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YOK 6340844 ; 008,354 Fpynna Ni&
FrOCYAAPCTEBEHHBHA CTAHMHAAPT COW3IA CCP

APEMAPAT NBET AHTHCENTHYECHHA

TozmmueckiE yoAoEnE rGCT
.|'|.1tl55l:f.i|.1'r preparation [ERT. Specilicalions 23?5{]“3“*

Mocransanawwes Focypapcroennors womurersa CCCP mo craufapras or 1M axsaps
1980 r. W 224 cpok BEeAEHME YCTAHORNEN T
C -

Mposepew & 1985 r. Mocranoanennes NoccTanpapra or 17.03.85 Me BBS
CPpoOM SERCTEMA NpogReH Az 01.01.92

Hecobneogenna cTanfjapra npecAegyercd Ao JaHoHY

Hactoammi ¢cTallapT pACHPOCTPAHAETCR HA BOROPACTROPAMEA aK-
Tncenthvecknit npemapar [IBT. [lpenapar npeanasuayved 138 LUTH-
CEMTHPOBAHIA CHPRX MIMOMATEPHAN0E C UL 3AMNTH HX OT nopa-
MeHHA QePeROOKPALIHDAIDIIAMI K MASCHeBEMIL TpHdAMH B NepuHol
arMoceprofl CYIDKHE 1IN TRAKCIOPTHPOBA HITA.

1. TEXHHYECKME TPEROBAHMA

1.1. Mpenapat [1BT poasen GuTh M3rOTOBACH B COOTBETCTBIE C
TPEGOBAHHAMN HACTOAILErD CTAHAAPTA MO peledType H TEXHOJOTH4Ye-
CKOMY PETJaMCuTY, YTBepMICHHEM B YCTAHOBJAEHHOM MOpAfke.

1.2, IMpenapar [1BT Aoamed coTepkaTe CAeayliie KOMIOHeNTL:

menTaLIGHdEnnIAT HaTpue, % . . . 400%1M
THOMOUERHHA ToxWAseckan, 2-8 copr, 34 100=035
fivpn Accatupegdan oo [OCT 8470

% . G e e e e e e an 0410
eoMa  KansuHanpopanwas e FOCT
BEOO—BE, B o o o+ o - . . - 15,0205
macan Tpanchopmaropuoe  na [OCT
QE2—ad. % . - - . - . Fin

1.3. Tlo du3nKo-XUMHYECKIM IOK33aTeAaM Npenapar AndHed Co-
OTBETCTBOBATL TPeOOBAHNAM M HOPMAM, YKA3AHHEM B Tabauue.

HagaHWe odreymansHoe Mepaneuarsa socnpeuyena
]
* fTepsusdonne (gueaps 1986 o) ¢ Haivenenuen M |,
yraepwdennwm o sapre 1985 2. (HYC 6—485).

i©) MapgarenscTeo cTangaproe, 1986
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Crp. 2 NOCT 13951—80

Hanrrennasyne MokaaaTens i Hapara
i
Hacwnitar RaoteocTe, sr-a=! 070083
Ocryatox na cate M L6, %, se dojes 1k
PacTeopaMocTe, I, e Medee 15,0
TTokazamens KOHIEHTRALHE BOACTOLRR X BT
AoEae (pH) sogunore pacTeopa
Lser @ maeminl BEL 1% -Horo sodioo- eNTOBATO-RARHINeRLE, He  Colep-
M paCTENpA |I it Eaodhen
| ]

{ HameHenran penakuns, Him, M 1).

L. TPEEOBRAHMA BEIONACHOCTM

2.1. Ilpenapar 1I5T He ropioy B He BIPEIBOUNACEH.

2.2, Mpenapar II6T npegcrabaser cofofl MexauHuecKYW CMech
COCTABHHX ROMOOHEHATOB. Pasapamaiowme JefcTBYET Ha  CAHIHCTHE
ofOT0NKN H KOENHE moxposul, Onaced NpH NOCTYILIEHND 4epes Ko-
Ay, Hanbonee TOKCHIHEM KOMNOHEHTOM TPenapaTa ABARETCA MEHTA-
Aacpdenodar HaTPHA. [TentaxtopdedonnT HATPHA OTHOCHT K BEUIecT-
gaM [-ro gnacca onacuoctd, TTpeaedbno JonyCcTHMAS KOHULEHTpELHA
(TLAK) nmedTaxnopdeHodaTa HaTPpHA B BOAOyxe pabouci 2ok npo-
nsgoicTaendoro noveiienns — 0,1 wr-md, Mpensyiliecteeinoe arperar-
HOB COCTOAMHE B YCIOBHAX MPOH3BOACTBA — CMECh NApoB H 33PO3CAA.

