MUHUCTEPCTBO 3JIPABOOXPAHEHUSI POCCUMCKOM ®EJEPAIIAN

G®APMAKOIIEMHAS CTAThS

N3onnazua+Ilupaznnamug+Pudamnunmn, ®C.3.1.0141.22
TaldJIeTKH

HN3onnasua+lIupasunamua+Pudamnunux,
Ta0JeTKH

Isoniazidum+Pyrazinamidum+Rifampicinum, BBoaurcs BriepBbie
tabulettae

Hacrosmmas dapmakoneitHas cTaTbs pacmpOCTpaHICTCS HA JICKApPCTBECHHBINA
npenapar  M30HHUA3WI+THpasuHaMuA+pudamMnunud,  TabiaeTku  (TaOJeTKH,
MOKPBIThIE TIEHOYHOM o00osoukoif). I[lpemapar 1omKeH COOTBETCTBOBATH
tpedoBaHusIM ODC «TabmeTkn» u HIKETPUBEAEHHBIM TPEOOBAHUSIM.

Conepxutr He Menee 90,0% wu nHe Oomee 110,0% oT 3asgBICHHOTO
konnuectBa uzonnasuma CgH;N;O.

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

Conepxutr He Menee 90,0% wu nHe Oomee 110,0% oT 3asBIECHHOTO

konmuecTBa pudamrunuHa Cy3HsgN4Oq).

Omucanme. Conepkanue paszzgena npuBoautcs B cooTBerctBuu ¢ ODC
«TabneTkn».

HomnnmuunocTs. BIKX. Bpems yaepkuBaHus TPEX OCHOBHBIX IHKOB HAa
XpOMAaTorpaMMe HCIHBITYEMOIO pPAcTBOpPa JOJHKHO COOTBETCTBOBATH BPEMEHU
YAEpKUBAHMUS TMHUKOB W30HMA3WJa, MNHpasMHamMuaa U pupaMIudlUHA Ha
XpoOMaTrorpaMMe  CTaHJapTHOro  pactBopa  (paszen  «KonudecTBeHHOE

OmpeeIeHUE).



PacrBopenne. Omnpenenenne npoBoadar B coorBerctBUM ¢ ODC
«PacTBOpEeHME 17151 TBEPIBIX TO3UPOBAHHBIX JIEKAPCTBEHHBIX (HOPM.

PoacrBenHbie npuMecu

1. IIpumecu uzonuazuoa. Onpenenenune npopoaiat metogaom BIKX (ODC
«BpicokoaPekTUBHAS KUIAKOCTHAS XpoMaTorpadus»).

bygepuviii pacmseop. PactBopsror 8,98 r kamusa guruapodocdara u 0,1 r
HaTpusa nuruapodocdara 6e3sognoro B 900 mu Boasl u goBoasT pH pactBopa
dbochopnoit kucnmotoit 10 4,40+0,05. [TepeHOCAT MOTyUYESHHBIH PACTBOP B MEPHYIO
K010y BMecTUMOCTHIO 1,0 11 1 10BOAST 00BEM pacTBOpa BOAOH 10 METKH.

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

Pacmeopumens. Aueronntpuii—soga 70:30.

Pacmeop 6enzanvoecuoa. B  MepHyo KonOy BMecTUMOCThIO 100 M
nomerniatoT 1,0 ©r OGeH3anmpaeruaa, pactBopsitoT B 90 MiI cMecu MeTaHOJI—BOJIA
90:10 u moBOIAT 0OBEM pacTBOpa TEM K€ PACTBOPUTEIIEM JIO METKHU.

Ucnvimyemoiti  pacmeop. B MepHylo Koy BMeCTUMOCThIO 10 M
MOMEIIAIOT TOYHYIO HABECKY IMOPOIIKAa PACTEPTHIX TabJIETOK, COOTBETCTBYIOUIYIO
okoso 35,7 Mr wu3oHUA3uga, nOpubaiasAoT 1 Mo Boawsl, 4 M pacTBopa
OeH3aIbAeTHa, TOBOAST O0BEM pacTBOpa BOJOW 10 METKU, MEPEMEIIMBAIOT U
nentpudyrupyrotr npu 2500 06/mMun B Teuenwe 20 MuH. B mepHyo K010y
BMECTHUMOCTBIO 5 M1 momematoT 2,0 MJI OJy4€HHOT'0 pacTBOpa U JOBOJAAT 00BEM
pacTBOpa pacCTBOPUTEIEM JO METKH.

