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XXXX XX, METO/IbI IHPUT'OTOBJIEHUA

I'OMEOITATHYECKHUX BA3BUCHBIX KOMIIOHEHTOB n
INOTEHIIUPOBAHUA

roMeonarnyeckue ba3ucHpIe KOMITOHEHTHI TOTOBST MOIAXOISIINMU METOJAMH U3 CHIPbS,
cooTBeTcTByomero  tpebosanusm (X XXX XX  [omeonamuueckue — nexapcmeéenmovie
npenapamut). ONHCAaHHBIC HIKE METOJbI, B COYCTAHMM C YCTAHOBJICHHBIMH METOJaMHU
MOTEHLIMPOBAHUS, IPEICTaBICHbl B KAaueCTBE MPHUMEPOB, HO APYTrue METOJbl, OMHCAHHbBIC B
rOCy/IapCTBEHHBIX (apMakoresx rocyaapcts-wieHoB EADC, Takke MOTYT ObITh HCIIOJIb30BAHBI.

[Ipy ucnonp30BaHUU CHIPbS >KMBOTHOTO IMPOUCXOXACHUS YUYUTHIBAIOT TpeOOBaHUS K
CBIPbIO JKMBOTHOTO MPOHMCXOXKACHUS, YCTAaHOBJIEHHBIE B 0OmIel (apmakoneifHoil craThbe
(X XXX XX I'omeonamuueckue iexapcmeernuvie npenapanmol.

[Ipu npuroToBiieHUH BOAHO-CIUPTOBBIX KUIKHUX pa3BEACHUN KOHIICHTpPALUsS ATaHOJIA,
MpeAnrcaHHas B JaHHOM METOJIe, IPH HEOOXOIUMOCTH MOKET OBITh 3aMeHeHa dTaHoyioM 36 %
(06/06) i sTanonom 18 % (06/06).

Korna B wactHoll ¢apmakoneliHoil cTaThe yKa3zaHO, YTO HACTOWKa roMmeonaTHdecKas
MaTpUYHas MOXET OBITh MPUTOTOBJIICHA U3 0OJIEe YeM OJTHOTO BHJIA PACTCHHIA, TO €€ TOTOBST U3
VKa3aHHBIX YacTed OTAENbHOTO BHJA pacTeHHM win u3 6ol ux cmecu. Ecnmu ans
IPUTOTOBJICHUS] HACTOMKU I'OMEONATUYECKOM MAaTPUYHON HEOOXOAMMO ONpEeAeIuTh NOTEPIO B
Macce MpH BBICYIIMBAHHH, JICKAPCTBEHHOE PACTUTENILHOE CHIPhE WU CMECh JIEKAPCTBEHHOTO
pPaCTUTEIBLHOTO CBHIPhSI C 3TAHOJOM JIOJDKHBI OBITH 00pabOTaHbI Cpa3zy Ke MOCEe ONpEeACIICHUs
MOTEPHU B Macce IMPH BBICYITUBAHUU.

B TekcTe kaBBIUKM MCHOJIB3YIOT B TEX CIIydasiX, KOTJa «IeCATUYHOE» HE COOTBETCTBYET
pa3senenuto 1:10, a «coTeHHOE» HEe cOOTBETCTBYET pa3BeneHuto 1:100.

Ecim wHOEe He ykazaHo, MOTEHIMPOBAHHE MPOBOASAT C HCIOJIB30BAHHEM METOJa
MHOT'OKOJIOOBOTO MOTEHIIUPOBAHHSI.

Ecnu nHOE He yKa3aHO B OTACIBHBIX YaCTHBIX (hapMaKOIEHHBIX CTAThsIX:

- U1l TIPUTOTOBJICHUS Oa3MCHBIX KOMIIOHEHTOB TEPMHHOM «4acTb(H)» 0003HAYAIOT
«MacCCOBYIO 4acTh(H)»;

- U1l TIOTCHIIMPOBAHUS TEPMUH «4acTh(M)» O3HAYaeT «MACCOBYIO YacTh(M)», 3a
uckmouenrnem meromos 1.1.10, 1.1.11, 2.1.3 u 3.2.3, rae «4acth()» O3HAYACT «OOBEMHYIO
9acTh(H)» WIH «MACCOBYIO 4acTh(H)».

1. HACTOMKU TOMEOHATHYECKME MATPUYHBIE U  XHJKUE
[TOTEHLIMPOBAHUWA

METOH 1.1. HACTOUKH T'OMEOIIATUHYECKUE MATPUYHBIE HA BOJHO-
CITHPTOBOM OCHOBE, I[IPUTOTOBJIEHHBIE FE3 HATPEBAHUA

Ecmu wHOe He yKa3aHO, HACTOWKM TOMEOIATHYECKHE MATPUYHBIE TOTOBAT METOJOM
Mmarnepanuu B Teuenue 10-30 nueid.

Mariepanuss MOkeT OBITH 3aMEHEHa JTMUTEIbHON Marieparuei (He Oosee 60 cyr) wmm
OYEHBb JUINTENbHON Maneparmedl (He Oonee 180 cyt), npu ycioBum, uyTo OyAET MOKa3aHO, YTO
KAaueCTBO MOJYYEHHOW HACTOMKM TOMEONATUYECKOM MATPUYHOM TaKoe ke, KAK M y HAaCTOMKH,
IPUTOTOBJICHHON METOJIOM MallepalyH.

Ecrmu mHOe He yka3aHO MHOE, MaKCHMallbHas TeMIlepaTypa B MPOIECCEe MPUTOTOBICHUS
He JI0JDKHA TpeBbImats 25 °C.



METO/ 1.1.1 (TOMEONATUYECKASA ®APMAKOIIESI TEPMAHUU (JAJIEE
reor (HAB) la: HACTOMKH IT'OMEOIIATUYECKHUE MATPUYHBIE U KUJIKUE
PA3BEJIEHU )

Metox 1.1.1 ucnonb3yrOT IS TOJTYYEHUS HACTOWKH TOMEONATHYECKOW MAaTPHUYHOU W3
CBEXXET0 JIEKAPCTBEHHOTO PACTUTEIBHOTO CHIPbA, coaepikamiero He MeHee 70 % oTkaToro coka
U HE cojepxamero 3QUPHBIX Macel, CMOJIy WM ciau3b. HacToliku romeonaruyeckue
MaTPUYHBIC TPEACTABISIIOT CO0OM CMECH pPaBHBIX YacTel OTKaThiXx cOKOB W 3TaHoja (90 %
(06/00)).

H3MenbueHHOE JIEKAapCTBEHHOE PACTHTEIBHOE CBIPhE OTKHUMAIOT. [lomydeHHBIH COK
B3BEIIMBAIOT M HEMEIICHHO CMEIIMBAalOT ¢ paBHOM Maccoii stanona (90 % (06/00)).
OTcTamBarOT B 3aKPBITON €MKOCTH B TEUCHHE HE MEHEE IISATH CYTOK U 3aTeM (PHIIBTPYIOT.

KoppexTupoBanue cnenupuuupyemMoro 3HA4YeHUS, YKA3aHHOIO B 4YaCTHOM
(papmakoneiiHoi craTbe

OnpenensroT MPOIICHTHOE cojiep)kaHue cyxoro ocrarka (2.1.8.15) wm, rae npeanucaso,
CoJIep’)KaHWEe aKTUBHBIX KOMIIOHEHTOB B (pribTpaTe B MpOICHTax. PaccumThiBaioT Tpebyemoe
KosmyectBO sTanona 50 % (06/06) (A1) B kuimorpamMmmax, 1o hopmysie:

m x (N — No) @
1 =
NO
rac m — Mmacca q)HHBTpaTa B KI/IHOFpaMMaX;
Ny — COJIEp)KAaHME CYXOr0 OCTaTKa B MPOLEHTAX WM COJEpPKAaHUE AKTUBHBIX
KOMIIOHCHTOB B HpOHeHTaX, KaK YKaSaHO B IIEICTHOI‘/'I q)apMaKOHeﬁHOﬁ
CTaThE;
Nx — conepx(aHI/Ie CYXOFO OCTaTKa B HpOI_IeHTaX NJIn COI[ep)I(aHI/IC AKTHUBHBIX

KOMIIOHEHTOB B (PMIIbTpPATE B NPOLICHTAX.

@OuabTpaT CMEIIMBAIOT C paccYMTaHHbIM KosudecTBoM dtanona (50 % (06/00)),
OTCTaMBAIOT B TEUCHHE HE MEHEE IATH CYTOK. 3aTeM (QHIBTPYIOT IPH HEOOXOAUMOCTH.

IHorenuupoBanue

[TepBoe «mecaruunoe» pazseaeHue (D1) roToBsAT ciaeayromum 06pa3om:

— 2 4acTH HACTOWKH FOMEONaTHYeCKON MaTpUIHOM,

— 8 yacreii atanona (50 % (06/06)).

Bropoe necatuunoe passenenue (D2) roToBAT cineayromuM o0pazom:

— 1 yacTh nepBoro aecaTuuHOro passeneHus (D1);

— 9 yacreii atanona (50 % (06/06)).

[Tocneayroniye NOTEHIMPOBAHUS TOTOBST B COOTBETCTBUHM € ykazaHusMu aiis (D2).

IlepBoe «cotennoe» paszpenenue (C1) TOTOBAT cleAyOmKUM 00pa3oM:

— 2 9aCTH HACTOMKH TOMEONaTHIECKOH MaTpUUHOMH,;

— 98 yacreii atanona (50 % (06/06)).

Bropoe corennoe passenenue (C2) rOTOBST CIEAYIOMUM 00pa3oMm:

— 1 gactb nepBoro corenHoro passegenus (C1);

— 99 yacreii atanona (50 % (06/06)).

[Mocnenyrorue pa3BeficHUs TOTOBIT B COOTBETCTBHHM C ykazaHusMu s (C2).

METOJ 112 @®r (HAB) 1b: HACTOHKH TOMEOINATHUYECKHUE
MATPUYHBIE U )KUJAKUE PA3BE/IEHU )

Metox 1.1.2 ucrons3yroT IS TOTYYEHUS HACTOWKH TOMEOMATHYECKOW MAaTPHYHOU W3
CBEXKET0 MIIEYHOTO COKa (JIaTeKca) JEKapCTBEHHOTO PACTUTEIHHOTO CHIPBSI.

Hacroiiku romeomarnueckue MaTpUYHBIC TPEACTABISIIOT COOOM CMECH CBEXKEro
pPacTUTEILHOTO MJICYHOTO coka (jarekca) ¢ staHoioM (36 % (06/06)). CMEIIMBAIOT CBEXHIA
MJIEYHBIH COK (J1aTekc) ¢ 2 yacTsaMu 1o Macce 3taHoja (36 % (06/06)) u GUIbTPYIOT.



KoppekTupoBanue cneuu(puuupyemMoro 3Ha4YeHHsl, YKAa3aHHOI0 B YaCTHOI
(papmakoneiiHoi cTaTbe

OmnpenensiroT MPOIEHTHOE cojiepkanmne cyxoro ocraTtka (2.1.8.15) unm, rae npeamnucano,
COJIepKaHNEe aKTUBHBIX KOMIIOHGHTOB B (pHIIbTpaTe B MpoleHTaX. PaccumThiBaloT Tpedyemoe
KoJin4yecTBO 3Tanona 36 % (06/06) (A1) B kuiorpamMmax, 1o Gpopmysie:

m x (N, — No ) )
1 =
No
rne m — Macca QuIbTpaTa B KHJIOrpaMMax;
Ny —  coJep)KaHHE CyXOro OcTaTKa B IPOLIEHTAX WM COJIEPKAHUE aKTHBHBIX
KOMIIOHEHTOB B IIPOLICHTAX, KaK YKa3aHO B YaCTHOMH (hapMaKoIeiHON
CTaThe;
N, —  CcozepKaHHe CYXOro OCTaTKa B MPOLICHTAX WM COJACPIKAHNUE aKTHBHBIX

KOMITOHEHTOB B (PMIIbTPATE B MPOICHTAX.

@OuIbTpaT CMEIIMBAIOT C PACCYMTAHHBIM KoJM4ecTBOM dTanona (36 % (06/00)),
OTCTaWBAIOT B TEYEHUE HE MEHEE IISATH CYTOK. 3aTeM (GUIBTPYIOT IIPU HEOOXOAUMOCTH.
ITorenuupoBanue

[lepBoe «necsatuanoe» passenenue (D1) roToBAT crexyrommumM oopazom:

— 3 4acTH HACTOMKH TOMEONaTHYECKON MaTpUYHOM;

— 7 gacreii atanona 36 % (06/06).

Bropoe necsatuanoe passeacaue (D2) TOTOBAT cleAyOnUM 00pa3oM:

— 1 yacTp nepBoro aecsaTuyHoro pazseacHus (D1);

— 9 yacreii aTanona 18 % (06/06).

[Tocnenyromue pa3BeicHUs TOTOBAT B COOTBETCTBHH € YKazaHusimu uist (D2).

METO/J 1.1.3 (I'®I' (HAB) 2a: HacTOWKM roOMeONnaTHYeCKUE MATPUYHBIC M JKUJIKHE
pa3Be/ICHHS ).

Metoxa 1.1.3 uCIONB3YIOT IS TOJTYYEHUS HACTOWKH TOMEONATHYECKOW MATPHYHOU W3
CBEIKETO PACTHTEIBHOTO CBIPbs, cojaepxkamero Menee 70 % oTkaTroro coka, HMMEIOIIETO
BiIaXHOCTH Oosee 60 % (2.1.2.31) u He comeprkainero 3pupHbIe Macia U CMOJY.

Hacroliku romeonarndeckue MaTpHyHbIE C COJEp)KaHHEM STaHOJA MPUOIU3UTEIHEHO
(50 % (06/06)), TOTOBAT METOIOM MallepalliH, KaK OMMCAaHO HUXKE.

JlekapCcTBEHHOE PAaCTUTENBHOE CHIPhE B3BEIIMBAIOT, TIIATEIBHO U3MENBYAIOT, OTOUPAIOT
npoOy sl ompeesieHus MOTEPU B Macce MPH BBICYIIUBaHUU. Eciiu He mpeanucaHo WHOE, JIs
OIpEJICNICHNs] TOTepH B Macce NpH BhICymuBaHuu Oepyr HaBecky (2,00-5,00) r u cymar mnpu
temneparype 105 °C B Teuenue 2 4.

K u3MenpueHHOMY JIEKapCTBEHHOMY PAaCTHTEILHOMY CHIPHIO HEMEJICHHO MPUOABIISIOT
HE MEHee MOJIOBHHBI Macchl dtaHona 90 % (06/06), mepeMenMBalOT ¥ OCTAaBISAIOT B IJIOTHO
3aKpBITOH EMKOCTH.

Heob6xoaumoe konmuectBo 3tanona 90 % (06/06) (Az2), B KuimorpaMmax pacCYMTHIBAIOT
o ¢popmye:

mxT (3)
27 100
rac m — Macca HeKapCTBCHHOF (0) paCTI/ITe.IIBHOTO CLIpL}I B KI/IHOPpaMMaX;
T — TIOTeps B Macce IPH BRICYIIHMBAHUH JIEKAPCTBEHHOT'O PACTUTEIILHOT'O CHIPhS

B IpOLCHTAX.

Ot paccuutanHoro koauuectBa 3taHona 90 % (06/06) (Az) BBIYUTAIOT KOJIMYECTBO paHee

HpI/I6aBJ'ICHHOFO CIIMpTa, M OCTATOK CHHUpTa CMCIIHUBAIOT C HOHy‘lCHHOfI maccor. CMmech



BBIJIEpKUBAIOT He MeHee 10 cyT mpu nepruoaudeckoM BCTPSXUBAHUH. 3aTeM CMECh OT)KUMAIOT U
MOJTYYCHHYIO KUIKOCTh (PHIBTPYIOT.

KoppekTupoBanue cneuu(puuupyemMoro 3HaYeHHs, YKAa3aHHOI0 B YaCTHOI
(papmakoneiiHoi craTbe

OnpenensroT TPOIEHTHOE co/iepkanue cyxoro octatka (2.1.8.15) unwm, rae npennucaso,
COJIepKaHNEe aKTUBHBIX KOMIIOHCHTOB B (PHIIbTpaTe B MpoIleHTaX. PaccumThiBaioT Tpedyemoe
kosindectBo 3tanona 50 % (06/06) (A1) B kuiorpamMmmax, 1o Gpopmysie:

m x (N, — No ) (4)
1 =
No
rae m — Macca puIbTpaTa B KHJIOrpaMMax;
N, —  COIEp)KAaHME CyXOro OCTATKA B IPOLIEHTAX UM COAEPIKAHME aKTHBHBIX
KOMIIOHEHTOB B IIPOLIEHTAX, KaK YKa3aHO B YaCTHOU (papMaKonenHoi
CTAaThe;
Nx — COACpKAHHEC CYXOI'0 OCTaTKa B IIPOLCHTAaX WUJIW COACPKAHUC aKTUBHBIX

KOMIIOHEHTOB B (PMJIbTpPATE B MIPOLIEHTAX.

@OuabTpaT CMEIIMBAIOT C paccYMTaHHBIM KosudecTBoM dTanoia (50 % (06/00)),
OTCTaMBAIOT B TEUEHHE HE MEHEE IATH CYTOK. 3aTeM (QHIBTPYIOT IPH HEOOXOAUMOCTH.

ITorenuupoBanue

[lepBoe «necsatuanoe» passenenue (D1) roToBAT creayrommumM oopazom:

— 2 9aCTH HACTOMKHM TOMEONAaTHYECKOH MaTpUYHOMH,;

— 8 yacreii atanona 50 % (06/00).

Bropoe necsatuanoe pazseacaue (D2) TOTOBAT cleAyOnUM 00pa3oM:

— 1 yacTp nepBoro aecsaTuyHoro pazseacHus (D1);

— 9 yacreii atanona 50 % (06/06).

[Tocnenyromniue pa3BeieHUs TOTOBAT B COOTBETCTBHUU ¢ yKazaHusaMu i (D2).

[TepBoe «corennoe» pazseaeHue (C1) roToBsT ciieyronmmM o00pa3om:

— 2 4acTU HACTOWKH rOMEONaTHYeCKON MaTpUYHOM;

— 98 yacreii aTanona 50 % (06/00).

Bropoe corennoe pa3sezenue (C2) roToBsT B CIEIYIOIUM 00pa3oM:

— 1 yacte nepBoro coreHHoro passeaenus (C1);

— 99 yacreii sTanona 50 % (06/00).

[Tocnenyromniue pa3BeeHNs TOTOBAT B COOTBETCTBUHU € ykazaHusMu i (C2).

METOJI 114 (I'®I' (HAB) 2b: HACTOMKH TOMEOIIATUYECKHE
MATPUYHBIE U )KUJAKUE PA3BEJEHUS)

Metoa 1.1.4 ucnons3yroT Ui MOJIY4YEHUS HACTOWKM TOMEONaTHYECKOW MAaTpUYHOU M3
CBEXKET0 JIEKAPCTBEHHOTO PACTHTEIBHOTO CHIPhs, cojepxkamiero menee 70 % omkartoro coka, ¢
BIIQXXHOCTBIO Oosiee 60 % (2.1.2.31) u He copeprkaiero 3pUpHbIC Macia U CMOJTY.

Hacroiiku romeonarnueckie MaTpUYHbBIE C COAEpKaHHUEM 3TaHoja okoio 36 % (06/00)
TOTOBSIT METOZOM MallepaLiy.

JIekapCTBEHHOE PACTUTEIFHOE CHIPhE B3BEIIMBAIOT, TIIATEIHHO W3MEIBUYAIOT, OTOMPAIOT
npoOy JUIsl omnpeAeseHns MOTepH B Macce MpH BhICYIIMBaHUU. Ecnu He mpennucano wHoe, s
OTIpEe/ICTICHUsT TIOTEPU B Macce MpH BhICylmBaHuu OepyT HaBecky (2,00-5,00) r m cymar npu
temneparype 105 °C B Teuenue 2 u.

K u3MenpyeHHOMY JIEKapCTBEHHOMY PACTHUTEIHLHOMY CBHIPHIO HEMEIUICHHO MPHOABIISIOT
HEe MeHee MOJOBUHBI Macchl dTaHoda 70 % (06/06), mepeMenMBalOT ¥ OCTABJISIOT B IUIOTHO
3aKpBITON EMKOCTH.

Heo6xoaumoe tpebyemoe komudecTBo 3tanoia 70 % (06/06) (Az), B kunorpammax, s
Macchl (M) UCXOIHOTO ChIPhSI, PACCUUTHIBAIOT IO (GOPMYJIE:



mxT (5)

A, = ——
2
100
rac m — Macca JICKApCTBCHHOI'O paCTUTCIIbHOI'O ChIPbA B KUJIOI'paMMax;
T — MOTEPA B MACCC IIPU BBICYHIMBAHHUU JICKAPCTBECHHOI'O PACTUTEIIBHOI'O ChIPhA

B IIPOLICHTAX.

Ot paccunrannoro konudectsa sranona 70 % (06/06) (A,) BBIMUTAIOT KOJTMYECTBO paHee

npuOaBIECHHOIO CIUPTA, M OCTATOK CIMpPTAa CMEIIMBAIOT € II0JIydeHHOM Maccoil. Cmech
BbIIepkUBatOT He MeHee 10 cyT npu nepuoAnueckoM BCTPSIXUBAHUU. 3aTEM CMECh OTKUMAIOT U
MOJYYEHHYIO KUAKOCTh (PHIBTPYIOT.

KoppexTupoBanue cnenupuuupyemMoro 3HA4YeHUS, YKA3aHHOIO0 B 4YaCTHOM
(papmakoneiiHoi craTbe

OrnpenensroT MPOICHTHOE coJiep)kaHue cyxoro ocrarka (2.1.8.15) wnm, rie npeanucaso,
CoJepKaHNEe aKTUBHBIX KOMIIOHEHTOB B (HIIbTpaTe B MpoleHTax. PaccumThiBaioT TpeGyemoe
KOJIM4UecTBO 3Tanona 36 % (06/06) (A1), B kuiiorpammax, mo dpopmyiie:

m x (N — No) ©)
1 =
NO
rac m — Mmacca q)HHBTpaTa B KI/IHOFpaMMaX;
Ny —  COJIEp)KaHUE CYXOro OCTaTKa B IMIPOLIEHTAX WJIN COJECPKAHNE AKTUBHBIX
KOMIIOHCHTOB B HpOI_[CHTaX, KaK YK3.33.HO B IIEICTHOI‘/'I q)apMaKOHefIHOfI
CTaThbe;
Nx — conepx(aHI/Ie CYXOFO OCTaTKa B npoueHTax NJInu cozlepxcaHHe AKTUBHBIX

KOMIIOHEHTOB B (PMJIbTPATE B MIPOLIEHTAX.

@OuIbTpaT CMEIIMBAIOT C PacCYMTAHHBIM KOJUYecTBOM dTaHoia (36 % (06/00)),
OTCTaMBAIOT B TEUCHHE HE MEHEE IATH CYTOK. 3aTeM (QHIBTPYIOT IPH HEOOXOAUMOCTH.

IHorenunpoBanue

[TepBoe «mecaruunoe» pazseaeHue (D1) ToToBsAT ciaeayromum 06pa3om:

— 2 yacTel HaCTOWKHM rOMEONaTHYeCKOil MaTpUIHOM;

— 8 yacreii aTanona 36 % (06/06).

Bropoe necsatuunoe passeaenue (D2) roToBAT cieayromuM o0pazom:

— 1 gactp nepBoro aecsTuaHoro passeaenusd (D1);

— 9 yacreii aTanona 18 % (06/00).

[Tocnenyromuiue pa3BeieHNs TOTOBAT, B COOTBETCTBUHU € yKazaHusaMu s (D2).

