wmacc.%$ wu Haumbojgee mnpenmnourTmuresbHo ot 0,7 mo 1,5
Macc.%;

(b) [IaHTOTEeHOJI, IpennouyTUTeJIbHO IOeKCIIaHTeHOJI (D-
IIaHTOTEHOJI), WIXM eT0o O(UBUOJOTIMUECKM OIpMeMJIeMBEe CJOXHHEe 5SOUPEH
u/nnm COJIn IpennouTUTeJILHO B OTHOCUTEJILHOM KOJIMUeCTRBE B
mHTeppayse oT 0,01 mo 10 macc.%, B uyactHocTM oT 0,1 mo 8 mMacc.$s,
npemMmymecTBeHHo oT 0,5 mo 7 Macc.$%, OpennouTMTeJIbHO oT 1 1mo 6,5
Macc.%, O0oJiee MNPenanodYTUTEJJbHO OT 2 »OOo 6 Macc.%, 3BHaAUUMTEeJIBHO
BoJee IpenrnouTUTEeJIbHO oT 4 oo 6 Macc.3% u eme BoJee
npenmnoururesbHo oT 4,5 nmo 5,5 macc.3;

(c) 1o MeHbIIen Mepe OIOHO KOHCepBUpYKIEe n/Uim
nesrHOMUuMpyllee CpelCcTBO (aHTUCEeNTHUK) , IpuyeM KOHCepBUpYIIee

I/I/I/IJ'H/I ,HeBI/IH(]_)I/ILU/IpyIOH_[ee CpelCTBO (aHTHCEITHK) COIOEepPXnT KOMOMHALINMD,
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B YacTHOCTHU cMecChb, COpOMHOBOM KV CJIO TH (rekca-2, 4—-gmeHOBOM
KMCJIOTE) , C OIHOM CTOPOHH, U COJM COPOMHOBOM KMCJIOTH (copbaTa),
C IpyTOM CTOPOHH, (koMOMHauMio "copbuHOoBas KucjoTa/copbar") wim
COCTOMT M3 HUX TIIPeOlIoUTUTEJIbHO B OTHOCUTEJIBHOM KOJMUEeCTBEe B
uHTeppayse ot 0,0001 mo 5 wmacc.%, B uyacTHocTM oT 0,001 gmo 4
Macc.%, npeumymectBeHHO oT 0,01 mo 3 Macc.3, OPenlIoudTUTEeJIbHO OT
0,05 mo 3 wmacc.$%, ©OoJjgee npempnoururessHo orT 0,05 mo 2 wMacc.%,
3HAUUTEJNIEHO OoJiee mnpennoutruTesibHO oT 0,05 mo 1 mMacc.%, eme 0OoJiee
npenmnoururesibHo or 0,08 mo 0,8 Macc.? M HamboJiee NPenlouTUTEJIBHO
or 0,1 go 0,5 macc.%;

(d) B ciydYae HeOOXOOMMOCTM IIO MEHBIIEM Mepe OIMH 5SMyJIEITaTop
IPenlouTUTEeJIbHO B OTHOCUTEJIBHOM KOJIMUecTBe B MHTepBajie oT 00,0001
no 10 macc.%, B uyuacTtHOoCcTM oT 0,001 mo 8 mMacc.$, OpeMMyIeCTBEHHO
or 0,005 mo 6 macc.$%, npennourutesisHO oT 0,01 mo 4 macc.%, OoJee
npennoururensrHo ot 0,05 mo 3,5 wmacc.$%, 3HaAuUMTEJIbHO BoJee
npennouruTespHo oT 0,1 mo 3 Macc.%, eme 0oJiee MNPEONOUTUTEJIBHO OT
0,2 mo 2,5 Macc.% m HauboJee mnpennourureJibHo oT 0,5 mo 2 macc.$;

(e) B ciyuae HeOOXOIMMOCTM IIO MeEHbIIeV Mepe OIHY XUMUUeCKYIO
BybepHYD CcUCTeMy, OPedlouTUTEeJIbHO O0pa30BaHHYI B BUIe ONHOM WJIM
HEeCKOJIbKUX coJien, obJlamarninx Oy beprpyrmyuMmu CBOVICTBaMM, u
IpMHYMMaAeMyld B pacueT KakK CyMMa BCeX MHIPEeIMeHTOB XUMHUUeCKOMN
BybepHOM CHUCTEeMH, IPedloUuTUTEJIbHO B OTHOCUTEJILHOM KOJMUeCTBe B
uHTeppayie or 0,001 mo 4 macc.$%, B uacTtHOoCTM oT 0,01 mo 3 mMacc.$,
npemmMmymecTBeHHo oT 0,05 mo 2 wMacc.%, nopeanoudruresgbHo oT 0,1 @mo
1,5 MmMacc.% m BoJyee mnpennodtuTesbHO OoT 0,2 mo 1 Macc.$%;

opuueM BCe YKa3aHHBHEe OTHOCHUTEJILHHE KOJIMUeCTBeHHHEe OaHHBEe
IpuBeleHE B pacyeTe Ha KOMIIO3ULU.

15. Kommosmumsa mo m. 14;

IpUYeM KOMIIOHEHT (c) COOEPXUT KOMOMHALIMIO COpOUHOBOM
KMCJIOTE, C OIHOM CTOPOHHE, U copbaTa, <C »OPYyTOM CTOPOHH, C
MaCCOBEIM COOTHOmMeHMeM "copbuHOBasg KucjoTa/copbaT" B MHTepBajle OT
9:1 pife) 1:9, B YJacTHOCTH B MHTepBale oT 8:2 0o 2:8,
IPEenodYTUTEJIEHO B MHTepeajle OoT 7:3 mo 3:7, 0OoJiee NPeOlloUYTUTEJILHO
B MHTeppaJle OoT 6:4 pmo 4:6, 3HauMTeJIbHO Oo0Jiee IMPenloudTUTEeJIBHO B

vHTeppayje oT 5,5:4,5 mo 4,5:5,5 u eme O0oJiee MNIPEeONOUTUTEJNIEHO C
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MaCCOBEIM COOTHOmeHMreM "copbuHoBag KucijoTa/copbar", paBHEM OKOJIO
1:1; n/nnm

