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Orpansmesae  cpoka  aelcTeEd  cuaTo oo opoTosoay Noe 4—93 MesrocyapeTEeHEOMG COBCTA i CTAMARNTAIE-
A, MeTponorHn W cepragmiamn (YT 4—94)

Hacroaiumil cTaizapT pacnpocTpaHsaeTcd Ha npenapat « MacTonpHss, npeiHasHaveH Ll 178 onpeieite-
HHA APHMECH AHOPMATLHOTD MOTOKS { MOT03HER, CTAPOIOHHOID MOTOKA M MOSTOKS KOPOR C CYOKMHHIYCCKO
ihopwmoil sMacTHTa) B COOPHOM MOTOKE.

L. TEXHHYECKHE TPEEOBAHH A

I.1. Mpenapar «Mactonpuss I0EEH HAMOTORAATECH B COOTHEETCTEHH ¢ TPEGOBAHHAMM HACTOALLEND
CTAHOARTA N0 TEXHOIOTHYECKON HHCTRYKIHH, YTREPHISHHOR B VCTAHORIEHHOM NOPLIKS, ¢ CODINIEH HEM
CAHMTAPHLIX HOPM M IPARK, VCTAHORTEHMEIN MuHHCcTepeTROM Jipasooxpaneung CCCP,

1.2, [dna nparoToRTEHM NPenapaTa NpHMeHToT CIeIvIoues Chlpe:

CYNLJPRNOT 10 HOPMATHRHOH JoKYMeHTALHHN,

rRAPOOKUHCE HaTpad no FNOCT 432877,

1.3, IMpenapat « MacTonpuMs Mo OPrasHoJIenTHUYECKHM M XHMHYECKHM MOKAZATEIAM I0/IKEH COOTBET=
CTROBATE TPEDOBAHHAM H HOPMAM, YEATIHHEIM B TaGaHLE.

Has wenonan e riokasaress }:ﬂ_l‘hﬂlﬁqp“l:]’“j:j H HAFpsA
Brewnuil sra CEHOPOIHENT MOpOUIoK
Uget AerroBaTo-Gen i
Maccosan podS COHPTOPACTROPHMELY BEIMECTE, T, HE MeHoe 55
Maccosan 21008 rMIpOOKHCH HaTtpua, % £l
Maccosan ponn mnard, %, He Gouee 5

1. [IPABHIA ITPHEMEH

2.1, [Npenapat « MacTonpisis APHHHMIOT mapriasd. [loo mapriei noMHMaloT KuTHMECTED TIPeTiapaTa,
BEPASOTAHEGE M1 OIHOPOIHOND CRPLA 33 O0HY PABovviD CMeHY 1 (aCcOBANHOE W3 OOHOT IMOMONE B OIHOPOI-
HYES TAPY M SHOPMIEHHOE OIHHM JTOKVMEHTOM O KI9eCTRe,

2.2, JoKYMENT O KAYECTEE J0JIEEH COMeEars:

HANMEHOBEIHHE TTPeINPEATHA -H3MOTORMTEAA,

HAHMEHOBIHHE MPOIVELHE H HOMER NAPTHHA,

OATY BEPABOTEH]

Hananwe oduimaasmoe MepeneyaTes pocnpenieEs
Hadanue {cenmaips 2008 2.} ¢ Hasewenwen Ne |, vmsepyedennmn g aeeyeme 1984 2 f HVT TI—84)

i ManarenscTeO cTavgapTon, 1979
i Crannaprasdops, 2008
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PEIVILTATE MCTIRITAH WA

KOTHYECTBO MECT H Maccy HeTTo,

HOMED TOKYMEHTA;

NATY BEIIAYH TOKYMEHTA.