METOJI 115 (I'®r (HAB) 3a: HACTOMKH TOMEOIATUYECKHE
MATPHUYHBIE U ’KUJAKUE PA3BEJEHUS)

Mertoa 1.1.5 ucnons3yercs Ui MOJy4eHUs HACTOMKM rOMEONaTH4ecKoil MaTpUyHON U3
CBEXKETr0 PaCTUTEIILHOTO CHIPhs, C BIAKHOCTRIO MeHee 60 % wmim conmeprxainero 3pupHbIe Macia
WJIH CMOJY.

Hacroliku romeonarinueckie MaTpHuHbIe ¢ coliepanueM sTanona 65 % (06/06) roropsr
METOI0M Mallepalnu.

JIekapCTBEHHOE PAaCTUTEILHOE CHIPhE B3BEIIMBAIOT, TIIATEIEHO W3MEIBUYAIOT, OTOMPAIOT
npoOy ans ompeaeneHuss Boabl (2.1.2.13) wim ans ompeneneHuss MOTEPH B Macce MpHU
BeicynBanuu (2.1.2.31). Ecnu He mpeanucaHo WHOE, JUIS ONpEIeNieHHs TIOTePH B Macce MpH
BeICyIIMBaHNH OepyT HaBecky (2,00-5,00) r u cymat npu Temneparype 105 °C B Teuenue 2 .

K u3MenpyeHHOMY JIEKapCTBEHHOMY PACTHUTEIHLHOMY CBHIPHIO HEMEIUICHHO MPHOABIISIOT
HEe MeHee MOJOBUHBI Macchl dTaHoda 90 % (06/06), nepeMenuBalOT ¥ OCTABISIOT B IUIOTHO
3aKpBITOM COCY/IE.



Heobxoaumoe kommdectBo stanona 90 % (06/06)) (A43), B kuinorpaMmax, pacCUMThIBAIOT
o popmye:

2XmXxXT ()
A3 = 100
rac m — Macca HeKapCTBeHHOI‘O paCTI/ITeJIBHOFO CLIpBﬂ B KI/IHOFpaMMaX;
T — HOTepH B MAcCCC IIPpU BbICYHIMBAHWUH J'IeKapCTBeHHOFO PACTHUTCIIBHOT'O ChIPbs

B IIPOLICHTAX.

Or paccunrannoro konuyectsa sranona 90 % (06/06) (A,) BHIMUTAIOT KOJIMYECTBO paHee

npuOaBIECHHOIO CIUPTA, M OCTATOK CIMpPTAa CMEIIMBAIOT € II0JIyueHHOM Maccoil. Cmech
BbIIEPKUBAIOT HE MeHee 10 CyT Mpu NepuoANYECKOM BCTPSIXUBAHUU. 3aTEM CMECh OTKUMAIOT U
(GWIBTPYIOT MOJIYYEHHYIO )KUKOCTb.

KoppexTupoBanue cnenupuuupyemMoro 3HA4YeHUSl, YKA3aHHOIO B YaCTHOM
(papmakoneiiHoi craTbe

OrnpenensroT MPOIEHTHOE CoJepKaHue cyxoro ocrarka (2.1.8.15) wnm, rie npeanucaso,
CoJiepKaHEe aKTUBHBIX KOMIIOHEHTOB B (HIIbTpaTe B NIpoIleHTax. PaccumTeiBaioT TpeGyemoe
kosruecTBo Tanoia 70 % (06/06) (A1), B Kkuimorpammax, mo Gpopmyiie:

m x (N — Ny ) (8)
1 =
NO
rac m — Mmacca q)HHBTpaTa B KI/IHOFpaMMaX;
Ny —  COJIEp)KaHUE CYXOro OCTaTKa B IMIPOLIEHTAX MUJIN COJIEPKAHNE AKTUBHBIX
KOMIIOHCHTOB B HpOI_[eHTaX, KaK YK8.38.H0 B IIaCTHOI‘/'I (bapMaKOHCﬁHOﬁ
CTaThbe;
Nx — conepx(aHI/Ie CYXOFO OCTaTKa B HpOI_IeHTaX NnJIin conepxcaHHe AKTUBHBIX

KOMIIOHEHTOB B (PMJIbTpPATE B MIPOLIEHTAX.

@OuIbTpaT CMEIIMBAIOT C paccYMTaHHbIM KosudecTBoM dTanoia (70 % (06/00)),
OTCTaMBaIOT B TE€YEHHUE HE MEHEE MATU CYTOK. 3aTeM QUIbTPYIOT IPU HEOOXOAUMOCTH.

IHorenunpoBanue

[TepBoe «mecaruunoe» pazseaeHue (D1) roToBsAT ciaeayromum 06pa3om:

— 3 4acTH HACTOWKH rOMEONaTHYECKON MaTpUIHOM,;

— 7 gacreii atanona 70 % (06/06).

Bropoe necatuunoe passeaenue (D2) roToBAT cieayromuM o0pazom:

— 1 gactp nepBoro aecsTuaHoro passeaenusd (D1);

— 9 yacreii aTanona 70 % (06/00).

[locnenyromue pa3BeeHUs] TOTOBSIT, B COOTBETCTBHMM C YykazaHusmMu s (D2),
UCIIOJIB3YS JUISl TIONTyYeHHsI TPeThero aecsatudHoro passeneHus (D3) sranon 70 % (06/06), a ¢
YeTBEPTOro JecsaTuuHoro passeneHus (D4) stanon 50 % (06/06).

IlepBoe «cotennoe» paszpenenue (C1) roTOBAT cieayromuM o0pa3om:

— 3 9acTH HACTOMKH TOMEONAaTHIECKOH MaTpHYHOH,

— 97 vacreii stanona 70 % (06/00).

Btopoe corennoe passenenue (C2) roTOBAT CIeAyIOMUM 00pa3oM:

— 1 gactpb mepBoro corennoro passeaenus (C1);

— 99 yacreii aTanona 50 % (06/00).

[Tocnemyromniue pa3BeieHUS TOTOBSAT B COOTBETCTBHH ¢ yKazaHusmu s (C2).



METOJ 116 (I'®I' (HAB) 3b: HACTOHKH TOMEOINATHUYECKHUE
MATPUYHBIE U )KUJAKUE PA3ZBE/IEHU )

Metoa 1.1.6 ucrons3yroT Ui MOJIYYEHUS HACTOWKHM TOMEONATHYECKOW MAaTPHYHOU M3
CBEXKEro PacTUTEIHHOTO ChIPhs, C BIAXKHOCTHIO MeHee 60 % mnu comepxaiiero >pupHbIe Macia
WINA CMOJY.

Hacroiiku romeonaTnuecKkiue MaTpuyHbie ¢ coaepxkanueM stanona 57 % (06/06) roToBsr
METO0M Malepaluu.

JlekapCTBEHHOE PACTUTENIbHOE ChIPbE B3BEIIMBAIOT, TIIATEILHO MU3MEIbYAIOT, OTOMPAIOT
npoOy mns ompeaeneHuss Boabl (2.1.2.13) wim ans omnpeneneHUss TMOTEPU B Macce TpU
BeicymuBanuu (2.1.2.31). Ecnu He mpeamucaHo WHOE, Ui ONpEAEICHHS MOTEPU B Macce Ipu
BeICylIMBaHNH OepyT HaBecKy (2,00-5,00) r u cymat npu Temneparype 105 °C B Teuenue 2 4.

K u3menpyeHHOMY JI€KapCTBEHHOMY PACTUTEIHHOMY CHIPbIO HEMEIJIEHHO MPHOAaBISIOT
He MeHee MoJoBUHBI Macchl dTaHoda 80 % (06/06), nepeMenuBalOT ¥ OCTABJISIOT B IUIOTHO
3aKpBITOM COCYJI€.

Heo6xoaumoe tpebyemoe komuuecTBo 3taHoia 80 % (06/06) (A3), B kunorpammax, s
Macchl (M) UCXOTHOTO CHIPhS, PACCYUTHIBAIOT 1O POpMYyIIE:

2XmXT 9)
A3 = 100
rac m — Macca JIeKapCTBeHHOFO paCTI/ITeJII)HOFO CI)IpI)ﬂ B KI/IJIOFpaMMaX;
T — IMOTEPsA B MACCEC IIpHU BI:ICYU.II/IBaHI/II/I JICKAPCTBCHHOI'O PACTHUTCIIbHOI'O ChIPbA

B IIPOLICHTAX.

Ot paccuuranHoro xonudectsa sranona (A,) (80 % (06/00)) BBMHMTAIOT KOIMYECTBO

paHee mpuOaBIEHHOTO CHOUPTA, U OCTATOK CIMPTAa CMEIIMBAIOT C IMOJIy4eHHON Maccoil. Cmech
BBIJICPKMBAIOT HE MeHee ueM Ha 10 cyT mpu nepuoAMYecKOM BCTPSAXMBAHUHU. 3aTeM CMECh
OTXKHUMAIOT U QUIBTPYIOT MOTYYSHHYIO KUIKOCTb.

KoppexkTupoBanue cneuupuuupyeMoro 3HA4YeHHs, YKa3aHHOTO B YacTHOM
(papmakoneiiHoi cTaTbe

OmnpenensitoT MpOIEHTHOE coepkaHue cyxoro octatka (2.1.8.15) unm, rae npenmnucaso,
coJiepKaHre aKTUBHBIX KOMITOHEHTOB B (HIIbTpaTe B TMpoleHTax. PaccumTeiBaioT Tpedyemoe
Konu4ecTBo TaHona 50 % (06/06) (A1), B kunorpammax, mo gopmyie:

m X (Ny — No) (10)
1 =
No
rae m — Macca QuibTpaTa B KWilorpammax;

Ny —  COJIep’KaHME CyXOro OCTATKa B MPOLIEHTAX WJIM COJICPKAHUE aKTHUBHBIX
KOMITOHEHTOB B IPOLIEHTAX, KAK YKa3aHO B 4YaCTHOU (apMaKonenHon
CTaThe;

Nx — COI[ep)KaHI/Ie CYXOFO ocCTaTkKa B HpOHCHTaX HNINn CO,[[ep)KaHI/IC AKTUBHBIX

KOMIIOHEHTOB B (MJIbTpPATE B MPOLICHTAX.

®uabTpaT CMEIIMBAIOT C PACCYMTAHHBIM KOJWYeCcTBOM dTaHona 50 % (06/06),
OTCTaWBaIOT B TEUCHHUE HE MEHEE IIATH CYTOK. 3aTeM QUIBTPYIOT MPU HEOOXOAMMOCTH.

IHorenuupoBanue

[TepBoe «mecaruunoe» pazseaeHue (D1) ToToBsAT caeayrommum 06pa3om:

— 3 4acTH HACTOWKH FOMEONaTHYECKON MaTpUIHOM,

— 7 gacreii atanona 50 % (06/06).

Bropoe necatuunoe pazseaenue (D2) TOTOBAT cleAyONUM 00pa3oMm:

— 1 gactp nepBoro gecsaTuuHoro passeaenus (D1);

— 9 yacreii aTanona 36 % (06/00).

Tperbe necaruunoe passenenue (D3) roToBsT ciemyronmm o0pazoMm:
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— 1 yacTp BTOpOro necatuuHoro passenenus (D2);
— 9 gacreii atanona 18 % (06/06).
[Tocnemyroiue pa3BefcHNs TOTOBAT, B COOTBETCTBHHU € YKazanusamu st (D3).

METOJI 1.1.7 (I'®I' (HAB) 3c: HACTOMKH TOMEOIIATUYECKHE
MATPUYHBIE U "KUJAKUE PA3BEJEHUSI)

Meton 1.1.7 uCnonb3yrOT Ui TOJTYYECHUS] HACTOWKH TOMEONATHYECKOW MAaTPHUYHOU W3
CBEXKEr0 PaCTUTEIBHOIO ChIPhS, C BIaXKHOCTHIO MeHee 60 % (2.1.2.31).

Hacroiiku romeonaruyeckre MaTpUYHBIC C coaepskaHuem drtaHoida 35 % (06/06))
TOTOBSIT METOJOM MallepaLliH.

JlekapCTBEHHOE PACTUTEILHOE ChIPhE B3BEIIMBAIOT, TIIATEIIEHO W3MEIBUYAIOT, OTOUPAIOT
npoOy U ompeAeseHnus MOTePH B Macce MpH BhICyIIMBaHUMU. Ecnu He mpenmucano wHoe, s
OIpeeNieHusl TIOTEpH B Macce IpH BeicymuBanuu Oepyr HaBecky (2,00-5,00) r u cymar mpu
temneparype 105 °C B Teuenue 2 u.

K u3MenbuyeHHOMY JIEKapCTBEHHOMY PACTHUTEIBHOMY CHIPHEO HEMEIUICHHO MPHOABJISIOT
HE MeHee MOoJOBUHBI Macchl dTaHoda 50 % (06/06), nepeMenuBalT U OCTABISIFOT B IUIOTHO
3aKpPBITOM COCY/IE.

Heob6xoaumoe Tpebyemoe koimdectBo 3tanosna 50 % (06/06) (As), B kujgorpamMmax, uis
Macchl (M) UCXOAHOTO CHIPhS, PACCUUTHIBAIOT 110 (GOpMYIIE:

2XmXxXT (11)
7100
rac m — Macca JIeKapCTBeHHOFO paCTI/ITeJII)HOFO CI)IpI)ﬂ B KI/IJIOFpaMMaX;
T — IMOTEPsA B MACCC IIpHU BI:ICYU.II/IBaHI/II/I JICKAPCTBCHHOI'O PACTHUTCIIbHOI'O ChIPbs

B IIPOLICHTAX.

Ot paccuutanHoro Kommuectsa sraHona 50 % (06/06) (A,) BBIMUTAIOT KOTUYECTBO paHEe

npuOaBIEHHOrO CIUPTAa, M OCTATOK CIMPTAa CMEIIMBAIOT C IOJIyueHHOH Maccoil. Cmech
BBIJICP)KUBAIOT HE MeHee 10 CyT Mpu NepruoIuYecKOM BCTPSXUBAHUU. 3aTEM CMECh OT)KUMAKOT U
(GUIBTPYIOT MOTYYCHHYIO KUIKOCTb.

KoppexkTupoBanue cnemupuuupyeMoro 3HA4YeHHs, YKa3aHHOTO B YacTHOM
(papmakoneiiHoi cTaTbe

OmnpenensroT MpOIEHTHOE coepkaHue cyxoro octaTtka (2.1.8.15) unm, rae npenmnucao,
COJIepKaHNE AKTUBHBIX KOMIIOHCHTOB B (PHIIbTpaTe B MpoOIeHTaX. PaccumThiBaloT Tpedyemoe
KoJIn4ecTBO 3Tanona 36 % (06/06) (A1), B kuiorpammax, 1mo Gpopmyiie:

m X (Ny — No) (12)
1 =
N,
rae m — Macca QuibTpara B KWJIOrpaMMax;

Ny —  COJZIep’KaHME CyXOro OCTATKa B MPOLIEHTAX WJIM COJICPKAHUE aKTHUBHBIX
KOMITOHEHTOB B IPOLIEHTAX, KAK YKa3aHO B 4YaCTHOU (apMaKonenHon
CTaThe;

Nx — COI[ep)KaHI/Ie CYXOFO ocCTaTKa B HpOHeHTaX nin CO,Z[ep)KaHI/Ie AKTUBHBIX

KOMIIOHEHTOB B (MJIbTpATE B MPOLICHTAX.

OunbTpaT CMENIMBAIOT C PACCYMTAHHBIM KOJIMYECTBOM dTaHona 36 % (06/06),
OTCTanWBaIOT B TEUCHHUE HE MEHEE IIATH CYTOK. 3aTeM QUIBTPYIOT MPU HEOOXOAMMOCTH.

IHorenuupoBanue

[TepBoe «mecaruunoe» pazseaeHue (D1) ToToBsAT caeayrommum 06pa3om:

— 3 4acTH HACTOWKH FOMEONaTHYECKON MaTpUIHOM,

— 7 gacreii atanona 36 % (06/06).

Bropoe necatuunoe pazseaenue (D2) TOTOBAT cleAyOnUM 00pa3oMm:



— 1 yacTp nepBoro aecsTuyHoro passeaeHus (D1);
— 9 yacreii atanona 18 % (06/06).
[Mocnemyrorue pa3BefcHNs TOTOBAT B COOTBETCTBHHY ¢ yKkazaHusmu s (D2).

METOJI 1.1.8 (I'®éI' (HAB) 4a: HACTOMKH TOMEOIIATUYECKHE
MATPUYHBIE U XKXUJAKUE PA3BE/IEHUS)

Meton 1.1.8 ucnonb3yroT A MOJIYYEHHUsS] HACTOMKU TOMEOINaTH4YEeCKOW MaTpU4YHOU W3
BBICYILIEHHOT'O JIEKAPCTBEHHOTO PACTUTEIHHOTO CHIPHS.

Hacroiiku romeomnatuyeckue MaTpUUHbIE TOTOBAT METOJOM Malepalud WU
nepkoyanuu. Mcnonp3yroT 1 4acTh BRICYHICHHOTO JICKAPCTBEHHOT'O PACTUTENBHOTO ChIphs U 10
yacTeil 3TaHOja COOTBETCTBYIOIIEH KOHIEHTpaiuu (O6e3Boaubii, 96 % (06/06), 90 % (06/06),
80 % (06/06), 70 % (06/06), 50 % (06/06), 36 % (06/00), 18 % (06/06)), ecnu He yKa3aHO HHOE B
YaCTHOM (papMaKONerHHOM CTaThe.

Ilpouzeoocmeo memodom mayepayuu. Ecau WHOE HE MPEANNCAHO, HU3MEIBYEHHOE
JICKapCTBEHHOE PACTUTENBHOE CBhIPhE TIIATEIHHO CMEHIMBAIOT C 3TAHOJIOM COOTBETCTBYIOIIEH
KOHIIEHTPAIIUU U OCTABJISIOT B 3aKPBITOM €MKOCTH B T€UEHHUE HEOOX0IuMoro Bpemenu. OcTaTok
OTJIEJISIFOT OT IMOJIYYEHHOTO H3BJICYEHHUS U MPU HEOOXOAMMOCTH OTKMMaloT. J[Be moiyuyeHHbIE
KUJKOCTH O0BETUHAIOT U PUIBTPYIOT, €CJIM 3TO HEOOXOIUMO.

Ilpouszeoocmeo  memooom  nepkoasyuu. llpyw  HEOOXOIUMOCTH  HM3MEIHYAIOT
JICKapCTBEHHOE PACTUTEIBHOE ChIPhE, TIIATEIBHO MEPEMEIINBAIOT C TIOPIHEH 3TaHoja
COOTBETCTBYIOIIEH KOHIIGHTPAIlMM M BBIICPKUBAIOT B TEYEHHE HEOOXOJMMOr0 BPEMEHHU.
[lepeHOCAT B TEPKOJATOP ¥ JAOT TMEPKOJATY MEUICHHO BBITEKaTh TPU KOMHATHOMU
TeMIeparype, clefs 3a TeM, 4YTOObl JKCTparupyeMoe JIEKapCTBEHHOE PACTUTEILHOE ChIpbe
BCerJa OBUIO TMOKPBITO OCTABIIUMCS STaHONOM. I[Ipu HEOOXOIMMOCTH OCTAaTOK OTKUMAIOT,
MOJYYEHHYIO KUJKOCTh OOBbEIUHSIOT C TIEPKOIISTOM.

KoppekTupoBanne cneuupuuupyeMoro 3HadYeHUsl, YKa3aHHON0 B YaCTHOM
(papmakoneiiHoi craTbe

[Ipy HEOOXOIMMOCTH TPOBEACHHUS KOPPEKTHPOBAHUS /O 3aJaHHOW KOHIIEHTPAIIHH,
pacCUUTHIBAIOT TpeOyeMoe KOJUUeCTBO (A1) 3TaHOJA COOTBETCTBYIOIICH KOHIIEHTPALMH B
KAJIOTpaMMax, JUisl TOJyYeHHUs] KOHIICHTPALWHU, YKa3aHHOW B YacTHOH (hapMaKONeWHOHN cTaThe
WM UCTIONIb3YEMOH JUIsl TOJTyueHHsI 1o cienyromueii popmyie:

m x (N — Ny ) (13)
1 =
NO
rac m — Mmacca HepKOJ'I}ITa NN MauepaTa B KI/IJ'IOFpaMMaX;

Ny —  COJIEp)KaHME CYXOro OCTaTKa B MIPOLIEHTAX WJIN COJIEPKAaHNE AaKTUBHBIX
KOMITOHEHTOB B MPOLIEHTAX, KaK YKa3aHO B 4aCTHOU (apMaKonenHon
CTaThbe;

Nx — COI[ep)KaHI/IC CYXOFO ocCTaTkKa B HpOI_IeHTaX HNINn CO,Z[ep)KaHI/IC AKTUBHBIX

KOMITOHCHTOB B IICPKOJIATE WM Mall€paTe B IPOLCHTAX.

Manepar WM MNEpPKOIAT CMEUIMBAIOT C PACCUYMTAHHBIM KOJMYECTBOM ATAaHOJIA
COOTBETCTBYIOIIEH KOHIIEHTPAIlMHM, OTCTaWBAIOT B TEYEHHWE HE MEHEe IIATH CYTOK. 3aTeM
(GWIBTPYIOT IPH HEOOXOAUMOCTH.

IMorenuupoBanue

Hacroiika romeomaTuueckass MaTpuU4Has COOTBETCTBYET IMEPBOMY JAECATUYHOMY
passenenuto (@ = D1).

Bropoe necatuunoe pazseaenue (D2) TOTOBAT cleAyONUM 00pa3oM:

— 1 yactp HacTOWKM romeonaTuieckoi matpuyHoit (D1);

— 9 yacTteil aTaHONIA B KOHIEHTPAIUU, UCTIOIB3YEMOM [T MOTYy4YEeHUs] HACTOMKH.

Tperbe necaruunoe passenenue (D3) roToBsT ciemyronmm o0pazoMm:

— 1 gacTh BTOpOTO AecATUYHOTO pa3BeneHus (D2);

— 9 wacreii aTaHONIAa B KOHIIEHTPAIIMH, HCITOJB3YEMOM IS TOTYyYeHUST HACTOMKH.
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Haunnass ¢ uderBeproro aecstuuHoro passeneHus (D4), ecnu He yka3aHO HHade B
yacTHOW (hapMaKoNeiHOW cTaThe, UCONB3YIOT 3TaHoa 50 % (06/06), U TOTOBAT, KaKk yKa3aHO
s (D3).

[lepBoe «cotennoe» pazeneHue (C1) TOTOBAT CleAyOMIMM 00pa3oM:

— 10 gacreii HacTOlKK ToMeonaTndeckoit MmarpuuHoit (D1);

— 90 yacreii TaHOIa B KOHIICHTPAIIUH, UCTIOIB3YEMOM JIJIS ITOJTyYEHHS] HACTOWKH.

Bropoe corennoe pazsenenue (C2) roToBAT CISIYIONIM 00pa3oM:

— 1 gacTp epBoro corernHoro pazseaeHus (C1);

— 99 yacreii stanona (50 % (06/06)), ecnu He yka3aHO WHAYE B YaCTHOM (hapMaKOICHHOM
cTartbe.

[Tocnemyromiue COTCHHbBIC Pa3BEICHUS TOTOBST, B COOTBETCTBUH ¢ ykazanusmu s (C2).

METOJI 119 (eI (HAB) 4b: HACTOMKH TOMEOIIATUYECKHE
MATPUYHBIE U XKXUJAKUE PA3BE/IEHUS)

Meton 1.1.9 ucnonp3yroT A MOJIYYeHHUs] HAaCTOMKU TOMEONaTHYecKOW MaTpUYHOU U3
CBIPbS )KHBOTHOT'O IIPOUCXOXKICHHS (32 UCKIIFOYCHUEM NAaTOJIOTHYECKOTO MaTepHaa).