opruyeM KOMIIOHEHT (c) COOmepXuUT copbarT (conmp copBMHOBOM
KMCJIOTE) B BUOE COJM MeJIOUHOTO MU/WJM MeJIOUHO3eMeJIbHOTO MeTalula,
IpeyMylleCTBEeHHO B BUIEe COJIM MEeJIOUHOTO MeTajljla, IPellouTUTeJIEHO B
BUIOe HATPUEBOM WU/WUIM KaJlMeBOM coJm ¥ 0OoJiee TIPenlouTHTEJSIbHO B
Bume copbaTa KaJug; u/UIn

npyyeM KOMIIOHeHT (d) u/MiIM 5SMyJbTaTop BHOMpaowT W3 TPYIIIH,
KOTOpYy COCTaBJIAKT : (1) (IIOJIN ) D TOKCUIIMPOBaHHEIE n/Uim
TUOPOTEHUBYPOBAHHEE B CJlydae HeODOXOOMMOCTM KaCTOPOBEHE Macja
(KJIemeBMHHEIE MacJja) U UX OUM3MOJOTMYECKM [IpUeMIIeMBEe COJIM W/WJn
CJIOXHEIE SQUPEL; (11) (IIOJIN ) ®TOKCUIIMPOBaHHEIE u/nim
TUOPOTEHMBYPOBAaHHEE B CJlydae HeOOXOOMMOCTM PULMHOJIEBHE KUCJIOTH U
UxX OUBUMOJIOTUUECKM I[IpUEeMIIeMEE COJIM U/MIM CJOXHEE DS0MPH; a Takxe
UX CMeCHM ¥ KOMOMHaluM, I[IPeOIOoUYTUTEJIEHO (IIOJIM) 3TOKCUIIMPOBaHHEE
U/MaM  TUAPOTEHU3UPOBAHHLHE B  CJiydae HeOoOXOIVMMOCTM KaCTOPOBHE
MacJjia (KJelleBMHHEIE Macjla) U UX OU3MOJIOTHMUECKM IIpHeMIIeMEle COJIU
U/MIN  CJOXHHE 50upe, 0o0Jiee MNPEeOIoUTUTEJIBHO TNIMLEePUJIPULMHOIeaT
MakpoTroJja; u/uin

npruyeM KOMIIOHEHT (e) u/uiM xXuMmMueckas OybepHas cucTeMa
CJYXUT IJIS YCTAHOBKM ¥/WMIM MOOIepPXaHMd IIOCTOSHCTBA 3HaueHus pH
KOMIIOBULIIUM ; W/ WIN

nprUyeM KOMIIOHeHT (e) u/win xuMuueckas OybepHas cucreMma,
npencrTaejgeT cofou OybepHY cucTeMy
"gurugpodpochaT/MoHOTHUOPObOCHAT" ("BydbepHBIM pacTBOpP (cucrTemMa)
H,PO, /HPO,# " VI "bochaTHEI OydepHEM  pacTBOP (cucrema) "),
IpedNoUTHUTEeNbLHO BydbepHy cucTeMy "ourunpodocdaT MEeJIOYHOT'O
MeTaia/MoHOTUApobochaT MmMeJJOUHOTO MeTajula" M[OpedlouTUTeJILHO C
MOJISPHEIM COOTHOIIeHneM "murugpodpochaT/MoHoTUOPODOCHAT" co
3HaueHMeM, OpeBbpmabmmuM 5:1 ¥ HaxXOOAMMMCSA [IPEeNIoUTUTEJIEHO B
mHTeppaJye oT 5:1 pmo 110:1, OoJyiee NPedlOUTUTEBHO B MHTepBaJie OT
6:1 mo 105:1, B3BHauMTesbHO OO0OJIee MNPEANOUTUTEJIEHO B MHTEepBaJle OT
7:1 nmo 200:1, ewme O6OJiee NPEeNIOUTUTEJIEHO B MHTepbajie oT 7:1 1o
100:1, =3HauuTeJIbHO OO0Jiee MNPEeNIouYTUTEJIEHO B MHTepBajle oT 7:1 1o
75:1 m eme OoJiee IMNPelllOUTUTEJILHO B MHTepBajle oT 7:1 zmo 50:1

I/I/I/IJ'H/I IIpeoliouTrTEeJIEHO C MaCCOBEM COOTHOIIEeHNMEM



68

"gurugpodpochaT/MoHOTHUOPOOOCHAT" CO BHaueHMEM, OpeBHmanmuMM 5:1 u
OPEenrodTUTEJIbHO HaxXOoOAMMCSA B MHTepBajle oT 5:1 nmo 200:1,
IPpeMyYIIECTBEHHO B MHTepBajle oT 6:1 nmo 150:1, HOpennoudyTUMTeJIbHO B
mHTeppaJyie oT 7:1 mo 100:1 m OoJiee MNPEelNOUTUTEJIBHO B MHTEpPBAJIE OT
10:1 mo 50:1; u/wnm

IpMYeM 3HaueHMe pH KOMIO3UMLIMM HaxXOOMTCSA B MHTepBaJje oT 4,5
no 8,0, B YacTHOCTM B MHTeppaJjie oT 5,0 mo 6,5, NpeuMylleCTBEHHO B
MHTeppaJge oT 5,0 mo 6,2, NPemnIouTMTeJIbHO B WMHTeprBajie oT 5,0 mo
6,0, eme ©OoJilee TMPellIOUTUTEJIBHO B MHTepBajie oT 5,1 nmo 6,0,
SHAUUTEJIEHO 0OoJiee IPelllOUTUTEJIbHO B MHTepBajle oOoT 5,2 mo 5,9 wm
HamuboJiee IPelllOUTUTEJIbLHO B MHTepBajle OoT 5,3 mo 5,9 wuiuM 3HaueHUe
pH xowmmosmuuum B uHTepBajie oT 4,5 mo 8,0, B UaCTHOCTM B MHTepBajle
or 5,0 mo 6,5, OpeuMymecTBeHHO B MHTepBajJe oT 5,0 mo 6,2,
OpPenrnodyTUTEJILHO B MHTepBaJe oT 5,0 oo 6,0, elne BoJiee
OpPenrnouTUuTeJIbHO B MHTepBaJie oT 5,1 nmo 6,0, 3HauMTeJbHO OoJiee
IpeniIouTUTEeJIbEHO B MHTepBale oT 5,2 oo 5,9 u HauboJlee
NpelOlouTUTeJIbHO B MHTepBaJle oT 5,3 mo 5,9 ycraHaBauMBawnT U/UIN
IIOONEePXMBAT IIOCTOSHHBEIM IIPeNlOoUuTUTEJIbHO IIOCPeICTBOM II0 MeHbIel
Mepe OIHOM XMUMMUecKoW OybepHOV CHUCTEMH.