2.3, Mameapuenne 1 cMelIeHHe HCXOAHHX NPOAYKTOB NpPH HIFOTOE-
AEHHE TMPeE s BpUHIBOaRT B 3HB§.FI:ITH..?L :-][1:535:.‘:1'::13:.

OQCHOBHHAM ACTOMHMKOM 3arPRIHEHHA HBARKTCH  MECTa 3arpyik
COCTEBHEIX KOMNOHeHTOB B8 annapat H pacdracoBia roToBOre NPOLY k-
TH.

B npouecce narctopaenns mpenapata necOX0AHMO FEpMeTHIHpo-
BATL 3ATPYIKY TEHTAXJTODPENOIATA HATPHA MW ABTOMATHIHPORATE
pacthacoBKy TOTOBOTO NPOAYKTE,

24, O6umue tpeboranins GeagnaciocTd — no FOCT 12.3.034—84,

{ Hamenennan pegaxuna, Ham. M 1).
2529, (Hokamovenw, Ham. M 1).

3. MPABMAA NPHEMKR

3.1. [penapat npuuumaior naprHamya, [Mapruel cuntawt onpege-
ACHHOE KOJHYECTEBC OANOPOLHOrG MO CBOMM NOKAZATEIAM KauecTEad
npenapara [15T, conposBomaieMoe 0ANNM ROKYMEHTOM O KadecTBe.

JIOKYMeHT DOUed coaepmaTh: obo3HaveHRe NPeAnlpHRATHA-HATOTO-
BHTEAH, HANMEHOBAWHE OpeNapaTa, HOMED NapTHH, Naty HAroToBgE-
HUH, MACCH OpyTTo B HeTTO, obo3HAUERHe CTAHLApPTA H PeIYALTATH
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rocr 23951—=80 Crp. 3

NPOBEIEHHNE HCIWMTAHHA, NOATBEPHIIOUWHEE COOTBETCTEHE KaYecTBa
NpoAYKTa TpeSoBaHHAM HACTOSIIEro CTAHAAPTA.

) 3.2, Ilas ApOBepKH KAuecTea NPenapatra Ha COOTBeTCTEHe Tpebo-
BAHHAM HACTOAIIEND CTAHLAPTA OTOMPAOT OT MAPTHH Maccofl Mmedee
7 tHc. Kr 20 Gapox waH § MEWHOE, oT napTHl Maccofi Gogee T THC.
kK — 2% eqHHENU ¥NIaKOBOK.

3.3, [IpH nogayweHHd HeyAOBIeTBOPHTEALHBIX PE3YABTATOB HCHHITA-
HUS XOTH GH MO OAHOMY H3 NoRazatefed NPOBOANT NMOBTOPHLIE HCNEI-
TAHHA HA BHOBR oTOGpaHHoil pEbopke. PeayAbTaTH NOBTOPHEX HCIE-
TaHRA pacTpoCTPAHAMTCA HA BCED IAPTHI. -

4. METOOB HCNBTAHHA

41. Otdop npod

4.1.1. Tpofu oTGnpaloT pasHomeprn. Toweuwyw npoby orGupaioT
B KoSnuecTee, ofecnevHBAKIeM cocTavAenne cpegneli mpofu.

4.1.2, Toyeynwe mpolel COBIRHANT BMECTE W TWATENRHD NEpPEMe-
wuaawnT. Ot ofeefuHesiol npofiu otlipawnt cpefdm npody mac-
o He Menee J000 r, nOMELIAKT B YHOTYRD CYXYE) CTEKARHEYID GaHky
H TepMeTHYHO 3aKPhBANIT.

a GaHky co cpegHel npoGol HAKNEHBAIOT ITHEKETKY ¢ YEA3AHHEM:
opraud3anun, orobpasmelt npody, HAHMEHOBAHHA NpenapaTta, HOMepa
napTHE ¥ 13T oTOopa ppobu. Bamky mepegamt B nabopatopHn AR
NPOBEAEHHA HCMBITAHNA.

42 OnpefefeHHEe HACHNHOR NAOCTHOCTH

221, Hocyda u npudopnt

Llpausap sepustit no FOCT 177074, emectaMocTeie 1 oM™

Becn TeXHHYECKRE © ROTPEIIHOCTLIO BABCWHBARHA He Gonee 0.5 r.

