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Changes to the European Pharmacopoeia Essential Oils regarding Optical Rotation
Measurements / Polarimeter Measurements

In April 2022 there is a change coming to the European
Pharmacopoeia regarding the measurement of essential
oils such as Sweet Orange Oil. The revised monograph
requires that samples now need to be measured in a 0.1
dm (10mm) length cell instead of the standard 100mm

polarimeter cell.
Example of essential oil that is required to be tested in a \
0.1 dm (10mm) length cell. 4

Measuring Sweet Orange Oil

Aurantii dulcis aetheroleum —
TESTS =

—

Relative Density (2.2.5) : 0.842 to 0.850. | me—
Refractive Index (2.2.6) : 1.470 to 1.476. . .

. X ° ° E. It complies with the limits of the test for chromatographic
Optical Rotation (2.2.7) : +9.4° to +9.9 prosle

. TESTS
(measured in a 0.1 dm tube). Relative density (2.25): 0542 0 0.850,
e 04/2022:1811 efractive index (2.2.6): 1.470 to 1476,
- - %é’rﬁ Oiptical rotation (2.2.7): + 9.4° to + 9.9° (measured In a
The SOIUtlon to meetl“g new : :‘cln‘:::;:lv\alue (2.5.5, Method B): maximum 20.
European P harmacopoeia SWEET ORANGE OIL T aSIREAR M emmpts
H Be en. Thin-layer chromatography (2.2 27).
reqUIrements Aurantii dulcis aetheroleum Tg:;k:?.l,”?,,_h|;u.g$q_g ml u::ﬂ; ::bsl.a:ciic be examined
n 1 mL of ethanol {96 per cent,
. . . . DEFINITION Reference SOl’h’JfDI’J. Dissolve 2 m:! of bergapten B, 10 uL of

Compliance with the new European Pharmacopeia require- Essental il cblatned without heaing, by sutable o e . oyt acetate 1 16 . of ethanct

t b h. d .th th h f R d | h mechanical Lreatment fmim the fresh pfe] of the frult of Plate: TLC stifca gel piate B.
ments can be achieve VYI € purchase o a udolp Cltrus x sinensts (L) Osbeck. A suttable antlaxidant mayBe  yrop e poce: eonyi acetate R, toluene R (15:85 V/V).
.1dm/10mm length Polarimeter cell for use with Rudolph’s — e sem.
TempTrol® heating and cooling system. These cells are ,;pp,gm{m ple el o crange, moble . which DOl O g s
being made available by Rudolph throughout the world. I Resuts A the chromsogram oaned wihte s skt

IDENTIFICATION tnrlhal ufhlrgapn:nl In the chromatogram obtatned with the
. . . . First tdemitfication : B. rel CI’EMC sn.ullun: )

Regardless of origin, essential oils in products made or Second sencaton: A e i e et
dgstlned for the European Mgrkgt will _need to comply with ~ ;"l;::;”‘;j'd“:z::f:::‘::;ﬂ; neive  Clmmiemytiepm i B
this new requirement beginning in April of 2022. bergapten ey s PR

Results A: see below the sequence of zones present Inthe 1 106 mL with heptane R.
?ﬁr\:g}&gﬁm;o}.’wmd Witk the reference ackitiom and Reference solution {a). Dilute 5 ul of a-pinene R, 5 uL of

Excerpt from the European S sabinene B, 5 pl of f-pinene R, 5 pl of §-myrcene B, 5pl

of octanal R, 70 pL of tmonene R, 5 ul of tnalol B, 5 pL of
- - decanal R, L of citral R (composed of neral and geranial)
Pharmacopoeia for Sweet Orange Oil. | b ceene oS0l i e
en: lgnenlm-_m'ﬂo'n Eference sotuffon (B). ute 5 pl of ifmonene 0 50.0 mL
. . . . . . fluorascent zone with heptane B Dilute 0.1 mL of the sohution to 5.0 mL with
Essential Qils in the European Pharmacopoeia: anise, bitter . — 'é‘;‘?h",::{“'
fennel, caraway, cassia, cinnamon bark, citronella, clove, —t— - e med s
. . . . . - size: [=60m, =025mm;
coriander, eucalyptus, juniper, lavender, lemon, matricaria, Results . see below the sequence of zones present in the  — stationary phase: phenyi(s) palystiazane R (6lm
. A . e . chromatograms obtained with the reference solution and thickness 0.25 pm).
neroli, peppermint, pine needle, pumilio pine, rosemary, thyme, the test solution. Carrer gos: heltam for chromatagraphy R.
turpentine, dementholized mint, nutmeg, sweet orange, _
General Notices (1) apply to all monographs and other lexts 6611

cinnamon leaf, clary sage, mandarin, star anise, and tea tree).

Rudolph Research Analytical is available to assist you in remaining in compliance of the United States FDA, US 21CFR Part 11, the
European Pharmacopoeia and other regulatory agencies around the world.

Now may be the time to upgrade to the latest generation of
21 CFR Part 11 software with a new Rudolph Polarimeter.

Contact us to see our current line up of instruments;
info@rudolphresearch.com
Phone: (973) 584-1558

Rudolph Research Analytical 55 Newburgh Road, Hackettstown, NJ 07840 USA * Phone: 973-584-1558 * info@rudolphresearch.com * www.rudolphresearch.com