Pacmeop cuopaszuna cynrvgpama. B mepuyro koiady BmectuMoctbio 100 M
MOMEIIAI0T OKOoJI0 82 Mr (TOYHash HaBecKa) THApa3uHa CyibdaTa, pacTBOPSIOT B
BOJIC U JOBOJAT OOBEM pacTBOpa TEM K€ PAaCTBOPHUTENIEM 10 METKH. B MepHyro
koj0y BMmectumocThio 100 Mn nomemaror 1,0 M1 MOJTYyYEHHOTO pacTBOpa U
JOBOJAT OOBEM pacTBOpa BOJIOM 10 METKH. B MepHyI0 K00y BMECTUMOCTHIO
10 mn momerniator 1,0 MJI TOJy4EHHOTO pacTBOpa, MPUOABISIOT 4 MJI pacTBOpa
OeH3anbAeruaa, 10BOAST 00BEM pacTBOpa BOAOM A0 METKH M MEPEMEUIMBAIOT B
teuenne 20 muH. B mepHyro konOy BMecTUMOCTBIO 5 Ma momemiaror 2,0 mi

MOJIy4Y€HHOTO pacTBOpa U IOBOAST 00BEM pacTBOpa pacTBOPUTEIIEM 10 METKH.



Xpomamoepaguueckue ycnosus

Komnonka 125 x 4,0 MM, cHIMKarenb OKTaACIIMICUIIbLHBII
TSl XpoMatorpauu, 5 MKM;

TeMmneparypa KOJOHKH 25 °C;

CKopoCTb MOTOKA 1,0 My1/MuH;

Herextop criektpodoromerpuueckuii, 310 HM;

O6bEM poOBI 50 mx;

Bpewms 1,5-kpaTHOE OT BpEMEHH YACP>KUBAHUS KA

xpoMartorpadupoBaHus TUApa3uHa.

XpomaTtorpadupyroT pacTBOp THUApa3WHa CyibhaTra © HUCHBITYEMbII
pacTBop.

Bpems yoeporcusanus coedunenuti. I'upasu — 0KoJio 23 MUH.

Ilpucoonocmes  xpomamoepaghuueckoti cucmemovl. Ha XpomaTorpamme
pacTBopa rujpasuHa cyibdara:

- haxmop acummempuu nuxa (As) THApPa3UHA TOJKSH OBITH He Ooee 2,0;

- OMHOCUmMenbHoe CMAaHOapmHoe OMKIOHeHUe TUIOIAau TUKa TUJpa3uHa
JOJDKHO OBITH He 6otee 2,0 % (6 onpenencHwmii);

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

Conepxanue TuapasuHa B mpenapate B mpoleHTax (X) BBIYUCIAIOT IO

bopmyie:
Yo S1-a9p-10-1-5-1-2-P-G-32,04 _ S1-ag-P-G-32,04
So-a;-100-2-100-10-5-L-130,12 Sy-ay-10000-L-130,12’
e S; —  TUIOIIAJh NTUKA THAPA3MHA Ha XPOMATOTpaMMe UCTTBITYEMOTO
pacTBopa;
So —  TUIOIIAJh MTUKA THApPA3HHA Ha XpOMaTorpaMmme pacTBopa
ruapasuHa cynbdara;
a —  HaBECKa MOPOIIIKa PACTEPTHIX TAOJIETOK, MT;
Qo — HaBeCKa TWJIpa3uHa cyybdaTa, MT;
P —  CoJIepKaHWE OCHOBHOTO BEIIECTBA B rUpa3uHa cyibdare, %;

—  CpeIHsIs Macca OJHOM TaOJIETKHU, MT;

L —  3asBJICHHOE KOJIMYECTBO M30HHA3UIAa B OQHOU TaOJIETKE, MT;



32,04 — wmonekynspHas Macca rUpa3vHa;

130,12 — wmonekynsapHas Macca ruapasuHa cyiabdara.

Llonycmumoe codeparcanue npumecei:

- ruapas3uH — He 6oiee 0,02 %.

2. IlIpumecu nupazunamuoa. OnpeneneHue MnpoBoaar metogom BIXX
(ODC «BricokoadhexTuBHAs KUIKOCTHAS XpoMaTorpadus»).

Bce pacTBOpBI HCITOTB3YIOT CBEKETTPUTOTOBICHHBIMH.