16. Conepxallas LMHeOJI KOMIIO3ULMSA, B UYaAaCTHOCTM IO . 14 wniam
15, npemnouTUTeJILHO OfQapMalleBTHUecKas KOMIIO3ULMA, IPeOloudTUTEJIbLHO
OJIS TOIMYECKOTO, B YaCTHOCTM MOJIA Ha3aJIbHOTO M OPeOloudTUTEJIbBHO
OJId WMHTPaHazaJIbHOTO IIPMMEeHeHMs, [OPenOlIouTUTeJIbHO IJIA JedeHUd
PUHUTOIIONOOHEX COCTOSHUYM, B UYaAaCTHOCTM KOMIO3ULMA II0 JiodoMy U3
OpenuIymmx IYHKTOB;

npuueMm KOMIIO 3ULIM A B KOMOMHAaLUN u B COOTBETCTBYIIINX
S0OEeKTUEBHEX, NpenrIouTmUTeJIEHO B bapMalleBTUUECKHA 50OEeKTUBHEIX
KOJIMYeCTBax COIEPXWUT :

(a) 1,8-LUMHeOJ] B OTHOCHUTEJIBHOM KOJIMUECTBE B MHTEpPBaJle OT
0,2 mo 2 mMacc.%;

(b) 1nexkcnaHTeHOoJ (D-NIaHTOTEHOJI) B OTHOCUTEJILHOM KOJIMUECTBE
B MHTepBajle OT 2 IO 6 MaccC.%;

(c) 1o MeHbIIen Mepe OIOHO KOHCepBUpYKIEee n/Uim
Oe3MHOMIMPYKRIlEe CPelCTBO (aHTUCENTUMK) B OTHOCUTEJIBHOM KOJIMUECTBE
B uHTepBajle oT 0,05 mo 1 Macc.$%, OpuUueM KOHCepBHUpyoIee U/UIIU

Oes3sMHOUUMpPYRIlee CPencTBO (aHTUCENTUK) COIEPXUT KOMOMHAIIMD, B
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YJaCcTHOCTH CMecCh, COpBUMHOBOM KM CJIOTHI (rexkca-2, 4—-OomeHOBOM
KMCJIOTE) , C OIHOM CTOPOHH, U COJM COPOMHOBOM KMCJIOTH (copbaTa),
C IOpYyTOM CTOPOHH, (KOMOMHaLMiD "copO®MHOBasg KucJjoTa/copdat") uiu
COCTOUT us HUX C MaCCOBEIM COOTHOIMEeHNEM "copbuHOBAaSA
kucjoTra/copbar" B MHTepBajie oT 6:4 mo 4:6;

(d) 10 MeHblle Mepe OIOMH 5BMyJBTaTop B OTHOCUTEJILHOM

KOJIMUeCTBe B MHTepBajle oT 0,1 1nmo 3 Macc.$%, IIpUUYEM DSMyJIBETaTop

BHOMpP AT us TPYIIIIH, KOTOPY COCTAaBJIAIT : (1)
(TIOJIN) ®TOKCUIIMPOBaHHEIE u/ TUOPOTEHUBUPOBAHHEE B ciayyae
HeoOXOoOUMOCTH KaCTOPORHE MacJa (KJIEelle BUHHEIE MacJa) n "X
OUBUOJIOTUUECKU npreMJIeMEe conm  u/naun CJIOXHELIE SQUPEL; (ii)
(IIOJIN) ®TOKCUIIMPOBaHHEIE U/ U TUOPOTEHUBUPOBAHHEE B ciy4yae

HeOoOXOOUMOCTM PULMHOJIEBEE KUCIJIOTE U UX OU3UOJIOTUUYECKU IIpUeMIIeMHE
CoONM  U/UIM  CJIOXHEIe SOMPH; a Takke UX CMecu U KoMOMHAalUuU,
NPenNouTUTENILHO (IIOJIM) 3TOKCUJIIMPOBAHHEE U/UJIM TUIPOTEeHU3UPOBAaHHEE
B Clydae HeOOXOIMMOCTM KaCTOPOBHE MacJia (KJeMeBMHHEE Macja) M UX
brsmrosIoTUUECKN TIpUMEeMJIeMBIe COJIM M/WUJIV  CJOXHEEe 50upe, U ©OoJjee
IPenlIoUuTUTEJIbHO INIMLIEPUIIPULIMHOJIeaAT MaKporoJa;

(e) 10 MeHbIle¥ Mepe OIHY XUMMUeCKyln OybhepHYI CcHUCTeMy,
OPenrnouTUTeJIbHO 00pa30BaHHYyld B BUIEe OINHOM WM HECKOJIBKUX COJIeu,
obJjlamanmux OydepUPYINMMM CBOMCTBaMM, M IIPMHMMaeMyl B pacueT Kak
cyMMa BCex VHTPEeIVNEeHTOB XUMHUUECKOM BybepHOM CHCTEMEH, B
OTHOCHUTEJIbLHOM KOJMUeCcTBe B WMHTepBajJe oT 0,001 mo 4 wmacc.$,
opuueM XuMMUueckas ©OydepHasd cucTeMa IOpencTarjisgseT cobol OydepHY
cucTemy "muruopodochaT/mMoHOoTHOPODOCHAT";

IpMUyeM BCe& YKa3aHHHE OTHOCUTEJILHEE KOJMUECTBEHHHE JaHHEE
IIPMBEeIeHH B pacdeTe Ha KOMIIO3UINVD.