422 [Mposedesus pomnsiranust

Orobpaway npofy npenapata OCTOPOMHD AACHMamT 603 YNAOT-
HEAHA B MEDHHA UHAREAD A0 MeTEH. UolepMuMoe NHAHHIPA B3Be-
UTHBAHIT,

4.2.3. Obfpoforka pesyasTaros

Hacupnyio nioTHOCTS Npenapata {(p) B Kr-a~" BHYACARKOT 0o $op-
Myae

7l
p=—r

€ fr-—— MACCE COLEPHMHMOTS LHAWHIAPA, KI;
V — BMECTHMOCTB UHIMHIPA, AMY
3a pezyAbTAT HCNHTAKHA OPHHHMIKT CpeiHes apHpMeTHUECKDE
TPpEX nNApaddeNbHEX ONpeleTeHnil, AoNyCKAeMble paCXOXICHHA MeXK-
¥ HKOTOPhIME He 0NN npeswmwate 0,05 kr-a—l
43 Onpejgesenre o0CTaTka Ha cuTe Ne LG
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Crp. 4 TOCT 23951—B0

4.3.1. [Tpubope

Curo Ne 1,6 no FOCT 3584—73.
0 mEEtH TEXHHYECKHE C MNOTPeHOCTHEY BIBCITHBAHHA He Gouee
1,

4.3.2. llpogedenque nonniranius

S0—100 r npenapata noMeiawT va cuTo N 16, npennapHTeaBHO
napeennoe, [lpoceHBamT Ha BROPATOPE HAH BPYUHVE) He MEHee
10 mMum. 3ateM KoMKH Ha cHTe paabHBAIOT, MPOBOASA MO HHM KHCTOY-
KOf, H CHOBa NpoceRBnamT 5 MHH. OCTaTox Ha cHTe B3pewnsawT. Bee
BIBEITHBAHHA OPOHIBOAAT € norpewiHocTeio He Goaee 001 r,

433, OapaboTra peayasTaros

Ocratox wa cure Ne L6 (X) 8 npouedrtax BeuHcAmOT no dop-
My.f1e '

X=—""-100,
i

Toe ym -— Macca HABeCKH mpenapara, r;
My — MACCa OCTaTHA Ha cHaTe Ne 1.6, r.

3a pe3ynbTaT HCNWTAHHA NPHEHMaWT cpeivee apudMeTideckoe
Tpex NApAfAeAbHREIX OonpefeneHHl, JOMYCKAEMBE PACKOHIEHHA MeH-
AY KOTODEIMH He J00MHN npepwmaTs 0.7%.

14 OnpelededHe PACTBOPHMODCTH

44.1. Pacreopu u nocyda

Bojaa gnernanupobanian no N'OCT 6709—72.

CrakaHyHKk AMA BapeliHBaHHEA (Goxca}l no TOCT 23932—79.

442 [lpogedenue uciuToNuR

20 r npenapara s3pellHea0T H pactsopAwT B 100 cM? TRCTHAJIHpO-
BaHHOA Boawr mpu 15—20°C. Twatelono nepemesneacT 20 vur, 3a-
TeM pacTBOp GHAGTPYIOT deped GHALTP <CHHAA JeHTa», JPenBapwH-
TEABHO DHCYIIEHNEA B GoKce 3o nocToadHof saccw npun 50°C. Oca-
BOK BMecTe ¢ PHABTPOM TOMeWAKT B Gokcy H cywat npu 50°C ao
MOCTOAHHDTE MACCH.

Bee B3BelIMBaHMA NPOBOEAT ¢ norpeminoctee He Goxee 0,01 r.
4 4.3. Ofpaforka pe3gasTaros
Pacreopesocts npenapata (X} B rpaMsax BHYHCAAWT no fop-
My
Xi=m—(mz—m},

rie ¥ — Maccd HaBeckH Mpenapara, r,;
mp == Macca OW0KCH C PHABTPOM, T}
Mz — Macca GIOKCH € HABTPOM H OCAAKOM, T.

3a peaynsTaT HCOWTAHHA MPHUHMAKT Ccpeikee apHbMeTHYECKOe
TPEX NapanieibHuly onpefeaenufl, DOUYCKASMEE PACKOMISENA MeRAY
KOTOPWIMH He Z0MKHE npesslmiates 0.5 .
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45 Onpegeaenne NOKAIATENN KOHOEHTPAUMWNH BO-
dopoanwx Homwos (pH) soaworo pacTBopa

[ToxasaTenk KaHUEHTpauUHR BoAopoanmx  aoncs  (pH) moaworo
PACTROpa OMPERENIAIOT NOTEHUHOMETPOM, BHINOIHAA HIMEPEHME J0-
OWM 3AeETpoLoM, paboTawlms- 6 cpete & pl 8—12.