Pacmeop nampus oucuopogocgpama. B MepHyro K00y BMECTUMOCTHIO
1,0 1 momemarot 0,78 r HaTtpust qurnapodocdara 6€3BOTHOTO, PACTBOPSIOT B BOJIEC
U JIOBOJSIT OOBEM pacTBOpa TEM ke PACTBOPUTEIIEM JI0 METKHU.

loosuoicnas gaza (I1D). AueToHUTpUI—pPACTBOP HATpUs auruapodocdara
50:950.

Pacmeopumens. Auetonntpuir—soga 5:95.

Ucnvimyemoiti  pacmeop. B  MepHyro koyiOy BMecTUMOCThIO 100 M
MTOMEIIAIOT TOYHYIO HABECKY IMOPOIIKAa PAcTEPTHIX TaOJIETOK, COOTBETCTBYIOITYIO
okosio 50 Mr nupazuHamuaa, npubasistoT 70 MI pacTBopuTeNs, 00padaThIBAIOT
yIbTpa3BykoM B TedeHue 20 MHH, OXJaXKIAIOT 10 KOMHATHON TeMIepaTyphl,
JOBOAT OOBEM pacTBOpa pacTBOpUTENIEM JO METKH, TMEpPEMENINBAIOT U
neHtpudyrupyrot rnpu 2500 06/MUH B TEUCHHUE 5 MUH.

Pacmeop cmanoapmmuozo obpazya nupazunamuoa. B wmepHyro KoJOy
BMecTUMOCThIO 100 Mt momemaroT okosio 10 Mr (TouHasi HaBecka) CTaHJAPTHOTO
oOpasiia mupa3uHaMuIa, PaCTBOPSIOT B pAaCTBOPHUTENIE U TOBOAAT 00BEM pacTBOpa
pacTBopUTeNieM 10 MEeTKUA. B mMepHyro kon0y BMectumocThio 100 M momemaror
1,0 M1 MOTYyYEHHOTO pacTBOpa M JOBOAAT O00BEM pacTBOpa PaCTBOPUTEIIEM IO
METKH.

Pacmeop cmanoapmmnoco obpazya uzonuazuoa. B MepHyr KoOIOy
BMecTUMOCThIO 10 My momemraror 9,3 Mr crangapTHoro obpasia H30HUA3HA,
PacTBOPSIOT B BOJIE M JOBOJAT 00BEM pacTBOpa TEM K€ PACTBOPHUTEIIEM JIO0 METKH.
B wmepnyto konlOy BmectumocThio 10 mnm momemator 1,0 M momydyeHHOTO

pacTBoOpa U IOBOJAT 00BEM pacTBOpA PACTBOPUTEIIEM JIO0 METKH.



Pacmesop 074 nposepxu paszoenumenbHou cnocobHocmu
xpomamozpagpuueckou cucmemvl. B MepHyr0 K00y BMeCTUMOCTbIO 10 mi
NOMELIAIOT S5 MI  CTaHJApTHOTO oO0pa3lia MNupa3uHaMUAa, pacTBOPSIOT B
pacTBOpHUTENe U JOBOIAT 00BEM pacTBOpa pacTBOPHUTENEM J0 METKH. B MepHyio
K00y BMECTUMOCTBbIO 25 Myl mnomematoT 9,0 M1 MOJIYYEHHOIO PacTBOpA,
npuOaBIAOT | MJT XJIOPUCTOBOAOPOIHOM KUCIOTHI pacTBopa 0,5 M, BeIIEpKUBAIOT
Ha BojsHoW Oane mpu Temmeparype 80 °C B TedeHue 14, OXIaXKAAIOT 10
KOMHATHOM TeMIEpaTypsl U JOBOASAT 00bEM pacTBOpa pacCTBOPUTEIIEM JIO METKH.

Xpomamoepaguueckue ycnosus

Komnonka 250 x 4,6 MM, cUIHMKAareab OKTaAeMJICHIMIBLHBIN,
SHAKEMUPOBAHHBIN JIJIs1 XpoMaTorpaduu, 5 MKM;

TeMmneparypa KOJIOHKH: 20 °C;

CKOpOCTb MOTOKA 1,0 mn/muH;

Jerextop CHEKTPOPOTOMETPUUECKHUH, 275 HM;

O06BEM TTPOOBI 20 MK,

Bpewms

xpomaTorpadupoBaHUs 15 muH.

