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Menaquinone -7

Menaquinone 7 (AAN)
The substance is
manufactured
synthetically. It is not
derived by fermentation.

menaquinone series, is a
group of prenylated
naphthoquinone
derivatives. The number of
isoprene residues, where 1
isoprene unit consists of 5
carbons comprising the
side chain, is used to
characterise the
menaquinone homologues
containing primarily MK-7
and to a smaller extent
MK-6.
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(all-E)-2- [I-E)-2-
(4-E) -2- (4-E) -2- all-E) | 4-naphthalenedione, 2. | 1 F)
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s s 3-methyl-1,4- methyl-1,4-
Heo1,4-Z51 -3-H3E-1,4-Z5 1 . methyl-, (all-E)-. .
naphthalenedione naphtalenedione
22 71k Ca6HeaO2 C46HesO, C46HesO, Cy6HesO2 C46HesO; C46HesO2
CAS No. —c - —_ 2124-57-4 2124-57-4 2124-57-4
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96.0 ~101, LA Content: 97 ~ 102 %
‘ ) 101, BIR 96.0 ~ 102.0 Ak . o
YR K S, 98.0 ~102 (& FEYD TR Hepli v 5 N Menaquinone-7 (including
98.0 ~ 102 . 98.0 ~ 102 (anhydrous basis), 7/l
Wwi% W) (calculated on the . at least 92 % all-trans
L FAS R AL .
as-is basis) . Menaquinone-7)
o Not able to be quantified.
MK-6 H) &5, max 2.0 % other
E— — — < 3.0 (MK-6) (LOQ must be less than or | . o
w/% 1mpurities
equal to 0.2 % w/w.)
< 4.0 (cis-isomers at
IREA e ) A AT RS 25 positions including, but Purity: Max 6.0 % cis-
- £2.0 <2.0 < 1.0 <20 . .
=, HR/% not exclusive to C2, C6 isomer,
and C14 isomers)
e, C —_ —_ 53-55  —  — —_—
IR wi% < 0.5 < 0.5 < 0.5 — < 0.5 —
Practically insoluble in
Water, Slightly soluble in
e — — — — acetonitrile, isopropanol o
Soluble in ethyl acetate,
diethyl ether
< < 0. )
B i <ol <01 <01 0.2 (RESIDUE 0.2 (Sylphated ash
ON IGNITION ) determined on 1 g)
Hi(Pb) (mg/kg) < 2.0 < 0.5 < 2.0 < 3.0 < 5.0 —
fifi(LL As 1) / < 1.0 < 0.5 < 1.0 < 2.0 — —
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(mg/kg)
i (Cd) / - - - -
& (Hg) /
<0.1 <0.1 < 0.3 <0.1 <1.0
(mg/kg)
f(Pd) /(mg/kg) e —_— — e <5.0 e
Hli(CE) /(mg/kg) e —_— — e <5.0 e
fifi(Se) /(mg/kg) —_— —_— — —_— <5.0 E—
HWyERBU (CFU
o < 1000 < 1000 < 1000 < 1000 — —_—
KIgr e/ (MPN < 10 CFU/g (K IR ORI iR
< 0.92 o < 0.92 S — e
/g) W35 A IR D Ay TG
WITIRHE/ (252 A3 H 025 g AR H ANFFE — —
SRR/ , / 4
AGHE HY E AGH H ANFGAG — E—
(/25 g)
T3 NP BET 2 _ _ _ _
(CFU i) <50 < 50 < 50 < 100
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" a a 7) RO IR L)




TGA (Z4EAE K, (MK-

R 7R 2019 4F 6 BA% 2020 4E 9 B USP 43 ’
W H AR F 65N F 9 SN 7 M EIR)
_ S _ X 1. Je[E 2541 (BP) B>
HPLC (%5 [AKH HPLC (Z&fiKH | HPLC (Z8[RIRH 2016 4% | 1. ZLAMGIE IR I Ay%(:f; %i;) ) W%
Y USP 43 Wi 3Evk) | USP 43 WA IEER) | 26 8 S AE T YA R K, | 2. KIMEIE UV, 5 Bﬁ% e (E;f?’%ji%
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P E K ME &, PR = B, CRAMEINEA, 5| RN B, ShsAES | HPLC g BARSZE 44
ZE [ R H] USP ZE[R)KH USP N R . o _
o FRRA FRRA XL O I D L | (S e e A1 b
P, Ahbsvkeem, Wik | e, WEiliEhgEE R
e 2 K & & K, M.
A H DU EWRIR . SRR,
A5 FH e RO (i 40 2, R Ah
RS AT, A HE AH XS LR B B
IS R A A 5 6 _ _ _ - N " | HPLC ELAA Sz 4%
o PR s use KA USP SRR USP | it st e BAESRD
o J 2 T A A O 7 43 L
WA YR Ky s ik
1 &
JURENN GB 5009.3 BP (Appendix IX C,
K5, wi% , ] 7 _ o
Kok, w GB 5009.3 5 JUys: - GB 5009.3 Method 1)
By wits GB 5009.4 GB 5009.4 GB 5009.4 HLOC TR & BP (Appendix IX A)
procedures (281)
B (Pb) / (mg/kg) GEBS (;%%97 51 ZEZ GB 5009.12 GB 5009.12 PR &% procedures(233) BP (Appendix VII W)
fifl (LA As ) / GB 5009.76 &Y, GB 5009.11 GB 5009.11 PR &% procedures(233) BP (Appendix VII W)
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— EL N\ =AU
o H A F e 2019 4 6 52 2020 £ 9 SAH USP 43 7y s )
(mg/kg) GB 5009.11
i (Cd) / (mg/kg) GB 5009.15 GB 5009.15 — PR procedures(233) BP (Appendix VII W)
MR (BLHg v / N .
(mgkg) GB 5009.17 GB 5009.17 GB 5009.17 R EIR I procedures(233) BP (Appendix VII W)
BV B%U (CFU AR microbial While substance
/g GB 4789.2 GB 4789.2 GB 4789.2 enumeration tests (2021) manufacturers are
S (MPN K E MR B absence of | encouraged to include
o GB 4789.3 GB 4789.38 GB 4789.3 specified microorganisms limits for objectionable
(2022) microorganisms, it is the
R T AE KT I absence of product into which those
WITICH/ (125 ) GB'4789.4 GB 4789.4 GB 4789.4 specified microorganisms substances are formulated
(2022) that is subject to a legally
PE— B TAE IR % absence of binding sej[ of criteria. The
(125 ) GB 4789.10 GB 4789.10 GB 4789.10 specified microorganisms Therapeutl.c Go9ds Qrder
(2022) No. 77 ‘Microbiological
Standards for Medicines’
mandates that any finished
product that contains the
. " " s ) ) ingredient, alone or in
AR R GB 4789.15 GB 4789.15 GB 4789.15 1ﬂ$¢%ﬁ£&1ﬁ% microbial combination with other
(CFU /g) enumeration tests (2021)

ingredients, must comply
with the microbial
acceptance criteria set by
Clause 9 of the Order.







