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Abstract: Chinese medicine preparations in medical institutions are an important reservoir for new traditional Chinese medicines. The
management basis for the registration and filing of Chinese medicine preparations in medical institutions are sorted out, and the general
situation is analyzed, and the current filing information and technical requirements of Chinese medicine preparations in medical
institutions and new traditional Chinese medicine compound preparations are compared. The purpose is to understand the variety of
Chinese medicine preparations in medical institutions and the potential issues in the application materials, and to provide reference for
better application of human experience and exemption from the application materials of new traditional Chinese medicines derived
from Chinese medicine preparations in medical institutions.
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Table 1 Numbers of approved Chinese medicine preparations

in medical institutions of some provinces and municipalities
from 2009 to 2014
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Table 2 Numbers of approvals for emergency filing of Chinese medicine preparations in medical institutions related to new
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Table 3 Reasons for unapproved varieties of unapproved
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Shandong Province
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Table 5 Comparison on current filing information requirements of Chinese medicine preparations in medical institutions and

new Chinese medicine compound preparations
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Table 6 Comparison on prescriptions and medicinal materials
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Table 7 Related comparisons on processing
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Table 9 Related comparisons on stability studies
i H Bt Jb3 BT HOARER w*E
DRI /R 3 S W R PR 5 BT 50 B B 1 R T ) 6T R ARG PRI TR E, it A —B, AT
ik, JEN B 6 M A RIE 6 NIRRT R 6 N BRI ALY 25
BRI WA T 6 MHBRIIRE:  ngnRivorl. T ERA R AR E VBT T
Uit PORE; HOERCHI R ERAR A, NAAREIERAK: 6 M HAMII SR AR E 1 H

AT 12 A7 KRR BER
FERILREDR 3 HLFE

BRI A e —

RERFAADT 3 il

SR ZR G — RO R A 1 N 5

56 18 A AL ROBIE S Kedls I [A) 5
Wiy PR 2R 0 PR A 1 At AR A — 3L
aEAT s TR AT K 6 R

M1 3 A DL U, kAT

F 10 HRExXTEE

Table 10 Related comparison on excipients

M
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SR RHRL, 2
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—RNAFE A HEDLR, RiRHtE RME LU CARAERIARL, S8 BRIT AL h 25— BEEDR
ORI, IFAT [ RE AP o ITIAH AR, SROURI (] SRR AR, P2y

PRAERAS IR 515 HRHZAI SR8 S5 7 AT KR PEARER R IR S BT A AR AL AR
&1 HEMERXIEE
Table 11 Related comparison on medicine packaging materials
B Je3 BT HOARER #*iE
EH ORI EA, I £ L2 AR S EN RIEBAEH ORI aM, 52 Bt giml]—RRZRk Al
PEGOMEORIE BEAR  hoR X R ERAE R B AT AR VY, IREEGEME HEHRM e, e
ARSI R 75 15 BEBEAT I E IR FERBRAEAR IR 1 LRI ARSI 25 bt
#12 FFIRKRBGYFERILE
Table 12 Related comparison on non-clinical pharmacodynamics
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Table 13 Comparison on acute toxicity tests
i H S I BT HARZR KIE
YR gy, KRGHAE RS RRERGNAARE KOG, KRGHRE R EA-H
AT 20 mL-kg™!, MR— BRE A 20 mLkg™!, /N
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2 oA R G D W e o R R P T A
XA RBigas A (O BN E R &S EEY RGN HA—E
RN ESR R RE TR IE R —HE
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Table 14 Comparison on long-term toxicity tests
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Table 15 Comparison on clinical trials
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