XpomarorpagupyrT pacTBOp JUIS TIPOBEPKU Pa3EIUTEIBHON CIIOCOOHOCTH
Xpomarorpauyueckol CHUCTEMbI, pPacTBOp CTaHAAPTHOTO OO0pa3lia W30HHA3MIA,
pacTBOp CTAHIAPTHOTO 00pa3iia MUpa3MHAMU/IA U HCIILITYEMBI pacTBOP.

IIpucoonocme xpomamozpaguueckou cucmemvi

Ha xpomarorpamme pactBopa Ajisi IPOBEPKH Pa3/IEIUTENBHON CIIOCOOHOCTH
xpomarorpaduueckorr cucteMbl paspeuterue (Rs) MexIy NHKOM TpPOJYKTa
JECTPYKIIMM C OTHOCUTEIIbHBIM BpeMeHeM yaepuBaHus okojo 0,5 um mukom
nypa3ruHaMujia JOJKHO ObITh He MeHee 4,0.

Ha xpomarorpamme pactBopa cTaHAapTHOTO o0pa3iia Mupa3uHaMUIA:

- OMHOCUmMeNbHOe — CMAaHOapmuoe  OMKIOHeHue  TUIOW@AAd  THKa
nUpa3uHaMKIA JOJDKHO ObITh He Oosee 2,0 % (6 onpeneneHuii);

- a¢ppekmusnocmov xpomamoepaghuueckoui koaouxu (N), pacCudTaHHAS II0

MUKy MUpa3UuHAMUAA, 10JKHA COCTaBIATh HE MeHee 79500 TeopeTUUEeCKUX TapesoK.



CoxepxaHue KakJI0oW W3 TpUMeced B mpemnapare B mporeHtax (X)
BBIYHCIIIOT TI0 (hopmyre:
_81°a9-100-1-P-G  S;vay"P-G
Spra; -100-100-L  Sy-a;-100-L’

rae S;  — IUIOHIaJb MUKa KaXJA0W U3 IpUMecel Ha XpoMaTorpaMmme

UCIIBITYEMOTO PaCTBOPA;

Sp - mIomaab NuKa NMpazuHaMiuaa Ha XpOMaTorpaMMe pacTBopa
CTaHJIapTHOIO o0Opa3la N1upa3uHaMu/a,

d;  — HaBecKa II0pOUIKa pacTEPTHIX TaOJIETOK, MT;

dgp  — HaBecKa CTaHJapTHOro oOpa3la nupasuHaMuia, Mr;

P — cozep)KaHME NUPAa3MHAMKJIA B CTAaHIAPTHOM 00pasiie
nupasuHamuaa, %;

G — CpenHss Macca OJJHOW TabJIETKHU, MT;

L — 3asBJICHHOE KOJIMYECTBO NMUpPa3WHaMUJIa B OJTHON TaOJIETKE, MT.

Jonycmumoe codeparcanue npumeceu.

- mobas npumech — He 6outee 0,2 %;

- cyMMa npumecei — He 6oiee 0,6 %.

[Ink, COOTBETCTBYIOIMM U30HUA3UY, HE YUUTHIBAIOT.

3. IIpumecu pugpamnuyuna. OnpeneneHue TPOBOIAT MeTogoM BIKX
(ODC «BricokorPdekTrBHAS KUAKOCTHAST XpOMATOrpapus» ).

Pacmeop ons npucomosnenus noosusicnoti gazwi. PactBopsitor 1,9 r Hatpus
nepxyopara B 200 mn  Boael, mnpubaBisioT 1 Ma ¢GochOpHON  KHCIOTHI
KOHIICHTPUPOBAHHOM, 5,9 T muMoHHON KHCIIOTHI, 20,9 r xanust nuruapodocdara,
noBOIAT Bogoi 10 1000 M1 1 mepemMennBaroT.

lloosudicnaa ¢paza (I1P). AUETOHUTPUI—PACTBOP I TMPUTOTOBICHUS
noABWKHOMU a3kl 35:65.

Pacmeopumens. K 10 oobemam 21,01 % pactBopa JTUMOHHOW KHCIOTHI
npubasisroT 23 oosema 13,61 % pactBopa kamus auruapodocdara, 77 o6beMoB
17,42 % pactBopa nukanusi ruapodocdara, 250 00beMOB allETOHUTPWIA U

640 00BEMOB BOJIEL.



