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MHCTPYKILUA NeAJIC521-24/07
o MpUMeHeHHIo Ae3uHpuupyromero cpeactsa «AJIC-521y
(OTVIT «I'HI «HUOIIMK», Poccus)

Wuctpyxkius pazpadorana ®I'YH HUU nesundexronoruu Pocorpedbuanzopa (HUMN /)

1. OBIIME ITOJIOXKEHUSA

11 CpenctBo AJIC-521 npeacTaBisieT coOOW Tpo3payHbIii BOJHBIM PacTBOP
roqyooro mBeTa TOTOBBI K MPUMEHEHHUIO, COJACp)KAUIMil B KadecTBe JEHCTBYIOLIUX
BEIIIECTB TJIYTapOBBIM anmpaerun - 1%, ankuwiauMmerunoeHzuiaamMmmMonuit xmopua - 0,5%, a
TaKoke (PyHKIMOHAIBHBIE J0OABKH U Kpacutens, pH cpencrea 4,2 +0,5.

CpenctBo pacdacoBaHO B MOTUITUICHOBBIE EMKOCTH BMECTUMOCTHIO 1, 2, 3, Wiu 5 TUTpOB

Cpok TOAHOCTH Tpenapara B HEBCKPHITOM YMAKOBKE IMPOU3BOAUTEINSA COCTaBisieT 1 roj.
Cpoxk XpaHeHHs BO BCKPBITOM yIIaKOBKe HE MEHEe JIBYX MECSIIEB 10 M3MEHEHUS BHEIITHETO BU/IA.

1.2. CpencrBo obnagaeT 6AKTEPUIIATHON, TYOCPKYIOMUTHON, GYHTUITUAHON (B OTHOIIIC-
HUM TprOoB pona Kanauna) 1 BUpyIUIMIHON aKTUBHOCTBHIO.

1.3. CpencrBo AJIC-521 1o rnapameTrpam octpori TokcuyHoctu o ['OCT
12.1.007-76  orHocutcs K 4  Kjaccy — MajoOOMAacHBIX — BEHIECTB MPU  OJHOKPATHOM
BHYTPIDKEITYJIOYHOM H HAKOXXHOM JIeHCTBHH. [Ipy HEMOCPEICTBEHHOM BO3JICHCTBUH HA
KOXKYy 005azaeT yMEpPEHHbIM pa3fpakalolyM JCHCTBUEM U Pa3Ipa)karollluM JeHCTBHEM
Ha CIM3UCTBIE OOOJNIOYKM  Tya3.  [lpy  MHTaIsIMOHHOM BO3JCHCTBUHM  HACBIIIAIOIINX
KOHIICHTpaIni JETYy4uX KOMIIOHEHTOB ne3uHpUIMpYyIoIiee CPEICTBO AJIC-521
OTHOCUTCS K 4 KJacCy MaJloONAacCHbIX  BEILIECTB. O6namaer CEHCUOMIU3UPYIOIUMU
CBOMCTBAaMHU.

14. CpencrBo AJC-521 mnpennasHaueHo s Je3UH(EKIIMH CTOMATOJIOTHYECKUX
OTTHUCKOB, 3yOOMpPOTE3HBIX 3aroTOBOK U3 pa3HBIX MaTepuajoB, KOPPO3UOHHOCTONKHUX
apTUKYJISITOPOB U CIEHNOYHBIX JIOKEK MpU HHPEKIHUIX OakTepuanbHON  (BKIOYAs
TyOepKyIes), rpuOKOBOM  (KaHIU103bl) U BHUPYCHOM 3THONOTMHM B  JieueOHO-
NPOPUIAKTUYECKUX YUPEKICHHUSX.

2. MIPUMEHEHHUME AJIC-521

21 CpeactBo  AJIC-521  npumensercs Uil JAE3MHQEKUUM  OTTUCKOB U3
aIbTMHATHBIX, CHUJIMKOHOBBIX MaTEpHaJIOB, 3yOOINpOTE3HBIX 3aroTOBOK M3 METAJUIOB,
KEPaMHKH, TUIaCTMAcC U Jp. MaTEPUAIOB, KOPPO3UOHHOCTOMKHX apTUKYJISTOPOB.

