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IHoctanoBaenneMm l'ocymapcrBeHHoro kKomureta CCCP mo crampapram ot 30 ausapa 1979 r. Ne 335 nara BBeaeHus

YCTAHOBJIEHA
01.01.80

Orpanvuende CpokKa OeUCTBUS CHATO N0 NOPOTOKOAY Ne 4—93 MeXrocyaapCTBEHHOr0 COBETA M0 CTAHAAPTH3A-
nav, metpoaorad U ceprupukanuun (MYC 4—94)

Hacrosimumii cranmapT pacipocTpadsgeTcs Ha IIperapar « Mactonpum», IIpeHa3HaAYe HHBIHN UTS OIIpenerie-
HIS IIPUMECH AaHOPMAJIBHOTO MOJIOKA (MOJIO3MBA, CTAPOIOMHOIO MOJIOKA U MOJIOKA KOPOB ¢ CYOKIIMHUYIECKON
(bopMOM MaCTHUTA) B COOPHOM MOJIOKE.

1. TEXHUYECKHUE TPEBOBAHUA

1.1. Ilpemmapar «MacTolmpuM» JOJIKEH U3TOTOBILATHCS B COOTBETCTBUU ¢ TPEOOBAHUSIMU HACTOSLILIETO
CTAHIApPTAa 110 TEXHOJIOTUYECKON MHCTPYKIINU, YVIBEPKIACHHON B YCTAHOBJIEHHOM IIOPAIKE, C CODIIOACHUEM
CAHUTAPHDBIX HOPM U IIPABWI, YCTAHOBJICHHBIX MuHUCTepCcTBOM 3apaBooxpaHeHusg CCCP.

1.2. JL1s1 IpUroTOBIICHUS IIpeIiapara IIPUMEHIIOT CIISAVIOIIEE ChIPhE:

CYJIbPAHOII 10 HOPMATUBHON HOKYMEHTALIAN;

ruapooxkuch HaTpud 110 1 OCT 4328—77.

1.3. Ilpemmapatr « Macrorpum» 110 OPraHOJIECIITUYCCKAM U XUMUNYECKNM 110KA3aTEJISIM JOJKEH COOTBET-
CTBOBATDL TPEOOBAHUAM 1 HOPMAaM, VKA3aHHBLIM B TaOJINLIE.

HanMeHOBaHMEe IToKa3zaTesd XapaKTepHCTHKa H HOPpMA
BaeniHum Bua OHOPOIHBIN TTOPOIIOK
BeT XKerToBaTo-0eabIi
MaccoBast 107 CIIMPTOPACTBOPUMEIX BEIIEeCTB, %, He McHEe 35
MaccoBas 1oas TUAPOOKUCH HATpus, % 21+1
MaccoBag monst Bnaru, %, He 0Oolee 5
2. ITIPABAJIA IIPUEMKU

2.1. Ilpennapar «Macrorpum» IpruHUMAIOT HapTuaMu. 1loa mapruen moHMMaT KOJIMYECTBO IIpeIiapara,
BEIPAOOTAHHOE U3 OMHOPOIHOTO CHIPBS 34 OIHY PA0OUYVIO CMEHY U (PAaCOBAHHOE 13 OJHOTO ITOMOJIA B OITHOPOII -
HYIO Tapy 1 o(pOpMIIEHHOE OJJHUM JOKYMEHTOM O KAUeCTBE.

2.2. JJOKyMEHT 0 Ka4eCTBE JO/IKEH COACPIKATD:.

HAaMEHOBAHUE IIPEATIPUSATUA-N3TOTOBUTEII

HANMEHOBaHIE ITPOAYKIIMY 1 HOMEDP IIAPTUHN

ATy BbIPAOOTKIU;

N3nanve oQuiuaIbHOE IlepeneuaTka BocOpemena
Hzoanue (cenmadpe 2008 ¢.) ¢ Hamernenuem No 1, ymeepxcoennvim 6 ageycme 1984 o. (UYC 11—84).
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DPE3YJIbTAThL UCIILITAHUN;

KOJIMYECTBO MECT U MACCY HETTO:;

HOMED JTOKYMEHTA;

ATy BbIIAYU JOKYMEHTA.

2.3. Jl1d 1IpoBepKUM KavecTBa IIperapara 1 COCTOSHUY Tapbl VIIAKOBKU U COOTBETCTBUS MAPKUPOBKU
TpeOOBAHUSIM HACTOSILETO cTaHAApTa oT naptuu otouparor 10 %, HO He MeHee TpeX YIIAKOBOYHBIX €IMHUII.