Ucnvimyemoiti  pacmeop. B wmepHyto komOy BMectTuMocThio 100 mu
MOMEIIAIOT TOYHYIO HABECKY MOPOILIKA PACTEPTHIX TabJIETOK, COOTBETCTBYIOIIYIO
okono 0,2 r pudamnunuaa, npudapisor 30 MJI aleTOHUTpUIIA, 00padaThHIBAIOT
yIbTpa3BykoM B TeueHne 20 MUH, OXJaXAAIOT 10 KOMHATHOM TeMImepaTyphl,
JOBOJAT OOBEM pacTBOpa TEM XKE PACTBOPUTENIEM /10 METKM U (QUIbTpyroT. B
MEPHYIO K0JI0y BMecTUMOCThIO 50 Mi1 momemarot 5,0 MII IOJIy4€HHOTO pacTBOpa U
JOBOJAT 00BEM pacTBOpa pacTBOPUTEIIEM IO METKH.

Cmanoapmuovii pacmeop. B MepHyro koi0y BMecTUMOCTBIO 100 M
noMmenaT okoio 10 Mr (TouHas HaBecka) CTaHAAPTHOTO 0Opasia pudammnuirHa,
okosio 10 Mr (To4Hass HaBeCKa) CTAaHAAPTHOIrO oOpasla pudaMnuIMHA XUHOHA,
okojyio 10 Mr (TouHas HaBecka) CTaHAApTHOro obpasua pudamnuuuHa N-okcuaa,
okono 10 mr (ToyHas HaBecka) CTaHAApTHOTO oOpaszmna 3-popmun-pudamuiivia,
pacTtBopsitoT B 70 MII alleTOHUTpUia, 00padaThiBas yabTPa3BYKOM, OXJIAKIAIOT 110
KOMHATHON TeMIepaTyphl U AOBOAIT 00BEM pacTBOpA TEM K€ PACTBOPUTEIEM JI0
MeTKH. B MepHy10 K00y BMecTUMOCTBHIO 50 M1 omemaroT 5,0 Ml OJTy4€HHOTO
pacTBopa 1 I0OBOJAT 00BEM pacTBOpa PACTBOPUTEIIEM JI0 METKH.

[Ipumeuanue

Pudamnuimina XuHOH:
([(2S,122,14E,16S,17S,18R,19R,20R,21S,22R,23S,24E)-5,17,19-Tpuruapokcu-
2,4,12,16,18,20,22-renrametni-8-[N-(4-metunnumnepasus-1-uin)MeTaHUMHU IO |-
23-metokcu-1,6,9,11-terpaokco-1,2,6,9-rerparuapo-2,7-

(enokcumnentaneka| 1,11,13]rpuenasano)nadro[2,1-b]dypan-21-un]anerar, CAS
13983-13-6.

Pudammnuiuna N-okcu:
[(25,12Z,14E,16S,17S,18R,19R,20R,21S,22R,23S,24E)-5,6,9,17,19-
nenTaruapokcu-2,4,12,16,18,20,22-renrametnin-8-[N-(4-metnn-4-
oKcuonuIepasnud-4-uii-1-un)metanumugonn |-23-metokcu-1,11-mmokco-1,2-
nuruapo-2,7-(anokcunenranekal 1,11,13 | tpuenaszano)nadro[2,1-b]dypan-21-
uiJanerar, CAS 51963-55-4.

3-Oopmun-pudamurus: 1,2-nuruapo-5,6,9,17,19,21-rexkcarunpoxcu-23-
Mmetokcu-2,4,12,16,18,20,22-renramerni-1,11-guokco-2,7-
(omokcunentanekall,11,13]rpuenumuno)aadro[2,1-b]bypan-8-kapbokcanbaerum
21-anerat, CAS 13292-22-3.

3-(M3onukoTrHOMATHApa3oHMe T )-pudamuriud, CAS 13292-53-0.



Xpomamoepaguueckue ycnogus

Komnonka 100 x 4,6 MM, cHJIMKareib OKTHICHINIbHBINA
JU1s1 XpoMartorpaduu, 5 MKMm;

TeMmneparypa KOJIOHKHU: 30 °C;

Temnepatypa oOpasia: 10 °C;

CKopoCTb MOTOKA 1,5 mir/mMuH;

JerekTop criekTpodoroMeTpuueckuid, 254 HM;
O06BEM TPoOBI 50 mkiT;

Bpewms

xpoMartorpadupoBaHus 45 MUH.