2.2. Ottucku, 3yOONpOTE3HBIE 3arOTOBKM MPEIBApPUTEIBHO  OTMBIBAIOT BOJOM,
cobmomass TOpu  3TOM  CPEACTBAa  MHIMBUAYaJbHOM  3amiUThl  (PEe3WHOBBIA  (apTyk,
nepyaTtku), 3aTeM Je3UHQUIMPYIOT IyTeM HX TMOrpyXeHus B Hepa30aBlIeHHBI pPacTBOP
AJIC-521 na 10 wmunyr. Emkocty 3akpbiBaioT Kpblmkod. Ilo okoH4aHuM ne3uHGeKuu
OTTHUCKA M 3yOONpOTE3HbIE€ 3aroTOBKU IPOMBIBAIOT MyTEM IMOTPYXKEHUS B EMKOCTh C
BOJIOM B TEUCHHE 5 MUH.

2.3. CpenctBo MOXeT OBITh HCIIONB30BAHO B TEYEHHE CYTOK MHOTOKpaTHO. [lpm
U3MEHEHUU BHEIIHEro BHUJAa pacTBOpa (M3MEHEHHE IIBeTa, IOMYTHEHHE,  IOSBICHHE
XJIOTIEB U T.I1.) €T0 CIEeIyeT 3aMEHUTb.

3. MEPBI IIPEJOCTOPOKHOCTH

31 K pabore ¢ AJIC-521 He momyckaroTcs JMua Mojloxe 18 jer, a Takxke JMLa C
NOBBIIIEHHOW ~ YYBCTBUTEJIBHOCTBIO K~ XMMHYECKMM  BEIIECTBAM M CTpaJarollue
JUIEPTUYECKUMHE 3a00JI€BaHUSIMU.

3.2. Bce paboTel cO CpEeACTBOM CJIEAyEeT TMPOBOJUTH C 3aIUTOM KOXH PYK
PE3MHOBBIMU IIEpUYATKaMU B XOPOILIO [TPOBETPUBAEMOM ITOMELICHUU.



3.3. I30erartp nonasanus CpeAcTBa Ha KOXKY U B I71a3a.
34. CpencTBo XpaHHUTh OTAEIBHO OT JEKAPCTBEHHBIX INPENapaToB B MeCTaX, HETOC-
TYIHBIX JICTSIM.

4. MEPBI IIEPBOM IIOMOIIH ITPU CTYYAMHOM OTPABJIEHHAN

41 Ilpu HECOOJTIOACHUH Mep HPEAOCTOPOKHOCTU BO3MOKHO OSIBJIEHUE
MPU3HAKOB pa3fApakeHUs KOXXKHU U CIM3HCTBIX 000JI0ueK TJa3 (IOKpacHEHWe, 3yl KOXHU U
IJ1a3, CJIC30TCYCHHE).

4.2. Tlpu nomnaganum CpeAcTBa Ha KOXKY CMBITh €r0 OOJIBIIUM KOJIMYECTBOM BOJBI.

43. Ilpn momajgaHWM CpeACTBAa B TIJla3a NPOMBITH HMX MOJA MPOTOYHOW BOJOH B
teueHue 10-15 munyrt, a 3arem 3akanars 30% pacTBop cynbdaluia HaTpusi 1 CPOUHO 0OPATUTHCS K
Bpady.

4.4. Tlpu nosiBIEHUH aJUIEPrUYECKUX PEAKIUil 00paTUTHCS K Bpady.

45. [lpu nomajgaHuu cpeacTBa B JKEIYAOK BBIIUTh HECKOJIbKO CTAaKaHOB BOJIbI,
MIPOMBITH KEITY/I0K.

5. TPAHCIIOPTUPOBAHUE U XPAHEHHUE

5.1. CpencTBo mepeBO3SIT BCEMU BUJAMU TPAHCIIOPTa B COOTBETCTBUHU C IIPaBUJIAMHU I1e-
PEBO3KH I'Py30B, ACHCTBYIOIUMH Ha 3TUX BUJAX TPAHCIIOPTA, B KPBITHIX TPAHCIIOPTHBIX CPEICT-
BaxX U yCJIOBUSX, O6€CH€‘II/IB21IOHII/IX COXPAHHOCTD CPCACTBA U YITAKOBKH.

5.2. CpencTBo ciieflyeT XpaHUTh B YIIAKOBKE U3MOTOBUTENS B KPBITOM BEHTHIIMPYEMOM
CKJIaJICKOM roMerennu npu Temreparype ot 5°C 10 25°C, OTAeIbHO OT JIEKAPCTBEHHBIX TIpe-
apaToB, MUILIEBBIX MPOJYKTOB, B MECTAX, HEAOCTYIIHBIX JETSM.