Hacroiiku romeomaTtudeckue MaTpUUHbIE TOTOBAT METOJOM Mallepallud WU
nepkossinuu. Mcnonb3yror 1 uacte cwippst M 10 wyacTeil 3TaHONAa COOTBETCTBYIOLIEH
KoHIeHTpanuK (06e3BoaHbIi, 96 % (06/06), 90 % (06/06), 80 % (06/06), 70 % (06/06), 50 %
(06/06), 36 % (06/06), 18 % (06/00)), eciu He yKa3aHO UHOE B YACTHOM (hapMaKOICHHON cTaThe.

IIpouzeoocmeo memooom mayepayuu. Ecnu He yka3zaHO WHOE, M3MEIbUYEHHOE ChIPhE
TIIATEJIBHO CMEIIMBAIOT C ATAHOJIOM COOTBETCTBYIONICH KOHLEHTPAIMM W OCTAaBISIIOT B
3aKpBITOM €MKOCTH B T€UEHHE HEOO0XOAMMOro BpemeHH. OCTaTOK OTHENSAIOT OT MOJIYYEHHOTO
U3BJICUCHHS] M TP HEOOXOTUMOCTH OTKUMAIOT. /[Be MOIYYEHHBIC KUAKOCTH OOBEAMHSIOT U
GUIBTPYIOT, €CIIH 3TO HEOOXOIUMO.

IIpoussoocmeo memodom nepkonayuu. IIpu HEOOXOIMMOCTH CBHIPhE H3MEIBYAIOT |
THIATENTFHO TEPEMENIMBAIOT C MOPLHUEH 3TaHOJa COOTBETCTBYIOLIEH KOHIEHTPALMU U JAIOT
MOCTOATh B TE€YEHHE HEOOXOAUMOro BpeMeHH. IlepeHocAT B MEPKOIATOp U JAIOT MEPKOJIATY
MEIJICHHO BBITEKATh MpPU KOMHATHOM TemrepaType, clefs 3a TeM, YTOOBl IKCTparupyemoe
JICKApCTBEHHOE PACTUTEIIBHOE CBHIPhE BCErjga OBUIO IMOKPHITO OCTABIIMMCS STaHOIOM. [lpu
HEOOXOIUMOCTH OCTATOK OTKUMAIOT, MMOTYYCHHYIO KUAKOCTh O0BEAUHSIOT C IEPKOJISTOM.

[Ipumeuanue. Crnenyer coOMOAaTh CIACAYIOMYIO CKOPOCTh TMEPKOJIUPOBAHMS TPHU
3arpysKe ChIpbs:

— o 1 xr: 10-15 kamnens/MuH;

— 1o 2 xr: 20-25 karmens/MHH;

— 10 3 kr: 30-35 karens/MuH;

— 10 10 kr: 40-70 xamens/MuH.

KoppekTupoBanne cneuupuuupyeMoro 3Ha4YeHUsl, YKa3aHHOT0 B YaCTHOM
(papmakoneiHoi craTbe

[Ipy HEOOXOIMMOCTH TPOBENCHHS KOPPEKTHPOBAHUS JO 3aJaHHOW KOHIIEHTPAIIHH,
PacCUMTHIBAIOT TpeOyeMoe KONU4ecTBO (A1) ITaHOJAa COOTBETCTBYIOLICH KOHICHTpPALUH B
KUJIOTpaMMax, JUIsl MOJIy4E€HUsl KOHIIEHTpAIH, yKa3aHHOW B 4acTHOM (hapMakonelHON craThe
WX UCTIONIb3YEMOH /ISl TOJTyYeHUs 110 clenyroleit popmyie:

mX (Nx_NO) (14)
1 =
N 0
rac m — Macca MCPKOJIATa UM MallepaTa B KWJIOTpaMMaXx;

N, — COJepiKaHHE CYyXOro OCTaTKa B MPOIICHTAaX MJIN COACPIKaHNE aKTUBHBIX
KOMITOHEHTOB B IPOLIEHTAX, KaK YKa3aHO B 4YaCTHOU (apMaKonenHon
CTaThE;

Nx — COHACPpIKaHUEC CYXOI'0 OCTAaTKa B NPOUCHTAX WJIN COACPKAHUEC aKTUBHBIX

KOMITOHCHTOB B IICPKOJIATE WM Mall€paTe B MIPOLCHTAX.
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Marnepar wWid TEpKOJSIT CMEIIMBAIOT C PACCYUTAHHBIM KOJIMYECTBOM 3TaHOJIA
COOTBETCTBYIOIIEH KOHIIEHTpallMM, OTCTaMBAaIOT B TEYEHHWE HE MeEHee MATH CYTOK. 3areM
GUIBTPYIOT PU HEOOXOAMMOCTH.

IMoTenuupoBanmue

Hacroiika romeomaTuueckass MaTpU4HAas COOTBETCTBYET MEPBOMY JAECATHYHOMY
passenenuio (@ = D1).

Bropoe necsaruuanoe pazseacaue (D2) TOTOBAT cleAyONUM 00pa3oM:

— 1 yacTp HacTO¥KM romeonarndeckor MarpudHoi (D1);

— 9 yacTeii aTaHONIA B KOHIEHTPAIUHU, HCIIOIB3YEMOM I OTYyYCHUsT HACTOMKH.

Tpetwe necarnunoe pasBeaenue (D3) roToBAT cneayonmm o0pa3om:

— 1 gactp BrOporo aecaruyHoro passeneHus (D2);

— 9 yacreil aTaHOIa B KOHLIEHTPALIUHU, UCTIOIB3YEMOH /IJIsl OTyYEHHUS! HACTOMKHU.

Hauunas c¢ uyerBeproro necsaruunoro passenenust (D4), ecnu He yka3aHO WHaye B
yacTHOM (hapMaKomeiHo# craThe, HCmoab3yroT 3TaHod (50 % (06/06)), U TOTOBAT KaK yKa3aHO
s (D3).

[lepBoe «cotenHoe» paszBenenue (C1) roTOBAT cleAyrOmuM 00pa3oMm:

— 10 gacreii HacTOl KK ToMeonaTndeckoit marpuuHoi (D1);

— 90 yacTeii sTaHONIAa B KOHIICHTPAIMH, UCIIOJIb3YEMOM ISl MOTYYEeHUS HACTOUKH.

Bropoe corennoe passenenue (C2) roToBAT CICIYIONIAM 00pa3oM:

— 1 yactb nepBoro corennoro passeaenus (C1);

— 99 yacreii atanona (50 % (06/06)), ecinu He yKa3zaHO WHAYE B YaCTHOM (hapMaKOIernHOH
CTaThbe.

[Tocnemyromue COTEHHBIE Pa3BeICHHS TOTOBIT B COOTBETCTBUU C yKazaHusMu it C2.

METO/] 1.1.10 (Papmakonesi @®paHiuun)

Metoa 1.1.10 ucronb3yrOT AJs MOXYYEeHUs] HACTOMKH TOMEONAaTHYeCKOH MAaTpHUYHOU U3
JICKAPCTBEHHOT'O PACTUTENHLHOTO ChIpbsi. COCTOSHHME JIEKAPCTBEHHOTO PACTUTEIBHOTO CBIPhS
(cBexee WM BBICYIIEHHOE) MPUBOIUTCS B YACTHBIX (DAPMAKONEHHBIX CTAThAX.

Hacroliku romeonaTuieckre MaTpUUHbIE TOTOBAT METOOM MalEPalIUH.

JlekapCTBEHHOE PpACTUTENIBHOE ChIPbE M3MEJIBYAIOT COOTBETCTBYIOLIUM 00pa3oM.
Ot6uparoT poOy /Ui OmpeseNeH s OTepH B Macce mpu BbicymmBanuu (2.1.2.31), (ecnu He
npenrcalo uHoe, cymiar npu temmeparype 105 °C B TeueHue 2 4), WK I ONPEACICHUS BOJIBI
(2.1.2.13). VuyuthiBasg AaHHOE 3HAYCHHE, PACCUMTHIBAIOT M JO0ABISIFOT K JIEKAPCTBEHHOMY
PaCTUTEIBLHOMY ChIPbIO KOJIMYECTBO 3TAaHOJIA COOTBETCTBYIOIIEH KOHLIEHTPALMU, HEOOX0IUMOe
JUIS TIOJYYEHUs, €CIM He TNpeaNUCcaHO MHOE, HACTOMKM romeomnarudeckoil matpuuHoil 1 x 10
(nacroiika romeonaTuyeckas marpuunas 1:10) ¢ moaxoasImM coiepKaHueM ITaHoJa.

[TpoBonsaT Manepanuto B TeueHne He MeHee 10 cyT, mepuoguuecku BeTpsixuBast. OCTaTok
OTIEISIOT OT TIOJYYEHHOTO M3BJICYCHHUS W MPH HEOOXOTUMOCTH OTKHMAIOT TOJ JaBIICHHEM.
OObeAMHEHHBIE )KUIKOCTH BBIACP)KUBAIOT B TeUeHHE 48 4 U PUIBTPYIOT.

Jlisi HACTOEK TOMEONMAaTHYECKUX MATPUYHBIX, B KOTOPBIX OIPEIEISIOT COJEpKAHHE
AKTUBHBIX KOMIIOHEHTOB, IIPU HEOOXOJMMOCTH, NMPOBOAAT KOPPEKTHUPOBAHUE, 100ABISIs 3TaHOI
TOM € KOHIICHTPALNH, KOTOPYIO MUCIIOIb30BAIH JUISI IPUTOTOBIICHHUS HACTONKH.

IHorenuupoBanue

[TepBoe necsatuanoe paszsenenue (D1) roToBsT ciemyrommmM 06pa3om:

— 1 yacTh HACTOWKHU rOMEONaTUIECKOH MATPUYHOM;

— 9 gacTeii ATaHOJIa COOTBETCTBYIONICH KOHIICHTPAIIHH.

Bropoe necartuunoe pazseaenue (D2) TOTOBIT cleAyOUUM 00pa3oMm:

— 1 gactp nepBoro aecsaTuaHOrO pazseaenus (D1);

— 9 yacTeii 3TaHOJIa COOTBETCTBYIOIIEH KOHIICHTPALIUH.

[Mocnenyromue necITUYHBIE Pa3BEeNEHHS] TOTOBAT B COOTBETCTBHUHU C YKa3aHUSAMH IS
(D2) ¢ ncronp30BaHMEM 3TAaHOJIA COOTBETCTBYIOIICH KOHIICHTPAIIHH.

[TepBoe corennoe paspenenne (C1) TOTOBAT CAeAyOMIMM 00pa3oMm:
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— 1 yacTh HACTONKHU rOMEONATUYECKOM MATPUYHOM;

— 99 yacreii 3TaHOa COOTBETCTBYIOIICH KOHIICHTPAIIUH.

Bropoe corennoe pa3senenue (C2) roToBAT CISIYIONIAM 00pa3oM:

— 1 yacTp epBoro corernHoro pazseaeHus (C1);

— 99 yacreii sTaHOIa COOTBETCTBYIONIEH KOHIIEHTPAIIHH.

[Tocnenyrome pa3BeneHUs TOTOBAT B COOTBETCTBHHM C ykazaHusmMu s (C2) c
UCTIOJIb30BaHUEM ITAHOJIA COOTBETCTBYIOLICH KOHIICHTPALIUH.

METO/ 1.1.11 (PAPMAKOIIES ®PAHIIUN)

Meton 1.1.11 ucnons3yroT [id MOITY4EHHUs. HACTOMKM FOMEONaTHYECKONH MaTpUYHOU U3
CBIPbsI JKUBOTHOT'O ITPOMCXOKACHUS (32 UCKIIFOYEHUEM [TATOJIOIMUYECKOr0 MaTepHaa).

Hacroiiku romeonarnyeckue MaTpuuHbIe TOTOBAT METOIOM Mallepaliim.

MaccoBoe COOTHOILIEHHE MCXOJHOIO ChIpbS M HAaCTOMKH MOMEONaTHYeCKOW MaTpUYHOU
00br4HO cocraBisier 1 k 20 (1:20). K ucxomHOMY CHIpbIO, H3MEIBYCHHOMY COOTBETCTBYIOIUM
00pa3oM, 100aBISAIOT 3TAHOJ COOTBETCTBYIOIIEH KOHIIEHTPALUHU, B KOJIMYECTBE, HEOOXOAUMOM
JUTSL TIOJTYYCHHUST HACTOMKH roMeornatudeckoi Mmatpuanoit (1:20).

ITpoBonsaT Mauepauuto B TeueHue He MeHee 10 cyT, nmepuonuuecku Bcrpsxusas. [locie
ATOrO U3BJICYEHUE CIUBAIOT U PUIBTPYIOT. BbiepxuBatoT B TeueHue 48 4 u CHOBa (QUIIBTPYIOT.

JUisi HAcToeKk IOMEOoNaTHMYECKUX MAaTPUYHBIX, B KOTOPBIX OIPEIENSAIOT COJepKaHUe
AKTUBHBIX KOMIIOHEHTOB, IIPU HEOOXOJMMOCTH, MPOBOAAT KOPPEKTHPOBAHUE, TOOABISISI 3TAHOM
TOM e KOHIIEHTPALUH, KOTOPYIO UCIIOJIb30BAIM JUIs IPUTOTOBJICHUS HACTOMKHU.

IMoTenuupoBanue

IlepBoe necstuunoe paszsenenue (D1) rotossr cnenyronmm oOpa3om:

— 1 yacTh HaCTOWKM rOMEONaTUYECKOH MAaTPUYHOM;

— 9 yacTeil 3TaHOJIa COOTBETCTBYIOLIEH KOHIICHTPALIUH.

Bropoe necsatuanoe pazseacaue (D2) TOTOBAT clieAyONUM 00pa3oM:

— 1 yactu nepBoro aecsaTuyHoro passeacHus (D1);

— 9 gacTeii 3TaHOJIa COOTBETCTBYIONICH KOHIICHTPALIUH.

[Tocnenyromue necATUUHbIE Pa3BeJCHHUs] TOTOBAT B COOTBETCTBUHU C YKA3aHUSAMM IS
(D2) ¢ ucnonp3oBaHreM 3TaHOIa COOTBETCTBYIOIIEH KOHLIEHTPALIUH.

IlepBoe cotennoe pa3enenue (C1) roToBAT cieAyoIMM 00pa3oM:

— 1 yacTh HaCTOWKHM rOMeONaTUHYeCKOH MaTPUYHOM;

— 99 yacreil 3TaHONIa COOTBETCTBYIOIIEH KOHIIEHTPAIIHUH.

Bropoe corennoe passenenue (C2) roToOBST CIEAYIOMUM 00pa3oM:

— 1 yacth nepBoro coreHnoro passenaeuus (C1);

— 99 gacreii 5TaHOIa COOTBETCTBYIOIIEH KOHIIEHTPAIIHH.

[Tocnenyronue COTeHHbIE pa3BeICHUS TOTOBAT B COOTBETCTBUM € yKkazaHUsMH Uit (C2) ¢
MCIIOJIb30BaHUEM 3TAaHOJIa COOTBETCTBYIOIIEH KOHIICHTPALUH.

METOH 1.2. BOJHO-CITHPTOBBIE ~ HACTOHKH T'OMEOIIATUYECKHE
MATPUYHBIE, IIPUT'OTOBJIEHHBIE [P HAI'PEBAHUH

METO/JBbI 1.2.1, 1.2.2. STAHOJIBHBIE U3BJIEYEHUS ITPU HATPEBAHUU
(F'eor (HAB) 18a, 18b: TEPMOOBPABOTAHHBIE HACTOWKHA
T'OMEOINNATUYECKHUE MATPUYHBIE)

Meroasr 1.2.1 m 1.2.2 wmcrnons3yroT Uil IOJY4YEHUS HACTOMKM TOMEONaTHYECKOMN
MaTPUYHOM M3 CBEXKEro JIEKAPCTBEHHOT'O PAaCTUTENBHOTO CHIPbs, cojepxamiero mexnee 70 %
oT)kaTtoro coka u Oonee 60 % Biarum (ompeaensioT MOTEPI0 B Macce MpPH BBICYIIMBAHUU
(2.1.2.31) u He conepxaiero 3QUPHBIX Macel U CMOJL.

Hacroiiku romeonaTndeckiue MaTpuyHble, IPUTOTOBJICHHBIC B COOTBETCTBHU C METOAAMU
1.2.1 (conmepxanue stanona okoiio 50 % (06/06) u 1.2.2 (comepkanue 3taHona okoio 36 %
(06/06), pencTaBisIFOT COO0H HACTOMKH CITUPTOBBIC, MPUTOTOBICHHBIE METOJIOM TEPMUYECKOM
00pabOTKU U TOMOTHUTENHLHOM Malleparu.
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JIekapCTBEHHOE PACTUTEIBHOE CHIPbE H3MENBYAI0T COOTBETCTBYIOIIUM  00pa3oM,
oTOMparoT MpoOdy I ONpeaeNeHns TIOTEPH B Macce MpH BhICYyIIMBaHNH. Ecim He mpeamnucano
MHOE, JIJIsl ONPEeIeNICHHsI TOTEPH B Macce MPH BhICYIIMBaHUU OepyT HaBecky 2,00-5,00 r u cymar
npu Temneparype 105 °C B Tedenue 2 4.

K u3MmenbyeHHOMY JIEKapCTBEHHOMY PACTHTEIBHOMY CHIPbIO HEMEIUIEHHO MPHUOABIISIOT
HE MEHee MOJOBHHBI MAacChl 3TaHOJA YKA3aHHOM HW)KE€ KOHIEHTPALMH U JAIOT OTCTOATHCS B
XOPOLIO 3aKPBITO EMKOCTH:

—meton 1.2.1: ataron 90% (06/00);

—wmeron 1.2.2: atanon 70% (06/06).

HeoGxonumoe konmuecTBO dTaHona (A42) COOTBETCTBYIOIIEH KOHIEHTpAIMH, B
KWJIOTpaMMax, He0OXOIMMOTO JUIsi MAacChl ChIPbsI (M) pacCUUTHIBAIOT MO GopmyIie:

m-T (15)
AZ -
100
rac m — Macca JICKapCTBCHHOI'O paCTUTEIILHOI'O ChIPh B KUJIOIpaMMax;
T — IIOTeps B Macce IPH BBICYILINBAHNUH JIEKAPCTBEHHOT'O PACTUTEIBHOTO ChIPbsI

B IIPOLCHTAX.

Or PaCCUUTAHHOTIO KOJIMYCCTBA OTaHOJIA (AZ) BBIYUTAIOT KOJIHUYCCTBO paHEC

prOaBICHHOTO ATAHOJIA COOTBETCTBYIOMICH KOHIICHTPAIIUH, ¥ IOOABIISIOT Pa3HUILY K CMECH.

CwMmech, cojaeprkaniyro o0Imiee KOJUYECTBO ATaHOIa COOTBETCTBYIOIICH KOHIICHTPAIIHH,
nozorpesatoT A0 37 °C B 3aKpbITON €MKOCTH M BBIEPKUBAIOT IIPU 3TOM TEMIIEpAType B TEUECHUE
14y, mnepuoawvecku BeTpsxuBas. OXIaXIalT, BbIICPKHBalOT He MeHee 10 cyr mpu
MIEPUOANYECKOM BCTPSIXHUBAHUHU. 3aTEM MACCy OTKUMAIOT U (PHIIBTPYIOT MOJIYICHHYIO JKUKOCTb.

KoppekTupoBanue cneuuuuupyemMoro 3HaYeHHsl, YKAa3aHHOI0 B YAaCTHOM
(papmakoneiiHoi cTaTbe

OmnpenenstoT NPOIEHTHOE coiepKanue cyxoro octaTka (2.1.8.15) unu, rne Heodxoaumo,
MPOIEHTHOE cojepxkaHue ¢GuiubTpara. PaccuuThiBaroT TpeOyemMoe KOJIMYECTBO 3TaHOJIA
COOTBETCTBYIOIICH KOHIICHTpAIUH (A1), B KWIIOrpaMMax, o GpopMmyJie:

mx (N, — No ) (16)
1 =
NO
rac m — Macca (I)I/IJ'IBTpaTa B KWJIOTpaMMax;

N, —  CcOJIep’KaHWe CyXOro OCTaTKa B MPOICHTAX WU COJCPKAHNE aKTHBHBIX
KOMIIOHEHTOB B IPOIICHTAX, KaK YKa3aHO B YaCTHOU (apMaKonenHoil
CTaThe;

Nx — COHACpIKaHUEC CYXOI'0 OCTATKa B IPOUCHTAX UJIN COACPKAHUEC aKTUBHBIX

KOMIIOHEHTOB B (MJIbTpPATE B MPOLIEHTAX.

@OunbTpaT CMENIMBAIOT C HEOOXOJIUMBIM KOJIMYECTBOM JTaHOJA YyKa3aHHON HUKe
KOHIICHTPAIUH

—wmeron 1.2.1: atanon 50% (06/06);

—meton 1.2.2: ataron 36% (06/06).

OTcrauBarOT He MEHEE TISTH CYTOK. 3aTeM (QHILTPYIOT IPH HEOOXOAUMOCTH.

IMorenuupoBanue

[TepBoe «uecsTuuHOE» passeaeHue (D1) ToToBsT crieayrommm 00pazom:

— 2 9aCTH HACTOMKH TOMEONaTHIeCKON MaTpHUIHOMH,;

— 8 vacreii aTanona 50 % (06/06) (meron 1.2.1) unu stanona 36 % (06/06) (meron 1.2.2).

Bropoe necatuunoe pazsenenue (D2) roToBsT crieayronmm o0pa3oMm:

— 1 gactb mepBoro aecaTudHOro passeaenus (D1);

— 9 yacreii aTanona 36 % (06/06) (meron 1.2.1) nnu sranona 18 % (06/06) (meron 1.2.2).

Tpertbe necaruanoe passeaenue (D3) rotossr crieayromum 00pazom:

— 1 yacTh BTOpPOro JecsTuIHOro pazseaeHus (D2);
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— 9 vacreii atanona 18 % (06/006).
[Mocnemyromue pa3BeIcHNsI TOTOBAT B COOTBETCTBUM C yKazaHusmu st (D3).

METOAbLI 1.23, 124, 125 CIIUAPTO-BOJHOE WUW3BJEYEHUE IIPU
HATPEBAHUM (I'®I' (HAB) 18 ¢, 18 d, 18 e TEPMOOBPABOTAHHBIE HACTOMKH
IT'OMEOINNATHYECKUE MATPUYHBIE)

Metonpt 1.2.3 1 1.2.4 u 1.2.5 ucnonp3yroT sl MOJYYEHUS HACTOMKHA FOMEONAaTHYECKOM
MaTPUYHOM U3 CBEKETO JIEKAPCTBEHHOTO PACTUTEIBHOTO CHIPhS, COJEpIKaIIero 3(hUupHOe Maciio
uim cmodty i Menee 60 % Biaru.

Hacroliku romeonatnyeckue MaTpUdHbIe, TPUTOTOBJICHHBIC B COOTBETCTBHH C METOAAMH
1.2.3 (comepskanue staHona okojo 65 % (06/06), u 1.2.4 (comep:kanue 3taHoiga 0Koio 57 %
(06/06) n 1.2.5. (comepkanue 3TaHona okoyio 35 % (06/06) npencTaBisiOT COOONH HACTONKH
CIMPTOBBIC, MPUTOTOBIICHHBIC C MOMOIIBIO HATPEBAHMS W JIOTIOJHHUTEIBHOW Marepaiuei, Kak
OTIFICAHO HIIKE.

JIekapCTBEHHOE PACTUTEIBHOE CHIPbE W3MENIBYAI0T COOTBETCTBYIOIIUM  00pa3oM,
0oTOMparOT MpoOy uis ompeneneHus Boabl (2.1.2.13) wiu morepu B Macce MPHU BICYIIHBAHUU
(2.1.2.31). Ecnu He mpeanucaHo WHOE, JUIS OMpEIe/ICHHs TOTEPH B Macce MPHU BBICYIIMBAHUH
6epyt HaBecky 2,00-5,00 r u cymar npu temneparype 105 °C B Teuenue 2 u.