17. Kommmozsmumsa 1o JoOoMy M3 NPembOylx IIYHKTOB;

opuyeM KOMIIO3MUMA IOpedcTaBJgeT coBoM BOIOHYID  KOMIIO3ULMUIO
U/ KOMIIOSMLMSA OCHOBaHa Ha BOoIOe U/MIM OPUTOTOBJIEHA Ha BOOe
NIpennouTUTEeJIbBHO B bopme BOIHOTO pacTBOpa VI BOIHOTO
coJmodunIMzsaTa; wu/min

[IpUYeM KOMIIO3MLM S IpencTaBJIAEeT cobou BOIIHYIO CUCTEMY,
IpenuMyIeCTBEHHO omHOQa3HYID BOIHYIO CUCTEMY, NIPennouyTUTEJIbEHO

BOIHEIM pacTeOp WMIIM BOIHEIM COJIOOMIIN3AT I/I/I/I.J'H/I KOMIIO3MIIMA COIOEPXUT
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SKCUUIIMEHT WJIM HOCUTeJIb Ha BOOHOM OCHOBe, U/MIM KOMIIO3UIIMUA
npencTaBjgeT CoOOM MNPO3PauHHl OeClBeTHHI BOOHEI PAaCTBOP; M/WIKU

[IPpUMYEM OCMOJISAJIBHOCTE KOMIIO3MIMM HaXOOUTCHd B MHTepBalle OT
300 mo 600 m™MocM/KI', B UYaCTHOCTM B WHTepBaje oT 310 mo 550
MOCM/KT, TIIpeyMyINeCTBEeHHO B MHTepBajie oT 300 mo 525 wmocMm/KrT,
NpenrnouTuTeNIbHO B MHTepBajle oT 325 1no 510 wMmocM/kKr u  OojJiee
NpennouTuTeNIbHO B MHTepBasie oT 350 mo 500 mocM/kr; u/Mian

IpuyeM KOMIIO3MUMSA MNpM TeMmIepaType 20°C ® OpM IOaBJIeHUU
1013,25 rlla (Ipr aTMOCOepHOM HOaBJIEHMM) MMeeT OTHOCUTEJILHYIO
IJIOTHOCTL TIIO CPaBHEeHMI C UMCTOM BOIOOM B WMHTepBaje oT 1,001 1o
1,2, IperMyleCTEBEeHHO B MHTepRaJe oT 1,005 oo 1,15 "
OpenrnouTUuTeJIbHO B MHTepBaJe oT 1,005 mo 1,105.

18. Kommosuumsa o JioboMy M3 MIPeIbOYIUX IYHKTOB;

npruueM IVHaAMMUYeCcKas BS3KOCTh KOMIIO3MUUU IIpU TeMiepaType 20°C
B OTCYTCTBME 3alyCTUTeJII HaxoOUTCa B MHTepBajle oT 1,001 mo 2
Mlla 'c, npeumymecTBeHHO oT 1,01 mo 1,9 wMlla-c, OPpelldodTUTEJIEHO OT
1,05 mo 1,8 w™mlla‘c m 6oJyee npenmnourureJjbHo oT 1,1 mo 1,5 wmlla-c
(MIpennouTmTeJIbHO npu omnpeneJjyieHUN KaluJJISPHEM BUCKO3UMETPOM
crioco®oM  COIJIacHO "Ph. Eur. 7. Ausgabe, Grundwerk 2011,

Abschnitt 2.2.9"); wuu

opuyeM IMHaMMUyecKasd BSA3KOCTL KOMIOSUIMM IIPM TeMIepaType 20°C
B IIPUCYTCTBUM 3al'yCTUTEJISI COCTAaBJISeT IO MeHbmer Mepe 1,5 Mlla:'c wu
NPenIouTUTEJILHO HaxXoOMTcd B MHTepBajle oT 1,5 mo 10° wMla-c,
NpennodTUuTesSIbHO oT 1,6 mo 104 Mmila-c, ©oJjee OpemnIouyTUTEJILHO OT 1,7
mo 103 wMla-'c u eme ©6oJjiee MNPENIOUTUTEJLHO oOT 2 mnmo 100 wia-c
(MpelnouyTUTEeIBHO npu omnpeleJIeHUn KalOuJIJISPHBEM BMCKO3MMETPOM
crioco®oM  CoOTIJIacHO "Ph. Eur. 7. Ausgabe, Grundwerk 2011,
Abschnitt 2.2.9").

19. Kommmozsuumsa 1o JobOoMy M3 NPemObOylxX IIYHKTOB;

opuyeM KOMIIOBUIIMA ABJIAeTCS CTabuJIbHOM U OIPedloUTUTEJILHO

CTabMJILHOM MNPV XPaHEeHUU [IpU TeMllepaType B MHTepBajie oT 10 mo 40°C

U TOPennouTHTesSJbHO B MHTepBaJe oT 20 mo 30°C, npum nmaBjeHum 1013,25
rlla (OpM aTMochepHOM HOaBJIeHMM) U IIPpM OTHOCUTEJILHOM BJIAXHOCTU
BO3Oyxa B MHTeppaJie oT 50 pmo 90% M HOpennoudTUMTeJIbHO B MHTepBalle

or 50 mo 75% mo MeHbBmENM Mepe B TeueHMe 6 MecdlleB, B YaAaCTHOCTU IIO
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MeHbIlel Mepe B TeueHMe 12 MecsdlleB, IIPeMMymecTBeHHO I[IO MeHbIen
Mepe B TeueHue 24 MecsAlleB U OPeldlouTHUTEJIbLHO II0 MeHbIeM Mepe B
TeueHre 36 MecdleB; u/Uiu

opuyeM KOMIIOBUIMA COOEPXUT I[I0 MeHbllel Mepe OIMH »OpyITon
MHTPpeOMeHT, B UYaCTHOCTM BCIOMOTAaTeJIbLHOE BeNecCTBO Mu/MiIM »nodaBKy,
IPennouTUTEeJIBEHO BHOPaHHHMN n3 TPYIIIIH, KOTOPY COCTaBJISKOT
BCIIOMOT'AaT&JIbHEHE BelleCTBa, Yylydllapmye IepepaboTKy, CTabuiImM3aTop:l,
SMYJIET'aTOPEHL, AHTUMOKCUIAHTEL, BJIATOYIEPXMBAKIINME cpencrea,
3aTyCTUTENN, aHTUCENTUUECKME CpelOcTBa, KPacUTeJM, apoMaTu3aTOpPH,
[IPUPOIOHEE IOYIMCTEE BelleCTBa, OTOYWKM, HAIOJHUTEJM, CBA3YIINKE
BelmecTBa, cMauuBaTeJu, BUTaMMHE, OJINTOBJIEMEHTH, MMHepaJlbHEE

BelmecTBa, MVKPOSJIEMEHTEL I/I/I/LHM 9®I/IprIe MacJia, a TakKxe nx

KOMOMHALIUN .
20. Komnosuiumsa 1o JodoMy U3 NpenbIyImx IIYHKTOB oJjida
[IpYMeHeHM A npu npodmiiakTuUKe W/ niam TOINIMYECKOM JIeueHUNn

PUHUTONOOOOHEX COCTOSHUM UM MNPEeAlNouTUTeNIbHO Rhinitis acuta wiu
Rhinitis allergica.