6. METO/IbI KOHTPOJISI KAYECTBA

6.1. ITo nokasarensimM kadecTBa Je3uHpunmpymomee cpeactBo «AJlC-521» nomkHo cooT-
BETCTBOBATh TPEOOBAHUSAM U HOPMaM, YKa3aHHbBIM B TaOIHIIE.

Tabmuua. [TokazaTenu kauecTBa AesuHpuuupytomero cpeacrsa «AC-521»

Ne HanmenoBanune nokasarenen Hopwmsl
/i
1 |Bueunwuii Bun IIpo3pauHblii BOXHBIN PacTBOp IoOIy-
Ooro 11BeTa
2 |MaccoBast 105151 TITyTapoBOTo alibaeruia, %o, B mpe- 1.0 £0.2
Jenax
3 |MaccoBas 1011 AIKHIIUMETIIOECH3IIAMMOHIIA 05+0.3

xyopuaa (karamuaa Ab), %, B ipenenax

4 |Iloka3arenb KOHIIEHTPALIMK BOIOPOTHBIX HOHOB 42+05
(pH), B nmpenenax

6.2. OnpeziesieHre BHEIIHETO BU/IA

Brenmwnii BU cpeAcTBa OLIEHUBAETCS BU3YAIbHO. Jl1s1 3TOrO OKOIIO 25 em® AJIC-521 Hamu-
BaroT yepe3 BopoHKy B-36-80XC I'OCT 25336 B cyxyto mpobupky [12T-31-115XC I'OCT 25336
W PaCCMaTPUBAIOT B IPOXOJISAIIIEM CBETE.

6.3.0npeneneHue nokasareis akTHBHOCTH BOJIOPOAHBIX HOHOB (pH)
[Tokazarenb akTHBHOCTH BOJIOPOIHBIX HOHOB onpenesitot o 'OCT P 50550-93, Ha mornomepe
mob6oro Tuna, odecneuynBarIUM u3Mepenue oT 2 10 12 pH B cooTBeTCTBUM C MHCTPYKIUEH
k ipubopy. s onpenenenust pH Gepyt 50 oM’ cpenctBa 6e3 pa3daBieHUSI.
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3a pe3ynbTaT WCIBITAHUS MPHHUMAIOT CpeiHee apuMETHUECKOEe PEe3yNILTaTOB JBYX Mapall-
JIETIbHBIX OIPEAETICHUM, pPacX0XIeHHE MEXKAY KOTOPHIMU HE JOJDKHO MPEBBIIAThH JOIyCKaeMoe pac-
xoxJeHue, pasHoe 0,1 pH.

Pe3ynbraT uamepeHus OKpyrisitoT 0 EPBOro AECATUYHOTO 3HAKA.

Jlomyckaemasi cymMMapHasi MOTPEUIHOCTh pe3ynbraTa ucnbitanus cocrtasisier +0,1 pH npu
JIOBEpUTEIBbHOMN BeposTHOCTH 0,95.

6.4. Onpenenenye MacCOBOM JIOJU TITYTapOBOTO aJIbJICTHIA

6.4.1. O6opynoBanue, NPpUOOPHI, MOCYAA U PEAKTHBBI

Becrl mabopatopnsie Beicokoro (I1) kiacca To4HOCTH ¢ HAMOOJIBIITUM TPEACIIOM

B3BemmBanus 200 r mo 'OCT 24104-2001 wnu aHamoruyHeIe.

Bonsnas Gans.

Konba Ku —1- 250-24/29 TC T'OCT 25336-82.

[Munerku 2-1-1-10, 2-1-1-25 no 'OCT 29227-91.

Humanap 1-25-1 TOCT 1770-74.

broperka tuma 1 TOCT 29252-91 BmectumocTsio 10 e’ 1 teHoit nenerns 0,02 e,

bpomdenonossiit cunuit (npaukatop) no TY 6-09-1058-76 unu Merck 108122, BoaHbIit

pactBop ¢ MmaccoBoi noiei 0,1%, rorosst mo 'OCT 4919.1-77.

IMunpoxcunamuna ruapoxsopu o FOCT 5456-79, pactBop ¢ MaccoBoit noineii -20%.

Harpuit runpookuces nmo 'OCT 4328-77, pacTBOp ¢ KOHIIEHTpaLHUEi 0,5 Moub/av°,

rorossit o 'OCT 4517-87.

Bona muctmuposannad o 'OCT 6709-90, ocBoOox/ieHHast OT YIIIEKUCIOThI, TOTOBAT 110

I'OCT 4517-87.