2.3, ns npoBepKH KaYeCcTna NPenapata W COCTOSHHA TAPE VIAKOBKH W COOTBETCTRHHA MAPKHPOBKH
TpefoBAMHAM HACTOALLEND CTAHAAPTA OT NApTHH oThupanT 10 %, HO He MeHeée TPEX YIAKOBOUHELY @0 WHHIL

2.4 [Npy nomyyeHHH HEVIOTETROPHTE TEHEX PETVILTATOR HCOLITAHWA XoTd 61 N0 0aHOMY NOKAZATETI
Mo HEMY MPOBOIAT NOBTOPHLIE HCAMTAHHA VIBOEHHOH BRIGOPKH, BIATON OT Toil e napTHr. PeiayisTaT
MOBTOPHEY HCTLITAHMA PpACpOCTPAHAIOTCT HA BCKD TIAPTHIO.

3. METOJIBI MCIIBITAHMH

Jl.Merton orhopa nmpob

3110 M3 kasnodl orodpadvoi no m. 2.3 BCKpLIToH YIaKoBOMHOH e IHHHM UL OTOHPAT:

no 2 Gaukd npy dacosaran no 0.5 kr;

o 4 " " ® w 0.2—{,] Kr.

ComepaHMoe DaEHOK BEICEITARKYT, XOPOLWO MepeMeliHEAINT, CORPAIANT MeTOI0M KBAPTORIHMA 0 Cpel=
Hel npodel Maccoi e Menee 100 .

312, Cpennoin npody npenapata «MacTonpHMs QAT HA IBE PABHEES YaACTH W MOMEIIanT B YHCTVID
CYRVIO NOCYAY, 0DeCeuHBAIILYE J0CTATOYHY D MePMETHUHOCTE VITAKOBKH.

QMY YACTE HAMPABIAKT B AaG0PaTopHeD 1NH HCNETAHKA, OPVIVID — QNeYarLIBEoT, cHAGEIIOT 3TH-
KeTKON W XpauaT 6 Mec Ha cyvuaill BOIHHKHOBEHHA PASHOTIACHE B OUEHKe KAUYECTRA,

3.2, MapkHpoRKa, XpaHeHde 0 TPAHCTIOPTHPOBAHKE cpenHell npode — no FOCT 3622—6X.

3.3 BHelHHi BHI M UBET ONPElendioT OpraddIenTHYSCKH.

id0npeseneHe MACCOBOH DO0ONH COHPTOPACTEOPHMBY BEWECTH

3.4 1. AvHapamypg § PeaKimiah

Becr nafoparopHie oblero HaHaueHNA 3-ro KIa0ca TOYHOCTH, LEHA MOBEPOUHOTD JeneHud He Donee
0,000 rno NOCT 24104—88*,

Tupst no NOCT 73282001,

Munerkn paectusmoctee 1,0; 3,0; 25.0: 1000 cm® mo [OCT 2916991,

KonGu Ku-230 TXC no FOCT 25336—42.

Xonopunsiuku XC 130 no FOCT 25336—K82.

bawna sogsias.

L xady cyiMaLEHE C TepMOPErYIATOPOM.

L 7arHs MeTa1aH9eckKHil.

Bopouen B no [OCT 2533682

Crnupt srinossiil pextidrkosanuail no NOCT 53962 —67**, 96 % -Huil WIH CIHPT 3TWN0BLIET TexHM-
geckui mo NOCT 1720078,

Harpua rvopookuics no FOCT 432877, ..

MNeLE nHHEOBAS.

Bona aucrvnmuposansas no FOCT 670972

bysara deasTpomansHad no FOCT 12026—76.

(Himenennan penakuna, Ham. Ne 1).

3.4.2. Hodeomoska & aiaiusy

4.2 1. [Npurororiedie abCoTIOTHPOBIHHOTDG CTIH[YTA.

K1 romiaosoro pekTHRHKOEHHOMD MIH 3THIGEOTO TEXHHUSC KON CITHPTA, CUHILLE HHODMD M VEpenneH -
mpore oo 96 %, gobamtsot 10 r NaOH w 10 r upukoRoll nbUIM; cMech KHOATAT 4 4 B Koabe ¢ obpaTHLIM
HOMHOIHALHHEDM, 3aTeM CITHPT MeperaiaioT.