21. YCTpOoMCTBO oJisa [IpUMeHeHN S, NPEenIouTUTeJIbHO oJisa
TONIMUYECKOTO, B YaCTHOCTM IJIA HABaJbHOTO U MIPEeNlIoUuTUTEJILHO IJIA
VMHTPaHa3aJIbHOTO [PUMMEeHEeHMS MNPedlouTUTeJIbHO B QopMe cocyma C
YCTPOVCTBOM MOJIA QOPMMPOBAHMS KalleJlb WM PAaCIBJIEHWI, BMelanmeTo
KOMIIO3UIIMID 10 JIIOOOMY M3 MNPEeNHOymyxX ITYHKTOB.

22 . IlpuMeHeHMe KOMIIO3UIMM 10 JIOOMYy W3 IMIPEeIBIYMMUX IYHKTOB
OIS IpodMIaK TUKHY U/ U TOTINYECKOM Tepanumn PUHVTOTIIO IO OHEIX
COCTOSHUM u IpennouTUTeJILHO Rhinitis acuta W Rhinitis
allergica w/viaM NOpPVMeHEHMEe KOMIIOBUIMKY 10 JIOOMYy M3 [IPEOLIYyIUX
IIYHKTOB IJIA TIIOJIYUYeHUSd JIeKapCTBEHHOTO CpelcTBa JId IPOOMIaKTUKN
u/ Ui TOIINYECKOM Tepanun PUHVTOTIIO IO OHEBIX COCTOSIHUM u
OpennouTuTesIbHO Rhinitis acuta mim Rhinitis allergica.

23. Cnoco® cradbuiaMzaluuy comepXalel LIMHeOJ  KOMIIO3UIUM,
IPennouTuTesILHO (GapMalleBTUUEeCKOW KOMIIOBUINM, IPEeNIOUTUTEJIBHO IJId
TOMIMYECKOTO, B YaCTHOCTM IJIS HAa3aJbHOTO U MNPedlouTUTeJILHO IIJId
VMHTPpaHa3aJIbHOTO IpUMeHeHW s, IpenrnouYTUTeJIHHO s JIeUeHurs
PUHUTOTIONOOHEX COCTOAHUM;

IpUyeM  KOMIIO3UIINVA B koMOUHaIMM ¥ B COOTBETCTBYIIMNX

S0OEeKTUBHEX, [NpeniIouTmUTeJIbHO B bapMalLeBTUUECKHA 50OEeKTUBHEIX
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KOJIMUeCTBax COIEPXUT:

(a) UIMHeOJI, NPEenlodYTUTEJIEHO 1, 8—LIMHEOJI;

(b) [IaHTOTEeHOJI, IpenrnouYyTUTEeJIbHO IOeKCIIaHTeHOJ (D-
IIaHTOTEHOJI), WIM eTo OUBUOJOTHUECKM IIpMeMJIEMEEe CJOXHHE 5SOUPEH
U/ NI COJIU;

OTJIMYAKIMUNCSA TeM, UTO:

K comepxamel LIMHEeOJI KOMIIO3MLIMM B KauecTBe KOMIIOHeHTa (C)
npubaBJIgoT 1o MeHbIen Mepe OIOHO KOHCepBUpYyKIee n/nnm
oes3rHOMuMpyKlee CpelCcTBO (aHTUCEeNTHUK) , IpuyeM KOHCepBUpYyIIee
n/ M gesuHOMLMpyolee CPeOCTBO (AaHTHCEINTHK) COHEPXMT KOMOMHALMIO,
B YacTHOCTHU CcMecChb, COPOMHOBOM KV CJIO TH (rekca-2, 4-gmeHOBOU
KMCJIOTH) , C OIOHOM CTOPOHH, U COJM COPOMHOBOM KMCIJIOTH (copbaTa),
C IOPpYyTOM CTOPOHHE, (koMOMHalUMiO "copOuHOBas KucjoTa/copbat") wiu
COCTOUT M3 HUX.

24 . Cnoco®6 mo m. 23;

opuyeM K KOMIIO3UUMM NOpUOaBJIAIT KOMIOHEHT (C) B pacueTe Ha
KOMIIOBULIMID B OTHOCUTEJILHOM KOJMYeCTBe B MHTepBajie oT 00,0001 mo 5
Macc.%, B uacTHocTm oT 0,001 mo 4 wMacc.$, IOpeMMylmeCTBEHHO OT
0,01 mo 3 w™Macc.$%, mnpenmnoutureJbHO oT 0,05 mo 3 wMacc.%, ©OoJee
IpenIouTUTEeJIbLHO oT 0,05 oo 2 Macc. %, 3HAUUTEJILHO BoJiee
npenmnoururesbHO oT 0,05 mo 1 Macc.%, eme 6oJiee NOPEeONOUTUTEJILHO
or 0,08 mo 0,8 mMacc.%$ u HauboJjee nOpennoururejgbHo oT 0,1 mo 0,5
Macc.%; u/um

opuyeM KOMIIOHEHT (c) B KOMIIOBUIMM COIEPXUT KOMOMHALIMIO
COpOMHOBOM KMCJIOTH, C OOHOM CTOPOHH, U copbaTa, C mpyrown
CTOPOHE, C MACCOBHM COOTHOmMeHMeM "cop®rHOBasg KHCJIOoTa/copdar" B
nHTepBaje oT 9:1 mo 1:9, B 4YacCTHOCTM B MHTepBajie OT 8:2 no 2:8,
NPEenrodYTUTEJIEHO B MHTepkajie OoT 7:3 mo 3:7, 0OoJiee HNPeOllOoUTUTEJIBHO
B MHTeppBaJle OoT 6:4 pmo 4:6, 3HauMTeJIbHO Oo0Jiee MNPenllouTUTEeJIbHO B
uHTeppayje oT 5,5:4,5 mo 4,5:5,5 u eme O0oJiee MOPEeONOUTUTEJIEHO C
MaCCOBEIM COOTHOmeHMeM "copbuHoBag KucijoTa/copbaT", paBHEM OKOJIO
1:1; wu/wam

opryeM KOMIIOHEHT (c) COmepXuUT copbar (conmp  copBUHOBOM
KMCJIOTE) B BMIOE COJM MeJIOUHOTO M/WIIM MeJIOUHO3EeMeJIbHOTO MeTasla,

