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Hacrosmas MeToaMKa pacmpocTpaHseTcs Ha  Xpomarorpad  TOHKOCJIOHHOM
xpoMmarorpaduu IS aHanM3a JICKApCTBEHHBIX MaTEpHAOB, €IHHHYHOIO IPOH3BOJCTBA B
omHoM ok3emmuspe, wu3rortoBneHHbii ¢Qupmoii "CAMAG Chemie-Erzeugnisse und
Absorbtiontechnik AG", I1IBeiinapus, 1 ycTaHaBIHBAaeT METO/IbI H CPEJCTBA HX NIEPBHYHON H
NEPHOIHYECKOH [TOBEPOK.

WnTepBan Mexay nosepkamy -1 rof.

1 OIIEPAIIMH ITOBEPKH
1.1 [Npu npoBeeHUH MOBEPKH BBIIOJHAIOT ONEPAlHH, YKasaHHbIE B Tabuue 1.
Tabmuna 1

[TpoBeenue onepaiuu npx
Homep
HanmeHoBaHHe onepanin MyHKTa NIEPBHYHOM | BBIIYCKE | NEPHOIMYECKOH
METOHKH noBepKe U3 pe- noBepKe
MOHTa

Bremnui ocMOTp 6.1 Jla Ha Jla
OnpoGosanue: 6.2

— mpoBepKa HIEHTH(HKAIH- JIla Jla Jla
onHbIX AaHHbIX [10 xpomartorpada
Onpezenenne METPOJIOTHYECKHX 6.3
XapaKTePHCTHK:

-0 eJIeHHEe OTHOCHTEb-

e ¢ Ha Ha Ha

HOTO CpeIHEero KBajpaTH4ecKoro
OTKJIOHEHHA BBIXOJHOIO CHIHAJIA!

- BBICOTA [THKA

- IOk MHKa

- TOJNOXEHHE XpoMmarorpa-
dbugeckoit 3086 (Ry).

2 CPEACTBA ITIOBEPKH
2.1 Ipu npoBe/ieHAN MOBEPKH NMPHMEHSIOT CPEICTBA NMOBEPKH (IpHOOPEL, obopynosa-
HHE, MaTepHAIbI M PEaKTHBBI), yKkazaHHbIC B Tabauue 2.1.

Tabmuna 2.1
Homep nyHkra
P HaumeHOBaHHE H THII TexHuuecKkne XapaKTepHCTHKH
METOHKH
6.3.1 KonrposbHsie pactBopsl CO npen- | MaccoBast KOHICHTPALHA IPEAHA30-

HH30JI0HA, IPUTOTOBJICHHBIE 110 Me- | ToHa — 2,50 1 0,05 mr/cm’. OTHOCH-
TOIMKE, H3N0KeHHOH B [Ipunoxe- | TenbHAsd MOrpeLIHOCTh aTTECTOBAHHO-
HHe A K HACTOsIIeH METOIAMKE [10- |ro 3HAYSHHUs MAacCOBOH KOHLIEHTPAaLUH

BEPKH. KOHTpOJIAPYEMOT'O BEILIECTBA HE Mpe-
Bbimaer +1,5 %.
IMnactuna TCX Pa3smep 20 x 20 cm, TLC silica gel 60

F 254, nBe mITyKH




Howmep mynkra

HauMeHoBaHHE H THIT TexHu4eckue XapaKTepHCTHKH
METO/IHKH
Becn! nabopaTtopHbie Bepxnnii npenen B3emuBanus 200r,
r, BEICOKHH Kiacc Tognoctd, ['OCT P
53228-2008

Tepmomertp naboparopusiit TJI-4 | [luanazon (u3mepenuii ot 0 10 +55
°C, uena nenenus 0,1 °C

KonGs1 MepHEIE HATHBHEIE K. Toun. 2: 2-100-2, 2-10-2: k.
touH. 1: 2-25-1, TOCT 1770-74

