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HasBaHnue cybcTaHuum

JleBomenTo.12 pacTBOp B MeHTHIM30BaepaTe (Baango.n)

MHH
he Ilokazarens TpeboBanus Merton Hpuwe-
n/n YyaHue
MEHTOJ Ot 21,0 oo 31,0.
11| Xpanenue B ni0THO yKynopeHHoi ynakoBke npu Temnepatype He Bbie 15 °C.
12| Cpok rogHocTH M3 ceprudukara nponssoaurens.

OnucaHue METOAHK KOHTPOJIs1 Ka4eCTBa NPUBEAECHO B Hpnnoxcemdu 1 k nanHoM CHGUM(bMKaL[PIH.
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JJEBOMEHTOJIA PACTBOP B MEHTUJIU3OBAJIEPATE (BAJIU0.JI)

Mentholi solutio in aetheri menthili acidi isovalerianici (Validolum)

A

2-Metun-2-(nponan-2-un)uukiorekcanon) (CioHo0) M.m. 156,27
[5-Metun]-2-(nponan-2-un)uukiorekcui](3-metunbyranoar) (CsHys0,)  M.m. 240,38

OH

OITPEAEJIEHUE

JleBoMeHTONA pacTBOp B MEHTHIIM30BAllepaTe CONEPKUT He MeHee 68,5 % u He Gonee 75,0 %
MEHTHJIOBOTO 3¢upa m3oatepranoBoil kuciotsl (CisHyO,) u e menee 21,0 % u He Gonee 31,0 %
MeHToa (CioHy0).

OIMCAHUE (CBOMCTBA)
Hpo3paqHa;1 6CCHB6THa${ HJIK CJIeTKa OKpall€HHasi MacCJIIHUCTas YXHIKOCTE C XapaKTCPHBIM
3arraxoM.

PACTBOPUMOCTD
IIpakTuyecku HepacTBOpHMA B 600e P, cmelmBaetcst ¢ 96 % cnupmom P n xnopogopmom P.

INOJJIMHHOCTDL (MAEHTUOUKALIM)

MeHTto1.

Hcnbitanue npoBosT METOIOM ra3oBoit xpomarorpaduu (I'® PE 11, 2.2.28; EP, 2.2.28).

Ha  xpomarorpaMme  HCHBITYEeMOro  pacTBOpa  JOJDKEH  OOHApY)XMBAThCs  ITHK,
COOTBETCTBYIOIIMH II0 BPEMEHH YIEPKUBAHMs IMKY JIEBOMEHTOJIA Ha XpOMAaTOrpamMMe pacTBOpa
CpaBHEHHSI.

OGopynosanue, nepeyeHb CTaHIAPTHBIX OOPA3LOB, IPHIOTOBJIEHHE PACTBOPOB, YCIOBHS
XpomaTorpapupoBaHus 1 NpoBEpKa MPUTOAHOCTH XpOoMaTorpaduuecKoil CUCTEMBI OTIHCAHBI B paszieie
«CoImyTCTBYIOIIHE TPHMECH ».

OTHOcHUTENBHAS pa3HULA BPEMEH yaepKuBaHus — He 6onee 2,0 %.

OTHOCHTENbHYIO Pa3HUILY BPEMEH yIEeP)KMBAHHUS, B IIPOLIEHTAX, PACCUMTHIBAIOT 110 (OpMyIIe:

|ti _trl "2
= ——-100,
(ti + tr)
rae:
ti — CpE€aHEEC 3Ha4YCHHEC BpEMEHU YIOEPXKHBaAHHUA OIIpEACIAEMOro IHKa JICBOMEHTOJIA,

pacCYATaHHOC U3 XpOMaTOrpaMM HUCIIBITYEMOI'O pacTBOPa;
tt — CpciHee 3HA4YCHHUE BPEMEHH YACPXUBAHHA ONpPEOEIsIEMOro IHKa JIEBOMEHTOJIA,

paCCYHMTAaHHOC U3 XpoMaTOorpaMM pacTBOpa CpaBHECHHS.
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MenTon 1 MEHTHUIIOBBIH 3G Hp M30BATIEPHAHOBOMN KHUCIIOTEL
K 1,0 r cybcranuun npubasnstor 1 mn kuciomer cepnoti P u 1 mn pacmeopa eanununa 6
cepnou xuchome P, nepememmBaroT. [locie mnpubGaBieHus 1 Ma 600bl P IOIDKHO HOSBIIATBCS