6.4.2. TlpoBeneHuE UCTIHITAHUS

Okono 3,5 r ucneITyeMoro mnpernapara, B3sToro ¢ TouHocteo 10 0,0002 r, momemaor B
KOHHYECKYIO KOJIOY ¢ IPUTEPTOM POOKOI BMECTHMOCTHIO 250 oM’ npubasisior 20 cM® ICTHII-
JUPOBAHHON BOJBI U HEUTPaANIM3YIOT pacTBOPOM HATPHsS THAPOOKHCH B mpucyrctBuu 0,1 oM’
pacTBopa OpoM(pEHOJIOBOTO CHHETO JI0 TOSIBJICHUS OTYETIMBOTO CHHETO OKpAalTMBaHUA. 3aTeM B
Kos0y BHOCAT 15 oM’ pacTBoOpa THAPOKCHIIAMUHA THAPOXJIOPUIA, 3aKPHIBAIOT MPOOKOI U Harpe-
BalOT 5 MUHYT Ha BOJSTHOW OaHe MpH mepemenmBanuu. [locie oxaxaeHus: TATPYIOT pacTBOPOM
HATpHs TUAPOOKUCH B mpucyTcTBuu 0,1 e’ pacTBopa 6poM(EeHOTOBOrO CHHETO J0 MOSBICHHUS OT-
YETJIMBOTO CHHETO OKpamrBanus. [lapamiensHo TUTPYIOT KOHTPOIBHYIO MPoOYy, conepxkariyto 15
oM’ TUAPOKCUIIaMUHA THIpoXJIopuaa, 20 oM’ TUuCTUIIMpoBaHHOU Bonbl 1 0,1 cM™ pacTBopa
OpoMGEHOTOBOT0 CHHETO JI0 MOSIBIICHHUSI OTYETIIMBOTO CUHE-(HUOJIETOBOTO OKpAIIMBAHMS.

6.4.3. OOpaboTka pe3yabTaToB

MaccoByro J10JTI0 TITyTapoBOro aibaeruaa (X) B MpoIeHTaX BEIUUCIISIOT 10 (hopMyIie:

(Y-Y)*Z*K*100
X= , (1)
m

rae Y - 00beM pacTBopa TUAPOOKUCH HATpHs, ¢ KOHIeHTpanuei 0,5 MOJIB/ M, M3pacxomio-
BaHHBIN Ha TUTPOBAHKE UCIILITYEMOM MTPOOHI, eM;

Y1 - 00beM pacTBOpa TUAPOOKUCH HATpUs, C KOHIeHTparuei 0,5 MOIIB/IM® M3pacxo70BaH-
HBII Ha TUTPOBaHHE KOHTPOJIBHOM MPOOBI, CM ;

Z - Mmacca TIIyTapoBOTO allbAeTH/Ia, COOTBETCTBYIoMmas 1 oM’ pacTBopa rMIPOOKUCH HATpUs
¢ KoHI1eHTparnuei 0,5 MOJ'II:/}IM3;

K - mompaBounblii k03 (UIMEHT pacTBOpa THUAPOOKHCH HATpHs ¢ KoHIeHTpamumei 0,5
MOJ'IB/)IM3;

M - Macca aHaTM3UPyeMOii TPOOBI Mpemnapara, .

3a pe3ynbTaT aHauu3a MPUHUMAIOT CpefHee apudMeTHueckoe TpEX ompeneseHuid, abco-
JIFOTHOE PACXO0XKJAECHHUE MEXKIY KOTOPBIMU HE MPEBBIMIAET JOIMYCKAEMOE PACXOKICHHUE, PABHOE
0,4%.




Jlomyckaemasi OTHOCUTEIbHAsE CyMMapHasi MOTPEIIHOCTh pe3yjbTaTa HW3MEpPEHH  He
nomkHa mnpesbimate +  2,0% mnpu  noBeputenbHOU BeposiTHOCTH P = 0,95.

6.5. Onpexnenenre MacCOBOM OJIH AJIKWIIMMETHIOCH3MIAMMOHHMS XJIOPH/IA.

6.5.1. OO6opynoBaHue, MPUOOPHI, TOCY/IA U PEAKTUBHI.

Becrl mabopatopusie Beicokoro (I1) kiacca TouHOCTH ¢ HAMOOJIBIIUM TPEACIIOM

B3BemmBanus 200 r mo 'OCT 24104-2001 wnu aHamoruyHeIe.