Xnopodhopm Ounmennsiit, 'OCT 20015-88

MeTtaHon TeXHHYECKHHA Mapxka «A», 'OCT 2222-95

Merunen xnopuctbii Texuuveckuit | [lepssiit copt, TOCT 9968-86

(ZuxmopmeTaH)

Boja qucTriUIMpOBaHHas I'OCT P 51652-2000

JIM3THIIOBLIH 2QHD

bapomerp-anepons BAMM-1 Jluanazon ot 80 no 110 xIla

IMTcuxpomertp acnupanuoHubi MB- | [lnanason u3aMepeHHii OTHOCHTEILHOR
4M BaaxHocTH oT 1510 85 %, abc¢. no-
rpemHoctsb = 3 %

2.2.Bce cpencTBa MOBEPKH JOKHBI HMETh CBHJIETENLCTBA O MIOBEPKE, PEAKTHBEI - Mac-
nopra.

2.3 JlomyckaeTcs NMpMMEHEHHE AHAIOTHYHBIX CPE/ACTBA NOBEPKH, 00ECTICYHBAIOIINX
OIpeie/ieHHe METPOJIOTHYECKHX XapaKTEPHCTHK MOBEPAEMOro CpEICTBA H3MEPEHHH C Tpe-
OyeMo# TOUHOCTEIO.

3 TPEBOBAHHUS BE3OINACHOCTH

3.1 TpeGosanua 6e30MacHOCTH AOJDKHBI COOTBETCTBOBaTh PEKOMEHIALMAM, H3JI0KECHHBIM B
PyKOBOJCTBE 10 3KCIUTyaTalii Xxpomarorpada ToHKOCIO#HOH XpomaTorpaduu Uis aHa/Ik3a JIekapeT-
BEHHBIX MaTepPHAIIOB.

3.2 K moBepke [0MycKaiOTCs JIMIA, HMEIONIHE ONBIT paboThl ¢ XpoMaTorpadom , u3y-
YHBINHE 3KCILTYAaTALHOHHYIO JOKYMEHTALHIO, METOJUKY MOBEPKH H HMEIOIIHE YIOCTOBEpE-
HHE JOKYMEHTAIHH.

4 TPEBOBAHUS K KBAJIMGUKAIIMA IIOBEPUTEJIEA

4.1 K mpoBe/IeHHIO TIOBEPKH JI0MYCKAIOTCS JIHLA, HMEIONIHE ONBIT paGoThl ¢ Xpomarorpadom
TOHKOCJIOHHOM XpoMmaTorpadu [Uis aHa/IH3a JIEKapCTBEHHBIX MATEPHAIOB H H3Y4YHBIIHE pYy-
KOBOJICTBO TIO €r0 SKCIUTyaTallii B METOIMKY IOBEPKH, HMEIOIIHE TEXHHYeCKoe 00pasoBaHue
¥ HaBBIKK paboTel ¢ IpHOOPOM.

5 YCJIOBHSI IOBEPKH M ITOATOTOBKA K HEH

5.1 Tlpu npoBe€HHH OBEPKH COOIOAAIOT CIIeIYIOMME YCIIOBHUSL:

- TeMrieparypa okpyxatomieii cpezsl, °C ot +15 mo +25

- atmocepHoe nasnenne, klla ot 84,0 no 106,7
- OTHOCHTE/IbHAS BJIAXHOCTB, %0, ot 30 mo 80




- HanpsDKeHWe MUTaHus, B 220+ 5

- 4acTOTa [IEPEMEHHOr0 ToKa, [ 11 501

5.2 Ilepen npoBeneHHEM MOBEPKH TOTOBSAT JBAa KOHTPOJBHBIX PACTBOpA MO METOIMKE, H3JIO-
*KeHHOH B [IpunoxeHnH K HacTOAMEH METOIHKE TOBEPKH.

5.3 T'oToBSAT pacTBOp NOABHXKHOH (ha3bl U3 YETHIPEX PACTBOPHTENEH: QUXJIOPMETaHa, JHITH-
noBoro 3¢upa, MeTaHona, BOABI, CMEIIAHHBIX B 00BeMHOM cooTHomenun 77:15:8:1,2 coot-
BETCTBEHHO [IEPEYHCIIEHHIO PACTBOPHTENIEH.

