MUHUCTEPCTBO 3JIPABOOXPAHEHUSI POCCUMCKOM ®EJEPAIIAN

G®APMAKOIIEMHAS CTAThS

HN3onnazua+llupasnnamua+Pudavnuuun+ ®C.3.1.0143.22
[IIupuaokcHHA THAPOXJIOPH/], TAOIETKH

HN3onnasua+lIupasunamua+Pudamnuumun+
[IIupugokcun|, TadjieTku

Isoniazidum+Pyrazinamidum+Rifampicinum+ BBoaurcs BriepBbie
[Pyridoxini hydrochloridum], tabulettae

Hacrosimmas gapmakornieitHasi ctaThsi pacpOCTpaHseTCsl Ha JIEKapCTBEHHbBIN
npenapar Nzonuazua-+Ilupazunamun+Pudamounua+{[upugokcuna
TUapoxjopul|, Ta0neTku (TaOJNETKH, TMOKPBIThIC IUIEHOYHON 000JOYKOH).
[Ipemapar mgomKeH cooTBeTCTBOBaTh TpeboBaHusaM ODC «TabneTtkn» U
HIDKETIPUBEAEHHBIM TPEOOBAHUSM.

Conepxutr He Menee 90,0% wu nHe Oomee 110,0% oT 3asBIECHHOTO
konnuecTBa n3oHuasuma CgH;N>O.

Conepxutr He Menee 90,0% wu nHe Oomee 110,0% oT 3asBIECHHOTO
koimuecTBa nmupazuHamuga CsHsN;3O.

Conepxutr He Menee 90,0% wu nHe Oomee 110,0% oT 3asgBICHHOTO
koimuectBa pudammuimaa Cy3HsgN4O1s.

Conepxutr He Menee 90,0% wu ne Oomee 110,0% ot 3asgBiaeHHOTO

KoJudecTBa mupuaokcuaa ruapoxiopuaa CgHyNO3z-HCL.

Omucanme. CopnepkaHue paszzgena npuBoautcs B cooTBerctBUU ¢ ODC
«Tabnetkny.

HoaauHHOCTD

1. BOKX. Bpems ynepuBaHusl TPEX OCHOBHBIX MHKOB Ha XPOMAaTOIpPaMMe

HCIBITYEMOI'O pacTBOpa AOJDKHO COOTBETCTBOBATH BPEMCHU YACPKMUBAHUA IMHKOB



M30HMA3U/1a, MUPUJOKCUHA U MHUpPAa3MHAMUJIA HA XpOMATOrpaMMe CTaHJIapTHOIO
pactBopa (paznen «KonuuectBeHHoe omnpenenenue. 1. M3oHuasua, nupazuHamu,
MUPUIOKCUHA TUIPOXIOPUI).

2. Cnexmpogpomomempus. CIEKTPHI MOTIIOMICHHS HCTIHITYEMOTO pacTBopa U
pacTBopa cTaHmapTHoOro ooOpasua pudammnuimuaa B objactu ot 400 mo 600 HM
JOJDKHBI HMMETh MaKCUMyM TIpU OJHOM W TOW K€ JUIMHE BOJHBI (pasnen
«KonmuuectBeHHoe onpezeneaue. 2. PudaMmmumnmny).

PacTrBopenne. Ormpenenenue mnpoBoasdT B coorBerctBun ¢ ODC
«PacTBOpeHHE 1151 TBEPIBIX TO3UPOBAHHBIX JICKAPCTBEHHBIX (HOPMY.

PoacTBeHHbIE MPpUMeECH

1. lIpumecu uzonuazuoa. Onpenencuaue npoBoasT MerogoM BOXX (ODC
«BbicokoahPexkTrBHAS KUAKOCTHAS XpoMaTorpadus»).

bygepnuviti pacmeop. PactBopsitor 8,98 r kanus guruapodocdara u 0,1 r
HaTpus quruapodocdara 6e3BomHoro B 900 ma Boasl u goBoaatr pH pactBopa
docdopuoit kucioroi 1o 4,4040,05. IlepeHOCAT NOTYYEHHBINA PACTBOP B MEPHYIO
K0J10y BMecTUMOCTBIO 1,0 11 1 10BOJAT 00BEM pacTBOpa BOJOU JJO METKH.

lloosuocnas ¢aza (I11@). bydepusiit pactBop—aneronutpui 500:500.

Pacmeopumens. Aueronntpuir—soga 70:30.

Pacmeop 6emnzanvoecuoa. B  MepHYO KOOy BMecTHMOCTBIO 100 M
nomemaroT 1,0 r OeHzanpaeruaa, pactBopstoT B 90 My cMecH MeTaHOJI—BOJIa
90:10 u moBOIAT 0OBEM pacTBOPA TEM K€ PACTBOPUTEIIEM 10 METKH.

