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. Hecobamashse CTAHAAPTA APECECAYETLR N0 JAKOHY

1. OBJAACTE MPHMEHEHHA

HacroAmufi CTAHAAPT YCTAHARIHRAET METOL ABCOEPrHpOnAHKA
AHFMCHTOR H HanoAHuTedef B Gucepunoft MensHHLLE. .

CrannapT AONMEH NPHMEHATECH AMECTE roCT P o50563. ]

JaHHblA MeTOA F.E.EHPDET]JEHHETEH Ha MHIKO H CPeflHeBAIKHE [HI-
MEHTHRE NACTH, NOABOJRKMUHe cBoBONHD ABHrETHCA MEJNILHM LIapH-
Kam (CM. pasa. T), H DPMrofes 0AR NacT, HMEeOWHX Gofee BHCOKYED
BR3KOCTE, 96M B METoNe AHCOeprépoBAHHA, YCTAHOBIEHHOM 8 [OCT
I 50563.2.

2, CCHNAKH

FOCT 99802 «Marepuais dakekpacoudte, Ot6op mpob AR HOMH-
TaHHAZ.

FOCT 8420* «MaTepuads JaxoEpacotnse. MeTous onpeseneHHA
YCAODHOR BA3KOCTHY®,

[OCT P 505631 «[IurMenTe @ sanoauuTens. MeToon ascneprapo-

BAHHA AR OUEHKH XapaxKTepHCTHE IHCMEPrHPYCMO-

ctH. BBemennes.

* [lonyckseTcs NOJLIOBATLCH HSCTORWAM CTAHNAPTOM A0 TPAMOTO DPHMEHE:
miw HCO 2431 —R4.

H m-
Paasar g @ ManatenncTBo cTannspros, 1993

we MomeT OwiTh NOJHOCTHO HAH SECTHUHD BOCAPOHIRCACR,
H::mnﬂ::.l.::;:.:.:r: pacnpocTpanes Ges paspememun Poccranaapre Poccus
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e 2 FOCT P 50583.4—83

1. AONGAHATEABMAN HHBLUPMALWA

Metoa, HIAOWENHWA B HacTUHmEM ethrfibpre, Tpefiyer nonoanu-
TenpHoll HupbpManun (npuaosewwe) aim oSocHOBaHHA ero Bubopa.

i, ATIAPATYPA

Ofuvnoe aabopatoproe ofopyldoBaHHe H CTEKNAHHAR pocysa,

a TaKme;
Ten MEmaikn BippekTREHMA LRAMETP DHCKOE
=
— -
| [ . El
i
k. : r
i) A
LY |-
Yepr. | i Yepr. 2
4.1. Brcepran weipHHma (wepr. 1), cocrosmas W3 cASIVHIHX
VLT
4.1.1. HHpusod

HomeHa/bHAR MOWIAOCTL EBHrAaTeAd TNPHBOLA ACAKHAE OHThE co-
rhacoBandofl © gocTaTouHof ANA mondepxanRA sphekTHEHOR HacTo-
TH BPAllERHA JHCHOBR MEWIANKH (9epT. 2).