2.4. 11pu 11osryueHM HEYOOBIETBOPUTEIbHBIX PE3Y/IBTATOB UCIIBITAHUNT XOTS ObI 110 OJHOMY I1I0KA3aTEIIIO

10 HEMY IIPOBOIAT IIOBTOPHBIEC MCIIBITAHUSA YIBOSCHHOW BBIOOPKH, B3ATOM OT TOU X€ IIapTUN. Pe3yiabTaThl
[TOBTOPHBIX UCIIBITAHUIN PACIIPOCTPAHSIOTCS Ha BCIO IIAPTUIO.

3. METO/IbI UCIIBITAHUUA

3. . MeTtTox ort6bopa 1nmpobo

3.1.1. Y3 xaxmoi1 oToOpaHHOM 110 I1. 2.3 BCKPLITON YIIAKOBOYHOU €AMHULILI OTOUPAIOT:

1o 2 6anku nnpu pacosaHuu 1o 0,5 xr;

» 4 » » » » (0,2—0,1 k1.

CoIepKuMoe 0aAHOK BBICHITIAIOT, XOPOILIO IIEPEMEIITUBAIOT, COKPAILIAIOT METOAOM KBAPTOBAHUA 10 CPEI-
He! ITpoobI Maccoll He MeHee 100 1.

3.1.2. CpeaHio1o 11po0oy mnperapara « MacrorpumumM» JeJISaT HA ABE PABHBIC YACTU U IIOMEIAIOT B YUCTYIO
CYXYIO IIOCYAY, O0ECIICUNBAKOILYIO JOCTATOUYHYIO Te€PMETUYHOCTD YIIAKOBK.

OIHY YacTb HAIIPABJILIOT B JIADOPATOPUIO JUIA UCIIBITAHUMN, APYTYIO — OII€YaTbhIBAIOT, CHAOKAKOT STU-
KeTKON 1 XpaHaT 6 Mec Ha ciIydall BOSHUKHOBEHUS PA3HOIIIACUI B OLIEHKE Ka4eCcTBa.

3.2. MapkupoBKa, XpaHeHne 1 TpaHcropTupoBaHue cpegHert 1poonl — 1o ['OCT 3622—68.

3.3. BHEIITHMN BUI U LIBET OIIPEACIIAIOT OPraHOJICIITUIECK.

34.0upeagejleHNEe MAaCCOBOM NOJIU CIIUPTOPACTBOPUMBIX BEILECTB

3.4.1. Annapamypa u peaxmuebi

Becrol 1abopatopHbIe OOIIIEr0 HA3HAYECHUS 3-TO Kilacca TOYHOCTH, LIeHA ITOBEPOYHOIO ACJICHUS HE DoJIee
0,001 r mo I'OCT 24104—88&*.

I'mpu mo 1 OCT 7328—2001.

[Tutetkm BMectuMmocThio 1,0; 5.0; 25.0; 100.0 cv® 1o 'OCT 29169—91.

Kon6oer Ku-250 TXC o 'OCT 25336—82.

XomoamibHUKM XC 130 o 'OCT 25336—82.

baHg BomsHAa.

[HIxad cyimmmIbHBINA C TEPMOPETYIIITOPOM.

HITaTnB METAIDINYECKUNA.

Boponxu B 1o ['OCT 25336—S82.

Crupr ati1oBbiil pekTudukoBaHHbI 110 'OCT 5962—67**, 96 % -HbI WIKA CIUPT STWIOBBINA TEXHU-
yeckuii mo 'OCT 17299—78.

Harpuga runpooxucs mo 1 OCT 4328—77, X. 4.

[Ibu16 IMHKOBAA.

Bona muctmyummposanHas o 'OCT 6709—72.

bymara ¢dmsTpoBanpHag o [OCT 12026—76.

(U3menennas pepaknusi, M3m. Ne 1).

3.4.2. Ilodeomoska k anasuzy

3.4.2.1. I IpurorosiieHre a0COIOTUPOBAHHOTO CIINPTA.

K 1 r aTi10BOTO pEXTUPUKOBAHHOT'O WIN STUJIOBOIO TEXHUYECKOI'O CIIMPTA, OYUILIEHHOIO U YKPEIUICH-

Horo 10 96 %, nobasingoT 10 T NaOH u 10 1 ©IMHKOBOM IbUIM; CMECh KUTISATIT 4 94 B K0JiOe ¢ 0OpaTHbIM
XOJIODWJIBHUKOM, 3aTEM CIIUPT IIEPETOHMIIOT.