IIperMmMymeCTBEeHHO B BHIe COJIM MeJIOUWHOI'O MeTaJljla, IIPpeldIIOUTUMTEJIBEHO B
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BUIEe HaATPUEeBOM U/WMIM KaJMeBOM COoJuM MU 0oJlee MNPeOlIOoUTUTEeJIBEHO B
Bume copbaTa kKaJud; u/UIn

IpMYeM K KOMIIO3UMIIMM B KadeCTBe KOMIIOHeHTa (d) npubaBigoT
Takxe IO MeHbIeM Mepe OIMH 5SMYJbLTaTop, IPedlouTUTEJIbHO YKa3aHHHM
B JoOOM U3 MNPeIHOYVIUX IYHKTOB U/MIM OpUOaBJISEeMH IPeOlOUTUTEJILHO
B KOJIMUECTBE, YKa3aHHOM B JIKOOM U3 MNPelHOylMX I[IYyHKTOB.

I[Io DOBepeHHOCTH



MBSMEHEHHAST ®OPMYIJIA MB3OBPETEHNMS,II0O CTATBE 34

1. Comepxamas LIMHeOJ KOMIO3UIMA IJIS TONMUECKOTO IIpUMeHeHMUI
Ipu JieUeHUM PUHUTOINONOOHHX COCTOSHUMN;

IpuyeM KOMIIO3UIIMA COOEPXMT B KOMOMHALMM M B COOTBETCTBYIIMMUX
30PEeKTUMBHEIX KOJMUECTBAaX:

(a) LUMHeOJI, OpuUYeM ILMHeOJI HaxXOIMTCS B BUIE UMCTOT'O BellecTBa
1 cBOOOIEH OT IOPYIUX TEepIleHOB;

(b) HDaHTOTeHOJN WM eI'0 QU3MOJIOTUUECKM [IpUeMIIeMble CJIOXHEE
SOUPH U/WMIN COJIU;

u

(c) o MeHbIlelV Mepe OIHO KOHCepBMpyoIee U/MIM Oe3UMHOULMPYIee
CpeICTBO (aHTUCEINTMK) B OTHOCUTEJIBHOM KOJMUECTBE B MHTepBalle OT
0,05 mo 2 mMacc.% B pacueTe Ha KOMIO3UIMIO, IIpUMUeM KOHCEepBUpPYyKIEe
U/ UM Oe3UMHOULIMpYIee CPeICTBO (aHTHUCENTUK) COHEPXUT KOMOMHAIIMIO
COPOMHOBOM KMUCJOTH (Tekca-2,4-OMeHOBOM KMCJIOTH), C OIHOM CTOPOHH,
U COJIM COPOMHOBOM KMUCJIOTH (copBaTa), C OpyI'OM CTOPOHH, (KOMOMHALNUIO
"copbuHoBasg kmucjora/copdbaTr") MM COCTOUT M3 HUX;

opuyeM KOMIIOHEHT (C) COHepPXUT KOMOMHALIMID COPOMHOBOM KMCJIOTH,
C OIHOM CTOPOHH, MU copbaTa, C IOPYI'OM CTOPOHE, C MaCCOBHEM
cooTHomeHueM "copBuHOBad KucjoTa/copbaT" B uHTepBajle oT 9:1 1o
1:9.

2. Kommozmums mno m. 1;

opuyueM KOMIIOBUILMSA COIEPXMUT KOMIIOHEHT (a) B pacueTe Ha
KOMIIOBULMI B OTHOCHUTEJIBLHOM KOJIMUeCTBe B MHTepBajie oT 0,001 mo 10
Macc.%, B uacTHOoCcTM oT 0,002 mo 5 mMacc.$%, nOpeumymecTBeHHO oT 0,01
oo 3 Macc.%, npenmnourmuresjbHo oT 0,05 @mo 3 wMacc.$, BoJiee
IpenIouTUTEeJIbLHO oT 0,1 oo 2,5 wMacc.3%, 3HAUUTEJILHO BoJiee
npenmnourmuresibHOo oT 0,2 mo 2 Macc.3, eme 0oJiee MNPedloUTUTEJIBEHO OT
0,5 mo 1,8 mMacc.% m HamboJiee npenmnoutuTesbHo oT 0,7 mo 1,5 macc.%.

3. Kommosuumsa rno mn. 1 mim 2;

opuyeM KOMIIO3MIMSA B  KauecTBe  KOMIIOHEeHTAa (b) COOEPXUT
IIaHTOTEHOJI B BUIe IeKCIaHTeHoJa (D-IaHTOoTeHoJa); M/Uiu

opuyeM KOMIIOBUIMA COIEepPXMT KoMIoOHeHT (b) B pacueTe Ha
KOMIIOBUIIWI B OTHOCUTEJIBHOM KOJMUecTBe B MHTeprBaJe oT 0,01 mo 10

Q

Macc.%, B yvacTHoCcTM oT 0,1 mo 8 macc.$%$, npeumymecTtBeHHO oT 0,5 1o

Q

7 Macc.%, HNpenrnouTmTeJibHO OoT 1 mo 6,5 macc.$, OoJjiee NpPenrnoudTUTEJIBHO



oT 2 1o 6 MaccC.%, BHaAUMTeJbHO OoJlee MNpenanodTuTesJtHO oT 4 mo 6
Macc.% u eme 0OoJiee mnpenmnourmreJibHO oT 4,5 mo 5,5 macc.S.