HDenratens NpHBEQLA AQOAMCH BPAlIATE Baf MeWAaAKH ¢ 9acTOTOH
1000—5000 Mua—'. Onopa aas MEeWAAKH goapa OuTE YCTaHOBAEHA
Ha ctofike 1Ak, 9T00H MOMHO OBA0 PErYAHPOBATE BEICOTY YCTAHOBKH
IHCKOBE Metiaakd. B aumuel vactu cTofike A00MHO GuTH yCTaHORAE-
HO YCTpORCTRO OMA 333KHME CTaKaHa Tak, utofisl Baa Mewal{H pac-
ROJAFANCA B UEHTPAABHOR YaCTH CTAKAHA.
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; FOCT P 50563.4—83 . 3
4.1.2. Mewaara y crakan”
uﬂﬂf}]iﬁr:gﬂgﬂzii?ﬂup?ﬂ:; BA18, Ha KOTOPOM KOHUENTPHYHO HAH SKe-
W COMOWHEe AHCKW, AHCKH ¢ OTBRe
HJIH Koaela. Paccrosmue semny npa . B e
mawielcs Meankof o
KiMH CTAKAWA DoIMHo ofiecneup s
BATh AOCTATOUHBA 3330D Mewm -
'I|ZIEHﬁI-IELHI:Iﬂ OKPYRHOCTRI0 AHCKA H CTEHHAMH CTAKAHA, ’ A =0
o qmﬂrlaeuan CTENEHE NepeTHPE OYIET 3aBHCeTH OT THNg MK
I_e_pT. NPCACTABAEH OAHH WS DOIMOMKHLX THIROE Mellagky ,
Hmuerpun Hﬁmanmﬂ H CTAKAHA CAelyIoman: -
HHHMAALHEH 3a30p MeMay Bpamani
_ HMHE
H CTEHKAMH cTakaHa — 10 mM; s T ACKa, Memaak

MHHHMAHHME 3330 -
i e P MERAY HHMHHM AHCKOM M OCHOBENHEM oTa-
) n:H;:r;:E;:q:;ﬂn EIEI{[JE_P-.'THHH.&H THHEAHIR CKOPOCTE Bpallenns AHCKA
1 METPAX HA CeKYHAM A0A#HA OHTE OT
Daka Mesay & u 7mie; e paccouTHEART no dropuyne STperyttpo-

_ [}-=n 1
6l
rae D — spentiauuf AHAMETD  APQUAIDWAXCA  AHCKOB, ™ {cM.

wepT. 2);
TT! — HACTOTS BPaNlCHHA Baja, MHE-T,
Y1, HHEJO, IHAMET) AHCKOD, reqMeTpHs cTanal
. _ : amu g
AHREARAR CROPOCTE BPAWAKIIAYCS AHCKOR o EHF!}-'H{H;EJI‘EI fﬂﬁuﬂ

OHTh COFAACORANMW 3AHN
TEPECOBAHHBMMHE CT
TOKON HCNLITAHES]. M CpOHAMH H 3aHeceHs R npa-

I!'I PHMCua WA A:
- Pewosennyeron wemonssosath
CTAXEN ¢ Asofiyof crenkofl
Inunu:ﬁz.mgiﬂﬁ:nnnfﬂ:m TEMIEDATYPY, H EpHmNod ¢ u:mpannﬁﬂc ﬁ:ﬂ.ﬂ
. J THMOCTE ©TA .
Tipewegns Mpamaeme & bop s KillEe 33RRCHT OT ofbena numerfnmﬁ MACTH,

Ofnen INTHEHTHOE NACTW W PasMephl Crakana SucepHol MessiNEM
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PH PPOBEACHHE NAPAANENBHHX HCTLTaHHE !

_ ) , . _ ANIHHE GHTH He-
MOMLIOBANY WAPHEH OANOTO I ‘ !

onpaRE P TOTO Me THMZ # pasmepa. Tun, cpea-
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C. 4 TOCT P 50663.4—93

i

HHA AHaMeTPp H NJOTHOCTL HX AOMAHE GHTh COTNACOBAHL MEHay 3a-

HETepeCODAHHEMH CTOPOHAMH H 3dHECCHR B NpOTOKOA HCINBETAHMA.
JH INAPHEH HCMOABIYHIT BNEpHBIE, HX HeODXOaHMO MOMECTHTh &
NAFMERTHYK) NACTY H OPOBECTH DpolecC AHCNepTHPOBaHHA B TEYEHHS

60 MuH, 3aTeM OUHCTHTE.

Mpuwevaune Dnaserp, NIOTHOCTE X OOMISA MACCE MENOWHY WaMIKOF
ORASLBAKIT JHEYNTESEHOE RAMAHHE HE NOAYIREMYH ANCTIRp-
CHIP. YCTRHOBACHD, HTO HARGOASE ONTAMLIMIWMHE A0S AHC-
RepripoOBAHEE ABAAKITCA CTCHARHHEE 1WAPHKM CO CpeanHew
Avaserpod 1—2 MM ¥ naotHocTee (2602) rlew’. Moryr
ObITE HCAOAR20BEREE THOKME CTAAbHEE [MIpHKH  ARAMETPOM

2—3 wM, nAOTHOCTE oHoAO B rlem® » TREpOOCTRN DD
wxane Mooca T—38.