6 IIPOBEJIEHHE ITOBEPKHA
6.1 BremHu# ocMOTp
6.1.1 Ilpu BHEIIHEM OCMOTpE yYCTaHABIHBAIOT:

— COOTBETCTBHE KOMIUIEKTHOCTH ¥ HOMEPOB 0JIOKOB [0 PYKOBOJICTBY I10 3KCIUTyaTallHH;

— HCIIPaBHOCTh MEXAHHU3MOB H KPEIEXKHBIX COSIHHEHHH;

— YETKOCTh MapKHPOBKH, BKIIOYAs HATHYHE HAHMEHOBAHHH W 3aBOJCKHX HOMEDOB
6s10k0B XpoMarorpada.

6.2 OnpoboBanue
6.2.1 IIpoBepka uaenTuduKannoHHbIX naHHBIX [10 xpomarorpada

Jlns ompeneneHus uaeHTHGHKanNHOHHOro HamMeHoBaHus [10 xpomatorpada Heobxo-
IUMO 3aIyCTHTh MOAYNh aaMHHHCTpHpoBaHHs WisionCATS Administrator (MCIOJHHTEIb-
ueii daitn wisionCATSadmin.exe). UnenTudukanuonnoe Haumenoranue [10 Gyzer oto-
Opa)keHO B LIEHTPE MOAY/IS M B IPABOM HHUIKHEM YIJIy OCHOBHOH (OPMBI MOIYJIS aIMHHHCT-
pupoBanus. Unertudukammonnoe HaumernoBanue [10 — «wisionCATS». Ceenenns o HoMepe
BepcuH (uaeHTudukanronHoM Homepe) [10 npencraBneHs! B IpaBoM H JIEBOM HHIKHHX yTJIax
ocHOBHOM ¢opmbl Monyns. IIpoepky mnenoctHocTH [IO oOCymECTBISIOT —yTHIMTOH
OQwisionCATS, Bxoaseii B coctas nposepsiemoro I10. [{ns npoBepkH HEOOXOAUMO 3amyc-
TiTh npuiokerne OQwisionCATS (ucnomuurtensHbn ¢aiin OQwisionCATS.exe), koTopoe
aBTOMATHYECKH MPOBEPHT LEeNOCTHOCTH (aiinoB 1O 1 BEIBOAMT pe3yNbTAT IPOBEPKH Ha IK-
paH MOHHTOpA. Pe3yibTarhl MPOBEPKH CYHTAKOTCS INOJIOKHTEILHEIMH, €CIH OTOOpPaXaroTCs
cenyroume HaeHTHGHKAIMOHHBIE JaHHBIE:

wisionCATS Planar Chromatography Manager;
wisionCATS; Version 2.5.

6.3 OnpeneneHne METPOTIOTHYECKHX XapaKTEPHCTHK
6.3.1 IIpoBenenne n3MepeHuUi
6.3.1.1 o3uposanue.

Ha nse mnactunsl B 610ke Linomat 5 HaHOCAT MO OJHOMY M3 [ABYX IPHIOTOBJICHHEIX
KOHTPOJIbHBIX PacTBOpOB. JlenaroT o 5 103 B BHAE 10J0C JUIMHOM 8 MM. PaccTosHus CHU3Y H
oT GOKOBBIX KpaeB IUIACTHHBI 0 MecTa J03upoBaHus — 10 20 MM. IIpoMexyTkH MeXIy Ho-
3amu — o 22 mM. Ckopocts no3upoBanus 150 ui/c. Ilocne HaHeceHUs 103, MIaCTHHY BBIHH-
MaroT M3 0JI0Ka M BHICYIIMBAIOT B IPHTOYHO-BBITSIKHOM IIKady HE MEHEE 5 MHHYT.
6.3.1.2 XpomarorpadupoBaHHe (IFOHPOBAHHE).