XpomaTtorpa@upyroT CTaHIAPTHBIA U UCIIBITYEMBIN PACTBOPHI.

OmuocumenvHoe 8pems yoepoicuanus coeourenuu. Pudammumun — 1;
pudamnuiHa XMHOH — okoiyio 0,59; pudamnuimna N-okcua — oxono 1,20; 3-
(M30HMKOTUHOWITHAPA3OHMETH)-pupamMuiud — okojo  1,51;  3-dopmmi-
pudamuiiH — okosio 2,97.

Ilpucoonocms  xpomamoepaghuueckou cucmemsi. Ha xpomarorpamme
CTaHJapTHOTO pacTBoOpa:

- paspewenue (Rs) Mexay nUKamMu prudaMIIuIiiHa XHHOHA W pU(aMITHIIHA
JIOJDKHO OBITH HE MeHee 4,0,

- paspewenue (Rs) Mexay nukamu pudamnuimaa u pudamnuiuHa N-
OKCHJIa JTIOJDKHO OBITH HE MeHee 4,0;

- paxmop acummempuu nuxa (As) pudaMIuIHa JTOJDKEH OBITH HE OoJiee
4,0;

- OMHOCUmMeNbHOe — CMAaHOapmuoe  OMKIOHeHue  TUIOMAAA  TIHKa
pudamnuiHa 10KHO ObITh He 6oiee 2,0 % (6 onpenencHwmii);

- agppekmusnocmov xpomamoepaghuueckou koaouxku (N), pacCudTaHHAS II0
UKy prudaMIMinHa, J0JKHA cocTaBlATh He MeHee 2000 TeopeTHUeCKuX TapeokK.

Ilonpasounvie koagppuyuenmor. Ins pacuéra comepkaHus IUIOLIAAb MUKA

3-(M30HUKOTUHOMITUIPA30HMETII )-pU(aMULIMHA YMHOKAETCsl Ha TMOMPaBOYHBIN

ko3 dunment 0,82.



Copepxanue pupamnuuHa XxuHoHa, pupamnunuia N-oxkcuna u 3-gpopmu-

pudamMuIHa B Ipenapare B NpoleHTax (X) BRIUUCISIOT 0 hopMyIie:

rme S

a;

do

L

X_Sla0100550PG_51a0PG
~ Spra;-100-5-50-L = Syra;-L '

II0IAAbL KA prudaMIMiiHa XUHOHA, pudamnuiiriHa N-okcuaa uiu
3-popmun-pudamuiiiHa Ha XpoMaTorpaMme UCIIBITYEMOTO PaCcTBOPA;

TJIOINAIb MMMKa pudaMIuIiiHa XuHOHA, pudamnuiinaa N-okcuia uiu
3-popmmit-pudamuiiiHa Ha XpoMaTorpaMMe CTaHIapTHOTO pacTBOPA,
COOTBETCTBEHHO,

HaBECKa MOPOIIKA PACTEPTHIX TAOJIETOK, MT;

HaBeCKa CTaHJapTHOTrOo oOpas3iia pudamMnuiiiHa XMHOHA,
pudammumaa N-oxcuaa i 3-hopMuii-pudamMuiuHa,
COOTBETCTBEHHO, MT;

coziep>kanue pudamnuimHa XuHoHa, pudammnuimaa N-okcuna uim 3-
dbopmmi-pudaMuiiiHa B CTaHIAPTHOM 00pasiie pudamMnuimHa
xuHOHa, pudamnuiuna N-okcuaa unu 3-popmun-pudamuiiaa,
COOTBETCTBEHHO, %0;

CpeaHsisi Macca OJTHOM TaOJIETKU, MT;

3asBJICHHOC KOJINYCCTBO pI/I(i)aMHI/II_[I/IHa B OHHOﬁ Ta6J'I€TK€, MI'.

