Kalchem International

Chemicals & Compounding Supplies

MEFES (COANO. ) TS-QCSA00109007-Report01-00

CERTIFICATE OF ANALYSIS

i F 5 (Serial No.)D1031503001

A &K Product B BWE Azithromycin fit % BatchNo. 103-150219-1
{3 3 Packaging Size SKg/Hl (drum) # # Quantiy Skg
AW MFG Date 14/02/2015 (d/m/y) % H # Reporting Date 06/03/2015(d/mvy)
PATHRHE According to F@Eei (USP3T) 378 B 1 Retest Date 13/02/2018 (d/mJy)
= i TEam e T
' BEIE (Tests) #5 #E M TE (Acceptance Criteria)
T—— R Rl (Results)
. AEdEAERE =TT S
Ry _{\qpe__a:_m_wf _ White or almost white powder. ) White powder |
i VFRETK, BB TEAZBR_RTH T ma |
| - . = H
{ Solubility Practically insoluble in water, freely soluble in anhydrous ethanol and in I
iy | methylenc chioride. o | Conforms
(1) IR: ZL4hFERCER i MY 5 % o ) i — 3
IR: Conforms to the spectrum of Azithromycin RS.
% 7 (2) HPLC:  {3tish 36 B D550 L 4 M -
Identification EREIMITE —3 | Conforms
HPLC: The retention time of azithromycin peak in the chromatogram of the I
Assay preparation corresponds (o thal in the chromatogram of the Standard | |
. L preparation, as obtained in the Assay. _ '
EERE S Specific rotation - 45° ~ 49° S -47°
A
4 Bt Crystallniy BB eets the requirements &
- o ) ~ o | Conforms
___ ‘ﬁ_ _ m pH _ 9.0~11.0 (2mg /ml methanol-water (1:1)) 100
! K4 Water 4.0%~5.0% f 4.5% |
ﬁpﬁﬁﬂ Residue on i lgmuon <03% ' <0.01%
) h__iiﬁ_:E’Heavymetals n B <25ppm - <25ppm
HEWR Azaerythyomycm A (ImpurityA) { <0, 5% <0. 10%
. Related substances ! Az:thmmycmB (’I-rnpurtl} B] | =<10% 0. 60% l
i (HPLC Test 2) e S s S, T ——
! Azithmmycin c (]mpuntyC) <0. 5% 0. 14%
"_ - o De“sosam.l.nylazlt_]'.u:o_rn_yzug -_(ftF;:-;r_lﬁ)_ "{.0_ 3;% _0_ 20%
o 3" «(NN-didemethyl) azithromycin  (Impurity E) |  <0.5% | Notdetected
l”_ - Mlhromvc;n n:_lal.cdapoundF (lmpurlty F] [__.‘:;_(;—5% . <0. lﬁim
r T 3" Nedemethyl-3' -N-{(4-methylphenyl)sulfonyl] [ S
: | . ) <0. 5% Not detected |
i | azithromycin {Impunty(‘) 2 i
| - - ——f
1 N.dememg,-:azithmmvcm ([mpurll)l) .:0 7% Not detected
— _ : S i b e i [ -
1’ i Azithromycin N-oxide (Impum;.- L } <0.5% | Notdetected
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4, %% Packaging Size S5Kg/Hf (drum) # B Quantity Skg
7= HH§ MFG Date 14/02/2015 (d/m/y) & H#H Reporting Date 06/03/2015(d/m/y)
PATPRHE According to FEEZM (USP3T) 5§ B W Retest Date 13/02/2018 (d/m/y)
}; 3" -(N,N-didemethy!)-3’ -N-formylazithromycin . <0.5%° !T <0. 10%
! I e (opuriyMy L —
E 3’ _De{dimethylamino)- 3' -oxoazithromycin | <0.5% ' | MNotdetected
| N Wi S
2-Desethyl-2-propylazithromycin  (ImpurityO) <0.5% 0. 12%
! Aznhromycm lmpunryP (ImpurityP) | <q 99 <0.10%
] | "
]
| a— - SN — I e s Rt —raan
Any other impurity <0.9%% <0. 10%
1 . . I e, s
Total impurities | <3 % 1. 1%
& B (HPLC) | LATEAK B, & CagHnNyO2 Rih 945~1030 » g/mg 980 1 g{m
Assay 945"“1030 u g/mg ~ (Anhydrous subslance) g
7 B (1) -_ﬁi $§?: Methylene Chloride !I <600ppn | Not detected
:. i ——— I - _+ —————— = e e———————
bl | @) 8 Mo | SR san

git: ARERERR I RRERE, SRTEHNE

Conclusion: conforms to USP37specification for Azithromycin

ﬁ’ﬁ(nﬁlﬁ) :

¥AER (bulk density: 0.50g/ml)
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