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A-1. MIIATIZUY Hunter L¥*a*b*
M3damanlen3ea3Ad Color Quest I Colorimeter (Chroma Meter CR 300, Minolta, Japan)
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n-5. myamaauilunsa-ars (pH) (AOAC, 2000)
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5. 11la window — method editor NFONYBYA
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1 4
1. Faunis 10 05 laluge stomacher 1ANE1502818 Maximum Recovery Diluents

o a Aaa o 9 d‘ = =
1IN 90 Naaans NI UATEIAYY stomacher WU 1-2 YN

A

Y ]
2. 1119991991119 Tagthlauuianindo 1 914 1 Uadaas laluvasanaasani

8159218 Maximum Recovery Diluents Y5311 9 Hadans uazshmsiensdeanldseau
Y 9 A
ANUANIUNANS A
a) A Y] A A o [y 9y 9 A
3. Tlaasaza1e91INILAUANUROINMMINETUIIUIY 3 TZAVANUVNTUN
Y
AANuUI WAL 1 Nadans laluaumziye
4 2
4. IMONTIABUFO Plate Count Agar (PCA) QN 44-46 o uaaFoe Uszum 12-
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THERAPEUTIC \
G00DS
ADMINISTRATION

v

PO Box 100 Woden ACT 2606 Australia Commeeath gt of
Telephone: (02) 6232 8444 Facsimile: (02) 6232 8241 Health and
ABN 40 939 406 804 Ageing

Therapeutic Goods Administration
Draft Compositional Guideline
Royal Jelly and derivatives
1.Definitions

1.1 ‘Fresh’ Royal Jelly

‘Fresh’ Royal Jelly is the milky whiter viscous liquid secreted from the salivary glands of the
worker hive bee. It is a complex mixture of proteins, amino acids, lipids, carbohydrates, fatty
acids and vitamins.

One constituent is Royal Jelly acid (trans - 10hydroxy- - docenicoic acid, HO (CH2)-
CH=CHCOOH) commonly abbreviated as 10 HDA.

1.2 Lyophilised Royal Jelly

Lyophilised Royal Jelly is made from ‘Fresh’ Royal Jelly by removing most of the water by
freeze drying. It is commonly expressed as an extract with the extract ratio giving the
multiplying factor back to the ‘Fresh’ Roval Jelly equivalence.

2. Specifications

All test procedures required under this Guidance shall be of ASTM or equivalent standard
except for the 10 HDA assay the basis of which 1s outlined in Appendix 1.

All forms of Royal Jelly raw materials will comply with the following microbiological
specifications:

Total Plate Count less than 500
Coliforms none detected /g
Salmonella none detected /g
Fungi, mould, spores not more than 10 /g

2.1 ‘Fresh’ Royal Jelly

1.1 Description Milk white to light yellow viscous liquid
with a characteristic colour and an astringent
colour

1.2 Moisture 65.0-68.0%w/w

1.3 Protein 11.0-15.0%w/w

1.4 10 HDA nof less than 1.9%w/w

1.5 Carbohydrates 16.0-20.0%w/w
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2.2 Lyophilised Royal Jelly

2.1 Description Milk white to light yellow viscous liquid
with a characteristic colour and an astringent
colour

2.2 Moisture not more than 5.0% w/w

2.3 Protein 30.0-41.0% wiw

2.4 10 HDA Not less than 1.9% w/w

2.5 Carbohydrates 50.0-60.0% w/w

The weight of any processing aid shall not exceed four times that of the Lyophilised Royal
Jelly. The “Fresh’ Royal Jelly shall comply with the specification of this Guidance.

The method of calculating the equivalence to ‘Fresh’ Royal Jelly is based on 10 HDA levels
allowing only for the loss in moisture in the ‘Fresh’ Royal Jelly.

2.3 Therapeutic goods containing Royal Jelly

All goods must comply with the following microbial contamination limits using ATM or
equivalent test procedures:

Total Plate count not more than 5000 CFU/G
Coliforms none detected /G
Salmonella none detected /G

Fungi. mould. spores none detected 10/G

3. Royal Jelly Acid Assay Notes

Royal Jelly Acid (10 HDA) content can be determined either by HPLC or GC. The 10 HDA
is first extracted from the raw material or the therapeutic goods using suitable solvents such
as dichloromethane or methanol. Standard pH adjustments or procedures to avoid co-
extracting other materials can be undertaken.

Using a C18 or equivalent HPLC column and an aqueous pH adjusted methanolic mobile
phase, determine the 10 HDA content against standard at 210=/-10nm. Alternatively the 10
HDA can be derivatized to form a methyl ester and the 10HDA determined by FID using a
Chromosorb W/silicone SF30 or equivalent gas chromotography column.

