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HacToaumi cTaHIapT PACTIPOCTPAHACTCA HA BOOHEIC DACTROPH AHTHCENTHYECKOMD npenapata XMD
I YCTAHALTHERET TEXHWYECKHE TPeBOBAHMA K HHM

[Mpenapar XM npennaisaded LA 3aMHTH APERECHHE 0T BHOIOTHYECKOTO PAaIPYIIEHMA B YCHOBHAX
knaceos cmyvabs [V—XI no FOCT 20022.2—80.

Pactropsl npenapata XM® rotosar Ha MecTe noTpebacHHs.

1. TEXHHYECKHE TPEBOBAHHA

1.1, Pacreopul npenapata XM$® nomsin ObiTe OPHIOTORICHE B COOTRETCTRMM ¢ TRefobaHHaMi
HECTOALLETD CTAHTARTA M0 PELSTTYPE M TEXHONOTHYECKOMY PEMIAMEHTY, YTECPRISHNEIM B YCTAHOWIEH HOM
NoPAIKES,

1.2, B 33pHCHMOCTH OT YCROBMH cayvaOn NponUTaHHONR IpeBecHHB npenapaT XM®@ roTosat Tpex
MAPOK ¢ KOHLEHTPALMAMM, VEATAHHBIMHY B Tabn. 1.

TaGawma |
Mapra npenapara Konuesmpaugn npenapam, % | Koasce cnymlen ppepecunm no NOCT 20002 2—80
XMD-532 | IV—VI
Xh-413 Or 3 o B | VI-VIII
XMp-221 | [X—XI1I

Ona NMOLOSHEAHWHA CTAGHABHOCTH PECTROPOE MpeNapa’a K HHM AoBasngoT VECYCHYIO KHCIOTY
(CH;COOH) kpanndmkauny sneganads no NOCT 6175 2o pH 4,0—4,2.
1.}, CooTHOWEHHS KOMIIOHeHTO! npenapaTa X MO 10/neHo cooTBeTCTRORATE YEATAHHOMY B Tatn. 2,

Tabawua 2
Coaepsanse KoMIDHeHTA Mpemapata XMOD g
HauseHoRaHHE KOMAGHERTR npenapata XMa S
XM®-220 | XM@-433 | XMebo532
Bixpomar Hatpua (Na,Cry05 HaO) mo FOCT 2651 —7E Mnk kania :

(KsCry0s) no TOCT 265378 2 | 5
Meanwit kynopoc {(CuS0,5H,0) no FOCT 1934759 2 3 E |
Hatpii drropsciei Texmmqeckui (MNaFy no T¥ 113-08-386—86 1 3 2

Hanause ofunsaneHoe Iepenevarka BOCOPEDEH:

IMepenadane.
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1.4, PacTeopw npenapata XMO 10/KHE COOTBETCTROBATD HOPMAM, YKATAHHBIM B Tabn. 3.

Tabnuwua 3
Hopaa ama pacreopa npenapats XMO papes
HansMeHOBAHEE BOKAIETENRA Mol BonmbITAHKR
A Mdp-220 KMp-d413 K332
Maccopas nona OHXpOMATE HETPHH Ml Mo FOCT 237871 =84
Kanea B | B-Hou pacToope, B, He MeHee 0,40 0,40 0,50
Maccosaa DoMA  MENHOTD K¥TIOPOCA B Mo TONCT Z3TRT 1—84
| %-Hom pacTeope, %, He MeHes 0,40 1,30 0,30 |
Maccomas noms  §TODHCTOND HATPHA B III:: n. 3.4
| %-HoM pacTeape, %, HE MEHee 0,20 30 0,20
Mokazarene EOHIEHTPALEMY  BOTOROAHEL Mo MOCT 23787 184
woros (pH) soaxore pacTropa d4,0—4.2
MaoTHoers padouns pacreoponr npy 20 °C, Mo TOCT (89495 1—=73
rem—? 1.007—1,055 | 1,006—1,059 | 1,006—1,051

1.5. Pacteopsl npenapata XM®D XpauaT B OTaNAHBAEMOM NOMEILEHAR B 3MKDRTEIX Pe3cpEYapax, Ha
KOTOPHIE HAHOCAT HaHMEHOBaHKE npenapata. CPoK rogHOCTH PacTBOPOE — | Mec.