Hcnvimyemoiti  pacmeop. B MepHyto KojOy BMECTUMOCTBIO 10 M
MOMEIIAI0T TOYHYK0 HABECKY MOPOIIKA PACTEPTHIX TaOJIETOK, COOTBETCTBYIOUIYIO
okoino 35,7 Mr wu3oHMa3uAa, TmpuOaBIIIOT 1 M Bombl, 4 MII  pacTBopa
OeH3anblieTya, AOBOASIT OOBEM pacTBOpa BOJOM 10 METKH, NMEpPEMEIIMBAIOT U
nentpudyrupyrotr npu 2500 o6/mMun B Teuenwe 20 MuH. B mepHyO K010y
BMECTHUMOCTBIO 5 M1 momeniaroT 2,0 MJI TIOJTy4eHHOTO PacTBOpa M JOBOJAT 00BEM
pacTBOpa pacTBOPUTEIIEM JI0 METKH.

Pacmeop cuopazuna cyrvgpama. B mepHyro konby BmectumocTbio 100 mi

MOMEMIAIT OKoJI0 82 Mr (TOYHasi HaBecKa) rujpasuHa cyibdara, pacTBOPSIOT B



BOJIC U JOBOJAT O0OBEM pacTBOpa TEM K€ PACTBOPUTENIEM 10 METKH. B MepHyro
koJi0y BMecTuMOCThiO 100 M momemaroT 1,0 M MOTydeHHOro pacTBopa U
JOBOJIAT 00BEM pacTBOpa BOJOM 10 MeTKH. B MepHyr0 K00y BMECTUMOCTHIO
10 M1 momemtaror 1,0 MJI TOSYy4EHHOTO pacTBOpa, MPUOABISIOT 4 MJI pacTBOpa
OeH3aIbAeTua, HOBOAST 00BEM pacTBOpa BOAOW JO METKH M MEPEMEIIMBAIOT B
teuenue 20 muH. B MepHy0 K0a0y BMECTUMOCTHIO 5 M mnomemarT 2,0 mi

MOJIy4YEHHOTO pacTBOpa U JOBOJAAT 00BEM pacTBOpa paCTBOPUTENIEM JI0 METKHU.

Xpomamoepaguueckue ycnosus

Komnonka 125 x 4,0 MM, cHJIHMKarenb OKTaAeIIMICUIIbLHBII
TSl XpoMatorpauu, 5 MKM;

TemnepaTypa KOJIOHKU 25 °C;

CxopocTh MOTOKA 1,0 mur/muH;

JerexTop cnekrpoporoMerpudeckuid, 310 HwM;

O0BEM IPoOBI 50 MKiT;

Bpewms 1,5-kpaTHOE OT BpEMEHH YAECP>KUBAHMS TTUKA

XpomaTorpadupoBaHus THIpa3vHa.

XpoMmarorpagupyoT pacTBOp THApa3WHAa cyibdaTra U HUCHBITYEMbIH
pacTBop.

Bpems yoepoicusanus coeounenuti. I'ugpasud — 0KoJio 23 MUH.

Ilpucoonocms  xpomamoepaguueckoti cucmemsvl. Ha Xpomarorpamme
pacTBOpa rujipa3uHa cyibdara:

- hakmop acummempuu nuxa (As) TuapasuHa JOJKEH OBITH He Oostee 2,0;

- OMHOCUmMenvbHoe CMAaHoapmHoe OMKIOHeHUe TUIOIAIU TUKa THUIpa3vuHa
JO/DKHO OBITH He 0oJiee 2,0 % (6 onpenencHuii);

- o¢ppekmusnocmov xpomamoepaghuueckou koaouxku (N), pacCuUTaHHAs IO
MUKy TUJpa3uHa, 10HKHA cocTaBsATh HE MeHee 10000 TeopeTnuecKkux Tapesiok.

Conepxanue ruapasuHa B mpenapare B mnpoueHTax (X) BBIYUCIAIOT MO
bopmyie:

Yo S1-a9-10-1-5-1-2-P-G-32,04 _ Si1ay-P-G-32,04
Spra;-100-2-100-10-5-L-130,12 Sy-a;-10000-L-130,12




rac 81 — IJIomaAb IruKa rmaApasuHa Ha XpoMarorpaMmme UCIbITYCMOTO

pacTBopa;

So —  TUIONIAJh NIMKA THApa3HHA Ha XpOMATOTpaMMe pacTBopa
rujpa3uHa cynbdara;

a — HaBeCKa MOpOIIKa pacTEPTHIX TaOJICTOK, MT;

o —  HaBecKa THIpa3uHa Cyib(]ara, Mr;

P —  coJepkaHue OCHOBHOTO BEIECTBA B TUpa3uHa cynbdare, %o;

G —  CpemHsis Macca OJTHOM TaOJeTKH, MT;

L —  3asBIIEHHOE KOJMYECTBO M30HMA3H/IA B OJTHOM TaOJIETKE, MT;

32,04 — wmonekyspHas Macca THIPa3nuHa;

130,12 — w™onekymsipHas Macca ruapasuHa cyiabdara.

Jlonycmumoe coodeporcanue npumeceii.

- rupa3uH — He 6oiee 0,02 %.