3.4 3. MTpowedeniie HoRsmanis

Hapecky npenapara 2—2,3 r, BIeHeHHYIO ¢ IOrPelHoCTER He Gonee 0,001 1, noMelamnT B KOHHYeC-
K0 Kouthy co urmidiom, 3aHeaoT 100 cM? HelTPpaAnHIoBAHHOM D65 <HOM0 CITHPTA W KHITETAT U BOGAHOH
Gare 30 mue. Cruproeol pAcTEOR JEEAHTHPYIOT BO BIBSILEHHYIO Kovoy Yepes (hHasTp Tak, Yrolis oCanok He
MOMagLT Ha prneTp. Bpesa oTCTauBAHMA NPH NeKaHTAMH I0EEHO COCTARTATE He MesHes 1 MuH. DECcTpak-

O s 2002 1. seegen & acicrsre FOCT 24 104—2001.
** Ha reppumopus Poceniicroi Pepepauus aciicrayer FOCT P 51652 —20040.
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[HIO MOBTOPSIOT TP, pacxoayva no 25 ow’ choMpTa M HArpeBas cofspaumMoe Konbid no 5— [0 wuu.
BrinapHBaoT COHPT H3 OCAIKA H PACTEOPAIOT OCAI0K MPHEIHINTEIRHO B 5 oM’ ropadell AHCTHILUTHPOBAHH O
BokE. [lepeacasnarT oCATOR NYTeM MELTEHHOTD NpHbarIeHa abComOTHPOBAHMNOID CITHPTA NP IHEPTHYHOM
nepeMelMBaHuy. KomHiecTio abCoTIOTHPOBAHHOTD CIHPTA BepyT M3 TAKOTD PacueTa, UYTohkl KOoHeYHas
KOHLUEHTPALMA ero coCTapsaaa 96 % (24 ey’ cnupra va | oM’ Bogkl, BIATON 008 PAcTROPEHHS OCAnKa).
HarpesaoT cole Mo KooThbl Ha BOAAHON BaHe H OCA0K NePeHnCAT HA TOT e puneTp. OCalok nposbl-
BAIOT B TY X2 BIBEIICHHYH KOUIGY HECKOIBKO Pas ropadns 96 % -HuiM cnuprom. KoHel NpoMBIBKH onpeie-
NAIOT N0 OTCYTCTEHID HA YACOBOM CTEKIE OCTATKA Mocne BEmapueiimd | —2 kanenk duuistparta. B npouecce
DHCTETPAAR M NPOMBIREN GCALKE CITMPT OTTOHAIOT NOTHOCTEIO Ha BoyaHoil Gade, Ocunor 6 Konbe BLCyI=
pawT mpd 100 "C—=105 “C, [Mepode 082 BIBSWIHBAHMA TMPOHIBOLAT Yeped 2 u NOCHe BhCYIIHEHNA,
mocaeayiomMe — depes 1 . BHCYINMEaHMe 3AKAHYHBAKDT TIPH PAIHOCTH MACCH MERIY IBYMA MOCTeTHHMH
BABeLIHBaHHAasH 20,002 r.

3.4.4. Ofpafiorica pe2yismamoe
MaccoByi 100K CIHPTOPACTROPHMELX BelecTs (X ) B NPOUEHTIN BEYHCIAIT 0o dopyyne

wey LD
X = .

L

CIE i — MACCA PACTEOPHMOID B CIHPTE OCalKa, T;
MM == MACCA Mpernapara, r.

30 OKOHYATEN BHBUH Pe3VALTAT [PHHHMAOT CpeaHeapipMeTHUeckos IRV MapaiieIbHEY onpeleTe .
PacxosneHme Mesay MapainelbHLMH OnpetencHHAMKE He J0MEHO NpenLiaTs 0,5 %.

(Himenennan peaakuna, Ham. Ne 1),

3 0npenesieHHe MACCOBOW A0 THAOAPOOKHCH HaAaTpPpHH

3500 Annapamypag i Peak s

KonGa mepian asvectimocTiio 1000 e’ no FOCT 1770—74.

L rarve MeTaLIH9eCKHA.

