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Validation of the microbial limit methodology of erythromycin ointment

JIN Jian, CHEN Yu, CUI Yong-Xue, JIN Gui-Hua ~

(Food and Drug Control Institute, Yanbian Korean Autonomous Prefecture, Yanji 133000, China)

ABSTRACT: Objective To verify the experimental method of erythromycin ointment. Methods Three batch numbers of
erythromycin ointment (S1~S3) were selected and divided into three washing methods: test group and positive and negative
control group (test article control group and bacterial solution control group). The microbial limit detection method of
erythromycin ointment was analyzed by test. Results The recovery ratio of oxygen bacteria, yeast, mold and added bacteria
required for different batches of erythromycin ointment in the test is between 0.5 and 2, and the inhibition of microbial strains
of erythromycin ointment test can be adopted by membrane filtration method. Therefore, all the methods can effectively
eliminate the antibacterial components of erythromycin ointment, and the experimental results can truly reflect the microbial
contamination of erythromycin dye ointment. Conclusion The application of centrifugal method in antibacterial removal
will not affect the microbial limit test of erythromycin ointment.
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Table 2 Validation of the total count method of aerobic bacteria

[t LLERIE IR PR X AL TN R4 [l A
S1 85 0 97 0.876
B O IR S2 83 0 98 0.847
S3 84 0 95 0.884
S1 86 0 94 0.915
e Al P PR S2 81 0 96 0.844
S3 80 0 93 0.860
S1 83 0 93 0.892
UL R OV R S2 85 0 95 0.895
S3 82 0 94 0.872
S1 73 0 85 0.859
SaXEEalaby:) S2 75 0 89 0.843
S3 71 0 85 0.835
S1 35 0 49 0.714
Hthas S2 32 0 41 0.780
S3 29 0 43 0.674
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Table 3 Validation of the yeast and mold total counts method is required

T LI RNE X H A X HR AL PR HR 2 Rl e
S1 76 0 90 0.844
R 22 BT S2 72 0 88 0.818
S3 70 0 86 0.814
S1 33 0 50 0.660
Bliif S2 35 0 45 0.778
S3 28 0 46 0.609
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Table 4  Suitability test of the control bacteria test method

. G B (AT ER TR R A A
o BRI LRI AR B AR ik s LB AR BRI LRI R B AR s A LB AR
el i JAN PR FERL AR
ML % B AL Al PN Al PN
M dmoplite] fieRl) FTHER oAl FTHER
PR X HE2H FERL LTI FHPETE i SA PR
3 W # TGS —Se Ry, Blangeeetis . it Bt . W2

85, A 2GR TR DRAE NS B S G S AR, AT
LR R R — M S AR RISNIAT, ZAWR—F  IRTRCR. Bl Tz E—ytE R 220y, Kl &
JIEPUER, XM BA MG KRR, AR RPEE S S SEE R 2 TR, B R %24



144 OB = ok M

F2&

i) 2 B RO R, PR LS A E B RS PR P
FHZ B0, 218 2 AR A A R 0 2 T 22
MEELRY —, RV R I B AR 2 5 P T B AR AE Y
fAE Y, BRI AR R R R T 2 R
TR B R 10 fr) 2 8 H VPG S P R E M, LA
PRILAER IR R 2 X iR e F, X e X A o
BWETa, LA Bkt 24 TR A RAIE A T R o O AR AT
S GG UERL AR T, ASCEE R A ) R I A A A DG TR R
AN HRE, 9] 40 24 3 v () R RIAH DG 1 24 it W A B & A 1)
BRSO TERY I Y RS A RO AN AT RE AR AE 1 A5
Yy, ASFRANTE B R AEERE AR U 4 R O R R
JESCEGTrvk, WLAEROF AR OGS, 456 e AR
7= () B A S 245 ) A S B DA v e T 1 0 S R A P4 10 A
A= W BRI 5 v B B EAS e — R AR, 5 B kA T
BUE, DABRR T 12 00 T AR PRI PR A = o A v iRt
FESEATLL R R PCE WP BR B0 5 VR S0 TR, A ll i A% 2
A IO e AR R R DCT R R SR, DAOR B F 3 1 2542 4
PR TR . BOIESE SR O SR AT B TR R e T B
AR AT S