2. Ilpumecu nupazunamuoa. OrnpeneneHue TpoBoaiIT MetogoM BOXKX
(ODC «BricokorPdexTrBHAS KUAKOCTHASL XpOMATOrpapus» ).

Bce pacTBOpBI HCHIONIB3YIOT CBEKENPUTOTOBICHHBIMH.

Pacmeop nampusa oucuopogocghama. B MepHyro K010y BMECTUMOCTHIO
1,0 1 momemtarot 0,78 r Hatpust quruapodocdara 6€3BOTHOTO, PACTBOPSIOT B BOJIE
U JI0BOJAT 00BEM pacTBOpA TEM K€ PACTBOPUTENIEM J0 METKHU.

lloosuoicnas ¢aza (I1D). AueToHUTpUI—PpacTBOpP HATpuUs auruapodocdara
50:950.

Pacmeopumens. Aueronntpui—aoga 5:95.

Hcnvimyemoiti  pacmeop. B MepHyro koyn0y BMecTUMOCThIO 100 M
NOMEIIAIOT TOYHYIO HABECKY MOPOILIKA PAacTEPTHIX TaOJIETOK, COOTBETCTBYIOIIYIO
okosio 50 Mr nupazuHamuaa, npubasisAoT 70 MI pacTBopuTENs, 00padaThIBAOT
yIbTpa3BykoM B TeueHue 20 MHH, OXJIAXKJAIOT 10 KOMHATHOM TeMIepaTyphl,
JOBOIST O0O0BEM pacTBOpa pPACTBOPUTEIEM [0 METKH, [EPEMEIIUBAIOT U
uentpudyrupytot rpu 2500 06/MUH B T€UCHHUE 5 MUH.

Pacmeop cmanoapmnozo obpazya nupazunamuoa. B MepHyrO KoOIOy
BMecTUMOCThIO 100 M1 momenaroT okoJio 10 Mr (ToyHass HaBeCKa) CTaHIaPTHOTO

oOpasiia mupa3uHaMu/a, PaCTBOPSIIOT B PACTBOPHUTEIIC U OBOAIT 00BEM pacTBOpa



pacTBOpUTENIeM 10 METKUA. B mMepHyro kon0y BMecTuMocThio 100 My momemaror
1,0 M3 mOJIy4eHHOTO pacTBOpa M JOBOAST OOBEM pacTBOpa PacTBOPHUTENEM [0
METKH.

Pacmeop cmanoapmuoco obpasya usonuazuoa. B wmepHyro KonOy
BMecTUMOCThIO 10 M1 momemaror 9,3 Mr cTaHZapTHOTO 00pas3lia M30HUA3M]A,
pPacTBOPSIOT B BOJIE U JOBOJAT 00BbEM pacTBOpa TEM K€ PACTBOPUTENIEM JI0 METKH.
B wmepnyto konlOy BmectumocThio 10 mnm momemator 1,0 Mo momydeHHOTO
pacTBopa U TOBOJAAT 00BEM pacTBOpa paCTBOPUTENIEM JI0 METKHU.

Pacmesop 0151 nposepxu PpazoenumenbHoll cnocobHocmu
xpomamoepaghuueckoti cucmemvl. B MepHyro Koia0y BMecTUMOCThIO 10 Mi
NOMELIAIOT S5 MI  CTaHJApTHOTO o0pa3lla MNupa3uHaMUAa, pacTBOPSIOT B
pacTBOpuUTENie U AOBOASIT 00BbEM pacTBOpa pacTBOpUTENIEM J0 METKU. B MepHyto
K00y BMECTUMOCTBbIO 25 Myl mnomemaroT 9,0 M1 MOJIYYEeHHOIO pPacTBOpA,
npuOaBiIAOT 1 MIT XJIOpUCTOBOAOPOIHOM KHCIOTHI pacTBopa 0,5 M, BeIAEpKUBAIOT
Ha BojasHOW Oane mpu Temmepatrype 80 °C B Teuenume 14, oxnaxgarT 10

KOMHATHOM TCMIICPATYPBI U JOBOIAT 00BEM PacTBOpa paCTBOPUTCIIEM O MCTKH.

Xpomamozcpaguueckue ycnosusi

Komonka 250 x 4,6 MM, cHIIMKareab OKTaAeMICHINIbHBIMN,
SHAKENUPOBAHHBIN JIJIs1 XpoMaTorpaduu, 5 MKM;

TeMmneparypa KOJOHKH: 20 °C;

CKopoCTb MOTOKA 1,0 mn/muH;

Jerextop CHEKTPOPOTOMETPUUECKUH, 275 HM;

O0BEM TTPOOBI 20 MK,

Bpewms

xpoMarorpadupoBaHus 15 muH.

XpomaTtorpagupyroT pacTBOp AJi IPOBEPKH Pa3IE€IUTENBHON CIOCOOHOCTH
xpoMarorpaduueckol CHCTEMBI, PacTBOP CTaHAAPTHOTO O0Opas3la WM30HHUA3UA,
pacTBOp CTAHJIAPTHOTO 00pa3lia MUpasuHaAMKIA U UCTIBITYEMbI PacTBOP.

