A EEE O R RE SR LR RERATR

XA T, ATRM, B, RKFp, WK, Fik, FAWE, 26, 0, CRL ChEaRReEpR, BR
S R (2 2 R LR P A0 T S0 %, e 102629)

WEHN EE o R A R Z IR A, AT AT P R T R A RERRFR, A RS
FRBHRLHE, Fik BB R Sb e 7 X IR 28 LA B4 ) A= 47 DLW BRI 75 R SRR BLAT 3 AT R ST
B, A R BRRELT SRS 5 FRATIRERAR, GR BIEEEAFER 75 $eiE @ i o Rk 764 % 4 100% ,
ALK Ik AT BB EBNMNE T HREBRR BV ERE S EFHYEFRERERD G R, BEFRANLT EGHR,
EIHMNMELERE kB ERLEFRRERENRERIDBDERRHER S FH Y ERRERI S RKBIER
TEFAIE, 818 FARAKREANRBREANG S, LT KT, FoREFETREREN SRR, EEGREER
M A A FARACE LY, R E RS R,

KEIA AH B B R ik IR R AT R AR

doi:10. 11669/cpj. 2024.19.009  FE4HKE.R917  XEIRER:A  XE4S:1001 —2494(2024)19 — 1853 — 08

Quality Analysis and Key Quality Control Techniques of Lysozyme Oral Preparations

LIU Lisha, HE Dongmei, LI Jing, ZHANG Dousheng, HE Lanying, DONG Xin, DENG Lijuan, WANG Yue,
LIU Bo, FAN Huihong * ( NMPA Key Laboratory for Quality Research and Evaluation of Chemical Drugs, National Institutes for
Food and Drug Control, Beijing 102629, China)

ABSTRACT: OBJECTIVE To investigate and analyze the quality status of lysozyme oral preparations, and study the key quality
control technologies for common problems in current standards, so as to provide technical support for drug supervision.
METHODS The 28 batches of lysozyme lozenges and 47 batches of lysozyme enteric-coated tablets obtained by medicine post
market quality surveillance were tested according to the current legal standards, and several analytical methods were established for
exploratory research. RESULTS According to the legal standard test, although the qualified rate of 75 batches of lysozyme oral
preparations was 100% , it was still found that there were problems in the legal standard such as the potency determination has
significant errors and lacks key quality control items such as dissolution and content uniformity. The results of exploratory study on
potency differed greatly from those of statutory test, the results of dissolution study showed that some enteric-coated tablets were not
easy to dissolve, and the results of content uniformity study showed that some large size enteric-coated tablets did not meet the
requirements. CONCLUSION  As a traditional biological extraction type of biochemical drugs, lysozyme oral preparations are
marketed early, so some quality standards can no longer reflect the current situation of the products. The enterprises should optimize
the production processes and improve current standards.

KEY WORDS: lysozyme; medicine post market quality surveillance; exploratory research; quality standard
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3.1.4 HMNE 28 AT AT AT XN N 118.8% B KK IRAN Jy 158. 3% ; ik
XM 103.2% , B T K B M O IR HUE . BT R EMACF RS T A
179.3% ;47 MR WM E R A T KOF8 T Ko BEEREUr i lLIE 4.

e gr—

- | “ee s S E= S IET .

.
] ~— A s

T 1 I 1 |
100 150 200 250 300 100 150 200 250
Potency/% Potency/%

4 FEWEE F(A)MFIE R (B) BN E

Fig. 4 Frequency distribution plots of potency of lysozyme lozenges( A) and enteric-coated tablets(B)
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Tab.1 Lysozyme potency determined by relative and absolute
methods

Origin ~ Batch No. Relative methods/mg + mg -1 Absolute methods/U - mg -1

Domestic 190305 0.8759 27 966
211201 0.890 6 29 696
221001 0.914 0 27 323
230401 0.940 0 30 402
Sigma SLCP2287 0.964 9 29 473
Jp LYSO3A 0.980 0 28 636

Tab.2 Lysozyme preparation potency determined by relative and absolute methods

Preparation Origin No. Batch Specification Relative method/ % Absolute methods ( U/Labeled amount) /%
Lozenges tablets MFR. A 220801 20 mg(12.5 million units) 22.8 102.7
220701 25.8 100. 8
MFR. B 220302 30.3 149.0
220505 41.8 164.5
Enteric-coated tablets MFR. A 220602 10 mg(6.25 million units) 14.7 126.0
220801 18.6 113.2
220804 25 mg(15. 625 million units) 24.3 112.0
220603 50 mg(31.25 million units) 17.6 125.7
220802 15.3 114.6
MFR. B 220501 10 mg(6.25 million units) 20.0 155.0
220601 17.4 111.0
Capsule Hongkong China 223818 60 mg 127.0 21178 U - mg !
Eye drops Domestic 230302 8 mL:40 mg(0.5% ) 129.3 157633 U+ mL ™!
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