5 NAEHKQOBPAIYIOLLEE

NaenxooGpasvioliee A0AMHD OHTE COTARCOBAHO MEMAY 3JEHHTE-
PECOBEHHEMH CTOPOHAMH. B npoTokofe HMCNHTAHMA J0AMHHE GHTh
YE332HH LAeHN0000aIVIOLIer, PACTHOPATENs, KOMLCHTPAUMA MICHKO-
ofpasywulero B pPECTBOPHTENE, & TaKWKe JaRa HRGODMaUHR O PEDAO-
FHYecKHX CRORCTBAX NAeHKOOOpPEIYIILETD, HANPHMED BASKOCTH HJAH
BPEMA HCTEYEHHA.

[lpe npoBefeHMH NapaAfeNbHBX HCOWNTAHAR JoakHa GHTE HC-
NORL30BAHA DAHA H T Ae NapTHR naeHxkooSpasylowero.

- & OTROM MNPOB

Orfop npof AN8 HenHTauwdf NpPOBQRAT B COOTHETCTBHH © .I"EICT
99R0.2,

7. COCTAB MATMEHTHOR NMACTHI

KOMCHCTEHUMA NHIMEHTHOR N3CTH 3EBHCHT OT MACN0EMKOCTHM NUF-
MENTE, €r0 KOHUEHTPALHH B NacTe H pedfOrdHYeCKny CBOACTE NABHHO-
ofpasywmero. [Mostomy, arols nopolpaTts ONTHMANBHLA COCTAR nMr-
MERTHOR NACTh, HEOOXOARMO MPOBECTH NPenBaPHTEAbHLE HCNBTARHA.
KOHCHCTEHUME NHTMeHTHOR NacTe npd  AWCNepTrHpOBAHHH  DOJHHA
GHTH TAKOH, 9TO0W MeRloWEe MapHKH MOrAH CROBOAHO MBHTATHLCA BO
BpeMA paboTH MeabHHUB, YTO MOMHO OPOBEpHTH BH3YAABHO.

Han naedkoobpasyiouero, HMeRilers speMa nerevenns 20—40 c
no BOpoMKE ¢ aHamerpoM comnaa 6 umm ([OCT 8420), veraHoBAeHB!
CNERYHUHE KOHLEHTPALHE NHIMEHTOR:

8) NHrMeHTH € HHIKOH MAcNoeMEOCTEI —or 25 ao 60% (m/m);
6) nArMedTH co cpendefl macacemxocToir— o1 10 Ao 25% (m/m);
B} NHIMEHTH © BHCOKOA macnoemeocTbio — Meree [0% (w/m).
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roCT P 50563.4-—93 C. 5-

&

8. OBBEM MEJNHIUHX LAPHKOR

OfneM Meqownx wapdkos (n. 4.2) AONHCH COCTABIRTE OHONG
40%; or Becero ofheMa CTAKAHA.
[Npy npoBcAEHHER GAPAANCALHEX HCNHTAHEA A0JAMKeH GHTE HCNOL-

30BAH OAHH H TOT e ofbeM METI0WHX WAPHKOE,

%, METOOHWKA ONPEAENEHHA

9., [lpeasapiHTeALHOR CMEWEHHE

Coraaconaiible KOAHMECTEE NAeHK0OODAIYIOLLETD H NHIMERTa BIBE-
WHBAWOT B noMewawT B crakan (o 4.1.2).