K u3MenbuyeHHOMY JIEKapCTBEHHOMY PAaCTHTEIBHOMY CHIPBIO HEMEIUICHHO MPHOABJISIOT
HE MEHEe TOJOBHHBI MAacChl dTaHOJA yKa3aHHOW HIDKE KOHICHTPAIMU U JAFOT OTCTOSIThCS B
XOPOIIIO 3aKPBITON EMKOCTH:

—meton 1.2.3: atanon 90% (06/00);

—metox 1.2.4: stanon 80% (06/06);

—meron 1.2.5: atanon 50% (06/06).

PaccuuThiBaroT TpeOyeMoe KOJUYECTBO 3TaHOJIa COOTBETCTBYIOMICH KOHIICHTpauu (As3),
B KHJIOTpaMMaXx, HEOOXO0UMOTro JUTs MacChl ChIphbs (M) 1o Gpopmyiie

A 2XmXT (17)
3 100
rac m — Mmacca J'IeKapCTBeHHOFO paCTI/ITeHBHOFO CLIpB}I B KHHOFpaMMaX;
T — TIOTeps B Macce IPH BRICYIIHMBAHWH JIEKAPCTBEHHOT'O PACTUTEIILHOT'O CHIPhS

B IIPpOLCHTAX.

OT paccCUyMTaHHOrO KONHMYeCTBA dTaHONAa (A3) BBIYMTAIOT KOJIMYECTBO paHee
nprOaBIIEHHOTO 3TaHOJIA COOTBETCTBYIOIIEH KOHLIEHTPAIMH, U TOOABISIOT Pa3HUILY K CMECH.

CwMmech, copepxkalllyro 00IIee KOJIMYECTBO 3TAaHOJIa COOTBETCTBYIOLIEH KOHIIEHTPAlMH,
nojorpesatoT 10 37 °C B 3aKpbITON €MKOCTU U BBIJIEPKHUBAIOT [P 3TON TEMIIepaType B TEUCHHE
14y, nepuoanuecku BeTpsixuBag. OxaxnaoT, BblIEpPKHUBAIOT He MeHee 10cyr mpu
NEPUOIMYECKOM BCTPSIXMBAHUH. 3aTEM MACCy OTKHUMAIOT U PUIBTPYIOT MOJYYEHHYIO KUAKOCTb.

KoppekTupoBanne cnenuupuuupyeMoro 3Ha4YeHUsl, YKa3aHHON0 B YaCTHOM
(papmakoneiiHoi craTbe

OnpenensroT MPOIEHTHOE Cojiepkanue cyxoro octaTka (2.1.8.15) wu, e Heodxomumo,
NOPOLIEHTHOE cozepkaHue ¢uibTpata. PaccuuThiBalOT TpedyeMoe KOJMYECTBO 3TaHOJA
COOTBETCTBYIOIIEH KOHIICHTpanuu (A1), B KWIOrpaMMax, dTaHoJia o Gpopmyiie:

m X (Ny = No) (18)
1 =
No
rae m — Macca QuiIbTpara B KWJIOrpaMMax;

Ny —  COJIep’KaHue CyXOro OCTaTKa B MPOLIEHTAX UJIU COAECPKaHUE aKTUBHBIX
KOMITOHEHTOB B IIPOIIEHTAX, KaK YKa3aHO B YaCTHOU (hapMakoneiHomn
CTaThe;

N, —  coJlep’KaHue CyXOro OCTaTKa B MPOLIEHTAX UIIU COJEepKaHNE aKTUBHBIX

KOMIIOHCHTOB B (I)I/IHBTpaTC B ITPOIICHTAx.
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@OuUIbTPAT CMEIIUBAIOT C PACCYUTAHHBIM KOJMUYECTBOM 3TAHOJA YKA3aHHOM HIUKE
KOHIIEHTPAIIUH:

—wmeron 1.2.3: aranon 70% (06/06);

—meton 1.2.4: stanon 50% (06/00);

—wmerox 1.2.5: aranon 36% (06/00).

OTcTanBaIOT HE MEHEe IISITH CYTOK. 3aTeM (PUIbTPYIOT IPH HEOOXOIUMOCTH.

IMoTeHuHpoBaHue

[TepBoe «aecsaTuuroe» passeaeHue (D1) rOTOBST ClieAyIOMM 00pa3oM:

— 3 4acTH HACTOMKHM TOMEONAaTHYECKON MaTpUYHOMH;

— 7 gacreii aTanona 70 % (06/06) (metoxn 1.2.3), atanoia 50 % (06/06) (meron 1.2.4) unu
stanoia 36 % (06/06) (merox 1.2.5).

Bropoe necstuunoe passesnerue (D2) TOTOBST ClieAyrOIUM 00pa3oM:

— 1 gactp nepBoro gecsaTuuHoro passeaeHus (D1);

— 9 gacreii sTanona 50 % (06/06) (metox 1.2.3), atanoina 36 % (06/06) (meron 1.2.4) unu
stanoia 18 % (06/06) (meron 1.2.5).

[Mocnenyromue AeCATUYHBIC pa3BECHKs TOTOBIT COOTBETCTBYIOIIMM 00Opa3oM. B artom
IpOIIECCEe KOHIEHTPALUS JTaHOJA YMEHBINACTCA C KaXIbIM IIAroM B IIOCIIEI0BATEIILHOCTH:

70 % (06/06) — 50 % (06/06) — 36 % (06/06) — 18 % (06/06).

METO/J 1.2.6 DTAHOJIBHBIE M3BJEYEHUSI NP HAI'PEBAHUU (I'dI’
(HAB) 18f, TEPMOOBPABOTAHHBIE HACTOMKH T'OMEOINATUYECKHUE
MATPHUYHBIE)

Metona 1.2.6 MCIIONB3YIOT UIS TOJYYCHUS HACTOWKH TOMEONATHYECKOW MAaTPHUYHOU W3
BBICYILICHHOT'O JIEKAPCTBEHHOTO PACTUTEIHLHOTO CHIPHS.

Hacroiiku romeonaTHuecKue MaTpHUYHBIC MPEICTABISIOT COOOW HACTOMKHU CIMPTOBBIC,
IPUTOTOBJICHHBIE C TIOMOIIBIO0 HATPEBaHMS M JOTIOHUTEIBHOW Malepanuei, ¢ NCIoIb30BaHuEeM
1 4YacTu BBICYIICHHOTO JIGKAPCTBEHHOTO PACTHTENBHOTO Chipbs W 10 wacteld 3TaHOJNA
COOTBETCTBYMOMICH KOHIEHTpauun 96 % (06/06), 90 % (06/06), 80 % (06/06), 70 % (06/06),
50 % (06/06), 36 % (06/06), 18 % (06/06), ecnu He yKa3aHO MHOE B YaCTHOM (papMakomerdHoi
cTaTbe.

Ecnu He ykazaHo WHOE, U3METbUCHHOE JIEKAPCTBEHHOE PACTUTEIBHOE ChIPhE TIATEIHHO
CMEIIMBAIOT C OOIIMM KOJMYECTBOM JTaHOJA COOTBETCTBYIOIIEH KOHIIEHTPAIMH, HArpeBaroT
cMech 10 37 °C B 3aKpbITOM €MKOCTH B TeueHue 1 4, mepuonndecku BeTpsxuBas. OXIIaxIaroT,
OTCTaMBAaIOT B 3aKPHITOH E€MKOCTH B TEYEHHE COOTBETCTBYHOIIEro BpemeHH. [locie sToro
U3BJICUCHHE CIUBAIOT, MAacCy OTKHUMAIOT (TIpU HEOOXOJAMMOCTH), OTKATYH IKUIKOCTh
00BETMHSIOT C U3BJICUCHHEM U (PHIIBTPYIOT.

KoppekTupoBanne cnenupuuupyeMoro 3Ha4YeHHUsl, YKA3aHHOT0 B YaCTHOW
(papmakoneiiHoi cTaTbe

OmnpenensroT MPOIEHTHOE coiepKaHue cyxoro ocratka (2.1.8.15) unu, rie Heodxoaumo,
IPOLEHTHOE cojepKaHue QuibTpaTa. PaccunThIBalOT KOJIMuecTBO (A1), B KHJIOrpammax,
ATaHOJIAa COOTBETCTBYIOIICH KOHIIEHTpAIMK, TpeOyeMoe Jisi TOJydYeHHs] KOHIICHTPAIUH,
yKa3aHHOM WJTH MCIIONIb3yEeMOH IS TPOU3BOJICTBA, 10 (hopmyie:

m X (Ny = No) 19)
1 =
No
rae m — Macca QuiIbTpara B KWJIOTpaMMax;

Ny —  CcOJIep’KaHuE CyXOro OCTaTKa B IPOLIEHTAX UIIU COAECPKAaHUE aKTUBHBIX
KOMITOHEHTOB B IIPOIIEHTAX, KaK YKa3aHO B YaCTHOU (hapMakoneiHomn
CTaThe;

N, —  coJlep’KaHHe CyXOro OCTaTKa B MPOIEHTAX WM COJAEP)KaHUE aKTUBHBIX

KOMIIOHCHTOB B (I)I/IJ'IBTpaTC B ITIPOIICHTAXx.
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OuiIbTpaT CMEUIMBAIOT C PACCUYUTAHHBIM KOJIMYECTBOM 3TAHOJA COOTBETCTBYIOIICH
KOHIICHTpaIuu. BeIIep)KUBatOT HE MeHee TISATH CYyTOK. 3aTeM (PHIBbTPYIOT TPH HEOOXOITUMOCTH.

IMoTenunpoBanue

Hacroiika romeomarudeckass MaTpUYHAas COOTBETCTBYET TIEPBOMY JIECATHUYHOMY
passezaenuto (@ = D1).

Bropoe necatuunoe pazsenenue (D2) rotoBsT criemyronmm o0pa3oMm:

— 1 yactp HacTOMKM romeonaTuieckoi matpuyHoi (D1);

— 9 yacTelt aTaHOJIA TOM K€ KOHIICHTPAIIUH.

[Mocnemyromue MecATUYHBIE pa3BEICHUS TOTOBAT COOTBETCTBYIOIIMM 0OpazoMm. B aTom
MIPOIIECCe KOHIIEHTpAIMs ATaHOJIa YMEHBINASTCS C Ka)AbIM IIaroM B IIOCJIEI0BATEIbHOCTH:
96 % (06/06) — 90 % (06/06) — 80 % (06/06) — 70 % (06/06) — 50 % (06/06) — 36 % (06/06) —
18 % (06/00).

METOAbI 1.2.7, 1.2.8. DTAHOJIbBHBIE OTBAPbI (I'®I' (HAB) 19a, 19b:
TEPMOOBPABOTAHHBIE HACTOMKHA TOMEOINATHYECKUE MATPUYHBIE)

Metoabt 1.2.7 u 1.2.8 HCHONB3YIOT Ui TOJNyYEHHs HACTOWKH TOMEONaTHYeCKOH
MaTPUYHON M3 CBEXKErO JIEKApPCTBEHHOI'O PACTUTEIBHOTO CHIPbs, conepxkamiero meHee 70 %
oTkaTtoro coka u Oosee 60 % Biaru (ompexaensieTcss MOTEpsi B Macce INPU BBICYLIMBAHUU
(2.1.2.31)) u He comepsKkaIero 3PUPHBIX Macesl K CMOJI.

Hacroiiku romeonaTnyeckie MaTpu4yHbIE, IPUTOTOBICHHBIE B COOTBETCTBUHU C METOIaMHU
1.2.7 (comepxanue 3taHoia okono 50 % (06/06)) u 1.2.8 (comepkanue 3TaHosa okojo 36 %
(06/06)), npexacraBusAOT co0OW  OTBaphl  CHHUPTOBbIE (MM OTBapbl  ATAHOJBHBIC),
IPUTOTOBJICHHBIE C TOMOIIBIO HATPEBAHUS U JIOTIOJTHUTEIEHON Mallepalty.

JIekapCTBEHHOE PACTUTENBHOE CHIPbE HM3MENBYA0T COOTBETCTBYIOIIUM  00pa3oM,
oTOMparoT MpoOdy Ul ONpeaeNeHnsl TIOTEPH B Macce MpH BhICyIIMBaHNH. Ecim He mpeanucano
WHOE, Ul OIpEJCICHUsI TIOTepH B Macce Npu BeicymmBaHuu Oepyt HaBecky (2,00-5,00)r wu
cymat npu Temnepatype 105 °C B Teuenue 2 u.

K u3MmenbyeHHOMY JIEKapCTBEHHOMY PACTHTEIHHOMY CHIPBIO HEMEIUICHHO MPHOABIISIOT
HE MEHEe MNOJOBHHBI MAacChl STaHOJA YKA3aHHOM HW)KE KOHIEHTPALUH U JAIOT OTCTOATHCS B
XOPOILO 3aKPBITON €EMKOCTH

—meton 1.2.7: stanon 90% (06/06);

—meton 1.2.8: atanon 70% (06/06).

PaccunThiBaloT TpeOyeMoe KOJIMYECTBO 3TAHOJIA COOTBETCTBYIONICH KOHICHTpalmu (Az),
B KIWJIOTpaMMax, He0OXOAMMOT0 JIJIsi MAacChl ChIphs (M) o popmyiie:

mxT (20)
42 =00
rac m — Macca HeKapCTBeHHOFO paCTI/ITeJ'II)HOFO CI)IpI)ﬂ B KI/IJ'IOl"paMMaX;
T — TOTeps B Macce NMPHU BBICYLIMBAHUHU JICKAPCTBEHHOTO PACTUTEIBHOTO ChIPbS

B IPOLICHTAX.

OT pacCYMTaHHOTO KONMYECTBA OTaHONA (A,) BBIYHTAIOT KOIMYCCTBO paHee

npuOaBIEHHOrO ATaHOJIa COOTBETCTBYIOIIEH KOHLIEHTPALIUHU, U 100aBIISAIOT Pa3HUILYy K CMECH.

CMmech, conepskallyro BCE KOJMYECTBO 3TAHOJIA COOTBETCTBYIOIIEW KOHILIEHTPALMH,
HarpeBaroT JI0 KUIEHUSI ¢ OOPAaTHBIM XOJOJMIBHUKOM U BBIJIEPKUBAIOT B TeueHue 30 MuH, eciu
HE YKa3aHO MHOE B YacTHOM QapmaxoneiHON cTartbe. OXJIaXAaloT WIK Jal0T OCTHITh,
BBIJICP)KHBAIOT B 3aKPHITOM €MKOCTH B TeueHHe 12-36 u, 3aTeM Maccy OT)KUMAIOT U (PHIBTPYIOT
MOJIyYEHHYIO )KUJKOCTb.

KoppekrupoBanne cnenuguuupyeMoro 3HAYeHUsl, YKA3aHHOIO0O B YaCTHOM
(papmakoneiiHoi craTbe

OnpeensroT MPOICHTHOE Cojiepkanue cyxoro ocratka (2.1.8.15) wm, rie HeoOxomumo,
NOpPOIIEHTHOE cojepkaHue ¢uibTpara. PaccumThiBaioT TpeOyemoe KonudecTBO (A1), B
KUJIOTpaMMax, 3TaHOJIa COOTBETCTBYIOIIEN KOHIIEHTpaluu 1o popmye:
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_mx (Ny — Np) (21)

1
No
rae m — Macca QuiIbTpaTa B KWJIorpaMmax;
Ny —  COIEpKaHHUE CYXOro OCTaTKA B MPOLEHTAX WU COAEpKAaHUE aKTUBHBIX
KOMITOHEHTOB B IPOLIEHTAX, KaK YKa3aHO B YaCTHOU (hapMaKONeHHOM
CTaThe;
N, —  COAEp’KaHHUE CYXOro OCTaTKa B MPOLEHTAX WM COACpKaHUE aKTUBHBIX

KOMIIOHEHTOB B (PMJIbTpATE B MPOLICHTAX.

@OunbTpaT CMEIIMBAIOT C PACCYMTAHHBIM KOJIMYECTBOM JTaHOJA YKA3aHHOW HWKE
KOHLICHTPALIUH:

—wmerof 1.2.7: atanon 50 % (06/06);

—metox 1.2.8: atanon 36 % (06/06).

OtcTanBalOT HE MEHEe IISITH CYTOK. 3aTeM (PUIbTPYIOT IPU HEOOXOIUMOCTH.

ITorenuupoBanue

[MepBoe «uecsaTuuHOe» passeneHue (D1) roToBsT clieayrOIIM 00pa3oM:

— 2 4acTU HACTOWKH rOMEONaTHYeCKON MaTpUYHOM;

— 8 yacreii atanona 50 % (06/06) (meron 1.2.7) nnu 3tanona 36 % (06/06) (meron 1.2.8).

Bropoe necatuunoe pa3senenue (D2) roToBsT cieayromum 00pazom:

— 1 yactp nepBoro gecsTuuHoro passeaenus (D1);

— 9 yacreii aTanona 36 % (06/06) (meron 1.2.7) nnu sranona 18 % (06/06) (meron 1.2.8).

Tpertbe necaruunoe passeaenue (D3) rotossr criemyromum 00pazom:

— 1 yacTh BTOpOro necsaTuaHoro paspeaeHus (D2);

— 9 yacreii aTanona 18 % (06/00).

[Mocnenyromue pa3BecHUs TOTOBST B COOTBETCTBHHU C yKazaHusmu st (D3).

METOAbI 1.2.9, 1.2.10, 1.2.11. 9TAHOJIBHBIE OTBAPBI (I'®I' (HAB) 19c, 19d,
19e: TEPMOOBPABOTAHHBIE HACTOWKH TF'OMEOIIATHNYECKUE
MATPUYHBIE)

Mertoaner 1.2.9, 1.2.10, 1.2.11 ucnonb3yloT IS TOTYYCHUsST HACTOWKH MATPUYHOU W3
CBEXXEr0 JIEKAPCTBEHHOI'0 PACTUTENILHOTO CBIPhS, cojeprKaliero mMeree 65 % Biaru, spupHoe
MacJo WA CMOJTY.

Hacroiiku romeonaruyeckie MaTpUyHbIEe, IPUTOTOBIEHHBIE B COOTBETCTBUHU C METO/IaMHU
1.2.9 (comepikanue sTanosna okoso 65% (06/06)), u 1.2.10 (coaepkanue 3taHona OKoio 57%
(06/06)) u 1.2.11 (comepkanue 3TaHOda 0KOJO 35 % (06/06)) MpencTaBisIOT COOOH OTBApHI
CIUPTOBBIE (MM OTBaphl STAHOJbHBIE), IPUTOTOBIEHHBIE METOJOM TEPMHUYECKONH 00pabOTKU U
JIOTIOJTHUTEIIHON Mallepalyen.

JIekapCTBEHHOE PACTUTENBHOE CHIPbE HW3MENBYAa0T COOTBETCTBYIOIIUM 00pa3oMm,
0oTOMparoT Mmpoly [uid ompenenenus Boabl (2.1.2.13) unu morepu B Macce MPU BBICYLIMBAHUU
(2.1.2.31). Ecnu He mpeanucaHo WHOE, JUIS ONPENeNICHHs MOTEPH B Macce MPH BBICYIIUBAHUU
oepyt HaBecky (2,00-5,00) r u cymar npu temneparype 105 °C B Teuenue 2 u.

K u3MmenpyeHHOMY JIEKapCTBEHHOMY PAaCTHTEIHHOMY CHIPBIO HEMEIUICHHO MPHOABIISIOT
HE MEHee TOJOBHMHBI MAacChl 3TAaHOJA YKa3aHHOW HWKE KOHIIEHTPALMU M JAIOT OTCTOSATHCS B
XOPOIIIO 3aKPBITON €EMKOCTH

—wmeron 1.2.9: atanon 90% (06/06);

—meton 1.2.10: atanon 80% (06/06);

—wmeron 1.2.11: atanon 50% (06/06).

PaccuuThIBatoT TpeOyeMoe KOJIMYeCTBO 3TaHoja (A43) COOTBETCTBYIOIIEH KOHLIEHTPAIUH,
B KWJIOIpaMMax, He00X0AUMOT0 Il Macchl ChIpbst (M) 1o Gpopmyie:

y _2><m><T
37 100

(22)
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Trac m — Macca JICKApCTBCHHOI'O PAaCTUTCIIbHOI'O ChIPb B KUJIOIpaMMax;

T — IIOTeps B Macce IIPU BBICYLIMBAHUU JIEKAPCTBEHHOI'O PACTUTEIBLHOTO ChIPbS
B [IPOLICHTAX.

OT paccyrTaHHOTO KOJHYecTBa dTaHoja (A3) BBIUHUTAIOT KOJIMYECTBO paHee
nprOaBIECHHOTO ATAHOJIa COOTBETCTBYIONICH KOHIIEHTPALMH, U T100aBIIAIOT Pa3HUILYy K CMECH.

CMmech, coaepXkalmryl0 BCE KOJIMYECTBO HTAHOJA COOTBETCTBYIOLICH KOHIEHTPAIWH,
HArpeBaroT JI0 KUIEHUs ¢ OOPAaTHBIM XOJOJMIBHUKOM U BBIIEPKUBAIOT B TeueHue 30 MuH, eciu
MHOE HE YKa3aHO B 4acTHOM (papmakomneitHoi cratbe. OXJIaxaaioT, BBIACP)KUBAIOT B 3aKPBITOM
€MKOCTH B TeueHue 12-36 4, 3aTeM Maccy OT’)KUMAIOT U (GUIBTPYIOT MOJTYUYCHHYIO KHUIKOCTb.

KoppekTupoBanne cneuuguuupyeMoro 3Ha4YeHUsl, YKa3aHHON0 B YaCTHOM
(papmakoneiiHoi craTbe

OmnpenensroT MPOIEHTHOE CoiepKanue cyxoro octaTka (2.1.8.15) wnu, rie Heodxoaumo,
MPOLEHTHOE cojaepkaHue ¢uibTpaTa. PaccunThIBalOT KOIMUYeCTBO (A1), B KHIOrpammax,
3TaHoJIa TpeOyeMOoil KOHIIEHTpauu 1o GhopmyIie:

m X (Ny = No) (@)
1 =
No
rae m — Macca QuIbTpaTa B KHJIOTpaMMax;
Ny — COJEep)KaHHWE CYXOro OCTaTKa B IPOLEHTaX WM COACPKAHUE AKTHBHBIX
KOMIIOHEHTOB B TIPOLIEHTAaX, KAaK YKa3aHO B 4YacTHOW (hapMaKONeHHOM
CTaThe;
N, — COJEp)KaHHE CYXOro OCTAaTKa B IPOLEHTaX WM COACPKAHWE AKTHUBHBIX

KOMIIOHEHTOB B (PUJIbTpATE B MPOLICHTAX.

@OunbTpaT CMENIMBAIOT C HEOOXOIUMBIM KOJMYECTBOM JTaHOJA YKA3aHHOW HHUKE
KOHIICHTPAIUH:

—meton 1.2.9: atanoin (70% (06/06));

—wmerton 1.2.10: stanon (50% (06/006)).

—wmeton 1.2.11: atanon (36% (06/006)).

BeiepKHBaOT HE MEHEe ISITH CYTOK. 3aTeM GHIbTPYIOT MPH HEOOXOTMMOCTH.

IMoTeHuupoBanue

[TepBoe «uecsTuuHOE» pa3seneHue (D1) roToBsT creayronmM 00pa3oM:

— 3 4acTH HACTOMKH TOMEONaTHIECKOH MaTpUYHOMH,;

— 7 gacreit sTanona (70 % (06/06)) (meron 1.2.9), sranona (50 % (06/06)) (metox 1.2.10)
wi 3tanona (36 % (06/06)) (meton 1.2.11).

Bropoe necsatuunoe pa3senenue (D2) roToBsT creayrommm 00pazom:

— 1 gactp nepBoro gecsTuuHoro passeaenusd (D1);

— 9 gacreit sTanona (50 % (06/06)) (metox 1.2.9), sranona (36 % (06/06)) (metox 1.2.10)
wiu 3tanona (18 % (06/06)) (meton 1.2.11).