Menianka MarHUTHasl.

HNonomep ynuBepcanmbublii pH-340 wnm apyroil Mapku ¢ aHaJOTMYHBIMH Xa-

paKTEepUCTUKAMHU.

Onektpon cpaBHeHHs XyopcepeOpsubiii mno ['OCT 17792-72 wnu  aHaAIOTUYHBIH,

3aIl0JIHEHHBII HACHIILIEHHBIM PAaCTBOPOM a30THOKHcI0r0 Kanus o I'OCT 4217-77.

DJeKTpOo U3MEPEHHUSI - CepeOPSIHbII ATEKTPO/I.

Crakan H-2-250 TXC I'OCT 25336-82.

broperka tuna 1 'OCT 29252-91 BmectumocTtbio 10 oM u LICHOM AeIeHUS 0,020M3.

Humaaaper 1-5-1 u 1-50-1 mo F'OCT 1770-74.

Ammuak Boausti mo 'OCT 3760-79.

Bona muctimmmmposannas o 'OCT 6709-72.

Kucnora azornas no 'OCT 4461-71, pactBop ¢ MaccoBoii noneit 25%, NpUroToBIEHHBIH 110

I'OCT 4517-87.

Cepebpo azotHokucnoe no 'OCT 1277-75, pacTBOp KOHIIEHTPALIMH

C (agnoz) = 0,05 Mo/ M° rotosar o FTOCT 25794.3-83.

Crpt m3onponmioslii mo TY6-09-402-87, x.u.

6.5.2. TIpoBeneHue UCTIBITAHYS

[ToreHnromeTpuvecKkoe TUTPOBaHUE MPOBOAAT HA YHUBEpcaibHOM noHomepe pH-340 B co-
OTBETCTBHH C MHCTPYKIIUEH K TPUOOPY.

Oko710 5 T UCOBITYEMOTO Tpenapara, B3AToro ¢ TouHocThio 10 0,002 1, moMeIaT B CTa-
KaH BMECTHMOCTBIO 250 cM’, IIpY NIEpEMEIIMBAaHUN MArHUTHOM MEIIANKOM 100aBIsIIoT 5 e’ pacTBo-
pa a30THO KUcnoTsl, 30 e’ JUCTUJLTUPOBAHHOM BOJIbI U 20 o’ M30MPOIUIOBOTO CIIUPTA.

TonyuenHyio cMech THTPYIOT 10 0,02 cM® pacTBOPOM a30THOKHCIIONO cepedpa B CTakaHe ¢
MOMEIIIEHHBIMA B HErO 3JIEKTPOJaMH TMpPU HEMPEPHIBHOM MEPEMENIMBAHUN PACTBOpa MAarHUTHON
MEIIAJIKOM.

6.5.3. OOpaboTka pe3yabTaToB

MaccoByio A0/I0 aIKWIAMMETHIOeH3MIaMMOHUS xytopua (X) B MPOLIEHTaX BBIYUCIISIOT
1o (opmyie:

V *0,01783 * 100 * K
X= 2
m

rae V - o0beM pacTBopa a30THOKHCIOTO cepebpa konmeHTpanuu 0,05 Moss/M, To-
IIE/IIIEro Ha THTPOBAHHE HCITBITYEMO# TPOBBI, CM;

0,01783 - macca aIKHIIMMETHIOSH3UIAMMOHKS XJIOPH/A, COOTBeTCTBYyomas 1 cm®
pPacTBOPa a30THOKUCIIOTO cepebpa KOHIEHTpawin TogrHo 0,05 Momb/M>, T/eM;

K - monpaBouHbIi K03 HUIMEHT pacTBOpa a30THOKHCIOro cepedpa koHmeHTparmn 0,05
MoJTB/ /M,

M - Macca HaBECKH CPEe/ICTBa, T.

3a pe3ynbTar aHauM3a NMPUHUMAIOT CpeHee aprdMerHyeckoe TpEX OompeieneHuid, adco-
JIOTHOE PACXOXKJICHHE MEXIY KOTOPBIMH HE IMPEBBIMIAET JAOITYCKAeMOE PACXOXKICHHUE, PaB-
Hoe 0,4%.

Jlommyckaemasi OTHOCHTENIbHAsE CyMMapHasi IOTPEITHOCTh pe3yibTaTa H3MEPECHHH He
JoJkHA npeselmath + 2,0% npu qoBeputenbHoi BepostHocTy P = 0,95.