MAJIMHOBO-KPACHO€ OKpallIuBaHHUE U XapaKTepHBIf/i 3amnax I/ISOBaJ]epHaHOBOﬁ KHUCJIOTBI.

UCTIBITAHUSA HA UUCTOTY

Iloxka3aresns npesoMmieHus

Hcnsitanue npoBoasT B coorBercTBuu ¢ [ @ PE 11, 2.2.6; EP, 2.2.6.
Ot 1,449 o 1,451.

IIpo3paunoctn
HWcnerranue npoBoasT B cootBetctBuu ¢ [ '@ PR 1L 2.2.1; EP, 2.2.1.
HcnpiTyeMelit oOpa3sen DoKeH ObITh PO3payHbIM.

IIBeTHOCTD

Hcnertanue npoBoasT B cootBeTcTBUU ¢ [ @ PH 11, 2.2.2, memood II; EP, 2.2.2.

Hcnerryemslii o6pasel ODKEH ObITh OECLBETHBIM HIIM OKPALIEHHBIM HEe HHTEHCHBHEE STaJIOHA
Y (OK)s mir GY (3XK)s.

Kucnornocrsn

5,0r mcmeityemoro obpasua pactBopstor B 10 M 96 % cnupma P, upepBapHTENbHO
HEHTPaIM30BaAHHOTO MO pacmeopy enordpmaneuna Pl, wn pobasnsor 0,1 Mn  pacmeopa
¢penonghpmaneuna P1. Po3oBas okpacka mosipisercst ot nobasnenus He 6onee 0,1 M 0,05 M pacmeopa
nampus 2uopoxcuda (UCTOIb3YIOT I'PaJyHpOBaHHYIO TUIETKy Ha 0,2 Mi).

ConyTcTBYyIOImMeE IPUMECH

HWcnpITanue npoBOAST METOZOM ra3oBoit xpomarorpapuu (I'® PE 11, 2.2.28; EP, 2.2.28).
CymMma npumeceit — ne 6onee 4,0 %.

HeyuunteiBaemsrii npenen — 0,1 %.

ObopynoBanue:

— Xpomarorpag razoBbli ¢ IJJAMEHHO-HOHU3ALIMOHHBIM IETEKTOPOM;

— Xpomarorpapuyeckas KOJIOHKA: KBaplieBas KammulipHas, aiuHa — S50 M, BHYTpEHHUMH
nuametp — 0,32 MM, C  TOJIIMHOM  IUIEHKH NOJIUIMUNICHEIUKOJIS, MOOUDUYUPOBAHHO20

numpomepegmanegoii kuciomot P 0,5 mxm (HP-FFAP unu ananoruunas).

CrangapTHbie 00pa3Ibl:

— CO nepomenTona (Sigma-Aldrich, xat. Ne W266523, wiin aHanoruuHblii).

Pacmeopumens. 96 % cnupm P.

Xonocmoiui pacmeop. PacTBopuTeb.

Pacmeop cpagnenusn. 0,05t CO neBomentona (Sigma-Aldrich, xat. Ne W266523, wnu
aHAJIOTMYHEIM) IIOMEIIA0T B MEPHYIO KOJIOY BMECTHMOCTHIO 10 MII, COIEpKALIYIO OKOJIO 5 M
pacTBOPHUTENA, IIEPEMEIIMBAIOT, JOBOAIT O0OOBEM pacTBOpa pacTBOpUTEIEM J0 METKH M
NIepeMENINBAIOT.