Ecad KpHTepHSM OUCHEHM QHCOEPTHPYEMOCTH ABJNACTCA HaMeHEHHE
wpacawed cnocoGuoeth ('OCT P S0563.1, npuioxenne 1), To Macca
NHFMERTE H NACHKOOOPAIVHINEr0 AO0AMHA . OWTL OnpelencHa C Tou-

wocThio a0 05%. Jas GpyrHx MeTOA0R OUEHKH (HANpUMEp no HiMe-
HeHni ctemedd nepetdpa, FOCT P 50563.1, npuacwenne 2, wian no
waMemendln TaAAna, TOCT P 50563.1, npuaomende 3) MoryT OHTB
COrMacoBanu HoNee WHPOKHE AHATNAIOHE AONYCHKOR.

IlAR cMAYHDAHHA MHIMERTa HeoOXOAHMO NPOBECTH NPelBEPHTE -
HOE CMElIeHHe THTMEeHTA # NJeHKooSpa3YIILEeTo © TOMOIBE MELad K
o3 MeROWHX WapHgos. BpeMa npeisapHTensHOrD CMeLieHHA JOJH-
WO OBITH COFTACORAHO H 3AMHCAHO B HPOTOKOAE HCNBITAHHE,

fl ‘I'I- HEEYdaHNe E‘DHﬂ-DHE'IITH MCRAL T, e Ba P Te A HE APOAHCRCPTHPOBITE

B MeAGHHUE ¢ BmcoxockopocTHeR  mewaawod  (TOCT P
20563.3).

92 ducneprHpoBaHBe

B crakad AoBaBARKT COOTBETCTBYIOLLES KOAHYECTBO  MealAlHX
wapkkos (pasg. 8). [lpu HeolXoaHMOCTH A0BOJRT TeMOCPATYPY [HT-
MeHTHOR NacT 10 COTJACOBAHHON H IHCACPIAPYIOT NpH COTNACOBAH-
HOR MpdexTHBHOR AnHeAHOR CHOPOCTH NHCKOD, YOeIHBIIHCH, 4TO Me-
NoLWHe WapHEH OBH#yTcA chofofuo (cM. pasaea 7)., Ecau storo ue
NPOHCXOANT, TO HeoOXOZMMO OTPEryaAHpOBaTE COCTAR  NHPMEeRTHOR
{ACTH ¥ NOBTOPHTE ONpeAeAeHHE, HAUHKaR ¢ n. 9.1

Mocjae kKam@ood corJacobPAHAOR CTADHH JIHCOEPrHPOBAHHA (HANpH-
mep 4, B, 16 u 32 wmun) orBepawnt npoby mcnuTyesoro ofpazia.
[lepes HOBHM NYCKOM MEWRTKH HIMEPRIOT TEMOEPATYPy IHCNEDCHH
H NpH HeOBXOAHMOCTH PeryawpyoT e¢ Lo cornacosannofi. [lpocensa- :
HHEM VIAJRIOT MeJ0He MapHKE H3 #cnuTyemoroe ofpasna.

83 CtaGHAR3AaNHA

Ecan aucmepcHs HelocTarowdo crabHaeHa, ee HeobNO@HMO cTalH-
AHINPOBATE, ACGABHE- K HAMIOMY BIATOMY HOJHYECTBY HCNETYEMOTO
clpasua naewkcobpasyoues HAH [H) chmeunaasHee fobaskd. Mero-
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C. 6 FOCT P GOG63.4—93

AWKa cTabuanagund KofmEa OuT i
e Tal b COrA3COBAHA IAMHTEPECOBAHHLIMH
%4- Yaaneune noalyxa
O OUEHKH RHCOEPTHPYEMOCTH HeoBXOAHMO YIAMKTE :
BO3AYXA H2 OTOOPAHHOR DIMCNEPCHH HCNMHTYCMOTO 'E-npgaua. iﬁwﬁ:ﬁ
AOCTATONHO [aTh NOCTOHTH DHCNCPCHH B TEYCRHE RECKONLKHE MAHYT,
MeTtonuka yaanenus BosQyxa N0AKHA GHITL COTASCOBANA MeRay
SAHHTCPECOBAHMBMH CTOPOHAMM,