The use of ultraviolet spectroscopy to determine the 10 HDA levels is not acceptable.
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A A S % ) i £ daw
3199 9-1 HANITAATIEH size distribution 18 1% Particle size analyzer YBIUNHININ 1Y

Hammer mil AZUATIVUIA 3.0 UAIUAT

Result Statistics

Distribution Type: Volume Concentration = 0.0873 %Vol Density = 1.000 g/ cub. cm Specific S.A.= 0.1960sq.m/g

Mean Diameters: D(v,0.1)= 20.27 um D(v,05)= 89.75um D (v, 08)= 229.86 um

D[4,3]= 109.93 um D[3,2]= 30.62um Span = 2.335E+00 Uniformity = 7.169E-01
Size Volume Size Volume Size Volume Size Volume
(um) Under % (um) Under % (um) Under % (um) Under %
0.055 0.00 0.635 0.02 7.31 4.18 84.15 47.15
0.061 0.00 0.700 0.05 B.06 453 9279 51.50
0.067 0.00 0.772 0.08 8.89 490 102.3 55.95
0.074 0.00 0.851 0.12 9.80 531 1128 60.48
0.082 0.00 0.938 017 10.81 576 124.4 65.09
0.090 0.00 1.03 023 11.91 6.24 137.2 69.72
0.099 0.00 1.14 0.29 13.14 677 151.3 7420
0.109 0.00 1.26 0.38 14.49 737 166.8 78.43
0.121 0.00 1.39 0.47 15.97 8.02 183.9 82.37
0.133 0.00 153 0.58 17.62 8.76 202.8 85.97
0.147 0.00 1.69 071 19.42 9.60 2236 89.18
0.162 0.00 1.86 0.86 21.42 1055 246.6 91.97
0.178 0.00 205 1.02 23.62 11.65 279 84.34
0.196 0.00 226 1.19 26.04 12.90 2998 96.30
0.217 0.00 249 1.38 2872 14.35 3306 97.84
0.239 0.00 275 1.59 31.66 16.01 3646 99.02
0.263 0.00 3.03 1.80 3492 17.91 402.0 99.75
0.290 0.00 334 2.02 38.50 20.07 4433 99.94
0.320 0.00 369 225 4245 2251 488.8 100.00
0.353 0.00 4.07 249 46.81 25.24 539.0 100.00
0.389 0.00 4.48 274 51.62 28.26 594.3 100.00
0.429 0.00 494 299 56.92 31.56 655.4 100.00
0.473 0.00 5.45 326 62.76 35.12 7227 100.00
0.522 0.00 6.01 355 69.21 3893 796.9 100.00
0576 0.00 6.63 3.85 76.32 42.95 878.7 100.00

= a S ) ) \ £ day
M99 9-2 HANSIUATIZH size distribution 1aa 1% Particle size analyzer Y9I UNHININ 1

Hammer mil AZUATIVUIA 1.2 UOAIUAT

Result Statistics

Distribution Type: Volume Concentration = 0.0595 %Vol Density = 1.000 g/ cub. cm Specific S.AA.= 0.2079sq.m/g

Mean Diameters: D(v,0.1)= 17.94um D(v,05)= 83.22um D (v, 0.9)= 220.30 um

D[4,3]= 103.81 um D[3,2]= 28.87um Span = 2.432E+00 Uniformity = 7.416E-01
Size Volume Size Volume Size Volume Size Volume
(um) Under % (um) Under % (um) Under % (um) Under %
0.055 0.00 0.635 0.04 7.31 462 8415 50.49
0.061 0.00 0.700 0.05 8.06 5.02 9279 54.84
0.067 0.00 0.772 0.08 8.89 5.46 102.3 59.24
0.074 0.00 0.851 0.1 9.80 5.93 1128 63.66
0.082 0.00 0938 0.15 10.81 6.44 124.4 68.10
0.090 0.00 1.03 0.21 11.91 7.00 137.2 72.50
0.099 0.00 1.14 0.27 13.14 7.60 1513 76.69
0.109 0.00 1.26 0.35 14.49 827 166.8 80.61
0.121 0.00 1.39 0.45 15.97 9.01 1839 84.23
0133 0.00 153 056 17.62 9.84 202.8 87.51
0.147 0.00 1.69 0.69 19.42 10.77 2236 90.42
0.162 0.00 1.86 0.84 2142 11.82 2466 9295
0.178 0.00 205 1.01 23.62 13.03 271.9 95.10
0.196 0.00 226 1.20 26.04 14.41 299.8 96.85
0.217 0.00 249 1.41 28.72 15.99 3306 98.22
0.239 0.00 275 1.64 31.66 17.80 364.6 99.25
0.263 0.00 3.03 1.87 3492 19.86 4020 99.87
0.290 0.00 3.34 212 38.50 22.20 4433 99.98
0.320 0.00 369 238 42.45 2483 488.8 100.00
0.353 0.00 4.07 266 46.81 27.75 539.0 100.00
0.389 0.00 4.48 294 51.62 30.96 5943 100.00
0.429 0.00 494 323 56.92 34.44 655.4 100.00
0473 0.00 5.45 355 62.76 38.17 7227 100.00
0522 0.01 6.01 388 69.21 4212 796.9 100.00
0.576 0.02 6.63 4.24 76.32 46.24 B78.7 100.00
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v a3
DALNA