Hcenermyemorit pacmesop. 0,251 ucnbiTyeMoro obpasua HOMEIAIOT B MEPHYIO KOJIOY
BMECTUMOCTBIO 10 MJ, comepiallylo OKOJIO 5 MJI pacTBOPHUTENs, MEPEMEIIMBAIOT, HOBOAAT 0OBEM
pacTBopa paCTBOPUTEJIEM JIO METKH U [I€PEMELINBAIOT. [ 0OTOBAT HE MEeHee 3 HCIBITYEMbBIX PACTBOPOB.

Pacmeop nposepru uyscmeumensrnocmu xpomamoepaguueckorr cucmemsot. 1,0 M UCIIBITYEMOTO
pacTBopa MOMEIIAIOT B MeEpHYI0 Konby BmecTMocTbiO 100 M, moBojsT 00BEM pacTBOpa

2
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PacTBOPHUTEJIEM O METKH U TepeMemuBaioT. 1,0 MJI NOIyYeHHOro pacTBOpa IOMEIIAOT B MEPHYIO
Konby BMECTUMOCTBIO 10 MJI, JOBOZAST 00BEM PacTBOpPa PACTBOPUTENIEM [0 METKH M EPEMEIIMBAIOT.

Ycnosus xpomarorpadupoBaHus:

— reMnepatypa kKojouku: mpu 130 °C (uzotepma 10 mun), 3aTeM HarpeBanue 1o 180 °C co
ckopocTbio 2 °C/MuH;

— TeMIeparypa ucnapurens: 230 °C;

— TemIepaTypa aerekropa: 250 °C;

— CKOPOCTh IOTOKA ra3a-HOCHUTENA (eenutl 0 xpomamoepaguu P): 1,0 mi/Mum;

— CKOpOCTh 1oToKa Bozayxa: 250-300 mi/mMuH;

— CKOpPOCTB MOTOKa Bojopoaa: 25-30 Miu/MuH;

— Jenenue noroka: 1:50;

— 00BbeM BBOJUMOH IIPOOBI: 1 MKIT;

— BpeMsl XpoMaTorpa(pupoBaHus: 35 MUH.

[Topsijiox XpomaTorpagupoBaHus: X0JI0CTOH pacTBOp (IIONYYarOT 1 XpoMaTrorpammy), pacTBop
NPOBEPKH  YYBCTBHTEJIBHOCTH  XpOMarorpaguyeckoil  cucrembl  (MONydYarOT HE  MeEHee
2 Xpomarorpamm), pacTBOp CpaBHEHHS (TIOJIyUYarOT He MeHee 2 XpOMAaTOrPaMM ), HCIIBLITYEMBIH PacTBOp
(moJTy4aroT He MeHee 5 XpoMaTorpamMM IJIs OJHOTO HCIBITYEMOrO PacTBOpa W Mo 1 XpomaTorpamme
JUIs1 OCTAJIBHBIX UCIIBITYEMBIX PaCTBOPOB).

Hpentudukanus nuKos:

Bpewms ynepxxuBanus nuka geBoMenTosa — 19—20 MUH, MEHTHIIOBOTO d()upa M30BaEpPUaHOBO
KUCJIOTHI — 23-24 MuH (MHGOpMAIVsT NPUBOJUTCS IS CIIPABKH ).

PesynbraTel aHanM3a CUMTAIOTCS JOCTOBEPHBIMH, €CJIM BBINOJHAIOTCS TPEOOBAHUS TecTa
«ITpoBepka NIPUroJHOCTH XPOMATOTPapUUECKON CUCTEMBIY.