Kucnora conanas no FOCT 311877, 0,1 sMons/asM’ pacTaop.

Hummearop MeTHI0REH OpaH#enkii.

bioperkn no FOCT 29169—9].

Bopa aucrvnnaposaitas no FOCT 670972,

(Himenennan penaknna, Ham, Ne 1).

3.5.2. flpovedeiue ncnbimanis

4 r openapara «MAcTonpHMe: PACTEOPAIT B CREXENPOKHITHUEHHON TMCTIWUHpoBaHHol pone. PacTeop
CAHEAIOT B MEPHYID KOGy BMecTHMOCTEID | am’ W nocile odxmadciedusa J0BOAAT A0 MeTKH 50 o’
MPHIOTORTIEHHOTS pacTeopa, THTPYoT 0,1 sons/oM” pacteopos HCL ¢ MHIHEATOPOM METHIOREM OPaHHeBhLIM
{2—3 xamm).

3.5.3. Opafiormica peayismamos
Maccosvio noa NaQH (AL} B ApOUeNTaX BRIMUCAAT 00 (hopMyne

(KR IE 1R ]

v
A= e 5l

rae v — konnuectso (0, 1 mons/oy’ pacteopa HCL, mapacxonosanHoe Ha THTPOBAHKE, CM™,
i = HABECKA HCCIeIYeMOno Npenapara, r;
0,004 — smaccosaa noaa MaOH s 1 cu’ pacteopa, KoTopaa SpHBanedTHa 1oy’ 001 B Mone/aq® pacTeopa
HCL, r/os?.
3a OKOHYATEEHEH PEIVILTAT HCNBTAHHA TPHHHUMAKRT CpeIHeapMETHYECKOE PEIVILTATOR ABYX na-
PALTENEHBIX ONPEIEICHRH, PACXOKICHHE MEKIY KOTOPLIMH HE I0GKHO NpeBhiuaTs 0,3 %,
(Hamenemnaa pegasmda, Mav. Ne 1),
Jb0OnpegeneHHdHe MAaCCoOBOW J00H BOATH
3.6.1. Arnnapamypa
Crakausl H-10 no NOCT 2333682,
L kady cvVIUHALHBLH C TEPMOPErVIATOPOM.
(Himencnnan pegakuns, Hiv. Ne 1).
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3.6.2. Hposedenue avdaiiig

B secyiie HHENH 10 NOCTOSHAGH Macchd CTAKAHYHE OTBSINHELRT 2 I NPenapara, GIRelUHBAIGT C IOrpell-
HOCTEIC 0 U001 T ¢ BRCYIIHEROT B oyuIsHoM wkadgy npe 100 °C =105 "C. Bapeninpaiie NPOBOIAT YEped
29 MoCTe BeCYLMBANNA. BRCYIMIHMRBAHHE 3aKHYHENT TPH HIMEHSIHHE MACCH MEKTV JIBVMA MOCIeIHHME
BIBCLIHBAHHAMHE He Gooee 200003 1.

3.6.3. Ofipafoiiia peayasmaiog
Maccoryio Ao Brard (X)) B NPOUSHTaX BHYACTAIOT 10 QopMyne

=y 100
X, =l 100

[Ie M — MACCA Npernapara, r;
M, — MACCH CTAKAHMMKA C NPENAPATOM 00 BRICYLUHBIHWA, T
M. = MACCA CTAKAHYHKA C NPenapaToM Mocle BRECYITHBAHNE, T
" 3a OKOHYATENBHLIH PETVILTAT NPHHEMANT CpeJHeapHMMETHHECKDS OBV MTapa/LTe ML OMpeIeneHuil,
MOMYCKAEMBIE PACKOANSHHE MEXTY KOTOPEMH He NOM#HE TPeRLLaTe 0,5 %.