IIpucoonocme xpomamozepaguueckou cucmemvl

Ha xpomaTorpamme pactBopa /it TPOBEPKH pa3AeTUTEIHHOM CIOCOOHOCTH

xpomarorpaduueckorr cucteMbl paspeuterue (Rs) MexIy NHKOM TpPOJYKTa
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JECTPYKIIUU C OTHOCHTEIBbHBIM BpeMeHeM yraepkuBaHus okono 0,5 u mukom
nupa3suHaMKIa JOKHO ObITh He MeHee 4,0.

Ha xpomarorpamme pacTBopa CTaHAapTHOTO 00pa3iia Miupa3uHaAMUIA:

- OMHOCUmMeNbHOe — CMAaHOapmuoe  OMKJIOHeHue  TUIOW@AAA  TIHKa
Upa3suHaMK/Ia J0JDKHO ObITh He 0oJee 2,0 % (6 onpenenenuii);

- ogppekmusnocmov xpomamoepaghuueckou koaouxku (N), pacCuuTaHHAs IO
MKy MUPA3NHAMUAA, TOJKHA COCTABIATh HE MeHee 7500 TEOpeTUIECKUX TapENoK.

ConepkaHue KakIOH M3 TpuMeceid B mpemapare B mporeHTax (X)

BBIYUCTISIIOT IO popMyJIe:
_Sla01001PG_ Sl'ao'P'G
~ Spra;-100-100-L  Sy-aq-100-L’

rie  S;  — IUIOmAAb MHMKa KKIO0W M3 IPUMECEeH Ha XpoMaTorpaMmme

UCITBITYEMOTO pacTBOpa;

S - IUIoOmAnh MMKa MMpa3rHAMKJIa Ha XpoMaTorpaMMe pacTBopa
CTaHJapTHOTO o0Opasiia Mupa3uHaAMHU/A,

d;  — HaBeCKa IOpOIIKa PacTEPTHIX TAOJIETOK, MT;

dp — HaBecKa CTaHJapTHOTO 0Opasiia MUpa3suHaMUJIa, MT;

P — COJICpIKaHME IMHPa3HHAMMJIA B CTAHIAPTHOM 00pa3Iie
nupasuHamua, %;

G — CpemHss Macca OMHOU TaOJIETKH, MT;

L — 3asBJICHHOE KOJMYECTBO NMUPAa3HHAMHM/IA B OJTHOM TaOJIETKE, MT.

Jlonycmumoe codeporcanue npumecetr:

- mobas mpumech — He 6oiee 0,2 %;

- cymma nipumeceit — He 6omee 0,6 %.

[Iuk, COOTBETCTBYIOIINM U30HUA3UY, HE YUUTHIBAOT.

3. IIpumecu pugpamnuyuna. OnpeneneHue TPoBOIAT MeTogoM BIKX
(ODC «BricokorPpdexkTrBHAS KUAKOCTHASL XpOMATOrpapUs» ).

Pacmeop ons npucomosnenus noosusicnoti ¢paszei. PactBopsitor 1,9 r Hatpus
nepxjopara B 200 M Boawl, mnpubaBiasoT 1 Ma  GochOpHON  KHUCIOTHI
KOHIICHTPHPOBAHHOM, 5,9 T muMoHHON KHCIIOTHI, 20,9 r xammst nuruapodocdara,

noBOIAT Bogoi 1o 1000 M1 1 mepemMennBaoT.



Toosuoxcnasa ¢asza (I1P). AUETOHUTPUI—PACTBOP AJII HPUTOTOBICHHUS
OABMXHOU (ha3wr 35:65.

Pacmeopumens. K 10 oobemam 21,01 % pactBopa JTUMOHHOW KHCIOTHI
npubasisiroT 23 o6sema 13,61 % pactBopa kamus auruapodocdara, 77 o06beMoB
17,42 % pactBopa nmukanus ruapodocdara, 250 00bEMOB alETOHUTPUIA H
640 00BEMOB BOJIEL.

Hcnvimyemoiti  pacmeop. B MepHyro koiOy BMecTUMOCThIO 100 M
MOMEIIAIOT TOYHYIO HABECKY IMOPOIIKA PACTEPTHIX TaOJETOK, COOTBETCTBYIOIIYIO
okoso 0,2 v pudammunmHa, nmpubaBistoT 30 M alEeTOHUTPIIIA, 00pabaTHIBAIOT
yInbTpa3BykoM B TedeHrne 20 MUH, OXJaXAAIOT 10 KOMHATHOM TeMIepaTyphl,
JOBOJIAT OOBEM pacTBOpa TEM K€ PACTBOPUTENEM JI0 METKM U GuiIbTpyroT. B
MEpPHYIO K0JI0y BMecTUMOCThI0 50 M1 momematoT 5,0 MII MOJIy9€HHOTO pacTBOpa U
JOBOJAT 00BbEM pacTBOpa pacTBOPUTENIEM IO METKH.