Xpomarorpaduueckasi CHCTEMa CUNTAETCS IIPUTOIHOMN, €CIIH:

— 3 dexTUBHOCTE XpoMaTorpaduueckoil KOJIOHKH, pacCYMTaHHAs MO NHUKY JIEBOMEHTONA Ha
XpoMarorpaMmax — HCmbITyemMoro  pacrBopa — He MeHee 20000 TeopeTHYecKHX  Tapeyok
('@ PE 11, 2.2.46),

— OTHOCHUTEJILHOE CTaHJAapTHOE OTKJIOHEHHE, pacCUMTAHHOE IS IUIOIIAJd ITHKa JIEBOMEHTOIA
Ha XpoMaTorpaMMax UCIBITYeMOro pactsopa — He 6onee 10,0 % (I'® Ph 11, 2.2.46);

— OTHOCHUTEJIBHOE CTaHJAapTHOE OTKJIOHEHHE, paCCUUTAHHOE JUIsl IJIOLIA[AM ITHKA MEHTHJIOBOTO
3(hupa N30BaIEpHAHOBOM KHCIOTHl HA XpOMaTOrpaMMax HCHBITYeMOro pactBopa — He 6onee 10,0 %
(I'® PK 11, 2.2.46);

— (haxTop acMMMETpHHM, pacCUMTAHHBIA AJIs IUKA JICBOMEHTOJIA U IUKA MEHTUIOBOrO 3(upa
M30BaJICPUAHOBON KHMCJIOTHI Ha XpOMaTOIpaMMax MCIBITYeMOro pacTBopa — He MeHee 0,6 U He Goiee
2,0(l’® PF 11, 2.2.46);

— paspelieHne MeXIy IIMKaMu JIEBOMEHTOJIA M MEHTUIOBOrO 3(upa H30BaIEpPHAHOBOM
KHMCJIOTBI Ha XpOMaTorpaMmax MCIbITyeMOro pacrsopa — He Menee 10,0 (I'® PFK 11, 2.2.46);,

— OTHOIUEHUE CHMTHAJ/IIyM, pAcCUMTaHHOE MO IHKY JICBOMEHTOJNA HA XpOMATOrpaMmax
pacTBOpa MPOBEPKU YYBCTBUTENLHOCTH XpoMaTtorpaduyeckoi cucremsl — He menee 10,0 (I'® Ph 1],
2.2.46).

JIig  IOCTMIKEHMSI YCJIOBHH HPUTOJHOCTH  XpOMAaTorpadMyeckod CHCTEMBI  YCIIOBHS
XpoMarorpadupoBaHusi MOT'YT MEHSThCS cornacuo I’ @ PE Il 2.2.46.
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Conepxxanue nmpumeceit (X) B CyOCTaHIIUH, B IPOLEHTAX, BLIYUCIISIOT 110 (HOpMYJIE:
- . >'S, x100

2.8

2.Sy — 3HaUeHHE CyMMBI IUIOIIAZeH [IHKOB BCEX IPHMECEH, BBIYMCIEHHOE M3 XPOMAaTOIpaMMBl
UCIBITYEMOTO PacTBOPA;

b

rae:

>.Si—3HaueHMe CYMMBl IUIOIIAJENd [MKOB BCEX KOMIIOHEHTOB, BBEIYHCICHHOE U3
XpOMaTOrpaMMel UCIIBITYEMOTO pacTBOPA.

Ha xpomarorpamme UCHBITYEMOT0 pacTBOpa He YUUTHLIBAIOTCH ITUKH, COOTBETCTBYIOIIME ITMKAM
Ha XpOMAaTorpamMMme XOJIOCTOTO pPacTBOpa, a TaK)XKe MKW, IUIOMIANh KOTOPBHIX COCTaBiSeT MeEHee
IO TIMKa JIEBOMEHTOJAa Ha XpoMaTorpaMMe pacTBOpa TMpPOBEPKH YYBCTBUTEILHOCTH
XpomaTorpaduuecKoi CUCTEMBI.