Conepxxanne 3-(M30HUKOTHHOMITHAPA30HMETII)-pUBaMUIIMHA W JTIO00M

JPYTOM MPUMeECH B Mpemnapare B mporeHTax (X) BEIYUCIAIOT o GopMyJie:

rme S

ai

do

X_Sla0510050PG_SlaOPG
~ Syra;-5-100-50-L  Spra;-L

— TUTOIIAIb NMUKA 3-(M30HUKOTHHOWITHAPA30HMETHI)-pUdaMUTITHA

WM JII000M APyroi MpUMECH Ha XpOMATOTPaMMeE UCIIBITYEMOTO
pacTBopa;

— IUTONIA/Ib NTKMKa pru(aMIuIIiHa Ha XpOMaTOorpaMMe CTaHAAPTHOTO

pacTBopa;

— HaBECKa MOPOIIKa PaCTEPTHIX TAOJIETOK, MT;

— HaBECKa CTaHJIapTHOTO 00pa3lia pudamMnuiuHa, MT;

— cojiepkaHue prudaMuIliHa B CTaHIAPTHOM 00pasiie pudamMnuImHa,

%;

— CpeIHsIs Macca OJTHOM TaOJICTKH, MT;

— 3asBJICHHOE KOJUYECTBO pU(aMIIUIIMHA B OJTHOM TaOJIETKE, MT.



Jonycmumoe codepaicanue npumecei:

- 3-(M30HUKOTHHOWITUAPA30HMETII )-prUdamMuLiiH — He Ooiee 5,0 %;

- pudammnunHa XuHOH — He 6oee 3,0 %;

- pudammunmHa N-okcua — He 6omee 1,5 %;

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

- mobas apyras npuMmech — He 6omee 1,5 %.

Onuopoanocts no3upoBanusi. B coorBerctBUM ¢ ODPC «OgHOPOIHOCTD
JIO3UPOBAHUS.

MukpoOuosornueckass  umcrora. B cootBerctBum ¢ ODC
«MuKpoOHOoIOTHYecKas YUCTOTAY.

KoauvectBennoe onpenesenue. OmnpeneneHue npopoasT merogqom BOXKX
(ODC «BricokorPdpexkTrBHAS KUAKOCTHASL XpOMATOTpaAPUs» ).

bygepnviti  pacmeop. PactBopstor 1,4r mgunatpus runpodocdara
6e3BogHoro B 800 M1 BOABI, MepeMeninBatoT u AoBoasaT pH pactBopa dochopHoit
kucioron g0 6,80+0,05. IlepeHoCAT MONY4YEHHBIH PacTBOP B MEPHYIO KOJIOY
BMECTHUMOCTBIO | J1 ¥ TOBOAST 00BEM pacTBOpa BOJIOM JO METKH.

Tloosusicnas paza A (I1DPA). Bydepnsiit pactBop—aneroHuTpua 960:40.

Toosusicnas aza b (I1D6). bydepnsiii pactBop—arnetonutpui 450:550.

Pacmeopumens. Metanonr—o0ydepHsiii pactBop 4:96.

HUcnvimyemuoiti pacmeop. TOUHYI0 HaABECKY MOPOIIKA PACTEPTHIX TaOJIETOK,
COOTBETCTBYIOIIYIO OKOJIO 8 MI' HM30HHA3MJ]la, TOMEIIAIOT B MEPHYI KOJIOy
BMecTuMOcThIO 100 My, mpubaBmsaror 90 Mim  pacTBOpHTENs, 00padaTHIBAIOT
yIbTpa3BykoM B TedeHue 10 MHH, OXJTaXIalOT 0 KOMHATHOM TeMIEepaTyphl,
JOBOAT O0OBEM pacTBOpa pacTBOpUTENIEM JO METKH, IMEePEMENINBAIOT U
GbunbTpyroT. PacTBOp UCHOJIB3YIOT B TEUEHHE 2 Y.

Cmanoapmuwiii  pacmeop. T'OTOBAT pacTBOpP CTaHAAPTHBIX 00pa3IoOB
W30HUA3MU/1a, MUpAa3HHAMUIA ¥ pru(aMIUIIIHA B PACTBOPUTENE C KOHIIEHTPAIUSIMH,
COOTBETCTBYIOIIUMH OXKUJAECMBbIM KOHIICHTPAIMAM W30HHA3HU/Ia, MUPA3HHAMHUIA |

pubaMIuIIMHa B HCTIHITYeMOM pacTBope. PacTBop ncnonb3yroT B TeueHue 10 muH.
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Xpomamoepaguueckue ycnosus

Komnonka 250 x 4,6 MM, cUIHMKareab OKTaAeMJICHIIMIBLHBIN,
JICaKTHBUPOBAHHBIN 110 OTHOIIICHUIO K OCHOBAHHMSM,
SHAKCITUPOBAHHBIN JIJIs XpomMaTorpaduu, 5 MKM;

Temneparypa kononkun 25 °C;

CKopoCTb MOTOKA 1,5 mi/mMuH;
Hetextop criektpodoromerpuueckuid, 238 HM;
O0BEM TTPOOBI 20 MKJI.