Cmanoapmuoii  pacmeop. B wmepHyto kon0y BMectumoctbio 100 mi
NOMEMAaT 0KoJo 10 Mr (To4Hast HaBecKa) CTaHAApTHOrO o0pasla pudpamMnuIrHa,
okosio 10 Mr (TO4Hasi HaBeCKa) CTaHAAPTHOrO oOpasia pudaMmnuIiiHa XUHOHA,
okosio 10 mMr (TouyHas HaBecka) cTaHmapTHOro odpasua pudamnuuuHa N-oxcuna,
okosio 10 mMr (TouHasi HaBecka) cTaHAapTHOTO 00pasmna 3-dopMun-pudamuIHa,
pacTBOpstOT B 70 MIT anleToHUTpUIIa, 00padaThiBasi yIbTPa3BYKOM, OXJIAKIAIOT 10
KOMHATHOW TeMIMepaTyphl U JOBOAIT 00BEM pacTBOpa TEM K€ PACTBOPHUTEIEM JI0
MeTKH. B MepHyr0 K010y BMeCTHMOCTBIO 50 MJT moMeraroT 5,0 MiI TOJIy4eHHOTO
pacTBOpa U JOBOJAT 00BbEM pacTBOpA PACTBOPUTENIEM IO METKHU.

[Ipumeuanue

Pudamnuimina XuHOH:
([(2S,122,14E,16S,17S,18R,19R,20R,21S,22R,23S,24E)-5,17,19-Tpuruapoxcu-
2,4,12,16,18,20,22-rentametnin-8-[N-(4-meTunnumnepasus- 1-uin)MeTaHUMHU IO |-
23-metokcu-1,6,9,11-terpaokco-1,2,6,9-rerparuapo-2,7-
(omokcunienTanekal1,11,13]rpuenazano)nadro[2,1-b]dypan-21-unjanerar, CAS
13983-13-6.

Pudammuuna N-okcu:
[(2S,12Z,14E,16S,17S,18R,19R,20R,21S,22R,23S,24E)-5,6,9,17,19-
nenraruapokcu-2,4,12,16,18,20,22-renrametin-8-[N-(4-metun-4-
OKcHIonuIepa3suH-4-uii-1-un)meranumugon|-23-metokcu-1,11-mmokco-1,2-



nuruapo-2,7-(anokcunenranexal 1,11,13 |tpuenazano)nadro[2,1-b]dpypan-21-
uilanerat, CAS 51963-55-4.

3-Dopmun-pudamurnus: 1,2-nuruapo-5,6,9,17,19,21-rekcarunpokcu-23-
MmeTokcu-2,4,12,16,18,20,22-renramernin-1,11-nmokco-2,7-
(anokcunentaaekal1,11,13]rpuennmuno)nadro[2,1-b]dbypan-8-kapbokcanpaerua
21-auerart, CAS 13292-22-3.

3-(13onukoruHoMmITHApazoamMetwi )-pudamuiiny, CAS 13292-53-0,

Xpomamoepaguueckue ycnogus

Komonka 100 x 4,6 MM, CUITMKAre b OKTHJICUINIBHBIN
JUTSE XpoMaTorpaduu, 5 MKM;

TemnepaTypa KOJIOHKH: 30 °C;

Temneparypa obpa3na: 10 °C;

CKOpOoCTh MOTOKA 1,5 mn/muH;

Jerextop CHeKTpopoTOMETpUIECKUH, 254 HM;
O6BEM PoOBI 50 MKiT;

Bpewms

XxpoMartorpadupoBaHus 45 MuH.

XpomaTtorpagupyroT CTaHIaPTHBINA U UCIIBITYEMbIH PACTBOPHI.

OmHnocumenvroe 6pems yoepacusanus coedunenuu. Pudammuiun — 1,
pudamnunuaa XuHOH — okojo 0,59; pudamnununa N-oxcua — okorno 1,20; 3-
(M30HUKOTUHOWITHAPAa3OHMETH)-pudamunius - — okojo  1,51;  3-dbopmui-
pudaMuLH — okoJio 2,97.

IIpucoonocms  xpomamoepaghuueckou cucmemsi. Ha Xxpomarorpamme
CTaHJapTHOTO pacTBoOpa:

- paspewenue (Rs) Mexay mUKamMu pruQaMIUIiHa XHHOHA U pU(aMITUIIIHA
JIOJDKHO OBITH He MeHee 4,0;

- paspewenue (Rs) Mexnay mnukamu pudamnuimaa u pudammuinuHa N-
OKCHJIa JIOJDKHO OBITH HE MeHee 4,0;

- pakxmop acummempuu nuxa (As) pudaMuiHa TOJDKEH OBITH HE Ooiee
4,0;

- OMHOCUmMeNbHOe — CMAaHOapmuoe  OMKIOHeHue  TUIOW@AAd  THKa

pudamnuImHa 10JHKHO ObITh He Oonee 2,0 % (6 onpeneneHwmii);



- aghhexmuenocmv xpomamozpaghuyeckou xonouku (N), paccuMTaHHas IO
UKy pudaMIuiuHa, 10JKHA cOCTaBIATh He MeHee 2000 TeopeTHYecKuX TapemoK.

llonpasounvie xodppuyuenmor. JIjis pacuéra coaepkaHus IUIOMIAAL MTUKA
3-(M30HUKOTUHOMITUIPA30HMETII )-pU(aMHUIITHA YMHOKACTCS Ha TOMPABOYHBIN
ko3 dunuent 0,82.