3.4.3. Ilposedenue ucnvimanus

Hagecky 1nipeniapara 2—2,5 T, B3BEILIEHHVIO C IIOTPEITHOCTLIO He bostee (0,001 r, ToMemaT B KOHUUEC-
KVIO KOJIOY co nuindomMm, 3amBaor 100 cMm® HerdTpam3oBaHHOTO 96 % -HOTO CITMpTa M KUIIATIT HA BOISHON
bane 30 MmuH. CIIMpTOBOU PACTBOD ACKAHTUPVYIOT BO B3BEILICHHYIO KOJIOY depe3 (PWILTP TaK, YTOOBI OCAIOK HE
nonagas Ha puiaeTp. BpeMs orctauBaHus IIPU JEKAHTALIMN JOJDKHO COCTABIATE HE MeHee 10 MyuH. DKCeTpak-

*C 1 uroist 2002 r. BBeneH B nerictue 1 OCT 24104—2001.
** Ha tepputopun Poccuiickoit @enepannm neticteyer ['OCT P 51652—2000.
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LIAIO ITIOBTOPSIOT TPIKIBI, Pacxomysd II0 25 ¢M’ crmpra M Harpeasl comepXumMoe Koyobl 110 5—10 MuH.
BrmmapusaroT crinpT U3 ocanka U pacTBOPSIOT OCAIOK ITPUOIIM3UTEIBHO B 5 M’ TOpsdell TUCTILUINPOBAHHON
BOALI. |lepeocaxmaroT ocagox IIyreM MEUIEHHOTO IIPUOAaBICHUS a0COTIOTUPOBAHHOTO CITUPTA IIPU SHEPTTUHOM
[IepeMeIIUBaAaHUN. KojnyecTBO abCOIIOTUPOBAHHOTO CIIMPTA OEPYT M3 TAKOI'O pacuera, YTOObI KOHEYHAsI
KOHLIEHTpaluss ero cocrasisuia 96 % (24 ¢y’ criupra Ha 1 ¢M® BOJIbI, B3SITOU JUIS pacTBOPEHUS OCaaKa).
HarpesaroTt comepzxiiMoe KOJIObI HA BOASTHOM DaHe 1 OCAIOK IIEPEHOCIT Ha TOT Ke PuibTp. Ocagok ITPOMBI-
BalOT B TY K€ B3BEILIEHHYIO KOJIOY HECKOJIBKO pa3 ropssunuM 96 %-ubim crimproM. KoHell IIpOMBIBKU OIIpeie-
JISTIOT TI0 OTCYTCTBUMIO HAa YACOBOM CTEKJIE OCTATKA ITOCJIE BhINIapuBaHus 1—2 xareinb puibTpara. B rporecce
(prIpTpalli U IIPOMBIBKH OCaIKa CIIUPT OTTOHSIOT ITOJTHOCTBIO HA BOASHON OaHe. OcagoK B KOJIOE BBICYILIN -
Baror 1ipu 100 "C—105 "C. IllepBble 1Ba B3BEHIMBAHUA IIPOU3BOLAAT Uepe3 2 49 IIOCJIE BBICYILIUBAHUSA,
rociaeaywoinme — 4depes 1 4. BeicylnmmBaHue 3aKaHUYMBAIOT IIPU PA3HOCTU MACCHI MEXIY ABYMS ITIOCIIEAHUMU
B3BemmmmBanusamMu 0,002 r.

3.4.4. Obpabomia pe3yrvmamos

MaccoBy1o 1010 CIIMPTOPACTBOPUMBIX BEIECTB (X,) B IIPOLIEHTAX BEIMUCIIAIOT 110 (hopMyIIe

~my 100
m

X,

2

e m, — Macca pacTBOPUMOTO B CIIUPTE OCaIKa, T,
m — Macca Ipernapara, I.

3a OKOHYATEIBHBIN Pe3yiIbTaT IIPUHNUMAIOT CpeaHeaprn(PpMeTUICCKOE IBYX IIapa/UICIIbHbIX OIIPEISIICHUI.
PacxoxmeHne MeXIy IapauieIbHBIMHY OIIpeae e HUSIMHY He TODKHO TIpeBhIIaTth (0,5 %.

(U3menennas penakuusa, M3m. Ne 1).