[InacTHHY IOMEMAKT BEPTHKAIBHO B 670K XpoMmaTtorpadupoBaHHs QPOHTOM A03HpO-
BaHHs BHM3, IPUCJIOHMB K 3a/Hel cTeHke 61oka. Ha qHo 6710Ka HAIMBAKOT pacTBOp MOABHIK-
HOM (a3bl 10 YPOBHS, HE JOCTHTAOMIEr0 HIDKHETO Kpas (pPOHTA J03MPOBAHMS, MPHOIA3H-
tensHO, 10 MM. TIpH JIOCTH)KEHHH JBHTalOIIErocs BBEpX (POHTA J03MPOBAHUS PacCTOSHHA
15 cM, IIACTHHY BHIHHMAIOT M3 OJI0Ka M BHICYLIMBAIOT B NPHTOYHO-BBITSKHOM IKady He
MEHee 5 MHHYT.
6.3.1.3 IlpoBeieHHE H3MEPEHUH BLIXOJIHBIX CHTHAIIOB.

ITocie BBICYIIMBAHHA MOOYEPENHO KaXKAyHO IUIACTHHY TOMEIIAIOT B H3MEPHTEIBHBIA 610K
TLC CKANNER 4 B cOOTBETCTBHMH C PYKOBOACTBOM M0 3KcIUTyaTauuH. [lnacTuHy cKaHHpy-
10T 110 mporpamMMe wisionCATS mpu yClIOBHSX: HCTOUHHK H3nydeHus — nammna D2, jumHa



BOJHEI 254 HM, pasmep memu 5,00x0,45Mm (Micro), ckopocts ckanupopanus 40 Mm/c, pas-
pemenne 200 MKM/mar, ypoBHH Hadana W KoHIa ckanuposanus 20 u 170 MM COOTBETCTBEH-
HO

6.3.1.4. PaccunThIBAlOT OTHOCHTE/IBHBIE CPEIHAE KBAJpPAaTHUECKHE OTKIOHEHHS BCEX MOKa3a-
HHH JUIS KaXI0T0 BRIXOHOTO CHTHAJA: BBICOTHI ITHKA, TUIOMAH [HKA, [IOJI0KEHHS XPOMAaTO-
rpadugeckoii 30HbI Ry 1o popmyse:

CKO =1%0_ Z(I_Xi)z

s n-1

2

rae X, X — cpennee apu(MeTHUECKOE 3HAYCHHE M I0KA3aHHE BHIXOJHOTO CHTHANA; j, i — HH-
JIEKC ¥ TIOPAJIKOBBIH HOMEP MOKa3aHHs BBIXOJHOIO CHrHajIa COOTBETCTBEHHO, N — YHCIIO I10-
Ka3aHH# BBIXOAHOrO curHana (5).

3uavenus Ry paccunTHIBAIOT IO (hopmyiie:

TH€ To, Tmax, T — PACCTOSHUA A0 Havana (Start), Makcumyma (Max), konua (End) nornomenns,
MM.
3navenns OCKO He D0/DKHBI IPEBBIIATE IS H3MEPAEMBIX [1apaMeTpoB, %o:

BBICOTa XpoMaTorpagu4ecKoro muka — 2;

IUIOLIAAb MHKa — 4,;

M0JIOXKEHHE XpoMaTorpadudeckoii 30Hs! (Rp —4.
6.3.2 Ilpu npoBeieHHH NEPHOANYIECKOH MOBEPKH Xpomarorpada, skcmiyatapyemoro mo HJI
Ha MeTOHUKH, oTBedaromuM tpedoBanusM 'OCT P 8.563-2009, npoBepsioT mokasaresm To4-
HOCTH pe3y/IbTaTOB W3MEPEHH B COOTBETCTBHH C NPOLEAYPaMH H HOPMATHBAMH KOHTPOJIS,
periaMeHTHPOBaHHBEIMH B METOIMKE H3MEPEHHIA.

7 O®OPMJIEHHE PE3YJIbTATOB IIOBEPKH

7.1 Tlo pe3ynbTaTaM mMoBepKH O(OPMISETCS MPOTOKOJ, MIPOU3BOJIBHOM (GopMBI (peKo-
MeHIyemas GopMma POTOKO/a IPUBEACHA B IPUIOKEHHH b).