Conepxanue pudamnuirHa XxuHoHa, pudammnuimaa N-okcuaa u 3-dopmui-

pudamMuIHa B Ipenapare B IporeHTax (X) BRIUUCISIOT o hopMyIie:

X_Sla0100550PG_51a0PG

Soa1100550L So'al'L ’
riae S; — IUIOMIab MUKa pudaMnuIiiiHa XuHoHa, pudamnuiinaa N-okcuia uiu

3-popmmt-prudamMuiiiHa Ha XpoMaTorpaMMe UCIIBITYEMOTO PacTBOPa;

Sy — mromank nuka prudaMnuimHa XuHoHa, pudamnuimaa N-okcuaa uim
3-hopmun-pudaMuiiiHa Ha XpoMaTorpaMMe CTaHJapPTHOTO PacTBOPA,
COOTBETCTBEHHO,

d; — HaBECKa NOpOIIKa pACTEPTHIX TAOJIETOK, MT;

dy — HaBeCKa CTaHJapTHOIO 0Opa3lia pudamIuIMHa XMHOHA,

pudammummHa N-oxcuaa i 3-hopMuii-pudamMunuHa,
COOTBETCTBEHHO, MT;

P — coxepxanue pudamnuinna xuHoHa, pudamnuimia N-oxcuaa win 3-
dbopmmi-prudaMuiiiHa B CTaHIAPTHOM 00pasiie pudamMnuimHa
xuHOoHa, pudamnuimaa N-okcuaa unu 3-popmun-pudamuiivna,
COOTBETCTBEHHO, %0;

— CpeIHsIsl Macca OJHOM TaOJIeTKHU, MT;

L — 3asBIEHHOE KOJIMYECTBO pU(aMITUIIMHA B OJHOU TaOIETKE, MT.

Conepxxanne 3-(M30HUKOTHHOMITHAPA30HMETII)-pUBaMUIIMHA W JTIO00M
JPYTOM MpUMECH B mpemnapate B mporeHTax (X) BEIYUCISAIOT 1o hopMyIie:
_$17ap-5-100-50-P-G S;rap-P-G
Sora;-5-100-50-L Sora;- L’

raie S; - miIom@aab nuka 3-(M30HUKOTUHOUITHAPA30OHMETH)-prudaMUIIHa
WM JII000HM Apyroi MpUMECH Ha XpoMaTorpaMmMe UCIIBITYEMOTO
pacTBopa;

Sp - miomank nuka pudaMIUIIMHA Ha XpPOMATOTpaMMe CTaHIapTHOTO
pactBopa;

d; — HaBeCKa MOPOIIKa PACTEPTHIX TAOJIETOK, MT;



dp — HaBeCcKa CTaHIapTHOro oOpasia pudaMIuiuHa, MT;

P - coxepxanue pudaMnuiHa B CTaHIapTHOM 00pasiie pudamnuinna,
%;

G - cpenHsst Macca OJHOW TaOJIETKHU, MT;

L - 3asgBieHHOE KOJWYECTBO pU(aMIHUIIMHA B OJTHON TaOJIETKE, MT.

Jlonycmumoe codeporcanue npumecei:

- 3-(M30HUKOTUHOMITHIPA30HMETH )-prudaMutiiH — He 6ozee 5,0 %;

- pudamnuHa XuHOH — He 6otee 3,0 %;

- pudammnunmHa N-okcua — He 6onee 1,5 %;

- 3-bopmun-pudamuiiuaa — He 6omee 1,5 %;

- mobas apyras npumech — He 6onee 1,5 %.

Onnopoanocts ao3upoBanusi. B coorBerctBUM ¢ ODC «OgHOPOAHOCTH
JIO3UPOBAHUS.

MuxkpooOuosiornyeckass  uucrora. B cootBerctBum ¢ OO®C
«MukpoOuosiornueckasi YuCToTa.

KosanuyecTBeHHOE onpeaesienne

1. H3onuaszuo, nupazunamuod, nupudoxcuna 2uopoxiopud. OnpeneneHue
npoBoasaT wmerogoM BOXX (ODC  «BeicokordhdekTuBHAs  KUIAKOCTHAs
xpomaTtorpadus»).

PacTtBoppl  3ammmaroT  OT  JEWCTBHS  CBETa M MCIHOJIB3YIOT

CBCKCIIPHUTOTOBJICHHBIMMU.

lloosudxcnaa ¢paza (IIP). TpudtopykcycHoit kucnotsl pactsop 0,1 %—
metanos 950:50.