2

FJ
o ' 7 ns o v_ns
ﬂ'ﬂllsldﬂll %(W/w) 115399 (tons) L%JUWTHﬁUfJﬂﬁN (mm) HINUN  (mg)

3.1 0.5 8.40+0.01 251.20+2.68
(RH 0%) 1.0 8.40+0.01 251.20+£1.29
1.5 8.40+0.01 251.39+0.98

2.0 8.40+0.01 251.44+1.74

2.5 8.40+0.01 251.15+0.61

4.9 0.5 8.40+0.00 251.37+0.86
(control) 1.0 8.40+0.01 251.47+0.86
1.5 8.40+0.01 251.35+0.82

2.0 8.40%0.01 251.37£1.05

2.5 8.40+0.01 251.36+0.72

5.2 0.5 8.40+0.01 251.41£1.52
(RH 11%) 1.0 8.40+0.01 251.31+0.98
L.5 8.40+0.01 251.524+0.93

2.0 8.40+0.01 251.30£1.00

2.5 8.40+0.01 251.38+1.03

6.5 0.5 8.40+0.01 251.25+1.08
(RH 22%) 1.0 8.40+0.01 251.33+0.98
L.5 8.40+0.00 251.24+1.16

2.0 8.40+0.02 251.41+0.82

2.5 8.40+0.02 251.22+1.02

o w

Weme : 1ngeane ™ luuaazind vneds lilianusananuedisidsdiynednan

[ A o v
FLAUANUFDNUITBIAL 95 (p>0.05)
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a

d‘ a 9 = dg’ [ 2 A
M3en -4 wavesmsilasuuilasaumenin HAZIANUYDIUNNIDAUNANGUN DY 28+2

g v o 7 [ L4
IR S AT ‘ﬂ’J’liJGd]ﬂ!ﬁllW‘V]‘ﬁ 60-70% 52821701 24 dUan

G

3282131 ﬂ')’lll%u

(szﬂmﬁ') - N P % wiw o
0 90.45+0.29 -3.15+£0.15 19.89+0.13  3.38+0.01 0.15+0.00
2 90.03 £ 0.15 -3.01 £0.08 19.47 +£0.28 3.51+0.01 0.15+0.00
4 90.24 +£0.18 -3.14+£0.14  20.39+£0.22 3.57+0.03 0.15+0.00
6 90.07+0.31  -291+£0.05 20.11£035  3.85+0.01 0.15+0.01
8 90.42+0.17 -290+0.07 20.12+0.16  3.97+0.03 0.15+0.00
10 90.15+0.34 -2.76+£0.06  20.33+0.26  4.07 +0.03 0.15+0.00
12 90.24 £0.14 -2.65+0.15 21.48 £0.42 4.11+0.09 0.16 £0.00
14 90.37+0.12 -2.67 £ 0.05 20.67 +£0.34 4.21+0.21 0.17 +£0.00
16 90.29+0.19  -2.69+0.06 21.03+0.16  4.16+0.04 0.17 £0.00
18 90.07 £ 0.08 -2.65+£0.09 21.60+0.27 426+0.14 0.17 £0.01
20 89.99+0.20 -2.60+0.12 21.96+034  4.43+0.08 0.17£0.01
22 89.84 £0.38 -2.50+0.04 21.94+0.25 442 +0.10 0.18 £0.01
24 89.85+£0.35 -249+£0.07 22.40+0.36 442 £0.15 0.18 £ 0.00
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Y : A a 4 1T a
3U7 9-4 :1AT04 freeze dryer NIFoULHIUVTHRAUUFWBLTY
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i 1 o d v .
317 9-12 : inFosdallaunuaINAY) (single punch tableting machine)
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