1. TPEBOBAHHA BE3ONACHOCTH

2.1, Mpenapay XM® oTHOCHTCA K TOKCHMHBIM BeIISCTEAM, HANDONEE TORCHYHBIM KOMITOHEHTOM
npenapata XMD apnmerca SUxpoMaT HATpHA (KatHs), xkotopeid no TOCT 12.1.007—76 oTHoCHTCR K
BELIECTEAM MEpRore Kiacca onacHocTH. CoeAHHEHHA XPOME BRITRDAKT MECTHOS PAMPAKEHHE KOXKH M
COTH3MCTEIY, AUIEPrHUcckie 3a60neeaHus, 0feTORCHICCKOS TEHCTEME CKATLIBAETCA B NOPLEEHHH NMOYes,
MeseHH, HeMyIoHO-ERITeYHOM TRAKTA | EEFﬂE‘lHU-tﬁE}‘ﬂHCFHH CHOCTEMBL. CosIHrHeHA XPOMA CIoCODHE
HAKATUTHBATECA B oprasnime. [Mpy pabote no npuroToBne MG PACTROPOL IPETapaTa Q0T HE cofinkaThey
TpedopnHMs BelonacHOCTH, NPOMIBOICTREHHONE CAHNTAPEM M IMYHOE FErHeHE,

2.2, MMpegemeHo pomycTHMad KoHueHTpanuAa ([IK) aspozons GHXPOMATS HATPHA B NCPCCYCTE HA
Cr0; & Boagyxe paboueil 30HEL MPOHIBOACTEEHHE MoMewenuii 0,01 Mmra—?), B soje pofOEeMOR CaHUTap-
Ho-GuToBOrO Monbiosanua (0,5 mra—!.

2.3, Pacreopw npenapata XM He roprodH § HE BIPMBOOIACHEL

2.4 ¥YyacTeW UEXOR, THE NPOROEATCA pafoTi N0 MPHIOTORECHHKY PACTBOPOR, JOVDEHBL HMETh
MPHTONHO-BETARHYIO DeHTHIALRIO, 0fecTmeur BA0MNNI0 COOepRANNE A3p0300d GHXPOoMaTa HaTpHA (Katin)
B BoaOyxe pabovucil 30HB NPOH3IBOICTREHHBIN NOMEIIEHHA, He npepsiwaowes [TIK.

MpHroTOBNSHKE PACTROPOE NPEAAPATA MOTHHO NPOHIBGINTEEH B OTICSTLHOM HIOTHPOBAHHOM MOME-
LUEHHH,

PacTEOpH DOUTHLL FOTOBMTECA B SAKPHITEIX PCICPEVAPAX, CHAGMEHHEIX MEXAHMUCCKHME MERIATKAMI,
Mofava pacTROpoR B MPOMATONHEE YeTpolicTBa JO0KHA GRITE MEXaHHIMPORAHA.

Mpw pazorkx paboTax HeGOMBIIME KOTHYECTEd PACTROPOR MOTYT MPHTOTORIATECH RPYHHYHY.

2.5, Pafioume, s3auaTLIc HA paboTay MO TIPHIOTORICHHK DACTBODOR MPCNapata, AODEHBEL GHTE
OOCCTIETEHEL CRELHANBHBIMH OIERN0H 0 oDVRBID, A THKKE HHAHBHIVANBHEIMH CPCOCTBAMM 3AMIATL [O43,
KOMHBY NMOKPOROE M OPralob DRNAHME, Tak Kak npd npepeimeqns TUAK npli aadrensHos @am
NEPHOTHYECKH MOBTOPSOLIEMCH SarPAIHCHRY KORH, 2 TAKKS NPH IHTEIbHOM NpeGMBaHnKE 63 3aWHTL
OPTAHORE AMXAHIA B TPOHIBOACTREHHE TOMEWEHHAX PACTROPE MPETLPETA MOTYT GKAILBATE HeBraronpu-
ATHOE BOLIEACTEHE HA pPabOTAIOLINY.

B goMniekT HHOIMBHIVATLHLIX CPEICTE SAlHTL [PH NPHIOTORTEHHM PACTBOROD Mpenapata XM
BXOIAT: MEPUATKH PEIMHOBLIC KHCIoTomenovecTodkne mo NOCT 20010—93, anunrtHeie ouki THnon 3H,
3T vy ema T no DOCT 12.4.013—85" o pecnupartop Tena LE-1 «flenecrors no TOCT 12.4.028—76,

2.6, PaGouue, 3aHATHE Ha pabfoTax © MPENapaToM, OOMKHE TPONOIHTL NReIBapUTeILHER npu
NOCTYILIEHHH Ha paBoTy M nepHofyeckie MEqMUEHHCKRS OCMOTPE B npoiecce paoThl B COOTREETCTEMM C©
NopALKOM H B CPOKH, YCTAHOENEHHME MHUHHCTEPCTBOM 0pasooxpaneHna CCCP,

2.7, Tlpu npuroToBicHEY HEeGUIBILIKMY 00LEMOEB DACTBODA BYEHVIO PCICPEVADE! MM TRHTOTORTEHHA
PACTBOPA AOMHE GRITE YCTAHORIEHA! HA CRSHAATLHRIN IOOUAIKAY, OBODYIDBAHHEI YOTpOHCTRAMM 1nd
cfiopa cyuaieo NPOIMTOTN PACTROPE JAUIHTHOM CPeICTha.