AR AR PR, AERRE M AN S, B
T PUERR S N R BN LU R ARE AR, TR I R
IR 2R BRI, s BR AR E R, R ASBR 2T
B R COE AT YR, AR YRR S W R AR L it
TR PRSBSOS i it e BRSO B A A5 4, BR M v 15 4
RERRMRIR 22 R A 7EALER &0, % 20 mL JCR - DU AR
SENBRASIN B L8 RO IR R R RV %, W 45°C
100 mL 1) PH 7.0 JCIE ALY - SR, MRS 250E B e
el B R R, R FLAE 2 . AR AR R A RTAR,
T REAE E R ) N IR AR R CHE R RIER ik, A
OB MOSE R, AR HRMERIN A 71, I REA 544 S st
] M LI R AR SRS, BT LATC I DU e R S N R Y
AIMBESS A JOR A, MK )ZE 5 B )5 A SR BUEE R s
ZoA AR AT, T DL B O A TR IR 3 vk AR 1 0
A LUA RO K R RO M A AR RV B . B, X — O =
TR R PCE A PIBR B R BT BN L

4 & B

LR LT, O R IR A AR 4 L e R
M LLR R BRI AIE, BA B W IR, %05k
TELL B R DA M R ARG A BT BRI (LA A

Sk
(1] ZFWTHT , R, Eore, 55 R T PRI P R BE AG A K

i A HT [J]. HE 2 BRI | 2023, 24(05): 525-528.
2] %77, EAWR . MR TT F AR YRR R A )5 a8
ﬁ?{[ W2y~ | 2023, 35(10): 34-36.

X7, B, i, A5 AR U2 B R PY R Gk W R A

ﬁﬁ%ﬁ%ﬁ% 1 EBEZST], 2023, 25(05): 501-505.
1 XVFEE , PeUf , Je SO, &5 . PIRPEE 21T 300 i 2 4 PR A

Eﬁ%ﬁm@ﬁ%&%%ﬁﬁplW@EEEHE%,%M,
31(14): 26-30.

SYATA , EEWR, XIBE 45 . AR50 i B R sk R
FERG A7 0 PRI [J]. H EZE 8 FRiE | 2021, 22(05):
471-4717.

6] HEe , iR, FREE, 45 L AT IR A MR A A
Pl PRI (7], HolBEzh | 2021, 40(07): 635-638.
7YXV, B LD R OR R W BRI T R B SR IE [J].

UFEEZY |, 2021, 42(07): 78-80.

[8] 7K . T 2019 AEHLA 24545 il L L 75 2 1) 30 1) ot o
Br B AF5E [J]. W22 , 2021, 33(03): 84-86

(91 FhbB kR , BRIEE , JuSCi , 55 . 2 MM I S A P PR R A A
Tl RS 97, P 2 B AR R, 2020, 18(16):
114-116.

[10] XSS , AW, SKHE . 5 AR RAE 2 it AR I BR BEAG A
Dy PR R R H] (3] TR 20, 2020, 23(05): 965-967.

[11] Z=Mg , 2300 , 5K . 11 Rl FHVE Ry B AT A= A P PR
JERS A PR (7] hE2G AR , 2020, 21(01): 56-61.

[12] TR, BRFJE , BIRG, 45 . =R 2Rl it W R A oy
Pm IR ST (], e | 2020, 32(01): 59-62.

[13] w5, MRSy . AR IoRHRAE PRSI0 o7 i 5 i PR 25590 JAL T
251434 (9], TP E SR B 25 | 2022, 17(07): 117-119.

[14] 3%, RS, FigoT , 45 . B A TR R MEYREERT [1].
T2 2022, 34(01): 81-84.

[15] AR R 4E . oA YA 06 5 s PR 3R 5 D T i 24 P 9
PURZEHI I , 2021, 15(11): 250-252.

1.

EE-N
E? axfd, A, EEAN, B, ST
(DGR oL
GAEAE, BIEALZN, FAE, OF5EOT M N2

Yot