Tunuunele XpomaTorpaMMbl pacTBOpa CpaBHEHHMS, HCIBITYEMOIO pacTBOpa, pacTBOpa
IPOBEPKH YyBCTBUTEIBHOCTH XPOMATOrpapMueckKodl CHCTEMBI M XOJOCTOIO PAaCcTBOpA IMOJyUEHHEIE
IIPY OTIPENIETIEHUH COIYTCTBYIOIIMX IPUMECEH, MpeCTaBICHbI Ha pUCYHKaX 1-4.
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Pucynok 1. Tunuvnas xpomarorpamMma pactBopa cpaBHeHus. [lokasarens «ComyrcTByromiue
MIPUMECH ».
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Pucynok 2. Tunnynas xpomaTorpaMma HcnbITyeMoro pactsopa. [lokasaresns «ConyTcTByrorue

IIpUMECH ».
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FID1A
414

40 ‘
30+ \
38 i
374 l
364 E
|
|
u

35
344
334 |

nA

324
314

2 Kg//,//

284

T T T T T T T T T T T T T T T ! T T T T T T T T T T T
9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28 29 30 31 32 33 34 35
Bpewms [MuH]

PI/IC}’HOK 4. Tunuunas XpoMaTorpamMma X0JIOCTOI'O pacTBopa. Iloxasarens ((COHYTCTBYIOU_II/IG
I[IPUMECH ».

-
N
w
S
-
D
~
@

MuxpobuoJiornyeckasi YMcTOTA

Hcnbrtanue npoBoast B cootBerctBuM ¢ [ @ PH 1L 2.6.12, 2.6.13, 5.1.4; EP, 2.6.12, 2.6.13, 5.1.4.

CyOcranuus MEeHTOJIa pacTBOP B MEHTHJIOBOM 3(hHpe KHUCIOTH H30BAJIEPHAHOBON B YCIOBHAX
UCIILITaHMs He 00/1aJaeT aHTUMUKPOOHBIM M (DYHTUIIUIHBIM JEHCTBHEM.

Heneimyemwuii 06pasey. ToTOBAT pa3BeneHue GpapMaleBTHYECKOH CyOCTaHLUHU B COOTHOLIEHHH
1:10. B crexnsHHyto koia0y BMeCTHMOCTHIO 250 MJI CO CTEPUNILHBIM MArHuTOM nomemaroT 101
(bapmaneBTHuecKkol cyGcTaHmMu U noGaBisitoT 90 r 3a0ydepeHHOro pacTBOpa HaTpus XIOpHAA C
0,1 % TtBunom 80. Konfy noMmemaroT Ha MarHUTHYIO MEINAIKYy M Pa3MEIIMBAIOT 10 06pa3oBaHUs
OJIHOPOJIHOM 3MYJILCHH, HO He Oosiee 30 MUHYT.

Henoimanue na obwee xonuvecmeo aspoboe (I'®@ PHE Il 2.6.12). Tlposogar moces
MOArOTOBJIEHHOro obpasua mo 1 Mu rIyOMHHBIM METOJIOM Ha JiBE Yauiku [IeTpu ¢ TPUITOH-COEBBIM
arapom.

Henvimanue na obujee  xonuuecmeo epubos (I'®@ PBH I, 2.6.12). Tlposogar mnoces
MOJrOTOBJIEHHOTO 0Opasua 1mo 1 My riuyOMHHBIM METOJOM Ha JBe 4aulku [leTpu ¢ [eKCTpO3HBIM
arapom CaOypo.

Henoimanue na nanuyue E. coli (I'® PF 11, 2.6.13). 10 mut noArotosiaeHHoro o0pasia BHOCAT B
100 mn TpuntoH-coeBoro OyinpoHa. MHKyGanuio u JanbHEHIIME HCIBITAHMS MPOBOLIT COTJIACHO
pexoMeHJauuaM pasfenos 4—2 obmeit crateu [ @ PE I, 2.6.13.
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KpuTepuu nmpraemMiaeMocTy TOJKHBI COOTBETCTBOBATH CIIEMYIOLIUM TPeOOBAHUAM:
— 0b1uee KOIMYecTBO a3po6oB — He Goiee 10° KOE/T;

— obmIee Konu4ecTBo rpubos — He 6onee 10° KOE/T;

— He nonyckaercs Hanmuuue Escherichia coliB 1 r.

KOJIMYECTBEHHOE OITPEAEJIEHUE

VlcnibiTanue IpoBosT METOAOM ra3oBoit xpomarorpabuu (I'® PE 1I, 2.2.28; EP, 2.2.28).