* B Poccmickon @eaepaunn aefctaver FOCT P 12.4.013-97,
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2.8, OTH0oER NPOHIEOACTER, KOTOPLIE MOMYVT OKAILBATL OMNACHOE W BREOHOS JeRcTEHE Ha patoTaw-
[N W OEPVAAIILNYID CPeay, a TAkKHe MPpHINSIIad B HerGaHOCTE CIEHHATEHAA QIexd1a W ﬂﬁ}’ﬂb AOMAHE
OuiTh OOEIAPEAEHM COOTRETCTEYVIOMMMH CROCOTaMH,

3. METO/JAhI AHAJTH3A

3.1, daa npoBepkd KadecTBa pacTBOpa npenapata XM@P na coormercTee TpeBopaHnam n. 1.4
oTEUpaT Npoly W3 eMKOCTH ATA MpHroToRNeHHA pacteopa. [lpoSy oTGMpamT cTekaaHHOR TpyOKOH
RHVTPEHHMM THAMETPOM oKoro 20 s M 0auHol 1,2 M,

Tpyhry MOMPYHEKDT B NOPOIEG MepeMellaHHeli pacTaop Ha ravidAy oxoao (0,6 s, 3akpwBeasoT
OTEPLITEI KoMel TPYGKM M BEIHHMAKT e¢. PAcTROD M3 TpyDKM CAMBAIDT B CKIRHEY ¢ NpRTepToll npofikoi.

1.2, OnpenencHue MAccOBOM OonM GHXPOMATS HATPHA WIH Kanvda B 1 %-HOM pacTBOpe NMpcnapata
—no NOCT 23787.1—84,

3.3 Onpepededde Maccobpofl oM MegHOMe Eynopoca B | %-HoM pacTBOpE MpenapaTs — mo
MOCT 237871 —84.

34 OnpegeneHHe MacCoBOlH Donuw DTOPHCTOrD HATPHA B | H%-HoM pac-
TEOpPC OMpcnapaTa

341, Pearmugst, pacmeops, RpuGups

Houowep yHHpepcanbHEE Mapkn DB-74,

MTOpUAHLIR JICKTPOI.

Hatpua ruapooknck no FOCT 4328—77, 40 %-Helil pacTeop.

Kuncnora viceyeran no FNOCT &1—75, koHueHTpHPORAHHAS,

Harpuit xnopicteii no TOCT 423377,

Hatpuit AHMoHHOEMCABH TpexIamemeHEE no DOCT 22280—76.

Harpuit vicycHokueap i texHuucckesil no FOCT 2080--7T6.

Harpuit drropreteiit no FOCT 4463—T76, CradiapTHEI BONHEIHE pACTROP, copepralini | wr gropa
8 1 cu?. PacTeop rotomat cneayiouis obpasos: 0,2211 1 suicywesHoro npw {105—110) °C propucroro
HaTpPHR KBanmpHKALMN X 49 WA 4. 1. & PACTBOPAIOT T AWCTHAMHPORIHHON Boae B MEpHOR Konbe
smecTEMocThi0 100 cv® w nosonaT :}Ei'h:_u PACTROPE AHCTHANPOBAHHOMN Bomoi Ao MeTH. PRcTROR XpaHaT
B novikaTHieHoBOR Tape no NOCT 43586—8Y9 wid B Kpaplesol mocyIe,

Penomdraneid (Muaukatop) no TY 6-09-5360—87, 1 %-Auif cniuprosoil pacTeop.

Boma puenivuninporaiian no MNOCT 6709—72,

Konfa 13 kpapiesoro creina no [OCT 19908—90, amectumoctiio 100 o,

Kondu mepisie no FOCT 1770—74, smecrimoctsia 50, 100, 1000 ex?.

Munetka no HT/, pMecTHMOCTRIO | cM.

bydepruiitl pactrop ¢ pH 6.0—6.5; roToBaT cacayiomwmy obpasos: 58,5 r xnoprcroro Hatpus, 102 r
YECYCHOKHCIOND HATPHA H |5 T THMOHHOKHCIOND HATPHA, B3BEUICHHBIX ¢ NOMPEIHOCTLIO He Gonee 0,005 r,
I cm? yKCYCHOM KMEAOTH PACTEOPRIOT B IHCTHLTHPOBAHHOR BOJE B MEPHON Kanbe BMecTHMocTE HO00 ou?
M IOROIAT O LEM PACTRODE DHCTHUIMPOBAHHOMA Bonod oo Metin, Ha pH-uetpe navepsior pH nomyae sHoro
PACTROPA H B Tex CMydadx, KOO erc BeIMYMHA Berue wid Hioke 6,0—6.5, x pacthopy aobapnswr
COOTBETCTBCHHO VECYCHYI0 KHCIOTY HAM rrapookick HaTpus, 40 %-wuit pacTeop.