4. YIIAKOBKA, MAPKHPOBEKA, TPAHCITOPTHPOBAHHE W XPAHEHHE

4.1. Npenapat dacyioT b cTeKNANHLE DaHKH 31 TEMHOTO CTEKTA C HARHHYHBAIOIECA KPRIKOH 13
MOMHMEPHEIY MATEPHATOR H KAPTOHHLIM BRAAAMIIEM Maccoll Hetro 0,1 (.2 n 0.5 Kr.

4.2 [InacTuacconible KPRUIKH GaM0K ¢ BHYTPEHH MM KAPTOHHEG NPOKTANERMH IUIOTHO JBHHYMBAKOT
H repuMeTHYHO YEVITOPUBAIDT nmapafeio-KaHfoisibiM pAcTEOPOM B COOTHOIHEHHH 8313 HIM IpyrvsH
ChMecAME, ODECTIEUHBAIOILMMH MepMaTHUHOCTE VITAKOBKN.

4.3, Ha kaxoyeo DaHEyY HAKIEHBAIOT ITHKETKY © VEAZIHHEeM:

HANMEHOBAHNA MPeInpHATHA-HAOTORH Te 15,

HAHMEHOBAHH MPerTapara;

MACCH HeTTO;

HOMEp TIapTHI;

HOMERA TOKYMEHTA 0 KAYeCcThe,

KOHEYMHOTO CPOKa MUIHOCTH,

OOOIHAMEHHA HACTOMLUETD CTAMIAPT.

4. 4. Kaoyo Gauky ¢ NPpenaparos IaEepTHEANT B oDepTodHy o GYMAry B YEIATL B30T Mo onHoi B4
HECKONLED IUTYE B IepemiAHHLIE MocemoaHLe SmuEn mo OCT 45.39—=86. B KaxnLiil AIuHE BEIA0LIBAIOT
HHCTPYELIHED TI0 MPHMMe eI NPenapara.

4.3, TpancnopTHy Tapy MapkupyvioT no NOCT 1419296 ¢ HaMeCeHHEM MAHHTTVIALHOHHONO JHaKA
s Xpyikoe. OCTOpoRHO» H C YEKAZAHHEM CAeIVIOUHY JaHHEX

HANMEHOBAHHA NPeINPHATHA=HMOTOBH TS 14,

HANMEHOBAHHA TTPeITapETa;

MACCEl METTO H KOMHYECTRS VITAKOBO HELY eOWHHLL

HOME P TIAPTHIN,

HOMERa JOKYMEHTA O KaUecTRe,

AT MITOTORTEHHSA NPEenapaTa;

CPOKA M YCAOBHH xpanHe HHA;

ODOIHAMEHHSA HACTOMLEDD CTANIARTA.

4.6. [Npenapat « MacTonpums TPAHCTIOPTRPYIOT BCEMH BRIAMN TPAHCIIOPTA B KPR TEIX TPAHCIOPTHLIX
CPEACTRAN B COOTEETCTRIH ¢ MPaBHIAMH MepeBoIKH MPVIOE, JeRCTEVIGMIHMM 13 COOTRSTCTRYIOUIEM RIS
TRAHCIOPTL

4.7, lNpenapat xpadar npy resneparype ot 0°C 00 30 "C o OTHOCHTEILHOH BIAKHOCTH BOJIVXA He
Goaee B5 %.

5. FTAPAHTHH M3IOTOBHTEITA

3.1. MarorosHTe s rapadTHPYeT COOTRETCTERE npenapata « MacTonpuss TpeboBIHHAM HACTOH ILETO CTAH-
NAPTE MpH cobIIeHEH IPLBLT TRAHCAOPTHPOBIHHA 1 XpaHeHH .

3.2, lNapanmuiiseiil cpok xpanednd npenapata «MacTonpius — 6 Mec ¢ MOMEHTA €r0 HITOTORIEHHA.

5.3, INo WcTeueHHH rapaHTHRHOND CpoKa Npenapat « MacTompHys MOEET GhTE NCAONLEIOEAH MO HATHAYE -
HHED TIOCTE NPpEinapHTensHol MPoEepKH ero KauecTia Ha COOTEETCTRHE TPeDOBAHMAM HACTOHILETD CTAHIAPTA.