[MTocnenyromue aecATUYHBIE pa3BelEHHUS TOTOBIT COOTBETCTBYIOIIUM 0Opa3zoM. B sTom

nmponecce KOHUCHTpauusa 3TaHOJIa YMCHBIIACTCA C KaXXAbIM IIaroM B IMOCJICIOBATCIBHOCTHU!
(70 % (06/06)) — (50 % (06/06)) — (36 % (06/06)) — (18 % (06/06)).

METOJ 1.2.12. 9TAHOJIBHBIE OTBAPBI (reor (HAB) 19f:
TEPMOOBPABOTAHHBIE HACTOMKH TOMEOIATUYECKHWE MATPUYHBIE)

Meroa 1.2.12 ncnons3yroT s MOITYYEHUST HACTOMKM TOMEONATUYECKON MaTPUYHOU M3
BBICYLIEHHOT'O JIEKAPCTBEHHOT'O PACTUTEIIBHOTO CHIPbSI.

Hacroliku romeonarnyeckue MaTpU4HbIE IPEACTABISIOT COOON ATaHOJIbHBIE OTBAphI,
MPUTOTOBIICHHBIE METOAOM TEPMUYECKOW 0OpabOTKM W JIOMOTHHUTEIHHOW Marlepaiuei, Kak
ONMCAHO HHXKE, C HCMOJIb30BAaHHEM | YacTHM BBICYHIEHHOTO JIEKAPCTBEHHOTO PACTUTEIBLHOIO
ceipbst U 10 yacTel 3TaHONA COOTBETCTBYIOIIEH KoHUeHTpaluu (96 % (06/06), 90 % (06/06),
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80 % (06/06), 70 % (06/06), 50 % (06/06), 36 % (06/00), 18 % (06/00)), ecnu He yKa3aHO UHOE B
YaCTHOM (papMaKoONeHHOM CTaThe.

N3menpueHHOE JEKApPCTBEHHOE PACTUTEIBHOE CBHIPhE TIIATEIHHO CMEIIMBAIOT CO BCEM
KOJIMYECTBOM 3TaHOJIa COOTBETCTBYIOLIEH KOHIIEHTPAIMH, HArPEBalOT O KUIIEHUS ¢ OOPAaTHBIM
XOJIOJVMJIBHUKOM U BBIICPKUBAIOT B TeueHue 30 MUH, eclii He yKa3aHo nHoe. OXITKIAI0T WU
JAIOT OCTHITh, 3aT€M BBIIEP)KUBAIOT B 3aKPBITOI €eMKOCTH B TeueHue 12-36 u.

[Tocrme ocaxaeHUs W3BICUCHHE CIMBAIOT, CHIPhE OTXKUMAIOT (TPU HEOOXOIMMOCTH),
00BEANHSIOT JIBE MOJIyYEHHBIC KUIKOCTU U (PUIBTPYIOT.

KoppekTupoBanue cneuu(puuupyemMoro 3HaYeHHsl, YKAa3aHHOI0 B YACTHOM
(papmakoneiiHoi craTbe

OmnpenensroT MPOIEHTHOE coiepKaHue cyxoro octaTka (2.1.8.15) wnu, rie Heodxoaumo,
MPOLEHTHOE cojepkaHue ¢uibTpaTa. PaccunThIBalOT KOJIMYECTBO (A1), B KHIIOTpammax,
9TaHOJA COOTBETCTBYIOIICH KOHICHTpAIuu, TpeOyemMoe /i TOJIydeHHUS KOHIICHTPAIIHH,
YKa3aHHOM WM UCTOJIb3yeMOM AJIs IPOU3BOJICTBA, 110 hopMyIie:

m X (Ny = No) @)
1 f—
No
rae m — Macca QuiIbTpaTa B KWJIorpaMmax;
Ny — COJep)KaHHWE CYXOro OCTaTKa B IIPOLEHTaX WM COACPKAHUE AKTHUBHBIX
KOMIIOHEHTOB B TIPOLIEHTAaX, KaK YKa3aHO B 4YacTHOW (hapMaKoNeHHOi
CTaThe;
N, — COJEp)KaHUE CyXOro OCTaTKa B IIPOLEHTaX WM COAEPKAHME AKTHUBHBIX

KOMIIOHEHTOB B (PMIJIBTpPATE B MIPOLIEHTAX.

@OunbTpaT CMEIIUBAIOT C PACCUUTAHHBIM KOJUYECTBOM 3TaHOJA COOTBETCTBYIOIICH
KOHIIEHTpAIIMU. BeIIep)KUBalOT HE MEHEE MATH CYTOK. 3aTeM (PUIBTPYIOT MPU HEOOXOJUMOCTH.

ITorenuupoBanue

Hacrolika roMeomarWyeckas MaTpUYHAs COOTBETCTBYET TIIEPBOMY <«IECATUIHOMY)
pa3senenuto (O = D1).

Bropoe necatuunoe pazsenenue (D2) rotoBsT crieayronmm o0pazoMm:

— 1 yacTp HacTOWKM romeonatTuieckor matpuyHoit (D1);

— 9 wacreil aTaHOJA TOH YK€ KOHIIEHTPAIIHH.

[Tocnenyromye necATUYHBIE pa3BeCHUSI TOTOBAT COOTBETCTBYIOIIUM 00pa3oM. B sTom
nporecce KOHIEHTPAIMs STaHOIAa YMEHBIIAETCS C KaKABIM IIAaroM B IIOCIIEAOBATEILHOCTH:
(96 % (06/06)) — (90 % (06/06)) — (80 % (06/06)) — (70 % (06/06)) — (50 % (06/06)) — (36 %
(06/06)) — (18 % (06/00)).

METO/J 1.2.13. 9TAHOJIBHBIE HACTOHU ('eor (HAB) 20:
TEPMOOBPABOTAHHBIE HACTOUKH TOMEOIIATUYECKHUE MATPUYHBIE)

Meton 1.2.13. HCTIONB3YIOT TS TIOJYYCHUS HACTOMKH TOMEOIIATHUECKOW MAaTPUYHON U3
BBICYIIEHHOT'O JICKAPCTBEHHOT'O PACTUTEIBHOTO CHIPHSI.

Hacroiiku romeonatnyeckue MaTpUYHBIC TPEACTABISIOT COOOM CIUPTOBBIE HACTOM,
[PUTOTOBJICHHBIE METOJIOM TEPMUYECKOM OOpabOTKM U JOIMOJIHUTENbHOM Malepanueu, c
UCTIOJIb30BaHUEM | 9acTU BBICYIIIEHHOTO JICKAPCTBEHHOTO PACTUTEIBHOTO ChIpbs M 10 uacteit
9TaHOJIa COOTBETCTBYIOMICH KoHIeHTpanuu (90 % (06/06), 80 % (06/06), 70 % (06/06), 50 %
(06/06), 36 % (06/06), 18 % (06/00)), eciiu HEe yKa3aHO UHOE B YaCTHOM (hapMaKoOIEHHOM cTaThe.

KomnyectBo »stanona (96 % (06/06)) w BOABI OYHINEHHOW, HEOOXOAUMBIX IS
JOCTHDKEHUS YKa3aHHOW KOHIICHTPAIUH dTaHOJIa, TOOABISIOTCS OTIACIBHO, KaK OMMMCAHO HIDKE.

Ecnu He ykazaHO MHOE, H3MENBYCHHOE JICKAPCTBEHHOE PACTHTEIILHOE ChIPhE TIIATEIHEHO
CMEIIMBAOT ¢ o0muM kojuuecTBoM 3Tanosia (96 % (06/06)), 3aKpbIBAlOT U BBIICPKHBAIOT
15 mun. J[06GaBnstOT BOAY OYHMIICHHYIO (IOBEICHHYIO O KHIIEHUS) W HArpeBarOT CMECh J0
KUTICHUSI C OOpPAaTHBIM XOJIOJMILHUKOM B TeueHHe 5 MUH. OXJIaKIat0T WIIH Jal0T OCTHITh, 3aTeM
BBIIEP)KUBAIOT B 3aKpbITOM eMkocTh B TeueHue 12-36 4. [locne ocaxiaeHus H3BICUYEHUE
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CIIMBAIOT, MAacCy OTXKHUMAIOT (TpU HEOOXOJUMOCTH), OTKATYIO KUAKOCTh OOBETUHSIOT C
W3BJICUCHUEM U (PHIIBTPYIOT.

KoppekTupoBanue cneuu(puuupyeMoro 3HaYeHHsl, YKAa3aHHOI0 B YACTHOM
(papmakoneiiHoi craTbe

OmnpenensroT MPOIEHTHOE CojiepKaHue cyxoro octaTka (2.1.8.15) wnu, rie Heodxoaumo,
MPOLEHTHOE cojepkaHue ¢uibTpaTa. PaccuuThIBalOT KOJIMYECTBO (A1), B KHIIOTpammax,
9TaHOJA COOTBETCTBYIOIICH KOHICHTpAIlMU, TpeOyemoe s TMONYYCHHs] KOHIEHTpAIIUH,
YKa3aHHOM WM UCTOJIb3yEeMOH I IPOU3BOJICTBA, 110 hopMyIie:

m X (Ny = No) ()
1 N,
rae m — Macca QuiIbTpaTa B KMJIorpaMMax;
Ny —  COJIepKaHue CyXOro OCTaTKa B IPOLICHTAX MIIU COACPKAHUE AKTUBHBIX
KOMITOHEHTOB B IPOLIEHTAX, KAK YKa3aHO B YaCTHOU (hapMaKomenHOn
CTaThe;
N, —  COAEp’KaHHE CYXOro OCTaTKA B MPOLEHTAX WM COAEpKAaHUE aKTHUBHBIX

KOMIIOHEHTOB B (PMJIbTpATE B MPOLICHTAX.

CMemmBaoT (QUIbTpaT C PacCUUTAHHBIM KOJIMYECTBOM 3TAHOJIA COOTBETCTBYIOLIEH
KOHIICHTpaluu. BBIIEpKUBAIOT HE MEHEE TISITH CYTOK. 3aTeM (GUIBTPYIOT P HEOOXOIUMOCTH.

IMoTenuupoBanue

Hacroiika romeonaTwueckasi MaTpuYHasi COOTBETCTBYET IEPBOMY <«IECATHUYHOMY»
passeneuuto (@ = D1).

Bropoe necsatuanoe pazseacaue (D2) TOTOBAT cleAyOnUM 00pa3oM:

— 1 yacTp HacTO¥KM romeonarudeckoir MmarpuyHoi (D1);

— 9 wacTteil aTaHOJIA TOH K€ KOHIIEHTPAIIHH.

[Tocnenyromue NecITUYHBIC Pa3BEICHHUS TOTOBAT COOTBETCTBYIOIIMM 00pa3oM. B sTom

nmponecce KOHUCHTpauusa 3TaHOJIa YMCHBIIACTCA C KaXAbIM LIAaroM B IIOCJICAOBATCIIBHOCTHU!
90 % (06/06) — 80 % (06/06) — 70 % (06/06) — 50 % (06/06) — 36 % (06/06) — 18 % (06/06).

METOH 1.3. BOHHBIE HACTOUKU T'OMEOIIATUYECKUE MATPUYHBIE,
1IPUT'OTOBJIEHHBIE BE3 HAI'PEBAHWA

METO/I 1.3.1. BOJHBIE MAIIEPATBHI (I'®T" (HAB) 49: BOJJTHBIE HACTOUKH
I'OMEOITATHYECKHUE MATPUYHBIE)

Mertopx 1.3.1 UCTIONB3YIOT ISl CBEXKETO JIEKAPCTBEHHOTO PACTUTEIBHOTO CHIPHSI.

Hacroiiku romeomnaTuueckue MaTpUUHBbIE MPEACTaBIAIOT COOO BOJHBIE MalepaThl,
IPUTOTOBJICHHBIE METOJIOM KPATKOBPEMEHHOW Mallepaly ¢ BOAOW. DTOT METOJ MUCIONb3yeTCs
UCKJTFOUUTENIFHO /ISl IPUTOTOBIICHUS JIEKAPCTBEHHBIX MPENapaToB INIa3HBIX M JIEKAPCTBEHHBIX
IIPEenapaToB Il UHBEKIIHAMN.

JlekapCTBEHHOE PACTUTENBHOE ChIPbE HM3MENBYA0T COOTBETCTBYIOIIUM  00pa3oM,
oTOMparT TPOoOy IS OmpenesieHus moTepu B Macce npu BoicymuBanuu (2.1.2.31). Eciu He
NpEeIN1caHo MHOE, JUIS ONpeAeTeHNs NOoTepH B Macce MpH BBICYINIMBAHUU OepyT HaBecky 2,00-
5,00 r u cymar nipu Temneparype 105 °C B Teuenue 2 .

Jlns pacyera xonmuecTBa BoAbI (A), B KWIOrpaMMax, HEOOXOIUMOTO JUIsSi MacChl ChIPbs

UCIIONB3YIOT (hOPMYITTY:

m x (300 — T) (26)
A= 100
Trae m — Macca HeKapCTBeHHOFO paCTI/ITeHBHOFO CI)IpBH B KI/IHOFpaMMaX;
T — IoTeps B Macce IPH BBICYIINBAHUH JIEKAPCTBEHHOTO PACTHTEIBHOTO ChIPbS
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B IIPOLICHTAX.

J106GaBisIOT M3MENbUEHHOE JIEKAPCTBEHHOE PACTUTENBHOE ChIPhE B PACCUUTAHHOE
KOJIMYECTBO BOJBI. BBIIEpKHBAIOT B TEUECHHUE 2 Y, 3aTEM CBHIPhE OTKHUMAKT U (DUIBTPYIOT
MOJIYYEHHYIO JKUKOCTb.

Hacroiiky roMeonaTuyeckyro MaTpUYHYIO0 UCIHOJIb3YIOT HEMEJICHHO, €CJIM HE YKa3aHO
UHOE.

IloTeHuupoBanue

[lepBoe «iecatuunoe» paszpenenue (D1) rorosar cienyromum odpazom:

— 3 4acTH HACTOMKHM TOMEONAaTHYECKON MaTpUYHOMH;

— 7 yacreil BObI I HHBEKIIUA.

Bropoe necsatuuanoe pazseacaue (D2) TOTOBAT cleAyONUM 00pa3oM:

— 1 yacTp nepBoro aecsaTuyHoro pazseaeHus (D1);

— 9 gacreil BOABI 7151 MHBEKITHIA.

[Mocnenyroiue pa3BeCHUs TOTOBSIT B COOTBETCTBHHU C yKazauusmu 1is (D2).

METOH 1.4. BOIHBIE HACTOUKU T'OMEOIIATUYECKUE MATPUYHDIE,
1IPUT'OTOBJIEHHBIE 11PH HAI'PEBAHHH

METO/J 1.4.1. BO/JHBIE MN3BJEYEHUA (Fror (HAB) 24b:
TEPMOOBPABOTAHHBIE BOJHBIE HACTOHKU TI'OMEOINATHYECKHE
MATPHUYHBIE)

Meton 1.4.1 uCIONB3YIOT AJISt CBEXKETO JIEKAPCTBEHHOI'O PACTUTEIBHOTO CHIPBSI.

Hacroiiku roMeonaTuyeckue MaTpUUHBIE MPEACTABISIIOT COOOM BOJHBIC H3BIICUCHUS,
KOTOpPbIE€ TOTOBAT METOJOM HarpeBaHUsi C BOJIOM, KaK OMMCAHO HMXKE. DTOT METOJ UCIOIb3YIOT
UCKJIIOYUTENBHO JJI IPUTOTOBJIEHUS TOMEOINATHYECKUX JIEKAPCTBEHHBIX IIPENapaToB s
MapeHTepaIbHOTO  MpPUMEHEHUs,  O(TaIbMOJIOTHYECKOTO0  MPUMEHEHHS W T[paHyl
rOMEONAaTUYECKUX, TOKPBITHIX 000JIOUKOH.

JlekapCTBEHHOE pACTUTEIBHOE ChIPbE M3MENBYAIOT COOTBETCTBYIOIIMM 00pa3oM,
oTOMparT TPOoOyY JUIs OmMpenesieHus moTepu B Macce npu BoicymuBanuu (2.1.2.31). Eciu He
NpEeINUCcaHo MHOE, JUIS ONpeeieHns NOTEepU B Macce MpH BBICYHIMBaHUU OepyT HaBecky 2,00-
5,00 r u cymat nipu Temneparype 105 °C B Teuenue 2 .

Jlns pacdera KoJMYecTBa BOJbI, B KWJIOTpaMMax, HEOOXOAMMOTO JJIsi MacChl ChIpbs
UCTIONB3YIOT (hOPMYTTY:

m x (400 — T) (27)
A= 100
rac m — Mmacca J'IeKapCTBeHHOFO paCTI/ITeJILHOFO CI)IpI)ﬂ B KI/IJ‘IOFpaMMaX;
T —  [OTeps B Macce MpH BBICYIIHBAHUH JICKAPCTBEHHOTO PACTUTEIBHOTO CHIPBSI

B IPOLICHTAX.

Jl0GaBisIIOT HM3MENbUEHHOE JIEKAPCTBEHHOE PACTUTENBHOE CHIPhE B PACCUUTAHHOE
KOJIMYECTBO BOJIbI. CMeCh HAarpeBaloT B 3aKPBITOW eMKocTH 710 37° C M Mo yIep >KUBAIOT TPU ITOH
TeMIeparype B TEYEHHE OJHOTO 4aca, MEpUOAMYECKH B30anThiBasg. 3aTeM OTKHUMAKOT U
GUIABTPYIOT MOTYUYEHHYIO KUIKOCTb.

Ecnu unHOe HEe 0OOCHOBAaHO, HACTOMKY TOMEOMATUYECKYI0 MATPUYHYIO HCIIOJIb3YIOT
HEMEJJICHHO.

IHorenuupoBanue

[TepBoe «mecatuunoe» pazseaeHue (D1) ToToBsAT caeayrommum 06pa3om:

— 4 yacTy HACTOWKHM rOMEOTaTHYECKON MaTPUIHOM,

— 6 yacTeil BOABI I UHBEKIIHIA.

Bropoe necatuunoe pazseaenue (D2) TOTOBAT cieAyOnmM 00pa3oMm:

— 1 yactp nepBoro aecsTuaHOrO pazseaenud (D1);
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— 9 vacreil BOABI A1 UHBEKIHIA.
[Tocnenyromue pa3BeneHus TOTOBST B COOTBETCTBUU € yKazaHusIMH 11 (D2).

METOJ 1.4.2. BO/IHBIE OTBAPBI (ror (HAB) 23b:
TEPMOOBPABOTAHHBIE BOJIHBIE HACTOMKH TOMEOIIATUYECKHE
MATPUYHBIE)

Meton 1.4.2. McTIONB3YIOT JIJIS1 CBEKETO JIEKAPCTBEHHOT'O PACTUTENBHOTO CHIPHSI.

Hacroliku romeonaruyeckue MAaTpPUYHBIE MPEACTABISAIOT COOOW BOJHBIE OTBApHI,
MIPUTOTOBJICHHBIE METOJIOM TepMuueckor o0padoTku JIPC Bomoit (HarpeBaHus ¢ BOJOM). ITOT
METOJI MCHOJIb3YETCS HCKIIIOUUTENBHO /Il IPUTOTOBJIEHMS JIEKAPCTBEHHBIX IPENapaToB s
UHBEKIUH, JIEKapCTBEHHBIX IPENapaToB IJIa3HBIX U TPaHyll TOMEONAaTHYECKHX, MOKPBITHIX
000JI0UKOH.

JlekapCTBEHHOE pACTUTEIIHOE ChIPbE M3MENIBbYAIOT COOTBETCTBYIOIIMM 00pa3oMm,
oTOMparoT npoly Ui OmpeAeicHUs morepu B Macce npu BbicymmBanuu (2.1.2.31). Eciu He
MPEeUCcCaHo WHOE, /Ui ONpEe/esIeHUs MOTepy B Macce MpH BBICYIIMBaHUU OepyT HaBecky 2,00-
5,00 r u cymat npu temneparype 105 °C B Teuenue 2 4.

Jlns pacdera KOJIMYECTBAa BOJbI, B KWJIOIpaMMax, HEOOXOAMMOIO JJIsi MacChl ChIPbA
UCIIONIB3YIOT OPMYITY:

m x (300 — T) (28)
A= 100
rac m — Mmacca JIeKapCTBeHHOFO paCTHTeJILHOFO CI)IpI)ﬂ B KI/IJIOFpaMMaX;
T —  [OTeps B Macce MpPH BBICYIIHBAHUH JICKAPCTBEHHOTO PACTUTEIBHOTO CHIPBSI

B IIPOLICHTAX.

PaccuntanHOe KOJIMYECTBO BOJBI HArPEBaIOT 10 TemrepaTypsl Boiiie 90° C u 1006aBisioT
WU3MEJIbUCHHOE JICKAPCTBEHHOE pacTUTEIbHOE Chiphe. llommepkuBaioT cMech TMpU  ITOU
TeMreparype ¢ oOpaTHBIM XOJIOAUILHUKOM B TeueHne 30 MUH. 3aTeM OTXKUMAIOT U PHIBTPYIOT
MOJIYYCHHYIO KHJIKOCTb.

Hacroliky roMeonaTuyeckyro MaTpUYHYH0 MCHOJIB3YIOT HEMEUJICHHO, €CJIM HE YKa3aHO
WHOE.

IHorenunpoBanue

[TepBoe «mecaruunoe» pazseaeHue (D1) ToToBAT ciaeayromum 06pa3om:

— 3 4acTH HACTOWKH rOMEONaTHYECKON MaTpUIHOM;

— 7 yacTeil BOBI JId MHBEKIIHUI.

Bropoe necatuunoe pazseaenue (D2) TOTOBAT cneAyonmM 00pa3om:

— 1 gactp nepBoro aecsaTuuHOro passeaeHus (D1);

— 9 vacreil BOABI A1 UHBEKIHIA.

[Tocnenyromniue pa3BeieHNs TOTOBAT B COOTBETCTBUU C yKazaHuamu 1uist (D2).

METO/ 1.4.3. BOJHBIE OTBAPBI (rer (HAB) 23a:
TEPMOOBPABOTAHHBIE BOJHBIE HACTOMKH TOMEOIIATUYECKHUE
MATPHUYHBIE)

Meton 1.4.3 ucnonb3yroT AJ1sl BBICYIIEHHOT'O JIEKAPCTBEHHOTO PACTUTEIBHOTO ChIPbSL.

Hacroiiku romeonaTHueckue MaTpUuUHBIE MPEACTAaBISAIOT cO000M BOJIHBIE OTBApHI,
MPUTOTOBJICHHBIE METOJOM TEPMHUYECKON 00pabOoTKM ¢ BOAOH. OTOT METOJ HCHOIb3YIOT
UCKJIIOYMTENIBHO Ui TPUTOTOBJIEHHS TOMEONATUYECKUX JIEKAPCTBEHHBIX IPENapaToB i
MapeHTEepPAIbHOTO  MpPUMEHEHHUs,  O(TalIbMOJIOTMYECKOTO0  NPUMEHEHHS U TpaHyid
TFOMEOIAaTHYECKUX, TOKPBITHIX 000JI0UKOH.

JIekapCTBEHHOE PACTUTENIBHOE ChIPbE U3MENIBUYAIOT COOTBETCTBYIOIIUM 00pa3oM.