Peorcum xpomamoepaguposanus

Bpewmsi, mun [1DA, % [1DBb, %
0-5 100 0
56 100 — 0 0— 100
6-15 0 100

XpomaTtorpagupyroT CTaHJAPTHBIA U UCTIBITYEMBIN pacTBOPHI.

OmuocumenvHoe 6pems yoepacueanus coeourenuu. llupazunamuyg — 1
(ox0J10 5 MuH); U30HUAa3U — okosio 0,7; pudamnuiuy — okoio 1,8.

Ilpucoonocmes  xpomamoepaghuueckoti cucmemovl. Ha XpomaTorpamme
CTaHAapTHOTO PacTBOpaA:

- paspewtenue (Rs) Mexay MUKaM{ W30HHA3W[a W MHpa3sHHAMHUIA JTOJDKHO
ObITH He MeHee 4,0;

- pakmop  acummempuu  Kkaxcooeo u3z nuxkosé (As) H3OHHA3MIA,
nMpasuHaMujia ¥ pudamMIuirHa 10HKeH ObITh He Ooee 2,0;

- OMHOCUMeNbHOe CMAHOapmMHoe OMKIOHeHUe TUIOIMAIN KaXXI0OTO U3 IMHKOB
W30HMA3UJla, NMUpasuHaMKUAa W pudaMmuimHa JODKHO ObITh He Oosee 2,0 %
(6 onpeneneHmi);

- aghgpexmuenocmo xpomamoepaghuueckou xononuku (N), paccurTaHHas IO
nuKky pudamnuimHa, M0bKHA coctaBiarh He MeHee 50000 TeopeTwueckux
Tapesiok;

- o¢ppekmusrnocmov xpomamoepaghuueckou koaouxku (N), pacCuuTaHHAs IO

MUKy U30HUA3M/IA, TOJKHA COCTAaBIATh HE MeHee 6000 TeopeTHIeCKUX Tapesok;
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- aghhexmuenocms xpomamoepaguueckou xonorku (N), pacCUUTaHHAS TIO
MUKy MHpa3WHAMKUAa, O0DKHA cocTaBisath He MeHee 10000 Teopernueckmx
TaperioK.

Conepxxanne wm3oHMaszuga CgH;N3O, mmpasunamuma CsHsN;O  wm
pudammunmaa Cy43HsgN;O1, B mpemapare B mIpoleHTaX OT  3asBJIGHHOTO

KosindecTBa (X) BBIYHMCISIOT 110 (opMyIie:
S1:C-100-P-G
y =21 %0

SO aq L ’
rie S; — IIIOLAAb MKa U30HMA3K[A, MMpa3uHaMuAa Uiu pudaMIuIyHa Ha
XpOMaTorpaMMe HCIIBITYEMOIO PacTBOPA;
Sy — momans nuKa U30HUA3KUAA, TUpa3MHAMUIA WK pU(aMIULIMHA Ha
XpOMaTorpaMMe CTaHJapTHOTO PacTBOPA, COOTBETCTBEHHO;
d; — HaBecKa MOpPOIIKa PaCTEPTHIX TAOIETOK, MT;
Co — KOHIIEHTpAlHUs CTaHAAPTHOTO 0Opaslia M30HUA3MIa, MMpa3uHAMHIA

WM puamMOIunuHa B CTaHAAPTHOM PacTBOPE, MI/MII;

P — coxepxanue W30HMA3UA, MUpa3UHAMKIA WK pUpamMIUIIMHA B
CTaHJapTHOM 00pa3lie M30HUA3U/1a, MMpa3suHaAMU1a UITn
pudamnuHa, COOTBETCTBEHHO, %;

— CcpenHss Macca OdHOM TabJIeTKH, MT;

L - 3asBlIeHHOE KOJIMYECTBO M30HUA3UIA, MUPA3UHAMUIA UITU
pudaMnuiriHa B 0JJHOI TabJIETKE, COOTBETCTBEHHO, MT.

XpaHeHue. B 3ammmERHOM OT cBETa MECTE.
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