7.2 TlonoxuTenbHbIE pe3yabTaThl NOBEPKH O(OPMIIAIOT BbIIAYeH CBHAETENLCTBA B CO-
orBeTcTBHH ¢ [TopsiakoM npoBe/ieHUs OBEPKH CPEICTB H3MEPeHHU#, TpeOGoBaHHs K 3HaKY IO-
BEPKH H COJEP)KaHHIO CBHETEIbCTBA 0 noBepke (yTB. [Ipukazom Munnpomropra Poccun Ne
1815 o1 02.07.2015 1.).

7.3 3HaK MoBepKH HAHOCHTCS Ha OOKOBYIO MOBEPXHOCTh H3MEpPHTENIBHOro 610Ka Xpo-
Matorpada.

7.4 Ha xpomatorpad), He yAOBJIETBOPAIOMNI TpeOOBaHHAM HACTOAIIEH METOJMKH, BbI-
JIAlOT W3BEICHHE 0 HEMPHTOIHOCTH ¢ yKa3aHHEM NMpHYHH B cooTBeTcTBHH ¢ [lopsakom mpo-
Be/IeHHs TOBEPKH CpPeJCTB H3MepeHHH, TpeOoBaHHs K 3HAaKy OBEPKH H COJEPXKAaHHIO CBHJIE-
TenabcTBa 0 nosepke (yrB. [Ipukazom Munnpomropra Poccru Ne 1815 ot 02.07.2015 r.).

Havaneauk otaena ®I'YII «BHUUMC» %u,_,éé C.B. Buxposa

C.u.c. @I'VII "BHUUMC" ol ‘ng g/ O.H. Coxonosa



[TPUJIOXXEHUE A
(obs3aTensHOE)
METOJIUKA ITPUT'OTOBJIEHHU S KOHTPOJIBHBIX PACTBOPOB

Mertomuka npennasHaueHa Ui NPHTOTOBJIEHHS PacTBOPOB C'raimap'moro obpazua
TIPeIHA30JI0HA B PACTBOPHTENIE ¢ MAcCOBOM KoHIeHTpauueii 0,05 u 2,50 mr/cm’.

1 CPE[ICTBA U3MEPEHUI, PEAKTUBBI

1.1 Becsl anexTpoHHBIe 1a60paTOPHBIC HEABTOMaTHYECKOTO AeHCTBHA X MOAM(pHKALIHH
XPE205DR, 3aBoackoit (cepuiineni) Homep B704630731 (M-OKK 1078), nojmmanason us-
MepeHu# ot 1 10 50 T.

1.2. Kon6s1 mepHble HanmuBHbIe 2—100-2, 2-25-1, 2-10-2, TOCT 1770-74

1.3 Metanon Texandeckuii Mapku «Ay», OCT 2222-95.

1.4 Xnopodopm ounmennsiit, TOCT 20015-88

1.5 IMunerku rpaayupoBaHHble TN 2, HcrnonHeHHMEe 1, Ki1.1, BMECTHMOCTD 2 MJI, IO-
rpemHOCTh + 0,01 M, 2-1-1-2, TOCT 29227-91

1.6 CO npennuzonona ©C.2.1.0164.18, conepxkanne OCHOBHOIO BEIECTBA HE MEHEE
MaccoBo# 1o 97%

[Ipumeyanne. Bo3aMoXHO NpEMeHEHHE APYTHX CPEACTB HM3MEPEHHH, 06eCneYnBAOMINX
OnpeJie/IEHHEe METPOJIOTHYECKHX XapaKTEPHCTHK ¢ TpeOyeMo# TOYHOCTEIO.

[TPOLIEAYPA ITPUTOTOBJIEHUS PACTBOPOB

2.1. TlpuroToBieHHe pacTBOPHTEIS Ul PACTBOPOB MPEAHH30/I0HA

2.1.1. B MepHyIo K016y ¢ HOMHHATBHON BMECTHMOCTHIO 10 cM® HAIMBAIOT 10 METKH
METaHOJI M IIEPEHOCAT €ro B MEpHYI konby BMectHMocThio 200 cM’; 3aTeM JOJIHBAIOT 10
METKH XJIOpoopM.