CmemmBaroT | yacTb HM3MENIBUYEHHOTO BBICYHIEHHOTO JIEKAPCTBEHHOI'O PACTUTEIBHOIO
celpps ¢ 10 yacTaMM KuMsmed BOJAbI U KUIATAT ¢ OOpaTHBIM XOJIOAWIBHUKOM B TEUYEHHUE
30 MMH, eclli HEe yKa3aHO MHOE B YacTHOHM (apmakomneiHoil cratbe. OUIBTPYIOT B ropsyeMm
COCTOSIHUU.
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Ecnu mocne Toro, kak ChIpbe OTXKayd, He Oblla JTOCTUTHYTa KOHEYHAash Macca HAaCTOWKHU
rOMEONaTUYEeCKON MaTpUUHOU, paBHas 10 4acTaM, ChIpbE 3AIMBAIOT JOCTATOYHBIM KOJUYECTBOM
KMIIALIEH BOABI U OCTOPOKHO OTKUMAKOT. 110/IydeHHBIN 3KCTPAKT MCHOJB3YIOT IS MOIYy4CHUS
HACTOMKM TOMEONaTHYeCKON MaTpu4HOM B kojmdectBe 10 wacreid. Ilocie storo ¢uiabTpyror
00BEAMHEHHYIO )KUJKOCTh. DUIbTpaT ABISETCS HACTOMKON roMeonaTUH4eCcKoi MaTpUYHOM.

HacToliky roMeonaTnyecKkyr0 MaTpu4HylO HCIOJB3YIOT HEMEIJICHHO, €CJIM HE YKa3aHO
MHOE.

Jlia xpaxmanocoaep Kallero marepuana | 4acTb J€KapCTBEHHOTO PACTUTEIBHOTO ChIPhS
oOpabarbiBatoT 100 gactsamMu BoAbl. B Takux cimyyasx HacToWKa romMeonarnyeckas MaTpUYHas
COOTBETCTBYET BTOPOMY JECATUYHOMY pa3Benenuto (@ = D2).

HOTCHIII/IPOB&HI/IQ

Hacroiika romeonaTtnueckas MaTpuUyHasi COOTBETCTBYET IE€PBOMY JACCATUYHOMY
passegenuto (O = D1).

Bropoe necartuunoe passeaenue (D2) roToBAT crneayonmm o0pa3om:

— 1 yacTp HacTOIKK romeonaruuecko MarpuyHoi (D1)

— 9 yacreil BObI 11 UHBEKIIUIA.

HOCHCZ[YIOHII/Ie JOCCATUYHBIC pa3BeI[eHI/I$I TOTOBJAT B COOTBCTCTBHUH C YKaSaHI/IﬁMI/I JJIA
(D2).

METOJ 1.4.4. BOJHBIE HACTOH (Fror (HAB) 24a:
TEPMOOBPABOTAHHBIE BOJIHBIE HACTOHUKU T'OMEOIATUYECKHUE
MATPUYHBIE)

Mertona 1.4.4 UCrIONB3YIOT JUIs1 BBICYIIEHHOTO JIEKAPCTBEHHOTO PACTUTENIBHOTO ChIPbSL.

Hacroliku romeonaTuueckue MaTpUUHbIE NPEJICTABISIIOT COOOM BOJHBIE HACTOH,
IPUTOTOBJICHHBIE METOJIOM TEPMHUECKOW 0O0pabOTKU C BOJOM M JOMOJHUTEIBHOW Malepaluu.
OTOT METOA  MCHONb3YIOT  MCKIIOYUTEIBHO JUIsl  MPUTOTOBJIEHHS TOMEONATHYECKHX
JIEKapCTBEHHbIX IpenapaTtoB JUIsl HapeHTepaJIbHOTO MPUMEHEHHUs, OQTaIbMOJIOIMYECKOrO
IPUMEHEHHUS U TPaHyJl TOMEONAaTHUYECKUX, TOKPBITHIX 000JI0YKOM.

JlekapCTBEHHOE PACTUTENBHOE ChIPbE U3MENIbYAI0T COOTBETCTBYIOIUM 00pazoM.

1 4YacTh BBICYIIEHHOTO JIEKaPCTBEHHOI'O PACTUTENIBHOTO ChIpbsi JKCTparupytoT 10
4aCTSAMHU BOJBI.

TmarenbHO pacTUparoT 1 4YacTe HM3MENBYEHHOIO BBICYLIEHHOIO JIEKAPCTBEHHOTO
PACTUTENBLHOTO CHIPbS B CTYIKE C 3-5 4acTAMU BOJIbI, JAIOT MOCTOSATH 15 MUH, 3aTeM 100aBIsSIOT
OCTaBIIYIOCS BOJYy, Harperyro 10 kuneHusa. Ilomemaror cmech B BOASHYIO OaHiO U
NOJ/IEP)KUBAIOT MpU TeMnepaType Boiie 90° C B TeueHHe 5 MUH, MEPHUOAUYECKH BCTPAXMBASL.
HakpbIBaroT, OXJIaKIA0T, 3aTEM OTKUMAFOT.

Ecnu nocne Toro, Kak chlpbe aKKypaTHO OTXalli, He Oblja JOCTUTHYTa KOHEYHas macca
HAaCTOWKHM TOMEOIaTHYeCKOW MaTpu4HOM, paBHasg 10 4yacTsAM, ChIpb€ 3aJIUBAIOT JOCTATOYHBIM
KOJIMYECTBOM XOJIOJHOM BOJBI U OCTOPOYKHO OTKUMAIOT. lloydeHHBIN 3KCTPAaKT MCHOJB3YIOT
JUISL IOJTyY€HUs] HAaCTOMKHU roMeonaruueckoil MatpuuHoit o 10 yacreit. [locne 3Toro xuakoctu
00BeTMHSAIOT U GUIBTPYIOT. PUIIBTPAT ABISIETCS HACTOWKON rOMEONaTHYeCKOil MaTpUYHOM.

Ecnin He ykazaHO WHOE, HACTOMKY TIOMEOIATHYECKYH) MATPUUYHYIO HCIOIb3YIOT
HEMEUICHHO.

IMorenuupoBanue

Hacroiika romeomarndeckass MaTpU4Has COOTBETCTBYET IIEPBOMY JECATHUYHOMY
pazBenenuto (O = D1).

Bropoe necatuunoe pazseaenue (D2) TOTOBAT cleAyOnUM 00pa3oMm:

— 1 yactp HacTOWKM romeonaTuieckoi matpuyHoit (D1);

— 9 yacTeil BOJIbI JUIs1 MHBEKLIUH.

HOCHG)IYIOIIII/IG JOCCATUYHBIC pa3Be}1€HI/Ifl TOTOBJAT B COOTBCTCTBHUHU C y1(a33HI/I$[MI/I JJISL
(D2).
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METO/[ 1.5. HACTOUKHU I'OMEOIATUYECKUE MATPUYHBIE, 10J1YYEHHBIE
METO/IOM ®EPMEHTALIMHU (PUTMHUYHBIE YCJIOBHUA)

METOABI 151. M 152 ([I®I' (HAB) 21, 22 Rh HACTOWKHA
IF'OMEOINATUYECKHUE MATPUYHBIE)

Mertoast 1.5.1. u 1.5.2 ucnons3yroT A CBexkero (CoOpaHHOro U 06paboTaHHOTO MEHEe
yeM 3a 12 4) JIeKapCTBEHHOTO PACTUTEIBHOTO ChIPbs, OOBIYHO cojlepKaliero oosnee (MeTOn
1.5.1) unu menee (meron 1.5.2) 50 % (m/m) 0THKAaTOrO COKA COOTBETCTBEHHO.

Hacroiiku romeonatndyeckue MaTpuyHbIE MOJIYYalOT METOAOM (hepMEHTAllMU B CTPOTO
OTIpE/ICNICHHBIX YCIOBHSIX 0€3 JOOABJICHUS BCIIOMOTATEIIbHBIX BEIIECTB.

[Ipn HeoOxomuMMOCTH, HampuMmep, Uid KOPHEW, CBEXKee JIEKApCTBEHHOE PAacCTUTEIbHOE
ChIpb€ CHayaJla MPOMBIBAIOT BOJOM U OIOJACKUBAIOT OYMIIEHHOM BOJIOH. OTH METOMbI
UCIONB3YIOT JJIi MPUTOTOBJICHHS JIGKAPCTBEHHBIX IIPENaparoB Ui HWHBEKUUH, TIa3HBIX
JIEKAPCTBEHHBIX MPEMapaToOB U BOAHBIX PA3BEICHUN.

Memoo 1.5.1.

OTXUMAIOT U3METBUYEHHOE JIGKAPCTBEHHOE PACTUTEIHLHOE CHIPHE MOIXOSIINM CIIOCOO0M
He no3nHee 12 y nocne cOopa. HemeaneHHO nepenuBaioT OTKAThId COK B CTEKIISIHHbIE €MKOCTH,
CKOHCTPYHPOBAHHBIE TAKUM 00pa30M, 4TOOBI B 3HAYUTEIHHON CTETIEHU HE MPOITyCKAaTh BO3AYX U
o0ecrneynBaTh BO3MOKHOCTh IOA0IPEBA U OXJIAXKACHUS.

Haumnas ¢ 12-yacoBoro mepuoma cOopa yposkasi, BBIIEPKUBAIOT OTXKATBI COK B
ropsiueM-xojaoaH0M putMme (“meHb-Houb”) («Rh») 2 pasa mo 12 yacoB, HauMHas C IIEPBOTO
nepuofa OXJKICHUS Tpu Temneparype 2-6°C, ONMCAaHHOTO HIXKE, J0 3aBEpIICHUS
dbepMeHTaIU Y.

[Tomorpesator oTxkaTyro KUAKOCTh 10 35-39 °C B Teuenue 30-90 MuH 1 MOAIEPKUBAIOT
ee mpu 3Toi Temneparype. Uepe3 12 4 oxJakIaloT OTKATYIO KUAKOCTh 110 2-6°C B Teuenue 30-
90 MHH ¥ TTOIEPKUBAIOT €€ MpH ToN Temreparype. Eme uepe3 12 4 moBTOPSIOT UK, CHOBA
HOJI0TpeBast )KUJKOCTh, KaK OIMCAHO BBILIIE.

XKuakocTh OCTOPOKHO MEPEMEITUBAIOT Ha BUXpeBoi Memainke B Tedenue 180-200 mun B
TeyeHUe o0euX TeMmIepaTypHblX (a3 B Hayaje Mmpolecca, MOCTENEHHO YMEHbILIAs BpeMs
nepeMenInBaHus B TeueHue 5 Hedenb A0 10 MuH K KoHIy mpouecca (Tabmuuna 1). Ecou pH,
yKa3aHHbI B 4acTHOW (hapmakomneilHOM cTaTbe, HE OBLI JOCTUTHYT HO HCTeuYeHUH 35 CyT,
nporiecc (QepMeHTalul MPOAOIDKAIOT 10 JIOCTH)KEHUs YyKazaHHoro PH, He mnpesbimas
MaKCHUMaJIbHOI'O BpeMeHU (pepMEeHTaIluH, KOTOPOE COCTABIISIET 55 CYT.

OunbTpyrOT JUIS yAaJIeHUS ocajka (HOMHUHAJBHBIA pasmep mop He Oosee 15 Mkm).
[Tony4eHHsbli GUABTpAT ABISIETCS HACTOWKON rOMEONAaTHYECKON MaTpUYHOM.

Memoo 1.5.2.

JlekapCTBEHHOE PacTUTENIBHOE ChIPhE M3MENBYAI0T MOIXOASIIUM CIIOCOO0OM HE MO3HEe
12 4 nmocne cbopa. Jlanee BeiaepxkuBaroT npu Temmeparype 35-39 °C B Teuenue 12 4, 3aTem
oxjaxaaroT 10 2-6 °C B Teuenue 12 u B Teduenue 10-14 cyt. Ceipbe OTKUMAIOT, IEPETUBAIOT
OT)KaThli COK B CTEKJISIHHbIE €MKOCTH, CKOHCTPYHMPOBaHHbIE TakuM o00pa3oM, uTOObI B
3HAYUTEIbHON CTENEeHU HEe IMPOIYyCKaTh BO3AyX U 00ecrneunBaTh BO3MOXKHOCTh IOJOTPEBA U
oxjaxJaeHus. OTKaTblil COK IOABEPrarOT BO3JIEHCTBUIO TOPSUYErO-XOJOAHOTrO (“I€HBb-HOYL )
putMa («Rhy») 2 pa3za mo 12 vacoB, B COOTBETCTBHU C MeTOAOM 1.5.1 M ONMCaHHBIM HUXE, B
TeUeHue He MeHee 35 cyT wim 10 3aBepiieHus pepmenTaiuu (He 6omee 55 cyr).

[TomorpesatoT oTxaryro *KuAKocTh 10 35-39 °C B Teuenue 30-90 MUH U BBIIEPKUBAIOT
ee mpu AToi Temmnepatype. Uepes 12 4 ocTykarOT 0TXKaTyIO XKUAKOCTE 10 2-6°C B Teuenne 30-
90 MHH U BBIIEPKHUBAIOT €€ MpH 3Toi Temnepatype. Emie yepes 12 4 moBTOPSIOT IIMKII, CHOBA
MOJIOTpEBast )KUJIKOCTh, KaK OMHCAHO BBIIIE.

KuakocTs OCTOPOKHO MEpEeMEIIUBaAIOT Ha BUXpeBoil Memanke B Tedenue 180-200 mun B
TedeHue o0eux TemrepaTypHbIx (a3 B Hauane mpolecca, MOCTENEHHO YMEHbIIas BpeMs
nepeMeruBanus B TedeHue 5 Henenb 10 10 MuH K KoHIy mporecca (Tabmuua 1.). Ecou pH,
yYKa3aHHbIII B 4yacTHOM (apMakoneiiHoW cTaTbe, HE OBLI JOCTUTHYT NO HCTeUeHUuu 35 cyT,
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nporecc (QepMeHTAIMM MPOJOJKAIOT 10 JOCTHXKEHHS YKa3aHHoro PH, He mnpesbimas
MaKCHUMaJIbHOTO BpeMeHU (hepMEHTAIIMH, KOTOPOE COCTABIISAET 55 CYT.

QOUIBTPYIOT AN yOAICHHUS Ocajaka (HOMUHAIBHBIA pasMep mop He Oonee 15 MKM).
[Tomy4yeHHBIN GUIBTPAT SABISICTCS HACTOMKOW TOMEONaTHIECKON MAaTPUIHOM.

IMoTenunpoBanue

Mertonsr 1.5.1 u 1.5.2.

IlepBoe necstuunoe paszsenenue (D1) rorossat cienyromum odpazom:

— 1 4acTh HACTOMKH TOMEONATHYECKON MaTpuuHoi «Rhy;

— 9 gacreil BOJABI 7151 MHBEKITHIA.

[Tocnenyronue necATUYHBIE pa3BelEHUS TOTOBAT B COOTBETCTBHM C YKa3aHMSIMH JUIS
(D1).

Eciu o6bem ynakoBku mnpesbimaer 20 mil, HEOOXOAWMO MPUHATH COOTBETCTBYIOIINE
Mepbl IS O0ECTeYeHUsT MHKPOOHOJIOTMYEeCKOH YHUCTOTHI HACTOWKA TOMEONMaTHYEeCKON
MaTPUYHOM MOCIIEe BCKPBITHUS.

JlobGaBneHne  KOHCEpBAaHTOB,  OOJNAJAIOIIMX  AHTUMHKPOOHBIM  JCWCTBHEM, HE
JIOITYCKaeTCsl.

XpaHenue

[Ipu temnepatrype ot 2 °C go 15 °C B repMeTU4YHON yIAKOBKE, B 3aIIMILIEHHOM OT CBETa
MECTe.

MapkupoBka

«Rh» - cokpaliieHre 0T «PUTMaY.

Hacroiiku romeonarnyeckue MaTpUyHbIe, IPUTOTOBICHHBIE B COOTBETCTBUH C METOJAAMHU
1.5.1 u 1.5.2, a Taxoke mo0bIe MX IpenapaThl MApKUPYIOT Kak «Rhy.

Tabmuma X.X.XX.XX-1 — [Ilpumep nnawa nosmannoco COKpaweHus 6pemenu
nepemeuueanus
[Iar [IpoomKUTENEHOCTH Bpewms Bpems
niara (J1HH) nepeMenInBaHus nepeMeIInBaHus
(MuH) (=uepe3 12 1) (MuH)
[Har 1 9 180 180
[lar 2 8 80 80
lar 3 7 30 30
[Ilar 4 6 15 15
Hlar 5 5 10 10

2. TJIMLEPMHOBBIE MAIEPAThI (HACTOMKM TOMEOITATUYECKUE
MATPUYHBIE HA T'JIMLIEPUHE)

METOJ 2.1

Meron 2.1 wWCHONB3YIOT sl Malepalud ChIPbsS JKHMBOTHOTO WM PAaCTHUTEIBHOTO
npoucxoxaeHus: B raunepuHe (85 %) wim cMecHw TIMIIEpUHA W JTaHOJA COOTBETCTBYIOIICH
KOHILIEHTPALIUH.

METOABI 2.1.1. u 212 (I'®I (HAB) 42a W 42b: HACTOWKM
TOMEONATUYECKME MATPHUYHBIE HA TJWNEPMHE U UX XHUIKHUE
PA3BEJIEHHUST)

Hcnonb3yioT chIpbe JKUBOTHOTO TMPOUCXOXKICHUS — TOTBKO UTO 3a0UThIC )KUBOTHBIE WIIH
ux yacTh. JKUBOTHBIX MepepadaThIBalOT cpa3y mnocie 3a0osl.

Maunepauus

Hucneprupytor 1 4acTb TOHKO HW3MEIBYEHHOI'O >KMBOTHOTO Marepuanta B 9 dacTsax
(mecsTuuHble pa3BefeHUs) Win 99 dyacTsax (COTeHHbIE pa3BeleHus) rauuepuHa (85 %) mns
meroaa 2.1.1 wim 2,1 yactu rmmnepuna (85 %) mist metona 2.1.2
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HacrauBator He MeHee 24, 3aTeM SHEPrUYHO BCTPSAXHBAIOT. llpu HEOOXOAUMOCTH
GUIBTPYIOT.

B o0ocHOBaHHBIX ciy4asx K 1 4acTH >KMBOTHOTO MaTepuana Tepe] HU3MeIbYCHHEM
MOXHO 100aBuTh 1 uacte rimuepuHa (85 %). B cioydasx wHCHonb30BaHHS OYEHb MAJOro
KOJIMYECTBA JKMBOTHOTO MaTepHalia pPa3BEIACHHE MOXET OBbITh IMPUTOTOBICHO METOAOM
JTUCHeprupoBaHusi | dYacTH MeENKO H3MENbUEHHOTO >KHBOTHOTO MaTepuana B 99 wactax
raiepuna (85 %) (Cl wmm «D2», ecnu ucmonb3yercss IS JAJbHEHIIEro JIECATHYHOTO
pa3Be/ICHHS ).

IMoTeHuupoBanue

Memoo 2.1.1.

Bropoe necsatuunoe passeaenue (D2) ToToBAT crneayromuM o0pazom:

— 1 yacTh HACTOMKHM rOMEOMATHYECKON MaTpu4HOU Ha riunepune (D1);

— 9 vacreii riurepuna (85 %) wium sranona (18 % (06/00)).

[Tocnenyronue necATUYHBIE pa3BEAEHUS TOTOBAT B COOTBETCTBHM C YKa3aHMSIMH JUIS
(D2), HO ¢ ucnoab3oBanuem 3taHoja (18 % (06/06)) B kauecTBE HOCHTEIISL.

Btopoe corennoe pazsenenue (C2) roTOBAT ClIeayOMUM 00pa3oMm:

— 1 4yacTh HACTONKHM roMeonaTudeckoi MmarpuuHoi Ha rimiepute (C1)

— 99 yacreii sTanona (18 % (06/06)).

[Tocnemyrorine COTEHHBIC Pa3BEICHHUS TOTOBIT B COOTBETCTBUU C yKazaHusmu 1yis (C2).

Memoo 2.1.2.

[TepBoe «necsatuaroe» pazpenenue (D1) rorosr ciemyrommm od6pazom:

— 3 4acTH HACTOWKHM rOMEONaTHYeCKOH MAaTPUYHON Ha TIUIEpUHE,

— 7 yacteit BOJIbI JIJII MHBEKIIUH.

Bropoe necartuunoe passeaenue (D2) roTOBAT cneayonmm o0pa3om:

— 1 yacts (D1);

— 9 yacreil BOABI 7151 MHBEKITHIA.

[Tocneayromue MECATUYHBIE Pa3BEICHUS TOTOBAT B COOTBETCTBHH C YKa3aHHSIMH IS

(D2).

METO/J 2.1.3. (PAPMAKOIIESA ®PAHIIUN)

Hcnonp3yloT cBekee WM BBICYIIEHHOE ChIPbE PACTUTEIBHOIO MM KHUBOTHOIO
poucxoxaeHus. [latonornyecknii Marepran UCKI0YAETCs.

Mauepanus

JlekapCTBEHHOE pACTUTENIbHOE ChIPbE M3MENIBYAIOT COOTBETCTBYIOLIUM 00pa3oM.
Otbupator npoOy A omnpeneieHusl MoTepu B mMacce mpu BoicymuBanuu (2.1.2.31) unu Bogs
(2.1.2.13). Ecnu He npeanucano uHoe, cymart npu temmeparype 105 °C B Teuenwue 2 .

VYuuTeiBasgs 3TO 3HAYEHHE, pPACCUMTHIBAIOT M JOOABISIOT K  JIEKAPCTBEHHOMY
pPacCTUTEIBHOMY  CHIPbIO  KOJMYECTBO CMECH  JTAHOJIA/TJUIEpPUHA  COOTBETCTBYIOIIEH
KOHIIGHTPAallMK JAJIs TOJYy4YeHHs, €CIM HEe MPEeINUCaHO HMHOe, HACTOMKM ToMeonaTHyecKon
maTpuyHoi Ha raunepune 1 x 20 (1:20). Ilponecc mauepanuu IpoBOAST B TEUEHUE HE MEHEe
21 nHs, nepuoAnYecKH BCTpsxuBas. KuAKOCTh CIUBAIOT U MPOLEKUBAIOT MOJ IaBJICHUEM NPU
HeoOxoaumocTu. JKUaKocTu 00beIUHSIOT, BbIAEPKUBAIOT 48 4 U QUIBTPYIOT.

IHorenunpoBanue

[TepBoe necsatTuunoe passenenue (D1) roToBsT cienyronmmM 06pa3om:

— 1 9acTh HaCTONWKM rOMEONaTUYECKONH MaTPUYHON Ha TIIULEPUHE;

— 9 yacreil cMecH BOJIbI, ATAaHOJA U TVIMLEPHUHA COOTBETCTBYIOIIEH KOHIIEHTPALIUH.

Bropoe necsatuunoe passeaenue (D2) roToBAT cieayromuM o0pazom:

— 1 gacts (D1);

— 9 yacTei cMecH BOJIbl, ATaHOJIA U INIMI[EPUHA COOTBETCTBYIOIIEH KOHIIEHTPAIUH.

[Tocnenyronue necATUYHBIE pa3BeNEHUS TOTOBAT B COOTBETCTBHM C YKa3aHMSIMH JUIS
(D2), nnu ¢ ncnoabp30BaHUEM JIPYTOTo MOAXOISAIIET0 HOCUTES.

ITepBoe corennoe paspenenne (C1) TOTOBAT clieayrONUM 00pa3oM:

— 1 yacTb HaCTOMKU rOMeonaTuYecKoi MaTpUYHON Ha IIIMIEpUHE
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— 99 yacreil cMecH BOAbI, TAHOJA U TIIMLEPUHA COOTBETCTBYIOLICH KOHIICHTPALIUH.

Btopoe corennoe passenenue (C2) rOTOBAT CleayOMUM 00pa3oMm:

— 1 yactp nepBoro coreHHoro paspencuus (C1);

— 99 yacreit cMecH BO/IbI, TAHOJIA U TIIMIIEPUHA COOTBETCTBYIONICH KOHIICHTPAIINH.

[Tocnemyroiue COTCHHBIC Pa3BEICHUS TOTOBAT B COOTBETCTBUHU C yKazaHusmu st (C2)
WIN C MCTIOJIb30BAHUEM JIPYTOTO MOAXOISAIIETO HOCUTEIIS.