46. Onpegeaesne wBeta H BHEWHEero BHEa 1%-
HOrOo pacTBopa

1lper ¥ BHewmHil BIA PacTROPZ ONPEAENNIOT RH3YANbHO, 1 T mpe-
MapaTd BIBEMTHBAWT C MOTpellHocTei He Goaes 001 r, nomemawT B
MEpHER tEAHEIp BMecTHMocTR0 100 cm® no TOCT 1770—74, pawra-
T S0—0G0 cu? avernaanposannoll Bogw, nepementinawt 10—15 Mun
H JOBROAAT (FheMm 40 METKH.

3. YNAHOBHA, MAPHHPOBKA, TPAHCMOPTHPOBAHHE W XPAHEHHE

2.1. Ilpenapar pacacosusawnt Maccoft no 7 xr (wetTo) B Gankn
no NOCT 6128—81 w3 vepnoft aectH Hal no 20 kr B GHTYMHPOBRH-
Hue Oydaku@e memwn no FOCT 2226—=T75 Aaw  nofHsTHIEROBHE
smemkd 5—0,150 no F'OCT 17811—78.

PakTHHECKAS MACCA HETTO MOMET OTAHYATHCH OT HOMHHANLHOR B
npegeaax =25%.

5.2, BaHKH 3aKaThIBAKIT KPMIIKAMH W YNAKORKBAOT B IEPeRAH-
tbie AnHkE THOA [ mo POCT 2991-—85, nmo 4 mT. & Kawaw.

[MoansTHAeHOBEE MELIKH 3aBapHBAKT, BRAAAWBAKT B TPeXCcAOH-
HEe GyMaduwe memrd mo NOCT 2226—75 W 3amHpamT MamIAHH kM
CHOCOGOM, +

{ Hamenennaa penakunn. Ham. Ne 1).

9.3. Ha xamayw ynakoBgy ¢ NPenapatod HaKASHBROT GyMamnyo
ITHRETKY ¢ of03HAYEHNAME: DNPEINPHATHA-HACOTORNTEAA, HAHMeHOBa-
HHA MPEnaparta. Macckl GpPYTTO M HETTO, HOMepa TAPTHH, AaTH Haro-
TOBRTEHNS, 0603HAYEHTA HACTOANIENO CTARAAPTA.

Jonyckaetcs na weTananneckuX 0ankax H MeLIKAX He YEail-
BATH B 3THKETKAX Maccy GpyTTo,

TpagecnopTHan MAPRVPOBEA AOAMKEA COOTRETCTROBATE Tpelomanu-
Au OCT 14192—77.

5.4. TlpenapaTt TpancnopTnpywT TPAHCNOPTOM BCEX BHADE, KpPOME
roagymwHoro, no FOCT 14188—81.

{ Hamenennan pepakuus, Ham. Ne 1).

5.5. [lpenapar XpaHAT B OTALILHOM, CYXOM, JAKPHTOM NOMElLE-
HHH B ynakopxe HarotoanTeas mo [OCT 14189--81,

a6, Ha wasayw VnakoBKY © mnpenapatod B CODTBETCTEHA ©
FOCT 19433-=81 noamen OwTh HAHECEH 3IHAK OMACHOCTH KAacca 6
noaxnacca 6.1, kracendmkaumonnuft mudp rpyonw 6113,

5.5; 5.6, (Hamenennan peraxuma, Ham. M 1).
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&, TAPAHTHM HM3rOTOBMTENR

G.1.. [Tpenapar TI5T soasen GuTe NPHHAT TEXHUYECKHM KONTPO-
JEM MpeanpusTHA-Harotordreas. Harotosurens rapastupyer cooTber-
crene npenapara IIBT TpefoBanasaM HacTOsMero Ccradnapra npH
COBAKIEHAR VCAOBHA TPAHCHOPTHPOBAHAA M Xpadeddd. TapaHTHAHLI
cpoxk xpaunedns mpenapara TIBT — 2 roga co awa waroromaenns. [lo
HCTEHEHHH YRASAHHOTO CPOKa Neped HCNoAbL3OBAHHEM NPENapat goa-
el OulTh npageped Hd COOTRETCTHHE TPReGURAHHAM  HACTOXWErD

ﬂTﬂH,ﬂ..i:'IPTE.
Peaakrop 7. B Capewa
0 TesHnueCkpd pepaKTUp A, B, Murod
Koppektop J. B Cauijepwgs
Craen o mad. |[TH}&E: MMonn. p nes. |S3068E 0% wono noo oo, O woo xpeorr. 0039 vw.-mm, 0.

Cippasx 80M) Legs 3 won,

T
Dpaeie o3igy [Towveras HaO@TeascTen CTaugapon, Mockos, 123840, TCIT,
" HapoajpecHesoeil nejs, &, 3,
Beasepocxas tEArpadeE Flasareqgseres crangoprop, v Medzayvrs, [0+ Jak. =502,
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