4., KoMmos3uuMsa 10 JiodoMy M3 NpelbOymlMx IYHKTOB;

opuyeM KOMIIOBUIMA COIOEepPXMT KOMIIOHEeHT (C) B pacueTe Ha
KOMIIOBUIIWIK B OTHOCUTEJIEHOM KOJIMUeCTBe B WMHTepBaJje oT 0,05 mo 1
Macc.%, eme 0OoJjiee mnpennouruTesibHO oT 0,08 mo 0,8 Macc.% u Haubojiee
npennournuTessHo or 0,1 mo 0,5 macc.$%$; u/wim

IpuyeM KOMIIOHEHT (c) B KOMIIO3MLUM COOEPXUT KOMOMHALIMIO
COPOMHOBOM KMCJIOTH, C OIHOM CTOPOHH, UM copbaTa, C IOpyTOM CTOPOHH,
C MaCCOBBIM COOTHOmeHMreM "copb®uHoBasg KucjJoTa/copbdar" B MHTepBaje OT
8:2 nmo 2:8, INpeldlOUTUTEJILHO B MWHTepBajle oT 7:3 mo 3:7, ©OoJee
OPEenrIouTUTEJIbHO B MHTepBajle oT 6:4 nmo 4:6, 3HauMTeJILHO 0OoJiee
OpenrnouyTUuTeJIbHO B MHTepBajie oT 5,5:4,5 mo 4,5:5,5 m eme OoJiee
OPenrnodTUTEJILHO c MaCCOBEIM COOTHOIIEHVEM "copbuHOBAaA
KrcJoTa/copdbaTr"”, paBHBEM OKoOJIO 1:1.

5. Komnoszsuuma 0o JwoboMy M3 IOPemOBOylMx I[OIYyHKTOB, IIPUUEM
KOMIIO3UIIMA B KaueCcTBe KOMIOHeHTa (d) COOepXuT Takxe II0 MeHbIen
Mepe OIMH 5SMYyJILT'aTop.

6. Kommnoszsuumga rno JumodboMy M3 MIPeOBOYNUX IYHKTOB;

IpuueM KOMIIO3MIMS B KaueCTBe KOMIIOHEHTAa (&) COIOePXMT TaKXe II0
MeHbIel Mepe OIOHY XMMUUecCckyln OydepHYID CUCTeMy IPelloUuTHUTEeJILHO B

BUIE OOHOM WMJIM HEeCKOJILKUX  CoJIel, obJlamanimmx Oy depmUpyroirMm

CBOMICTBAMHA;

opuyeM KOMIIOHeHT (e) u/uwin xuMmMdyeckasd OybdepHas cucTeMa
NpennouTUTEJIbEHO npencTarjigeT cobom OybepHYI cucTeMy
"gurugpodpochaT/MoHOTHUOPObOCHAT" ("BydepHBM PacTBOP (cucrTemMa)
H,PO, /HPO,Z " WM "bochaTHEM By depHBM PacTBOp (cucremMma) "),
IpPennouTUTeJILHO BybepHYIO cucTeMy "auruopodochaT MeJIOUHOT'O
MeTaJlla/MoHoTuOpodochaT MeJIOUHOTO MeTajula" [OpedlouTUTeJILHO C
MaCCOBEIM COOTHOIIeHneM "muruopodpochaT/MoHOTHUOPODOCHAT" co

3HadeHMeM, IpeBHmanmyM 5:1 ¥ [OIpellOoUuTHUTEeJIbHO HaxXOOAMMMCS B
MHTepBajie oT 5:1 mo 200:1, npeMMymleCTBEeHHO B MHTepBaljle oT 6:1 1o
150:1, [OpemnouTuTesIbHO B MHTepiBajie oT 7:1 nmo 100:1 wm OoJiee
NPenrouTUTEeJIbHO B MHTepsajie oT 10:1 mo 50:1.

7. Kommosuums o JimofoMy M3 MNPeOHOYIMX IYHKTOB;



IpMYeM 3HadveHMe pH KOMMNO3UMIMM HaxXOIUTCH B MHTepBaJe oT 4,5 1mo
8,0, B uyacTHOCTM B MHTepBaje oT 5,0 mo 6,5, NOpeMMymeCTBEHHO B
MHTeppaje oT 5,0 mo 6,2, NOPemnIoudTMTeJIbHO B MHTepBajie oT 5,0 mo
6,0, eme ©OoJlee TMPeldlOUTUTEJIBHO B MHTepBaje oT 5,1 nmo 6,0,
3HAUUTEJNIEHO 0o0Jlee TMPellloOuTUTEJIbBHO B MHTepBajle oT 5,2 mo 5,9 wm
HamboJiee TMPENNoOUTUTENIEHO B MHTepBajle oT 5,3 mo 5,9.

8. Kowmmosuumsg o JimodboMy M3 IPeleylMX [IYHKTOB;

[IpMYeM KOMIIO3MIMSA B KadeCcTBe KOMIIOHeHTa (f) COmepXuT TakKxXe I10
MeHBIIeM Mepe OIOHO IOpyroe KOHCepBUpylIee U/MIM Ie3UMHOUMLMPYIee
CPpeICTBO (aHTUCENTHK) ; W/UJIn

IpMUyeM KOMIIOBMIMS B KadeCcTBe KOMIIOHEHTa (g) CONEPXUT TaKxXe I10
MeHbIIel Mepe OOMH 3aryCTUTeNb; W/Uinu

nprueM KOMIIOBMIMSA B KaueCTBe KOMIIOHEeHTa (J) COIepXUT TakXe II0
MeHbIIeM Mepe OOMH aJibda-CUMIIaTOMMMETUK, IIPEeOlNOoUTUTEJIbEHO OCHOBAHHBIM
Ha MMMUOA30JIMHE, WM eT'0 QU3UOJOTUMUECKU IIpUeMIIeMBEle COJIU.

9. Kommosuumsa o JpodoMy M3 MIPeOBOylMX IYHKTOB;

nprUyueM KOMIIO3ULMS IpeNcTaBJIigeT CcoOoM BOIHYI KOMIIO3ZULMIO /MU
KOMIIO 3L A OCHOBaHa Ha BOIE n/uiam NIPpUTOTORJIEHA Ha BOIE
IpenIouTUTeJIbHO B QopMe BOIHOTO pPacTBOopa WMJIM BOOHOTO coJmoduiIM3aTa;
n/muiam

IpMYyeM OCMOJIAJIBHOCTE KOMIIO3MIMM HaxXOoOMTCH B MHTepBaJje oT 300
no 600 MocM/KI, B UYacCTHOCTM B MHTepBaje oT 310 mo 550 mocM/KT,
IperMymeCTBeHHO B MHTepBajie oT 300 mo 525 MoCM/KI, NPEeOlouTUTeJILHO
B MHTepBajle oT 325 mo 510 MocM/Kr u 0OoJjiee TIPenlNouTUTEJIBHO B
uHTepBajie or 350 mo 500 mocMm/KT.