METO/N 2.2
Meton 2.2 ucnionb3yercs 411 MalEpalny ChIpbs )KMBOTHOTO IIPOMCXO0KIEHUS B PaCTBOPE
IJIMLEPHUHA, COAEpIKaLIeM HaTpus XJIopul. IlaTomornueckuil MmaTepuai UCKIIOYAETCS.

METO/IBI 2.2.1., 2.2.2, 2.2.3 u 2.2.4 (T®T (HAB) 41a, 41b, 41c, 41d: HACTOMKM
TOMEONATUYECKUE MATPUYHBIE HA TJWNEPUHE W WX JXHUJIKUE
PA3BEJIEHHUS)

B metonax 2.2.1., 2.2.2, 2.2.3 ucnonp3y0T ChIPhE U3 TOIBKO YTO 3a0UTHIX )KUBOTHBIX, UX
yacTed WM cekpeToB. HusmmX >KMBOTHBIX YMEPIIBJISIOT YIiepoja IUOKCHIIOM B 3aKPhITOM
cocyze. Beex )kMBOTHBIX niepepadaThIBalOT HEMEJIEHHO OCTe 3a004.

B Metoze 2.2.4 ucnonp3yloT KOMIOHEHTHI KPOBH JKUBBIX JIOIIACH.

Coop obpazyos(mamepuana) (u/unu) npedsapumenvras 0opabomka

Colpbe, ucnonb3dyemoe B meromax 2.2.1, 2.2.2 u 2.2.3, nepea HCHOJIb30BaHUEM IIPU
HEO0OXOAMMOCTH U3METHYAOT.

KpoBs, ucnonszyemyto B mMerone 2.2.4, nomwkeH otOuparh BeTepuHap. He momyckaercs
MCIIOJIH30BaTh KPOBb, MOJIYYCHHYIO OT KUBOTHBIX, 3a0UTHIX METOJOM OOCCKPOBIMBAHUS.

Otbupator 200 mn kpoBu u n00aBnsitoT W3 pacuera Ha 1 mu kpoBu: 15 ME ecenapuna
nampus u 0,625 M1 9 r/kr pacmeopa nampust xropuoa (nampust xnopuda pacmeopa 0,9 %).

W3 mnomydeHHON cMecH OTAENSIOT pa3iuyHble KOMIIOHEHTHI KPOBU C IOMOIIBIO
neHTpudyru 1 GpakIrnOHUPOBAHUS U KAXKIYIO HHIUBUAYATBHYIO (PPAKIHIO PECYCICHIUPYIOT
¢ 1,1 M 9 r/kr pactBopa HaTpus Xaopuaa (HaTpus xiaopuaa pactsopa 0,9 %).

[TosrydeHHBIE KIJIETOYHBIC CYCIICH3UH O0padaThIBAIOT IS TOJYyYEHUS HACTOUKH
rOMEOMAaTUYECKON MaTPUYHOM HA TIIHILIEPUHE.

Mauepauust

1 4acTh TOHKO M3MENBYEHHOTO KUBOTHOT'O MaTepHalia, CEKPETOB MIIM CYCIIEH3UN KIIETOK
KPOBU CMEIIMBAIOT B COOTBETCTBUU C MPHUMEHSEMBIM METOJOM C 5 YacTAMH HATpHUs XJIOpHUIA
pacTBopa cooTBeTcTByMImeld KoHleHTpauun (Tabnuma 2) u 95 wactaMu riMiepuHa.
BoiaepxuBaioT B 3alIUIIEHHOM OT CBETa MECTE€ HE MeHee 7 CYT, 3aTe€M CIMBAIOT Ha/I0CaI04YHYIO
KUIKOCTbD.

Ecmn neobOxomumo, mus metomoB 2.2.1, 2.2.2 wu 2.2.3 mnepen JIeKaHTUPOBAHHEM
UCTIONB3YIOT UEHTPU(PYTHPOBAaHUE, 3aTe€M HAJO0CAZAOYHYI0 JKHJIKOCTh, €CIM HEOOXOAUMO,
GUIbTPYIOT.

@unpTpar ABIAETCS HACTOMKONW TOMEOINIaTUYECKON MaTPUYHOM Ha IIIUMLIEPUHE.

Ilepen paboToif ¢ HACTOMKOM TOMEONaTHYecKOW MaTpUYHOM Ha TIJIMIEpUHE JI000M
MPUCYTCTBYIOIIUN 0CaOK HEOOXOIMMO PECYCIIEHAUPOBATD.

Tabmuia 2.

Metoan! 2.2.1 u 2.2.4 Meton 2.2.2 Meton 2.2.3

15r/xr  pactBop  Harpus | 40r/kr  pactBop  Harpus | 80 T/Kr  pacTBOp  HATpHs
XJIOpU/IA B BOJIC OYMIIIEHHON | XJIOpUJA B BOJIE OYMIIIEHHOM | XJIOpUJAA B BOJIC OUHUIIICHHOM

Hocumenu ona npuecomosnenus pazeedenuti: 0,2 qactu HaTpus rujapokapOonara u 8,8
gacTel HaTpus XJiopuja pacTBopstoT B 991 gactu BOABI /I MHBEKIIMA WIH BOJBI OYUIICHHOM,
10 Mepe HEOOXOAUMOCTH.

IMorenuupoBanue
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Hacroiika romeomaruyeckas MaTpuUyHass Ha TJIMLEPUHE COOTBETCTBYET BTOPOMY
necaTnaHoOMYy pasBeneHuio (D2) wiu nepsomy corenHomy passeacauto (C1).

Tpetwe necarnunoe passeacaue (D3) TOTOBAT crneayronuM 00pa3oMm:

— 1 gacts (D2);

— 9 yacTeil HOCUTENs JIs IPUTOTOBJICHUS Pa3BECHUN.

[Tocnenyromue NecATUYHBIE Pa3BEICHHSI TOTOBAT B COOTBETCTBUU C YKa3aHUSIMH IS
(D3).

[Ipu HEoOXOoAMMOCTH 4YeTBEpTOE NecsITUYHOE pasBeneHue (D4) roToBsT CliemayromuM
o0pazoM:

— 1 gacts (D3);

— 5,6 yacteil HocUTENs AJi IPUTOTOBJICHUS pa3BeICHUN;

— 3,4 gacTelt BOABI A1 MHBEKIIHM.

Bropoe corennoe passenenue (C2) TOTOBAT CIeAyIOMNUM 00pa3oM:

— 1 gacTp nepBoro coreHHoro passeaenus (C1);

— 99 yacreit HOcUTeNS U1 TPUTOTOBIICHHS Pa3BEACHUH.

[Mocneayrolue COTEHHBIC Pa3BEACHUS FOTOBSAT B COOTBETCTBUU ¢ yKazaHusimu st (C2).

3. PABBEJIEHUA

METOJ 3.1

Meroast 3.1.1, 3.1.2 u 3.1.3 uCHOJB3YIOT JUIsi PACTBOPEHHS JIIOOOTO MOAXOISIIETO
HEOPraHMYECKOTO WJIM OPraHMYECKOT0 HCXOJHOTO MaTepuana AaKTUBHOTO KOMIIOHEHTA,
HalpuMep, MUHEPAJIOB WU 51/10B.

Ecnu He ykazano uHoe, 1 4acTh HCXOIHOTO MaTepuana pacTBOpsOT B 9 uactax (D1) unu
99 vactax (C1) pacTBOpuUTENS U BCTPSIXUBAIOT.

B cnyuasx, xorma 3T0 00OCHOBaHO U pa3peUIeHO, B clay4yae HEAOCTaTOYHON
pacTBOPUMOCTH HCXOJHOIO MaTepuajga B pacTBOPUTENIE, HEMEMJIEHHO IPOBOJAT IEpBOE
BO3MOXKHOE pa3BefeHue. Hampumep, eciu UCXOAHBIN MaTepHall MallopacTBOPUM, pacTBopsitoT 1
4acTh UCXOJHOT0 MaTepuana B 99 yacTsax Hocutens (Ui NOJyYeHUs JadbHEHIINX JeCATUUHbIX
pasBeaenuii C1 MOXKHO MCIIOJIB30BaTh Kak «D2y»).

METOJAbI 3.1.1, 3.1.2 (I'®dI’ (HAB) 5a, 5b: PACTBOPbLI, BOJIHBIE
PACTBOPBI)

Hocurean

B Tabnuue 3 ykazaHbl HOCUTENH, KOTOPbIE MOTYT OBITh MCIIOJIL30BAHBI.

Tabnuma 3.
Metox 3.1.1 MeTtox 3.1.2
be3BoaHEbIi 3TaHOI Boga st nabexuit
Oranoin (96 % (06/06)) Bona ountennast

Oranoin (90 % (06/06))
Oranoin (80 % (06/06))
Oranon (70 % (06/06))
Oranoi (50 % (06/06))
Oranoi (36 % (06/06))
Oranon (18 % (06/06))
Bona ounimennas
['munepun 85 %

Jus meroma 3.1.1, ecnu mcnomab3yercst 3taHod (18 % (06/06)), UCXOAHBIH MaTepha
MOXeT OBITh PAacTBOpEH B 7,58 4yacTsAX BOJBI OUYHMIICHHOW M KOHIICHTPAIMIO 3TAHOJIA JOBOJIAT
npubasiienneM K pactBopy 1,42 gactu stanona (96 % (06/06)) (i AeCATUYHBIX pa3BEICHHUIA).

28




Jl1s COTEHHBIX pa3BeleHU UCMONb3YIOT 83,4 yacTu BOABI OUMILEHHON Ha 15,6 yacTell 3TaHONIA
(96 % (06/00)).

s metona 3.1.2, ecnu MCXOAHBINA MaTepuasl HeCTAOWIIEH W/WIM HE PaCTBOPUM B BOJIE,
MOXHO TprbaBuTh riuumeput (85 %) B kauecTBe pacTBOpPUTEIIS B KOHIIEHTpaluu He 6osee 35 %
(U1t MOTEHIIMPOBAHHUS BILIOTH 110 D4).

IMoTenuupoBanmue

Eciu He yka3zaHo MHOe, BTOpo€ necATUYHOE pa3BeAcHHE (D2) roroBsAT cienyromum
obOpazoM:

— 1 gacts (D1);

— 9 yacreit aranona (50 % (06/06)) ans merona 3.1.1 wim 9 yacreit BOABI A1 HHBEKIHI
(MM BOJIbI OYMILIEHHOW, IO ME€pe HEOOXO0AUMOCTH) 11 MeToa 3.1.2.

[Tocnenyronue necATUYHBIE pa3BEeACHUS TOTOBST B COOTBETCTBHM C YKa3aHUSIMH JUIS
(D2).

Ecnu nHe ykazaHo uHOe, BTOpoe coTeHHoe pa3zBeaeHue (C2) TroToBST ClEIYIOIINM
o0pazoM:

— 1 gactp nepBoro corennoro passeaenus (C1);

— 99 yacreit stanona (50 % (06/06)) ansa meroma 3.1.1 wam 99 wyacredt Boabl is
UHBEKIUHN (MU BOJIbI OYUIIEHHON, IO Mepe He0OX0AMMOCTH) i MeToa 3.1.2.

[Tocnemyroriue COTEeHHBIC Pa3BEICHHs TOTOBIT B COOTBETCTBUU ¢ yKazaHusmu 1is (C2).

JlobaBkH

Ecmu ©e ykasano wmHoe, mns merona 3.1.1, ecnmum HaOmogaercss OCaXKIeHHE, IS
YAYYIICHUS CTAOMIBHOCTH H(HJIH) PACTBOPUMOCTH MOYKHO HCIIOJIb30BATh CIICAYIOIINE TOOaBKH:

— YKCyCHas KUCIIOTa JIesTHas,

— XJIOPOBOJIOPO/IHASL KUCTIOTAa KOHIIEHTPUPOBAHHAS

— MOJIOYHAs KHCIIOTa,

— HATpUs TUJIPOKCHU].

Ecmu pH pactBopoB mim pa3BeaeHuil ObUT JOBEICH, JONOIHUTEIBHOE MOTEHIIUPOBAHNE
HE JIONyCKaeTCH.

METO/I 3.1.3

Hocumenu

[Momxoxsiiue HOCWUTENW, HampUMEp, OJTAaHOJI COOTBETCTBYIOIIEH KOHIIEHTPAIIHH,
[JIMLEPUH WM BOJAA OUYMIIeHHas. MOYKHO UCIOIb30BaTh 10 OTAEIbHOCTH WIIK B COYETAaHUH.

IoTenuupoBanue

Ecnu He yka3zaHO MHOe, BTOpoe JecsiTMuHOe pasBefeHue (D2) roroBsT clieayromuM
obpazoM:

— 1 gacts (D1);

— 9 gacTell COOTBETCTBYIOIIETO PACTBOPUTEIIS.

[Tocnenyromue necATUUHbIE Pa3BEeCHHUs] TOTOBAT B COOTBETCTBUHU C YKA3aHUSAMH IS
(D2).

Ecnmu He yka3aHo uHOe, BTOpoe coTeHHoe pasBefeHue (C2) roroBsT CleAyHOIIUM
obpazoM:

— 1 vactp mepBoro coreHHOro pasBenenus (C1);

— 99 gacreit COOTBETCTBYIONIETO PACTBOPHUTEIIS.

[Mocnexyromue cOTEHHBIE pa3BEICHNS TOTOBSAT B COOTBETCTBUU ¢ yKazaHusiMu st (C2).

METO/] 3.2
Metoa 3.2 HCHONB3YIOT Ui TMOMYYEHUs XHUJKUX pa3BEACHUN TPHUTYpaluil BelecTB,
KOTOpBIE€ TPYAHOPACTBOPUMBI WIIH MPAKTUYECKH HEPACTBOPHMBI.

METOJBI 3.2.1, 322 (I®I (HAB) 8a, 8b: *KHIKHE IPEIAPATBI,
MPUTOTOBJEHHBIE W3  TPUTYPAIIMI, BOJHBIE  TIPENAPATEI,
MMPUTOTOBJEHHBIE U3 TPUTYPALM)
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[Ipenapatsl, npurotoBiieHHble 10 MeToaaM 3.2.1 u 3.2.2, nomyyatoT U3 Tputypauuii D4,
D5 u D6 wmm C4, C5 u C6, mpuUrOTOBICHHBIX B COOTBEeTCTBHH C MeroaoM 4.1.1 ¢
MCII0JIb30BaHUEM HE MEHEE 2 CTaAUM MOTEHIIMPOBAHUS.

Pacmeopumenu

B Tabnuie 4 ykazaHbl paCTBOPUTENH, KOTOPBIE MOTYT OBITh MCITOJIB30BAHbI.

Tabmuia 4.
Metopn 3.2.1 Metopn 3.2.2
1-e moTeHIMpOBaHUE:! Bce norennupoBanusi:
BOJIa OUMIIICHHAS BOJIA UIS1 UHBEKIIUNA

BOJa OUHIIICHHAsA

2-€ OTEHIUPOBAHUE:

stanoia (36 % (06/06))
JlanpHeRIe MOTEHIUPOBAHUS:

stanoa (50 % (06/06))

ITorenuupoBanue

JUIs  TIepBOTO JKUIKOTO Pa3BEACHUS pacTBOPSOT 1 dacTh TpuTyparmuu B 9 yacTsiax
(mecsiTuuHble pa3BedeHHs) WM 99 dacTax (COTEHHBbIE pa3BENCHHS) YKa3aHHOTO HOCHUTEIS
(Tabmuna 4) U BCTPSXUBAIOT.

Jns mocnenyromux pa3BeACHUM IOCTYMAIOT TaK K€ C 1 4acThl0 MpeAbIayILIEro
pa3BeICHUS.

Passenenus D6 u D7, C6 u C7, monydeHHbIe BBIINICYKa3aHHBIM METOJOM, HE CIEIyeT
WCIIOJIH30BAaTh JIJIsl MPUTOTOBIICHUS JAIBHEUIINX pa3BEACHUHN U JTODKHBI ObITh OTOpOIeHBI. Jis
MPUrOTOBJICHHS 00Jiee BRICOKUX pa3BeACHUN MCHIONB3YIOT pa3Beaenus DS u C8.

METO/BbI 3.2.3

I'omeonaruyeckue JE€KapCTBEHHBIE Ipenaparbl, MPUIOTOBIEHHbIE IO Meroay 3.2.3,
nojgyyaroT u3 Tpurypauuid D2 wu panee, a Taxxke u3 tpurypauuit Cl, C2, C3 u C4,
MPUTOTOBJIEHHBIX MO0 MeToy 4.1.2.

Pacmeopumenu

MoOHO UCTOJIb30BaTh MOAXOIAIINE PACTBOPUTENHN, TAKHE KaK 3TAHOJ COOTBETCTBYIOMIEH
KOHIICHTPAIIUH WJIH BO/Ia OUHUIIEHHAS.

IHorenunpoBanue

Eciu He yka3aHo MHOe, mepBoe XHUAKOe jaecaThuyHoe passeneHue (Dn-1) rorossar
CJIEAYIOIIUM 00pa3oM:

— 1 yacth necatuunoi Tputypanuu (Dn-2);

— Owuyacrelf BOABI OYMINEHHOM WJIM JPYroro MOJAXOJSILEro pacTBOPUTENS B
COOTBETCTBYIOIIUX MPOTIOPIIHUSX.

[Mocnenyromue aecsiTuuHbie pazseneHus (DN) rOTOBSIT CaeayONIM 00pa3oM:

— 1 yacTh MEPBOTO KHUIKOTO ACCITUIHOTO pazBeaeHus (Dn-1);

— 9 yacTell MOJXOASAIIET0 PACTBOPUTEIIS.

[ocnenyromue necsITHYHBIE pa3BEACHUS TOTOBAT B COOTBETCTBHH C YKa3aHHUAMH Juist Dn.

Ecnmu He yka3zaHO HHOe, NepBoe JKUAKOe COTeHHoe pasBeneHue (Cn-1) rotosar
CJIETYIOIIUM 00pa3oM:

— 1 gacTh coteHHol Tputypanuu (Cn-2);

—99 yacteif BOABI OYMINEHHOH WJIM JPYroro TIOAXOJSIIETO PACTBOPUTENS B
COOTBETCTBYIOLIUX MPOMOPLHUSIX.

[Mocnenytomue corernbie pazseaeHust (CN) rOTOBST ClETYIOMMM 00pa3oM:

— 1 yacTh MEepBOTO KHUIKOTO COTEHHOTO pa3BeaeHus (Cn-1);

— 99 yacTeit MoAXOASIIEro PACTBOPHTEIIS.

[Mocnexyromue COTEHHBIE pa3BeICHNS TOTOBSAT B COOTBETCTBUU ¢ yKazaHusMu st (Cn).
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4. TPUTYPALIUN

METO/ 4.1

Meton 4.1 ncnonb3yroT AJi TPUTYypauui, TO €CTb TBEPAbIX Pa3BEACHUM CBIpbsS WIH
TPUTYpalid, TPUTOTOBJICHHBIX B COOTBETCTBUU ¢ MeTtojgamu 4.2.1 wiu 4.2.2. JInuTeabHOCTh U
MHTCHCUBHOCTh TPUTYPAIIMU JIOJDKHBI OBITH TAKOBBI, YTOOBI JOCTUTAIUCh OJHOPOJHOCTH M
MOTEHIMPOBAHUE.

Hocumenv

Ecnn He ykazaHO MHOE, UCIIONB3YIOT JAKTO3bl MOHOTHUIPAT.

METO/ 4.1.1 ('®I' (HAB) 6, TPUTYPALIUN)

Tputypauuu roToBSATCS BpPY4YHYIO WJIM MEXaHHMYECKUM CIIOCOOOM. MexaHHuyeckoe
M3MEJIBbYEHHUE UCIIONB3YIOT JUIsl KOJIMYECTBa, NpeBblatoniero 1 kr. [lonydyenHslil pasmep yacTuil
CBIPBS B IIEPBOM JIECATUYHOM WIIM COTCHHOM Pa3BEICHUM HE NOJDKEH npesbimats 100 MM, ecin
MHOE HE MPEINICAaHO B YaCTHOU (hapMaKONEeWHOH CTaThe.

Tabmuma 5. — Coomuowenue colpvs u HOCUmMes

JlecATHYHBIC TPUTYPALIUH CoTteHHBbIC TPUTYPALHMHT
[lepByto nmecstuunyto Tputypaumto (D1) | [Tepyto corennyro tputyparuoo (C1) rotoBsat
TOTOBSIT U3: u3:
- 1 yacTu cbIpbs - 1 yacTu cblpbs
- 9 yacreii pacTBOpUTEIS,; - 99 yacreli pacTBOPUTEIIS;

[Mocnenyromue necsatuunbie Tputypanuu (Dn) | Tlocnenyrone cotenHbsie Tputypamuu (Cn)
TOTOBAT, Kak ykazaHo st D1, mcronb3ys 1 | roToBst, kak ykazaHo mis Cl, ucnomssys 1
qacTh npeapLtyniel Tpurypamuu (Dn-1). JacTh npeapyniel Tpurypamuu (Cn-1).

[Ipn wucronb30BaHUM CBEXKETO JIEKAPCTBEHHOIO PACTUTEIBHOTO ChIpbsi HOCUTEIND
N00aBIIAIOT B KOJIMYECTBE, HEOOX0MMOM i noiydeHus 10 yacteil Tputypanuu (JecaTudHas
Tputypauus) uian 100 yacteil Tputypanuu (COTeHHasi TpUTypanus) U3 1 4actu chlpbs (3aMEHUTH
Maccy MOTepH BOJABI M3 CBEXKEr0 pPaCTUTENILHOTO ChIPbsi HAa 3KBUBAIEHTHOE KOJIUYECTBO
HocuTens). st TpUTYpaluy MOKET OHAIOOUTHCS MOIXOSAIINN AN TPOIECC CYIIKH.

B Tex caywasx, korga 3TO OOOCHOBAaHO U pa3pelieHO0, MOXKET MOHAJOO0UThCA
HenocpeacTBeHHoe mnpous3BoactBO Cl umum «D2», ecnmu oHM OyAyT HUCHOJIB30BaThCS IS
JANbHEHIINX  JECATHUYHBIX TPUTYypalMid B KayecTBe IIEpBOM TBEpAOH TPUTYpaIUH,
MPUTOTOBJICHHON U3 1 yacTu cbipbs U 99 yacreil HocUTesl.

Tpurypauuu

Meton 3akirodaercs B pas3felieHUM HOCHUTENs Ha TPU paBHbIE 4YacTH, NpHOaBICHUU
TOMEOIAaTHUECKOW TPUTYpALlMKM K MEepBOM yacTH, 3aTeM MPUOABICHUS BTOPOM M TpeThell YacTu
HOCUTENS, TIIATEIbHOM T[EPEMEIIMBAHUM MOCHe KaXJ0ro mpuOaBiIeHMs, €CIM HHOE He
000CHOBAHO U HE pa3pelIeHoO.

JUis  MEeXaHMYeCKOro U3MEJbYEHHsS  HCIOJB3YIOT  MalluHy, 00ecrnedyrBarolyko
TpeOOBaHUS K pa3Mepy YacTUIl MEPBOM AECATUUHOM MM COTEHHOW TBepaoi Tpurypanuu. s
o0OecrieyeHrss PaBHOMEPHOIO M3MENbUEHUS MOXHO MCIOIb30BaTh MAlIMHY, OCHAILEHHYIO
CKpeOKOBBIM yCTpOHCTBOM. Bpewms, HeoOxXoaumoe Ui MPUTOTOBIECHUS OJHOW TPHUTYpALUH,
JIOJI’KHO OBITH HE MeHee | 4, eciii HHOe He 000CHOBAHO U HE pa3pelieHo.