342 ffocmpoeniie apadyupoeoisosn spaifuxa

B 6 MepHBx KonD BMecTHMOCTEIG S0 e ordepupaioT munetsoi 1, 2, 3, 53, 8, 10 oM? CTAHAAPTHOID
PACTROPA TOPHCTOTO HATPHS, TPWIMBAIOT B Kammyiw 25 cv® Gyieproro pacrhopa, aosoasT obuem
AHETHAHPOBAHHON BOOOR 10 METKH M TIWATEILHS nepeMemusaieT, [lonyieHrme obpaainabe pacTRopH
cogepxar B | oM’ cooteercreenua 0,02; 0,04; 0,06; 0.1; 0,16; 0,2 mr dropa. Yepes | w wamcpmior
AKTHEHOCTE MOHOB (ITopa Ha MOHoMepe ¢ nosmoweo dropuonore sackrposd. (o moayueHHBEM DaHHBIM
CTPOAT IPATYHPOECMHEIH Tpathux B NOAYIOTAPHMMHYECKHX KOOPAHHATAX, OTHIAAKEBAA N0 OcH abcumce
HETHYHHY AKTHEHOCTH HOHOB (ITOPRE, HIMEPEHHYED HA HOHOMEPE, & N0 OCH OpIHHAT - B2AHYHEY noTa-
pHpME KOHUEHTPELNH.

343 Mposedenue anaiuza

H3 pacteopa npenapata LA aHaATHza {:Tﬁ}{glﬁl.EDT npofy cfnemom 2 o’ Orolpannyil npoby
NOMELIAKT B MEPHYR KTy BMecTHMOCTE 50 oM’ npuaneamT 25 em? GwifepHOMD PAcCTROPE, NOBOOAT
AHCTHILTHPOBAHHOH BOJAOH A0 METEKH H TULATENLHO NMepeMEemiHBa0T. Yepea 1 4 MIMEDAT AKTHEHOLTH
HOHOB QITopa HA HOHOMepe, KAK yKasaHo B 1. 3.4.2. KonuenTpaumo dropa B Mr-cM—? pacTBOpa BHYHCTAKT
TIYTEM BEATHA AHTHAOTApUGMA OT BEMHYHHEL NOTApHME KOHLCHTPALMM, ONPEISIEHHGN (10 FPAlyHpoROY -
HOMY FPaidKy.
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344, Obpabiomsa peayasmamog

Maccosywo gonw dropucrore Harpis () 8 1 %-HoM pacTRope MPeNapats B NPpoUSsHTAY BhAHCARIOT
no ropsyne
O F

=%

re C— koHueHTpaims $ropa, onpensieHnan Kak s m. 3.4.3, mrem—>
¥ — ofpeM pa3baRNeHHOrO PAacTBOPA LI ONPEIsicHHA AKTHEHOCTH MOHOB rmopa, oM,
F| — ofbeM pacThropa, B3aTeE Ha aHATH3, oM
K — koadubHUuMeHT, YHCIEHHO PABHE COOSPRAHHIO CYXOTO BELeCTHA B AHATHIHPYEMOM PacTBope
(ONpegendnT B IABMCHMOCTH OT MUIOTHOCTH PACTEOPE Mo TaGnMLe, TPpHBCICHHON B NPHIOKCHHH],

33 pe3yaeTaT AHATH3E MPHHHMAENT CPEOHee ApHGMETHUECKO: OBYX MApANLIeIBHbBIX ONpeoeteHul,
AOIVCKASMOE PACKORIEHHE MERIY KOTOPEIMH HE TOMMHO Npeskiuath 0,04 %.

1.5 OnpegeneHHe NOKATATENA KOHUSHTPAIWH BOAOPOIHEX HOHOB (pH) BOOHOrC pacTBOpa Npenapa-
A XM — no FOCT 23787, 1—84,

TTPHAOSEHHE
Crpagsytos

FJABHCHMOCTE IMIOTHOCTH PACTROPA OT COIEFAREAHHA C¥XOTID BELHTECTEA

TINOTHOCTE PACTEOPS, oM™
Coscpaiiine yenim peiecTes
B pacToope, % T
At i | A 433 KMd-252
3 1,021 L2zl 1.019
4 1.026 1020 1,026
3 1,034 1,037 1,032
] 1,041 I, D 1,039
7 1045 1.051 | .45
] 1.05% 1,059 1,051
6
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