Conepxanne CioHyO (MeHTONa) B cyOcTanmuu H0/mkHO 66ITE 0T 21,0 % 1o 31,0 %.

Conepxanue CisHpsO; (MeHTHIOBOrO 3(Hpa H30BalepHaHOBOM KHCIOTH) B CyGCTaHLMH
JIOJDKHO OBITH OT 68,5 % 1o 75,0 %.

ObopynoBanue, mnepedeHb CTaHIAPTHBIX OOPA3LOB, NPUTOTOBJIEHME PACTBOPOB, YCIOBHS
XpomarorpadupoBaHus u MPpoOBEpKa NPUTOJHOCTH XPOMATOrpadMIecKol CUCTEMBI OIUCAHbI B pa3/ielie
«CoIyTCTBYIOILINE IPUMECH ».

Conep>xanne MeHTONA (X|) B CyOCTaHINH, B IPOLIEHTAX, BEIYUCISIOT 10 (hopMyIIe:

~§;-100
1 TS,

rue:

Si—cpenHee 3HaueHME IUIOMAAM MHKA JIEBOMEHTOJNA, BBIYMCIEHHOE M3 XPOMATOIPAMM
HCIIBITYEMOT'O PacTBOpa;

2. Si—cpemHee 3HaueHHE CyMMBl IUIOM[afied NHKOB BCeX IIpUMeceil, JEeBOMEHTONA U
MEHTUIIOBOTO 3(Hpa H30BANEPUAHOBON KHCIIOTBI, BBIYMCICHHOE M3 XPOMATOIPAMM HCIBITYEMOTO
pacTBopa.

Conepxanue MEHTHIOBOrO d3GHpa KHCIOTHl H30BalepuaHoBoii (Xp) B cybcTaHiumy,
B IIPOLIEHTAX, BBIYUCIISIIOT 1O (popmyIe:

S, - 100
2 3S;

re:

S)—cpenHee 3HaueHHE IUIOMAAM ITIMKA MEHTHIOBOTO 3(QHpa HM30BaJEpUaHOBOR KHUCIIOTEHL
BBLIYHCIIEHHOE U3 XpPOMATOTPAMM HCIIBITYEMOIO pacTBOPA;

2. Si—cpenHee 3HaueHHE CyMMbl IUIOW[afiedl IMKOB BCeX IIpUMeceil, JEeBOMEHTONA u
MEHTHJIOBOTO 3(Mpa H30BANEPUAHOBON KHCIIOTBI, BBIYHCICHHOE H3 XPOMATOIPAMM HCIBITYEMOTO
pacTBopa.

XPAHEHUE
B ninoTHO yKynopeHHOH ynakoBke mpu Temieparype He Boie 15 °C.

CPOK I'OAHOCTHU
W3 cepruduxaTa npon3BoauTEIs.

Ilpumeyanue. PeakTuBBl, HMHAMKATOPBl M TUTPOBAHHBIE pACTBOPLI, IIPUBEAEHHBIE B
nacrosumeM [Iprinoxxenun, onucansl B pazuene 4 I'd PH 1.



MU3BEIMEHUE O IIEPECMOTPE

CIIP-C-149, pea. Ne 3

CIHENUPUKALIUA HA CYBCTAHIIUIO

MEHTOJIA PACTBOP B MEHTHJIOBOM 3®HPE KHCJIOTHI N30BAJIEPUAHOBOM

(BATmgoJr)
JomkHOCTD ata [Toamuce ®.1.0.
Pazpaborau:
P ! ),
Crneuunanuct o peructpanuu 16.06. A0 Tl /- M.C. Kuenn
HauansHuxk perymnsitopaoro 16 .06 REKE @Z‘%/M SLA. Kamrranbsu
oTJena
Ne paznena, nyukra Conepxanue u3MeHEHHS
Ha3zpanue cy6cranumu [IpescTaBneno B pefakLiu JIEBOMEHTONA PacTBOP B
MeHTHIM30Banepate (Banuaon).
Metopa oTGopa 1pod Pa3nen akryanusuposaH.