HUcnvimyemuoiti pacmeop. TOUHYI0 HABECKY MOPOIIKA PACTEPTHIX TaOJIETOK,
COOTBETCTBYIOIIYIO OKOJIO 24 MI W30HWA3WAa, IMOMENIAlIOT B MEPHYI KOJOy
BMecTuMocTbio 100 mit, mpubasisitoT 70 M1 BoJibl, 00padaThIBAIOT YIbTPA3BYKOM B
teueHue 10 muH, BCTpsAxuBarOT B TeueHue 30 MUH, IOBOAIT 00BEM pacTBOpa

BOJIOM JI0 METKH, MIepeMenBaroT, 1eHTpudyrupyroT npu 8000 06/MuH B TeueHHE

10 MUH ¥ QUIBTPYIOT.
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Cmanoapmuwiii  pacmeop. 1'OTOBAT pacTBOp CTaHAAPTHBIX 00pasIoB
W30HUA3WIa, THpPAa3MHAMHUAA W TMHUPUIOKCHHA THUAPOXJIOpPHAa B BOJAE C
KOHIICHTPAIUSIMHU, COOTBETCTBYIOITMMH OXKHTaeMbIM KOHIICHTPAIMSIM H30HUA3H/I,

IMrUpasnHaMuida U IMPUAOKCHHA THAPOXJIOPHU/Ia B UCIIBITYCMOM pPacTBOPC.

Xpomamoepaguueckue ycnosus

[Ipenkomonka 20 x 4,6 MM, cHIMKareab OKTaAeIMICHINIBHBIMN,
COBMECTHMBII ¢ BOAHOM MOJABMKHOHN (hazoil,
SHAKETTUPOBAHHBIN 711 XpoMaTorpaduu, 5 MKM;

Komonka 250 x 4,6 MM, cHIIMKareab OKTaAeIICHINIbHBIMN,
COBMECTHMBII ¢ BOAHOM MOJABMKHOHN (hazoil,
SHIKCTTMPOBAHHBIN 11 XpoMaTorpaduu, 5 MKM;

Temneparypa kononkun 30 °C;

CKOpOoCTb MOTOKA 1,1 mn/muH;

HerekTop cnektpodoromerpuueckuit, 290 Hwm;
O06BEM TTPOOBI 10 Mk,

Bpewms

xpomartorpadupoBanusi 18 mun

XpomarorpagupyrT CTaHIAPTHBIN U UCIIBITYEMbIH pacTBOPHI.

OmuocumenvHoe 6pems yoepacueanus coeourenuu. llupazunamuyg — 1
(oxomo 11 muH); m3oaMasu — okojo 0,34, mupumokcun — oxoio 0,82.

Ilpucoonocmv  xpomamoepaguueckoti cucmemwvl. Ha Xpomarorpamme
CTaHJAapTHOTO PacTBOpaA:

- pazpeuwtenue (Rs) MEXIy NMHKaMH W30HUA3WIa M MHUPHIOKCHHA JIOJDKHO
ObITH HE MeHee 1,5;

- pazpeutenue (Rs) MeXIy MMKaMH MUPUAOKCHHA U TTUPAa3HHAMHU/IA JTOJDKHO
ObITH HE MeHee 1,5;

- (hakmop acummempuu Kax3coo2o uz nukoé (As) M30HUA3KIA, THPUIOKCHHA
U TIMpa3uHaMuia JOJDKEeH ObITh He Oosee 2,0;

- OMHOCUMeNbHOEe CMAHOAPMHOe OMKIOHeHUe TUIOMAIN KaKI0ro U3 IMHKOB
W30HMA3UJla, TMUPUAOKCHHA W NHUpa3UuHaMuia JOHKHO ObITh He Oosee 2,0 %

(6 ompeneacHmiA);
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- aghhexmuenocmv xpomamozpaghuyeckou xonouku (N), paccuMTaHHas IO
KOKIOMY W3 TMKOB W30HHWA3WJa, NHUPHUIOKCHMHA W MHpPa3MHAMUAA, OJDKHA
cocTaByisiTh HE MeHee 2000 TeopeTUUEeCKUX TapeIIoK.

Conepxxanne wm3oHMaszuga CgH;N3O, mmpasunamuma CsHsN;O  wm
nupuaokcuHa ruapoxiopuna CgH;nNO3;-HCl B mnpemapare B mporeHTax oT

3asiBJICHHOTO KoJInyecTBa (X) BBIYUCIISIOT IO (popMyJie:
S1:C-100-P-G
y =21 %0

SO aq L ’
rie S; — IIoLAAb MMKa U30HHWA3Ka, TUPUJOKCUHA WM MMpa3uHaMua Ha
XpOMaTorpaMMe HCIIBITYEMOIO PacTBOPA;
Sy — muomans NMKa U30HUA3UAa, TUPUIOKCHUHA WM MHpa3uHaMua Ha
XpOMaTorpaMMe CTaHJapTHOTO PaCTBOPA, COOTBETCTBEHHO;
d; — HaBecKa MOpPOIIKa PaCTEPTHIX TAOIETOK, MT;
Co — KOHIIEHTpalMs CTaHAAPTHOTO 00paslia M30HUA3UIa, MUPUIOKCHHA

ruapoxyiopuaa Wid nmupasuHaMu/ia B CTAHAAPTHOM paCTBOPC, mr/ MJI,

P — conepxanue n3oHUa3u1a, TUPUIOKCUHA TUAPOXIIOPHIA UITU
MMpa3uHAMK/Ia B CTAHJAPTHOM 00pa3le M30HUA3H1a, TUPUIOKCHHA
TUAPOXJIOPU/IA WU NTMPA3UHAMHUIA, COOTBETCTBEHHO, %0;