2.2. [lpuroroBnenne pacTBopa MpeAHH30I0HA C MACCOBOMH KOHIEHTpalHei 2,5 Mr/cn’.

Hchcxy TPEAHH30JI0HA PaBHYIO 62,5 MT' H NIEPEHOCAT B MEPHYIO KOJI0Y BMECTHMOCTBIO
25 cm’. JloGaBmsior B K00y pacTBOPHTE/b, IPHIOTOBJICHHEIH MO 11.2.1, MepeMenuBaioT co-
NEP)KUMOE BpallleHHEM KOJIObI 10 pacTBOPEHHMs MPEAHH30JI0HA. 3aTeM JOBOJAT PaCTBOPHTEIh
B K0JI6€ /10 METKH.

OtHocHuTembHAS NOTpPEIHOCTE MPHIOTORNEHHA PAcTBOpA MPENHH3ONOHA C MaccoBOH
KOHLIEHTpauuei 2,5 Mr/cM” paBHa £ 1,3 %.

2.3 [IpuroToBIeHHE PacTBOPa MPeTHH30JI0HA C MACCOBOM KoHIeHTparwmel 0,05 Mr/m’.

Brocar nnne'rlcoﬁ 2 cM’ pacTBOpa ¢ MacCOBOH KOHIEHTpaiuei 2,5 Mr/ CM3 B KOJIOY
BMecTHMOCTBIO 100 o, JlommBaioT PacTBOPHTEIb 0 METKH.

OtHOCHTeNbHAN TIOrPeINHOCTD NPHTOTOBJIEHHS PacTBOpa MPEeIHH30JI0HA C MAacCOBOH KOH-

nenTparmei 0,05 mr/cy® pasra £ 1,5 %.

KoHTpoJbHBIE pacTBOPBI FOTOBAT nepel H3MepeHusAMH. CpoK roJHOCTH — OJHH JIEHb B
nocy/ie ¢ NpHTepTOi NpoOKoii.



[TPUJIOXXEHME b

I[TPOTOKOJI IIOBEPKH
(pexoMeHTyeMBbIif)
Xpomarorpad TOHKOCIIOHHO# XpoMaTorpahuu
JUIS aHAJIH3a JIEKapCTBEHHBIX MAaTEPHAJIOB

3aBozckoit Homep OnOKOB: Jo3upoBaHHs Linomat 5 , XpomrtorpadupoBaHHS

, mameputenbHbiit TLS SCANNER 4
[Tpunajiexut
WHH Bnanensua
Jlata noBepku
YcnoBus MOBEpKH:

- TeMIIEpaTypa OKPY’KaloIero Bo3ayxa °C

- atMoc(epHOe JaBlieHHE k[la

- OTHOCHTE/IbHAA BIAXHOCTh %

JlokymeHT, o koTopoMy npoBezieHa nosepka: ['CH. MIT 205-18-2020
Pesynerarts! npoBepku coorsercTBus [10

Onpenenenne u pesynsrarsl onpenenedns OCKO BBIXOIHBIX CHIHAIOB:
BBICOTHI, TUIOLIA/IH THKOB; [I0JI0XKEHUs XpoMaTorpaduyeckux 30H (Ry)

Usmepennoe 3maue- | M3mepenHoe 3naue- | Hopmupyemoe 3Ha-
BrixozHoi cHrHa Hue/cpaHee  3Have- | HHe OCKO Bexon- | yenwe OCKO  BHI-
HHE BBIXOJHOTO CHI- | HOTO CHrHala XOJIHOTO cHrHana, %
Hasa/
BeicoTa nuka 2
[Inomane nuka 4
[Tonoxenne xpoma- 4
TorpaM4ecKoii 30Hb!

[ToBepurens: (®HUO) TIOJNHCH

Jara