10. NPOTOKOA HCUBTANHS

FlpoTOKOA HCNETaHMA ADAMNEH COREpAATE CALAVIOIIHE CREICHHN!
4} THII H COPT HCOBTYEMOrD MHCMENTa:
- 6} CCHAKY Ma wacToRWHA cramazapT: -
B} NYHETH JO0CIHHTENbHORN HHPOPMALHA, yKAS3HHOR B npHJo-
ROEHMH;
¢} awfioe OTEAOMEHHE OT YCTAHOBACHHGOH METOAHKH;
A) RaTy (M) NpOBEAEHHA MCMHTAHHA, i
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roCcT P 50583.4—93 C, 7

MPHIOKEHHE
(b esaresbhibe

AONOJHHTENBHAS HHSOPMALHA

Jononuetensman HEQOPMALEN, DOMCIEHESA B IAHHCM DDHSOACHEH. SEN

amimumn oAz oBocHOBAHKAE Pubopa MeTOL. = - e
OMCIHETEALHAS NWQOPMALHA A00MHA OETE COPAACOBANE Mem 3 H HTE

BAHNNMME CTODORAME H MOMET GMTE DOAVIEHA [9ACTHYHD BAH nunncﬂgmj Ha nug-
MATHEHO-TeXIHUOCROR AOKYMeHTOUHE, Orhocsmefics HCABTYEMOMY AHCMEHTY:

d) THN H BCE NOIPOSHOCTH KOMCTPYRIHRE Girceprol  Meabsbim (n. 4.1);

G) THO, paimep, MAOTHOCTH W OfMAR MAtca MedmdiEx uapHEROE (p. 4.2);

B) mAeRkooGpasyes [pasn 5); '

F} cocTaE mMrmenTHoR macTw (pazn. T) M ee TeMOEpETYpa (0. 9.2);

A} BpEMA NPENBADHTEALHOTD CMERIEHHA (@, a.1y; ’

€} BpeMa ARCTEPrEpoRaHHA (i, 9.2}

B) METOSHKA cTAGUARSAUMN (1. 9.3);

3) WCTOAHK: yRANEEEN Bo3ayXA (@, 0.4}.
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C. 8 TOCT P BOS63.4—02

HHPOPMALHOHHBIE DAHHBLIE

1. PASPABOTAH H BHECEH TE-221 «[llurmentn, Jakokpacoinse
MATEPHAJAL BOAHOLHCTIEPCHOHNHBE, CYROBOFD M CTPOMTENLHOTO Ha-
IHAYEHHA®

2. ¥TREPAHIAEH H BBEJLEH B DEHCTBHE Nocranosasensem Foc-
cramgapra Poccii oT 25.04.93 N 123

Crangapt npeaycmatpreaer npamoe npwvenenne HCO B7B0—4—
90 ellurmenTs ¥ HAnOAHMTEAH, Metoaw  gWcneprapoBaHHA Aan
DUEHKHR X4 pﬂl"l'!pil-l:'l"l{ll. ﬂHfﬂtFTHF&'EHﬂfTH. ,,[I,H’EJ'.IEI'.IFHF!}HHHHE R ﬁl-l'—
‘Et.pl-l{:l-ﬁ MENLHHLEE»

4. Cpok neprod npoeepid — 2000 r,

4. MepuoAnuHOCTe OPOBEPKH — 5 AET

5 BBEILEH BNEPBBIE B
G, CCIAOYHBE HOPMATHBHO-TEXHHYECKHE NOK¥MEH-
Thi

Ofcaravyerrpe HT., ma wotapud
AENE - CCRARA Howep pusaesn

—_—— = = T R — e o}

FOCT 995802 —86
EOMLT B4ZR-—T4
FOLT P oO05G3.1—083
IFaoCT P01 2—93

s e w g
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