10. Kommosuums o JuofoMy M3 NPEeOHOyIMX IYHKTOB;

opuyeM IMHaMMUecKasd BS3KOCTL KOMIOSUIMM IIPM TeMmiIepaType 20°C
B OTCYTCTBME 3al'YCTUTEJIS HaXoIUTCH B MHTepBajyie oT 1,001 mo 2 wMlla-c,
B yvacTHoCcTM oT 1,01 mo 1,9 wmlla‘'c, npemnoururensHo oT 1,05 mo 1,8
Mlla ‘c u DoJee mpenmnouTuTeJibHO OoT 1,1 mo 1,5 Mlla - c (OpedlouTUTeJIBHO
Ipu olIpelelleHUM KalWJUJISPHEM BUCKO3MMEeTPOM CIIOCOO0M corjiacHo "Ph.

Fur. 7. Ausgabe, Grundwerk 2011, Abschnitt 2.2.9"); wiwu
IpuyeM IMHaMMUYecKasd BS3KOCTL KOMIOSUIMM IIPM TeMmIepaType 20°C
B IPUCYTCTBUM 3aTyCTUTEJII COCTAaBJISeT IO MeHbler Mepe 1,5 MIa:'c u

NPelnIouTUTEeNIbHO HaxoOuTcad B MHTepBajle oT 1,5 mo 10° wMlla-c,



NpennouTUuTesSIbHO oT 1,6 mo 104 Mila-c, ©oJjiee HpPemnIouTUTEJILHO OT 1,7
mo 10° wMlla'c u eme ©6oJiee MNPENIOUTUTEJEHO oT 2 npo 100 wia-c
(IpeOnouTUTEeILHO opu omnpenejyleHUN KanuJIJISPHBM BUCKO3UMETPOM
criocoboMm corjyacHo "Ph. Eur. 7. Ausgabe, Grundwerk 2011, Abschnitt
2.2.9").

11. KoMmosulMsa IO JIOOMYy M3 NPelbOylrx IYHKTOB;

IpuyeM KOMIIOBUIMA COIEpPXUT I[1I0 MeHbIleM Mepe OIMH »OpyITon
VMHTPpeOreHT, B UYaCTHOCTM BCIOMOTAaTeJbHOE BeNeCTBO /MM »nodaBKy,
IpPenrnouTUTEJILHO BHOPaHHHM n3 TPYIIH, KOTOPYI COCTaBJIALT
BCIIOMOTaTeJIbHHE BeMecTBa, yJydlawomie Hepepad®oTKy, CcTabuiIM3aTopH,
BMYJIbT'aTOPH, AHTHMOKCUOAHTEH, BJIATOYIEepPXMBaKIMe cpeIncTrBa,
3aTyCTUTEeJIM, AaHTUCEITUUYECKMEe CpPeacTBa, KpacCUTeM, apoMaTM3aTOPRH,
OPUPOIOHEE IOYMMCTHE BemMecTBa, OTIOYIKM, HAIOJHUTEJM, CBA3yKIMe
BemecTRa, cMaumMBaTeJN, BUTaMVHH, OJIMTOBJIEMEHTHI, MMHepaJIbHEE
BemecTRa, MUKPOBJIEMEHTH U/uiaM  sdUpHHE MacJja, a TakKxe UX
KOMOUHALUN .

12. KoMmoszsuuusa 1o JIoOOoMy M3 NPENHOYIMX IYHKTOB IOJIS IPUMeHEeHMUS
npY IpodMIakKTUKe U/UJIM TOIUUECKOM JIEUEHUU PUHUTONOIOOHHX COCTOSHUNM
Y TIIPenrnouTuTeJIbHO Rhinitis acuta wiv Rhinitis allergica.

13. YCTpOoMCTBO HOJIA MHTpaHazaJIbHOTO IIpMMeHeHMS B dopMe cocyma
C YCTPOMCTBOM IJIS GQOPMMPOBAHMS KalleJlb WM PAacCIbJIeHMSd, BMellalleIlo
KOMIIOBULIMIO IO JI0OOMY M3 MIPeNuOylMX IYHKTOB.

14. Crnoco® cradbuams3aluy coIepXxamel LIMHEeOJI KOMIOBUINM OJII
TONIMUYECKOTO IMIPMMEHEeHUS IIPU JIeUeHUM PUHUTOINIOOOOHEIX COCTOSHUM;

npuueMm KOMIIO BULIU A B KOMOMHAaLUM un B COOTBETCTRBYIOMMX
bapMaleBTUUECKM SOOEKTHBHEX KOJUUECTBAX COLCPXMUT :

(a) UMHeOJI, IpuUYeM ILMHeOJI HaxXOIMTCS B BUIEe UMCTOI'O BelleCTBa
u CcBOOOIEH OT IOPYIUX TepIleHOB;

(b) HDaHTOTeHOJI WM eI'0 QU3MOJIOTUUECKU IIpUeMIIeMble CJIOXHEE
SOUPH U/WUIM COJIU;

OTJIMYAIMUNCS TeM, UTO:

K coIepxalel LMHeOJ KOMIO3MILIMKM B KaueCTBe KOMIIOHeHTa (C) B
OTHOCUTEJIBHOM KOJIMUECTBEe B MHTepBaJe oT 0,05 mo 2 Macc.% B pacuerTe
Ha KOMIIOBMLMI HPpMOaBJISIT IO MEHbIIel Mepe OIOHO KOHCepBHUpylee M/
Ie3MHOUMLIMPYKRIEe CPenCTBO (aHTHUCENTHUK) ;

npryieMm KOHCEepBUpYIee n/niam Ie3VHOMLIMpYIee CpPeICTBO



(aHTHMCENTHK) COIEepPXUT KOMOMHALUMI COPOMHOBOM KMCJIOTH (Tekca-2,4-
IOVMeHOBOW KMCJOTH), C ONHOM CTOPOHHEH, U COJM COPOMHOBOM KMCJIOTH
(copbara), e} IpyToln CTOPOHH, (kxOoMOMHALIMIO "copbuHOBaA
kucjgoTa/copdbaT") WMIM COCTOMT U3 HUX, IIPYM BTOM KOMIIOHEHT (C)
COONEepXUT KOMOMHalUMD COPOMHOBOM KMCJIOTH, C OIHOM CTOPOHH, U
copbaTa, C IOpyTroM CTOPOHH, C MaCCOBHM COOTHoOmeHMeM "copOuHOBaA
kucjoTra/copbar" B uMHTepBajie oT 9:1 mo 1:9.
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