35b,OunpengejleHNe MAaCCOBOM OTOJU TUAPOOKUCU HATDPpUAI

3.5.1. Annapamypa u peaxmuebi

Komnba mepHasg smectumocTtbro 1000 v’ mo [OCT 1770—74.

HITaTnB MeTaLINIECKUNA.

Kucnora comsgaadg o ['OCT 3118—77, 0,1 Moibs/aM’ pacTBOD.

MupnkaTop MeTWIOBBIM OPAHKEBBIN.

broperxu o 'OCT 29169—91.

Bona muctwymmuposadHas o 'OCT 6709—72.

(U3menennas penakuusa, M3m. Ne 1).

3.35.2. Ilposedenue ucnvimanus

4 T ripertapara « MacTorpuM» pacTBOPSIOT B CBEXEIIPOKUIITICHHON TUCTWLINPOBAHHON Boje. PacTtBop

CJIMBAIOT B MEPHYIO KOJIOY BMECTUMOCTBHIO 1 AM® W 1ocie OXJIaxXIeHUS TOoBOAIT OO0 MeTku S0 cm’
IIPUTOTOBJICHHOTO pacTBopa, TUTPYIoT 0,1 Moiab/am’ pactBopoB HCI ¢ MHIMKATOPOM METHWIOBBIM OPAHZKEBBIM
(2—3 xarwn).

3.5.3. Obpabomka pe3yavmamos

Maccosyro gomo NaOH (X)) B mpolieHTaxX BEIMUCIIIIOT 110 GOpMyJIe

_ v - 0,004 -1000 -100
X2 m-50 )

rae v — xkoandectso 0,1 monb/am’ pactBopa HCI, n3pacxomoBaHHOe HA TUTPOBAHUE, CM”;
m — HaBecKa UCCIIeyeMOoTo IIperapara, rI;
0,004 — maccoBag moing NaOH B 1 cMm® pacTtBopa, Koropad skBuBajicHTHa 1 ¢m® 0,1 H Moib/mM* pacTBOpa
HCI1, r/cMm’.
3a OKOHYATEIIbHBIN PE3YJILTAT UCIILITAHUS ITPUHUMAIOT cpeaHeapuPMeTHUIEeCKOE Pe3yJIbTaTOB ABYX I1a-
pPaJUIEIBLHBIX OIIpedesIeHN, pacXoXIeHe MeXIY KOTOPBIMU He TOJKHO IIpesbruath 0,5 %.
(U3menennas penakuusa, M3m. Ne 1).
336 0OnpeneleHne MACCOBOMW NOJNIU BJIATH
3.6.1. Annapamypa
Craxkansr H-10 o T'OCT 25336—82.
HIxa(d cylmMIbHBIN C TEPMOPETYIISITOPOM.
(U3menennas penakuusa, M3m. Ne 1).
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3.6.2. Ilposedenue ananruza

B BBICYIIIEHHBIN 0 ITOCTOSHHOM MACChl CTAKAHYMK OTBEILIMBAIOT 2 T IIpeIapara, B3BEIMBAIOT C IIOTPEILI-
HocThIO g0 (3,001 1 1 BeicyimmBaoT B cymiwibHOM mkadgy rnpu 100 "C—105 °C. B3pemmBanue IpoBOILT yepes
2 Y I10CJIE BBICYIIIMBAHMA. BLICYIIIMBAHNE 3aKAHYMBAIOT IIPU UBMEHEHUN MACChl MEXKAY JABYM IIOCIICAHUMU
B3BEILIMBAHUAIMU He 0osiee 0,005 1.

3.6.3. Obpabomka pe3y1emamoe

MaccoByro qomo Biaru (X,) B IPOLEHTAX BRIYMCIIIOT 110 GOpMyJIe

Y — (my—m, ) - 100

3 74) 2

Tae m — Macca mnperapara, T;
m, — Macca CTaKaH4MKa ¢ IIPerapaToM JI0 BLICYIIINBAHUS, T;
m, — Macca CTaKaH4YMKa ¢ IIPErapaToM I10CjIe BEICYIIUBAHMS, T.
3a OKOHYATEJIbHBIN PE3YIILTAT IIPUMHUMAIOT CpeaHeaApU(PMETUICCKOE IBYX ITapa/UICIIbHbBIX OIIPEACICHUN,
TOIIyCKAaeMble PACXOXKISHNS MeKIy KOTOPhIMU He TOKHBI IIpeBbImIaTh 0,5 %.