— CcpenHss Macca OdHOM TabJIeTKH, MT;

L — 3as4BJICHHOC KOJIMYCCTBO U30HUA3W A4, INPUAOKCHHA THAPOXJIOpHUIa
HJIK IIMPpa3suHaMH a4 B OI[HOﬁ Ta6HeTKe, COOTBCTCTBCHHO, MI'.

2. Pugpamnuyun. OnpeneneHue MNPOBOIAT METOJOM CIIEKTPOGOTOMETPUHU
(ODC «CnekrpodoroMeTpust B yIbTpaduoIeTOBOM U BUAUMOMN 00JIaCTSIX»).

PacTBOpBI HCTIOIB3YIOT CBEKENPUTOTOBICHHBIMH.

Hcnvimyemwii pacmeop. TouHyI0 HaBECKy MOpPOILIKA PACTEPTHIX TaOJIETOK,
COOTBETCTBYIOIIYIO OKoyio 0,1 r pudamnunyHa, MOMEIIAIOT B MEPHYI0 KOJIOY
BMecTuMOCThiO 100 mut, mpubaBmnsitor 70 My MEeTaHOJA, BCTPSXHUBAIOT B TEUCHUE
15 MuH, T0BOAAT 00BEM MOJIYYEHHOT'O PACTBOPA TEM K€ PACTBOPUTENEM J0 METKH,
nepeMemuBaoT U GUIbTPyoT. B  MepHyto konlOy BMmecTUMOCTbIO S50 mi
nomemmaroT 1,0 M1 MOMYyYEHHOTO pacTBOpa U JOBOASIT 00BEM pacTBopa
dbocdatubiM OydepHbiM pactBopoM pH 7,4 1o MeTku.

Pacmeop cmanoapmmnoco obpasya pugamnuyuna. Oxono 50 Mr (Tounas

HABECKa) CTaHJApPTHOro oOpasma pudaMIuiHa MOMENIAIOT B MEPHYIO KOJIO0y

12



BMeCcTUMOCTBIO 50 M1, mpubaBisitoT 30 MT MEeTaHOJa, IEPEMELIUBAIOT 0 TOJHOTO

pacTBOpPEHHs] HABECKM M JOBOAAT OOBEM TMOJYyUYEHHOTO pacTBOpa TEM K€

pacTBopuTelieM 10 METKU. B MepHyro koja0y BMECTUMOCTBIO 50 MJI MOMEIIaroT

1,0 M1 mony4eHHOro pacTBOpa U JOBOAAT 00BEM pacTtBopa QochaTHbIM

oydepnabiM pactBopoM pH 7,4 10 MeTKw.

Pacmeop cpasnenus. ®ocdarnsiii 0ydepnsiit pactsop pH 7,4.

N3MepstoT ONTHYECKYHO IUIOTHOCTH HCIBITYEMOTO PAacTBOpa W PacTBOpa

CTaHJApTHOTO oOpa3na pudaMnuiHa Ha CHEKTPOHOTOMETpE B MaKCUMyMe

NOTJIOIIEHHUS IIPU JJIMHE BOJIHBI 475 HM B KIOBETE C TOJIIMHOM cios 1 cMm.

Conepxxanne pudammnuimaa Cyu3HsgN4Op, B mpemapate B mporeHTax oOT

3asBJICHHOTO KOJIMYeCcTBa (X) BRIUUCIIAIOT 10 (hopMyJie:

rone A

_A1a0100150PG_A1a02PG
"~ Apra;-50-1-50-L Agra;-L

ONTUYECKas MIIOTHOCTh UCTIBITYEMOTO PACTBOPA;

ONTHYECKas  IUIOTHOCTb  PacTBOpa  CTAHJAPTHOIO
pudamMnuimHa,

HaBCCKa IIOPOIIKa paCTépTBIX Ta6J'I€TOK, MI';
HaBCCKa CTAHAAPTHOI'O 06p3311a pI/I(baMHI/II_II/IHa, MI',

coJiep)KaHue pudammuHa B CTaHJapTHOM
pudammnunmna, %;

CpeaHssl Macca OJTHOM TaOJETKH, MT;

obOpasna

obpa3iie

3asiBJICHHOE KOJIMYECTBO pu(aMmuIIHa B OJTHOM TaOJIETKE, MT.

XpaHenue. B 3amumeEéHHOM OT CBETa MECTE.
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