2864 * ¢ %% Chinese Traditional and Herbal Drugs 35 48 % %5 14 #§ 20177 A

AETIEF RS RERIUREE LRI IR s K5

I &L AL FERH HARL % BT
1. ﬁ)nlj: 2R AR A AT, WL B 310058
2. WL RG IR ARAR, LI ERHE 222001

W OE: B DR TIER NSRRI G TBOABE S G, AR VERER R (PPD TR S HRAE SR IUR AR h [A]44
JRE AT EEPEAL R R 2 — Bk Aok WO — E IR [R] P9 #0EE T R AR AR B A 1 B v R) 4 JoR 4% i P R 4% S IR
SRIRTR . FRZRIERE . UMHEmEZE TR E A ORI A D P B, A PPI Peg X HIEMNY, F45A Bootstrap 52715 PPI
MEEXN. &R ¥ %J?@&\ SRIATR . BasR R BR . Wk, 2 T IR BT A BRI & B P 4010 1115 64 1111 24 1.117 9,
1.110 9 F1 1.560 0, [& & & Rk FEAE =R Jodme s, JURMEYERINBE Sk 2, (H¥3 2 TRAE P~ ER, 3R I8 LB AR ¥ AT
SEPEFIAE A T — BRI E AR 95% B S X F TR 28 1.068 3+ 1.049 6. 1.066 7. 1.052 1. 1.495 2,
YIRTF 1.000 0, BLHIGHTEERBCAA . &8 Z7 kT T RAEE TR & AR UK SR T B A =68 /1PN R T & — 3L
PEREALTIT A, N S5 TR BT B A L2 S 0T b e SR AR 4 B (4 30

KRR AEE RS SHE; RBOKRYE; Rk REWY; dEMREIRSG E— U Bootstrap BiE; BEAS X
R SRR REGRRR: W E TR BSR: BR; BUTARiE

FESES: R284.2 XHRERE: A NXERS: 0253 -2670(2017)14 - 2864 - 06

DOI: 10.7501/.iss1.0253-2670.2017.14.010

Study on manufacturing process performance index of extraction and
concentration process of Lonicerae Japonicae Flos of Reduning Injection
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Abstract: Objective To evaluate the probability and quality consistence of Lonicera japonica Flos extraction and concentration
intermediate by introducing and applying process performance index (PPI) Ppx. Methods With the historical quality analysis date of
intermediate of Lonicerae Japonicae Flos extraction and concentration process of Reduning Injection., the confidence intervals of Ppy
were estimated based on the Bootstrap sampling methods. Results The Ppx of neochlorogenic acid, chlorogenic acid,
cryptochlorogenic acid, caffeoylquinic acid, solid holdup was 1.115 6, 1.111 2, 1.117 9, 1.110 9, and 1.560 0 respectively. The Ppx of
solid holdup is the highest, the Ppy of several phenolic acids is lower, but all the Ppi can meet the production requirements, showed that
the probability and quality consistence of this process is good. The lower limit of 95% confidence intervals of quality indexes was
1.068 3, 1.049 6, 1.066 7, 1.052 1, and 1.495 0 respectively, all greater than 1.000 0, indicating the results were credible. Conclusion
The method can be used to evaluate the probability and quality consistence of Lonicerae Japonicae Flos extraction and concentration
process, and it provides fundamental evidence on establishing quality standards for releasing or process parameters for releasing.
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Fig.2 Quality trend of Lonicerae Japonicae Flos extract
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Table 1 Analysis of process performance

JRETRbE P ffitHE 95%EMEXE X[E%EE

NA 1.1156 [1.068 3,1.165 0] 0.096 7
CA 1.1112 [1.049 6,1.174 1] 0.124 5
DA 1.1179 [1.066 7,1.170 5] 0.103 8
CAS 1.1109 [1.0521,1.170 4] 0.118 3
SC 1.560 0 [1.4952,1.624 3] 0.129 1
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Table 2 Evaluation of PPI
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