4. YITAKOBKA, MAPKNPOBKA, TPAHCITOPTUPOBAHUE U XPAHEHHUE

4.1. IIpenapat acyroT B CTeKJISIHHbBIE DAHKIM 13 TEMHOTO CTeKJIa ¢ HABUHYUBAIOLIEHCS KPBIIIIKOU U3
[TOJIMMEPHBIX MATEPUAIIOB Y KAPTOHHBIM BKUIAJbIIIEM Maccon HeTTo 0,1; 0,2 n 0,5 KT.

4.2. 1 ltactMaccoBbie KPBIILIKU DAHOK ¢ BHYTPEHHUMU KAPTOHHBIMU ITPOKJIAAKAMHU IUIOTHO 3aBUHUYMBAIOT
U TEPMETUYHO YKYIIOPUBAIOT napapmHO-KaHU(POIIBHBEIM PACTBOPOM B COOTHOIIEHUU 85:15 mim apyrumn
CMECSIMU, OOECIICYNBAIOILIMHI I€PMETUYHOCTD VITAKOBKI.

4.3. Ha xaximyro 6aHKy HAKJIIEMBAIOT STUKETKY ¢ YKA3AHUEM:

HAMMEHOBAHUS IIPEIIIPUATAS-N3TOTOBUTEIIS

HAMMEHOBAHUS IIpEeIIapara;

MACCBhI HETTO,;

HOMEpA I1apTUN;

HOMEPA JOKYMEHTA O KAUECTBE;

KOHEYHOI'O CPOKA TOMHOCTU;

ODO3HAYECHUS HACTOSILIETO CTAHAAPTA.

4.4, Kaxnayro 0aHKy ¢ IIperaparoM 3aBePThIBAIOT B OOEPTOUHYIO OYMAr'y 1M VKIIAAbIBAIOT 110 OJHOU WIN
HECKOJIBKO IUTYK B AepeBSHHBIE ITOChbUtouHbIe MUK 110 OCT 45.39—86. B xaXaplfl SIIMK BKIIAIBIBAIOT
MHCTPYKLIMIO 110 IIPUMEHEHUIO IIperiapara.

4.5. Tpaucnoprayo tapy MapkupyiotT 110 I'OCT 14192—96 ¢ HaHeceHeM MaHUITYJISIIMOHHOI'O 3HaKa
«Xpy1Koe. OCTOpOXKHO» 1 € YKA3AHUEM CIICAVIOIMX JaHHBIX:

HAMMEHOBAHUS IIPEIIIPUATUS-N3TOTOBUTEII

HAaMMEHOBAHUA IIperiapara;

MACCHI HETTO U KOJIMYECTBA YIIAKOBOYHDBIX €INHMNII;

HOMEPA IIapTUN;

HOMEPA JOKYMEHTA O KAYECTBE;

IIaThl U3rOTOBJICHUS IIperiapara;

CPOKAa U YCIIOBUUN XPaHEHU,

ODO3HAYECHUS HACTOAILETO CTaHAapTAa.

4.6. I1pennapat «MacTtorpum» TpaHCIOPTUPYIOT BCEMU BUIAMU TPAHCIIOPTA B KPBITHIX TPAHCIIOPTHDIX
CPEICTBAX B COOTBETCTBUU C IIPABWIAMU IIEPEBO3KU T'PY30B, JCUCTBYIOIIIMMHU HA COOTBETCTBYIOILEM BUIE

TPAHCIIOPTA.
4.7. IIpenmapart xpaaar ripu remiieparype ot 0 "C go 30 "C 1 OTHOCUTEIBHON BIIAXKHOCTH BO3AyXa HE

oostee 85 %.

5. TAPAHTUU U3I'OTOBUTEJA

5.1. sroroBuTesib rapaHTUPYET COOTBETCTBUE IIperapara « MacTolpumM» TpebOBaHMSIM HACTOSILETO CTAH-

mapra IIpy COOIIOASHUN IIPABWII TPAHCIIOPTUPOBAHUA U XPAHEHUA.
5.2. 'apaaTUHBIN CPOK XpaHeHU IIperiapaTta «Mactormpum» — 6 Mec ¢ MOMEHTA €TI0 U3TOTOBJIEHUS.
5.3. I1o ncreyeHnN rapaHTUITHOTO CPOKa TIperapar « MactormpumM» MOXeET OBITh UCIIOIB30BaH 110 HA3HAYE -

HUIO II0CJIE TIPEABAPUTEIIBHON IIPOBEPKHU €I0 KauecTBAa Ha COOTBETCTBUE TPEOOBAHMSM HACTOSIIIETO CTAHIAPTA.
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