JUist TpUTYypauuy, MoJydeHHON BPYYHYIO, HOCUTENb JENAT Ha 3 paBHbIC YacTH, MEPBYIO
4acTh MoMemaT B ¢paphopoByIO CTYNKY W HEJOATO TaM pacTUparoT. [lanee 100aBiIsiOT ChIpbheE,
pacTuparoT CcMecb B TeueHHe 6 MHUH, COCKpebaroT B Te4yeHHE 4 MMH MOJIXOJASALINM
HEMETaJUTMUYECKUM Tpucrnocodsennem (Hanpumep, dapdopoBbiM mmareneM). [Ipogomxaror
pactupath eme 6 MUH, CHOBa COCKpeOaloT B TeUeHHE 4 MUH, 3aTeM J00aBISIOT BTOPYIO 4acTb
HOCHUTEJIS U MPOJOJIKAIOT, Kak yKa3aHo Bbimle. [IpogoimkaioT TakuMm ke o0pa3oM C ocTaibHOU
Y4aCThIO HOCUTEJIS.
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MuHnumanbHOE BpeMs, 3aTpau€HHOE Ha BEChb IPOLECC, NOKHO cocTaBiaTh 1. [lns
KK 00 MOCIEAYIOIEN TPUTYPALUU BECH MPOLIECC TOBTOPSIOT.

Tputypauuu, Haunnas ot DS unu C5 u nanee MOTyT OBITh TaKkKe MPUTOTOBJICHBI ITyTEM
MHTCHCUBHOW MEXaHHYEeCKOH O0OpabOTKM Ha COOTBETCTBYIOIIEH CMEIIMBAIOLICH YCTaHOBKE
CIIEAYIONMM 00pa3oM: [00aBIAIOT TBEPAYIO TPUTYPALUIO K OJHOM TpPETH HOCUTENS H
nepememuBaioT. J[00aBIsAOT BTOPYIO TPETh HOCHUTEINA, MEPEMELIMBAIOT U IPOA0JDKAIOT TaKUM
e o0pa3oM c IocieqHeill TpeTblo HocuTensd. Beck mpolecc AOMMKEH UIMTbCS MMUHUMYM 1 4,
€CJIM MIHOE HEe 00OCHOBAHO U HE Pa3peLICHO.

Bo3mosken mepexoj Ha >KHAKYIO TpUTypauuro ¢ 4-oi, 5-oif u 6-0i1 necATUYHON WU
COTEHHOW TPUTYpalMH, Kak onurcaHo B Merojax 3.2.1 u 3.2.2.

METO/ 4.1.2 (PAPMAKOIIESA ®PAHLIUN)

Tputypanuu coToBATCA CleAYOUMM 00pa3oM:

Hecamuunvie mpumypayuu

N3menbuaroT 1 4acTh roMeonaTnyeckoro 6a3uCHOro KOMIOHEHTA JI0 MTOPOLIKOOOPa3HOro
cocrosHus. THiarenbHO pacTUparOT ¢ HEOOJBIIMM KOJIMYeCTBOM Hocutens. Hocurenb
J00aBJIAIOT HEOONBIIMMHU MOPLMAMHU, IOKa HE Oy/AeT MCHOIb30BaHO 9 YacTeil 3TOro HOCUTEIS.
[TonyuenHas TpuTypanus sBIsETCs NEpBOM necaTUUHON Tputypanueit (D1).

1 yacTh MOMy4YEeHHOW TPUTYpallUU PACTUPAIOT C 9 yacTAMU HOCUTENs, KakK OIUCAHO
Bble. [lomyuennas Tputypanus sisiercs 2-oi gecsiTuuHoi Tputypauueit (D2).

Bo Bcex ciydasx BO3MOMKEH IEpeX0]] Ha JKUIKYIO Cpedy Mmocie 7-oi JecATHYHOU
tputypauuu (D7), kak onucano B meroze 3.2.3.

Comennvie mpumypayuu

['oToBAT TakuM k€ 00pa3oM, HO CJIe1ys] COTEHHBIM TPUTYPALIUSM.

Bo3MoyxeH mepexoj Ha KHIKYK TPUTypauuro mocie 3-ro coreHHoil tpurypamuu (C3),
KaK oIucaHo B meroze 3.2.3.

METO/] 4.2

Meton 4.2 npumeHsieTcss Ais TPUTYpaLud, TO €CTb TBEPAbIX Pa3BEACHUN KUAKUX
JIEKapCTBEHHBIX IPENapaToB, HAIPUMEP, HACTOEK I'OMEONATUYECKUX MATPUUYHBIX U PacTBOPOB,
WX pa3BEIECHUM, CMECE! U OTEHIIMPOBAHHBIX CMECEH.

[TocTeneHHO MMIPErHUPYIOT (IPOMUTHIBAIOT) BCE KOJUYECTBO HOCHUTENS, OCTOPOIKHO
CyliaT YBJIQXKHEHHYIO CMEChb, pAacTUpPAlOT M IPOCEUBAIOT IPU HEOOXOAWMOCTH, 3aTeM
CMEIIUBAIOT U TPUTYPUPYIOT (0COO0 PacTHPAIOT) 10 OJHOPOAHOIO COCTOSIHUS U MOTEHLUPYIOT.
JlanpHelme TpUTypaluuy BBIIOJHAIOT, Kak onucaHo aisg metona 4.1.1 win 4.1.2.

Hocumenv

Ecnu He ykazaHO MHOE, HCITONB3YIOT JAKTO36l MOHOTHUPAT.

METO/ 4.2.1 (T'®I' (HAB) 7, TPUTYPALIUN)

Hocutens n00aBisOT B KOJWYECTBE, HEOOXOIUMOM IS TIOJYYEeHHS U3 TpeOyemoro
KOJINYECTBA YacTell *KMJKOTO JEeKapCTBEHHOro mnpenapata (tabmuma 6) 10 yacrelt Tputypauuu
(mecsatuunas tputypauus) win 100 vacrelt TpuTypauuu (COTeHHas TPUTYypauusi), y4UThIBas
Maccy CyXoro ocTaTka.

Tabnuna 6. — Coomuowenue colpvsi U HOCUME.

JlecsiTHYHBIE TPUTYPALUH | CoTeHHbIe TPUTYPALHUH

Hacroiiku romeonaruyeckue MaTpM4YHbIe, IPUTOTOBJIECHHBbIE 110 MeToaaMm 1.1.1,1.1.3 u
1.1.4

[TepByto «necatuunyto» tpurypauuto (D1) | [lepByro  «corennyro» Tputypammtoo (Cl)
TOTOBSIT: TOTOBSIT:

— 24YacTH HACTOMKM TIOMEONMAaTHYeCKOl | — 24YacTh  HAacTOMKM  I'OMEOINATHYECKOU
MaTpPUYHON; MaTpUYHOM;

— MakcuMyMm 10 gactedt BcromorarenapHOro | — MakcumyM 100 gacteld BCOMOTIaTenbHOIO
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BCIICCTBA, YUHUTBIBAsA MACCy CYXOro oCTaTKa. ‘ BCIICCTBA, YUYHUTHIBAs MACCY CYXOIo OCTaTKa.

Hacroliku romeonaru4yeckue MaTpu4iHble, IPUroToBJeHHbIe M0 MeToaaMm 1.1.2, 1.1.5 1.1.6
ul.1.7

[lepByto «uecsituunyto» Ttpurypamtoo (D1) | [lepByto  «corennyro» tputypamuio (Cl)

TOTOBSIT:! TOTOBSIT: — 3 yacTu HaCTONKH
— 3yacTd  HACTOWKM TOMEOMATUYECKOH | TOMEOIaTH4YeCKO MaTpUIHOM;
MAaTpUYHOM; — makcumyM 100 gacteil BCroMOraTeabHOIO

— wmakcumyM 10 yacTeil BCHOMOTaTeNlbHOTO | BEHIECTBA, YUUTHIBAS MACCY CYXOI'0 OCTaTKa.
BEIIIECTBA, YUUTHIBAsI MAcCy CyXOro OCTaTKa.

Hacroliku romeonaTuyeckue MaTpu4Hble, IPUTOTOBJIeHHBIE 110 MeToaam 1.1.8 u 1.1.9
Hacmouka 2omeonamuueckaa mampuunas coomeemcmeyem I-my Oecamuunomy
pazeedenuio (D1)

Bropyto  nmecstuunyio  tpurypammio (D2) | IlepByro  «corennyio» tpuryparuio (C1)

TOTOBSIT. TOTOBSIT. - 10 yacreit HACTOUKU
— lyactp HACTOMKM  TIOMEOINATHYECKOW | TOMEONAaTHYSCKON MaTpUYHOM;
MaTPUYHOU; — makcuMyMm 100 yacteil BcoMoraTenbHOIO

— MAaKCUMyM 10 yacTed BCIIOMOTaTEILHOTO BCIICCTBA, YUHUTBIBAA MACCY CYXOI'0O OCTATKa.
BCIICCTBA, YUNTBIBAS MACCY CYXOI'0 OCTAaTKa.

PacrBopbl, mpuroroBieHHble mo Meroay 3.1.1, wiam sKuaKue pa3BeleHHUs], CMeCH M
NMOTEHIIUPOBAHHbIE CMECH

Hecatuunyto  tputypauuio N+l  (Dn+l) | Cotennyto Tputypanmto N+l (Cn+l) roToBsT:
TOTOBSIT:! — 1 yactp pa3senenus (Cn);

— 1 gacts passenenus (Dn); — makcumyMm 100 yacteil BcmoMoraTeiabHOTO
— wMakcumyM 10 gacTeil BCIIOMOTaTeNIbHOTO | BEIIECTBA, YUUTHIBASI MACCY CYXOTrO OCTaTKa.
BEIIIECTBA, YUUTHIBASI MACCY CYXOT'0 OCTATKa.

METO/ 4.2.2

Tabnuua 7. — CoomnoweHnue ucxooHo2o mamepuana u HoOCumes

HacTroiiku romeonaTuyeckue MaTpu4iHble, IPUroTOBJeHHbIe M0 MeTogam 1.1.10 m 1.1.11

[lepByto nmecsartuunyto Tpurypanuto (D1) | [TepByto corennyto tTputypanuio (C1) rotoBsr:

TOTOBSIT: — 1 yactp HACTOMKHU TOMEONaTUIECKOH
— 1 gactp HaCTONKH TOMEOIIATHYECKOW | MAaTPUYHON;
MaTPUYHOM; — 100 yacreii HOCUTENS.

— 10 yacreii HOCUTENA.

5. APYTUE TOMEOITATUYECKUE JIEKAPCTBEHHBIE ITPEITAPATDI

METOJ 5.1

MCTO)I 5.1 HCIIOJIB3YCTCA JUIA TIPUTOTOBJICHUSA TOMCOIIATHYCCKUX JICKAPCTBCHHBIX
HpenapaTOB METOA0OM COBMECTHOI'O HOTeHHHpOBaHI/IH ABYX WJIN 60.]'[66 NCXOJHBIX KOMIIOHCHTOB
I/I/I/IJ'II/I pa3BeI[eHPII>i U3 HUX, I'IC COBMCCTHOC IMOTCHIUPOBAHUC 3aKJIIOYACTCA B CMCIIMBAHUUN
HCCKOJIBKUX NCXOJIHBIX KOMIIOHCHTOB NN pa3BeI[CHHI71 NCXOJIHBIX KOMIIOHEHTOB,
MOTCHIUPOBAHUUN UX BMCCTC B OJHY HJIN 60.]'166 CTa,Z[I/Iﬁ NOTCHIUPOBAHUA.

METOJAbI 5.1.1, 5.1.2, 513 (I'®I' (HAB) 40a, 40b, 40c: COBMECTHO
INOTEHIHIUPOBAHHBIE CMECH)
MO>HO UCTIONB30BaTh HCXOAHBIE PACTBOPHI W/WJIH Pa3BeIeHNs, YKa3aHHbIE B TabuIe 8.

Tabnuua 8.
Meron 5.1.1 Metox 5.1.2 Metrox 5.1.3
BasucHbIe KOMIIOHEHTHI Boassie nekapcTBeHHbIe | Tputyparuu
pernaparsl
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PacTtBOpHI I'munepuHoBble Marepatsl U
BOAHBIC PA3BCACHUA U3 HUX

Tputyparuu Tputyparuu

JKupnkue paspeeHus

Hacroiiku TroMeomaTudeckue
MaTpUYHbIE, METOJ,
MOJTYYCHUS KOTOPBIX
MpeyCMaTpUBAET pa3BelCHUE
1/10 (v 1/100).

Bcnomoeamenvuvie eewecmea

Br160p BCrioMorareibHOTro BEIIECTBA ONPEAENISIETCS U JOJKEH COOTBETCTBOBATH JIFOOBIM
CIEIUATBHBIM TPEOOBAHKSM ISl OTAEIBHOTO HCXOIHOIO KOMIIOHEHTA, a TaK K€ JEKapCTBEHHOM
dopme (Tabmuma X.X. XX.XX-9).

Tabaunma X. X . XX.XX-9.

Mertog 5.1.1 Mertoxa 5.1.2 Mertoxa 5.1.3
Dranon 96 %(06/06) Bona mist nHbeKIni MoHoruipaT JIaKTO3bI
Dranon 90 %(06/06) OunrrieHHas BOJIa
Dranon 80 %(06/06) CaxapHnblii cupor (caxaposa,

Dranon 70 %(06/06) ouuineHHas Boja (64:36))
Dranon 50 %(06/06)
Dranon 36 %(06/006)
Dranon 18 %(06/06)
Ouniennas Bojga*
Jpyroe BcnoMoraTesnbHOe
BelecTBO* *

*Jlns metona 5.1.1., HaumHas ¢ TPUTypaUM W TA€ 3TO OMNpaBIaHo, A 1-ro sTama
MOTEHLIMPOBAHUSI UCIIOJIb3YIOT BOAY OUHUIIEHHYIO.

**lna merona 5.1.2, mpM MCIONB30BAaHMM TIJIMLEPUHOBOIO Malepara, COJEp Kallero
HAaTpUsl XJIOPHUJ, €CIIM HMHOE€ HE OOOCHOBAaHO U HE PA3PEIICHO, HCHOIb3YIOT CIEAYIOLINN
Hocutenb: 0,2 yacTu HaTpus rugpokapOoHara u 8,8 yacreit HaTpus xjaopuaa Ha 991 yacTu BoJbI
JUIST MHBEKITHH.

IHorenuupoBanue

JUia Kax0i cTajguM TMOTEHIMPOBAHUS CMEIIMBAIOT W SHEPTUYHO BCTPSAXHUBAIOT WM
TPUTYPUPYIOT 1 YacTb JaHHOH cMecHu ¢ 9 yacTaMHU (ecATUYHBIE pa3BeleHMs) Wwin 99 vactsamu
(coTeHHBIE pa3BeICHUs) COOTBETCTBYIOIIETO BCIIOMOTaTEIbHOTO BEIIECTBA.

METO/I 5.1.4

Bcnomocamenvuvle sewecmea

MoXHO UCIOJIb30BaTh, HANPUMEP, ITAHOJ COOTBETCTBYIOIICH KOHIICHTPALIUU, BOIY
OUYMILIEHHYIO WJIU JIAKTO3bI MOHOTH/IPAT.

IMoTenunpoBanue

Pa3Beenre MOXXHO TIPOBOANTH, KaK omucaHo it metono 5.1.1, 5.1.2 u 5.1.3, nu6o Ha
MOCJIeJHEM dTalle, TU00 Ha HECKOJIBKUX IOCJIEN0OBATENILHEBIX dTanax.

METO/I 5.1.5

Bcnomozamenvhvie sewjecmsa

MOoHO HCHONB30BaTh, HANPHUMEp, ATAHOJI COOTBETCTBYIOLIEH KOHLEHTPALUU, BOLIY
OUYMIIECHHYIO WM JJAKTO3bl MOHOTUAPAT.

IlorenuupoBanue

JInsi COBMECTHOTO TOTCHIIMPOBAHUS COTCHHBIX pa3BeleHui Kaxaoe passeaeHue (Cn-1)
npezcrasisier 1 % roroBoro mpemnapara, a AoJs J00aBJISEMOro BCIIOMOIAaTENIbHOTO BEILECTBA
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YMEHBINIAETCSl HA JOII0 akTUBHBIX BemecTB [T.e. 100 % — (1 % X 4uciao akTHBHBIX BEIIECTB)].
Takyio xe mpoueaypy NPUMEHSIOT B COOTBETCTBYIOIIUX MPOMNOPIUSAX MPU COBMECTHOM
MOTEHIIUPOBAHUM JIECATUUHBIX pa3BEACHUI.

METO/] 5.2

Merton 5.2 ucnonb3yercs Ui MPUTOTOBJICHUS MMOTEHIUH ¢ K03 PHULIeHTOM pa3BeIeHHs
(LM) 50 000 myTem morepeMeHHOro pa30aBiIeHus KUIKOCTH ¥ UMIIPErHUPOBAHUS (IIPOITUTKH)
rpaHyJl caxapo3sl (kaTeropus 1, eciu He yKa3aHo UHOE).

TBepable U :KUIKHE MOTEHHH

Wcnonp3ytor nunerky (2.1.1.1).

Jliis mpurotoBieHus rpaHyi nepsoro passeaenus LM tputypanuu C3 noteHImpyemMoro
BeIIecTBa 00padaThIBACTCs CIICAYIOIUM 00pa3oMm:

- pactBopsitor 60 mr tputypamuu C3 B o6beme stanona (18 % (06/06)) wnm npyroi
pa3pelleHHON KOHIIEHTpauuu, KoTopselil cooTBeTcTBYeT 500 kamsim. K 1 kame storo pactsopa
no6aistor 00beM stanona (90 % (06/06)) wiau APyroi pa3penicHHON KOHIIEHTPAIlUH, KOTOPbI
cootBercTBYeT 100 KamiaM, u BcTpsaxuatoT He MeHee 100 pa3. Mcnonb3yroT Bech 3TOT pacTBOP
JUISE TIPOIUTKU Macchl TpaHyi, cooTBercTByromeid 50 000 rpanyn, 3aTeM BBICYIIMBAIOT Ha
BO3/IyXe€.

s mpurotoBieHusi rpanyn BTopoi LM moTenumu oOpabaThIBaroT rpaHylbl MEPBOM
noteHiuu LM crnenyronum odbpazom:

- pactBopsitoT 1 rpanyny nepoii LM-noTenuuu B 1 karuie BoAbl OYUIICHHOH, 100aBIIsIOT
oobem atanHona (90% (06/06)) wnam ApYroi  pa3peuicHHOW KOHIIEHTPAIMH, KOTOPBIM
cootBercTByeT 100 kamisim, u BerpsxuBaroT He MeHee 100 pa3. Mcnonb3ytoT BeCh 3TOT pacTBOp
JUI TIPOITUTKH Macchl Tpanyl, cooTBercTByromed 50 000 rpanyn, 3aTeM BBICYIIMBAIOT Ha
BO3/IyXe€.

[Tocnenyromue LM noTeHIuu roToBATCS Tak ke, Kak u i BTopoit LM noTteniuu.

JKuokue nomenyuposanus ('O (HAB) 17)

Jiis npurotoBieHust pactBopa LM mortenmmm pactBopsitor 1 rpaHymy Tpedyemoii
norernur B 10,0 vt sTanona (18 % (06/06)) wiu apyroit paspeiieHHON KOHIICHTpAIHH.
[ToreHHs pacTBOpa COOTBETCTBYET IMOTCHIIMH PACTBOPEHHOW B HEM TPaHYJIBL.

METO[ 5.3 (PAPMAKOIIESI ®PAHIIUN)

Meton 5.3 onuchIBaeT COTEHHOE pa3BEJEHUE C MCIOJIb30BAaHWEM METOJ/la pa3Be/ICHUs B
ontHOM konbe (Merton Kopcakoa), 0603HaqaroT pa3daBieHueM «K».

JUis COTEHHOTO pa3BEIEHHsl C HCIOJNb30BAaHMEM METO/la Pa3BEACHHs B OJHOM Koiybe
UCTOJIb3YyeTCsl O/1HAa €AMHCTBEHHAs Koi0a Ha MPOTSHKEHUH BCEro IMpolecca MOTEHIMPOBAHMUS.
Konb6a onoposxHsieTcst Takum 00pa3om, 4ToObI yaanuTh 99 vacteit pactBopa, ocTaBisisg 1 4yacTh B
kosioe. TakuMm oOpa3oMm, Kojiba OMOPOXKHSETCS Mepel] KaXJbIM IOCIEAYIOIIUM COTEHHBIM
pa3BelleHUEM.

IIpy HamuuuMu OCHOBaHUM W pa3peleHHi MOXET HCIOJIb30BaThCsl KOMOWHAIMS ABYX
COTCHHBIX MPOIECCOB (METOIbI MOTCHIIMPOBAHKMS B HECKOJBKHMX KOJI0aX M B OJHOW KOJjOe),
0COOEHHO B Cllyyae HEJOCTaTOYHOM pacTBOPUMOCTH TOMEONATUYECKUX IpernaparoB HIM IO
TEXHUUYECKHUM ITPUUMHAM, CBSI3aHHBIM C IPOMBIIIUIEHHBIM MPOU3BOICTBOM KOHEUHOTO MPOAYKTA.

IHorenuupoBanue

Ecnu He yka3zano uHoe, nepBoe coteHHoe pa3BeneHue (1K) rorosat u3 1 yactu HacToNKH
rOMEONaTHYeCKOi MaTpu4yHOU M 99 yactell BOAbI OUMIIEHHON MJIM 3TAaHOJIA COOTBETCTBYIOILEN
KOHIEHTpaIUH.

Bropoe corennoe pa3zsenenue (2K) rotosst u3 1 yactu nepBoro COTEHHOrO Pa3BEACHHUS
1 99 yacTeil BOJBI OUMIIEHHON WM 3TaHOJIA COOTBETCTBYIOLIEH KOHLIEHTPALUN.

[Tocnenyromue coTeHHbIE pa3BeleHHs TOTOBAT, Kak ykazaHo s 2K, ¢ ucnonp3oBaHueM
BOJIBI OYHIIICHHOM.

Ecnu TBepAblii MCXOAHBIM KOMIIOHEHT (ChIphE€) PAacTBOPUM B BOJE OYHILEHHON WM
JTaHOJIe, €ClIM HE YKa3aHO HHOoe, mepBoe coreHHoe pas3BeaeHue (1K) rorossar u3 1 wactu
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TBEpJOTO KOMIIOHEHTa U 99 wyacreld BOJbI OYMIIEHHOM WJIM 3TaHONAa COOTBETCTBYIOIIEH
KOHIIEHTpaIWH.

Bropoe corennoe pa3zenenue (2K) rotosst u3 1 yactu nepBoro COTEHHOrO pa3BEACHUS
1 99 yacrteil BOJbl OYMILEHHOW WJIM 3TaHOJIa COOTBETCTBYIOIIEH KOHLICHTPALIUH.

[Tocneayromue COTCHHBIE pa3BeCHUS TOTOBST, KaK yKazaHo i 2K, ¢ HCIOIb30BaHHEM
BOJbI OUHIIICHHOM.

Ecnu TBepaplil HCXOAHBIH KOMIIOHEHT (ChIpb€) HE pacTBOPUM B BOJI€ OYMILEHHOM WM
9TaHOJIE, CCIIM HE YKa3aHO HMHOE, MEepBOE KHUIKoe coTeHHoe pasBeaenue (Cn-1) roToBsaT Kak
ommcaHo B MeTogax 3.2.3. u 4.1.2.

Ecnm He ykazaHo mHoOe, mocienyromiee coteHHoe pasBenenue (NK) rorosar u3 1 gactu
KHJIKOro pacTBopa s pasodasienus (Cn-1) m 99 wyacreid BOIbI OYMINCHHOW WIIM 3TaHOJA
COOTBETCTBYIOLIECH KOHIICHTPAIINH.

[Tocnenyroiire coTeHHbIE pa3BeACHUS TOTOBIT, KaK yka3aHo Juisi NK, ¢ ucnonas3oBanuem
BOJbI OUHIIICHHOM.
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