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Abstract: After the completion of pilot work of traditional Chinese medicine formula granules (TCMFGs), national and provincial medical
products administrations are still speeding up the standard formulation of TCMFGs to meet the clinical needs. Problems found in the standard
re-examine and the review of TCMFGs in Shandong Province are continued to be taken as breakthrough point, such as compliance of raw
material standards, distinction and standardization of raw material base and name, preparation process, and rationality of quality control
indicators and methods, etc. Specific reasons for the above problems are excavated in this paper, and suggestion on putting forward to pay
close attention to standard consistency and name standardization of raw materials, encouraging enterprises to continuously promote the
verification of production process, focusing on rationality of inspection methods and quality control indicators, establishing scientific and
reasonable formula particle inspection standards and building a standardized system for standard re-examine and review are put forward, in
order to promote healthy and orderly development of the TCMFGs industry, and then help high-quality development of TCM industry.
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P CRESE R 207 BRAR =4 TR 7o 80

.
AT Al B0 C il
TRESTL 5 UL 12,5 12,5 22
Vb 7 Rk 125 / 43
2 JINEB LT 3R 6.6 15 10
yNICEATWE T 55 15 10
eSSt T 2.2 1.7 5
i ATk 4 / 83
IKELAETBC 7 vk 13.5 25 /
F AT 7 JRL 6.5 4 8.3
iy NIWE T 10 / 62
YR WA S 14 20 10

“17 ARG ANV AN I i

“/” means that the enterprise does not produce this variety

RLAR RPN, B SRR 1 G L b e B PP A
JEHFEGER . — O brdE iz 7RI % 1) & B REAT
PPtE, DAL EE, ZraHoE R,
PASEBILRT AN [ il 45 00 i A L 2

TIAh, (BORESR) Mgz gtk ik, xR &
INUARR#|, ERILShEE CRESTER, T
Bttt Z e BANEIE 10 1o AR S S R A
R R, 2SEORITELR, TR IR
A PP RANE o Sy L 7 UL RS o Bk T AR 2
T 10g, ChEZH) 2020 4EREE FVEREN
3~5g, HETIBRLA R RN RIKE 03 g, Tz
A /N, RSN RT REAT R 25 22 4K
Bro X FRSRaR R, EBCE S INGR R, IR
HARAT R LA SR R . AN, ST CRE .
EAS. gy GRERN. BB T3 Bl E W
&, JyRBECT 8,  FRAR A A E BRI R R
ELii 50%, ALWRSE AR EH T B 2
AL 98%, HAT A ANAE A FFVR A B E A, ANAE
B (BORER) MRHE, BN IE E %K
2GS 5 kL),

I E (078 SCHE TR BEAS R Al 18] (7] it Ao
JREY . R, RAENEREHE AR,
AREGE— b PR, BT G . R
FVE A BRI EE S8, HESBUAT R
HERC B AT, JUUE 2 H I A SR ORI T R
TR ARAE R BIAHRIE FEo LLZR A8 P 25 C T UKL

HERTPPIERE A, X T H R R L R R 9 L AR Y
i, S AR SR S B R AR R, SR G
RAEFASEBRTEOL,  ERR 5 EER Py XS v #EAT 38 24 1
B, ISk R s A P R P AR SR R A
CAISE B IE .

222 RN (BOREKR) FHUE,
XF TR 2R B AR HAS SR TR 5 R ) dh
o M AR AR P I TSR AT SR B R, SRR AR
FIP RS ERSRE, HET SRR,
LB EFTIALT . fECRATH 238 M LZRE 2
BC 7 UKL BT AR, 18 AN A e /K B S G 2
RIS AR JE DR A 1 ARt
i PR K2 SRR, A PR AR AR B Bl HEAT I«
ER AR R SR T, R RV A B R

LU EF AT T
HERMYERATEE, I RRK, HEMAL

Fr IO BRAE R0, AT I ¥ 8 TR0
TG . Vi TEHE ISR AR, %
KMt E)E, SEFRDBTEREZARK, B
ez, HEEZE SRR BAh, BIRA™ T
ARG, TRREST, EE TSR
(L A ER BT 2, 3 DAORAIE R O LR A o
ST fh RS R R E VR RS, R R e SN
ANLFET TG HRATHATE B2 a8, 1%
HAE B AT 3 B o

Hh 24 E 7 DKL N B 24 K SR AR T A, BALL T
BT ZEE A, AR A 2 R TS5
FEVERFURL B[R, S i 2 T2 AR M e 2t
HEGRE, WTIEE PR R i 5
RS ez IR B SE—, Ui HRFF s8R R A
T2,
2.3 [RITIRIRANTSEAIEMRTY
231 MIREEDESHEEME  (FORER)
€, WHFEREP R M . AR britE
7R HTE A F 2 TE 5 UL ) R AL P B R SR
FIARBLEE VAR BRAF A e 2% B xS, xR
[N ARG, JF B e B AL . £8
AR IR RE R, A RC T BORL A URAAIE B ]
T Bl AR B S AR U 1 AT 2 BRI T 300,
T S 24 A AR AL 0 R s 5 5 o B el 05 A 2 £
THREBN, SR 1,

ZARMAEZ VP R AF T, 2 S5 ARSI & 1 )
FHBLEE L, o B 2R B ik it AR DL S v



FED 20226F7H $53% B 148 Chinese Traditional and Herbal Drugs 2022 July Vol. 53 No. 14

* 4253 »

2S)
3

JJL&J.J\JUL L B

10 12 14 16 18

t/min

0 2 4 6 8

R-FR 5 2 FIT BT PR

1 1
_-__',qn“‘llhﬁulwh I'u“u'lﬁ'\-,_a"k...l

|
|

| |
|

2

A
_TWMLJLM— o

0

S1-%} B2 b 3

2 4 6 8 10 12 14 16

t/min

18 20

S2-A4a i P i

R-chromatogram in draft standard ~S1-chromatogram of control medicine materials ~S2-chromatogram of test sample

Bl 1 e 8RR S

Fig.1 Chromatogram in standard and sample testing of one variety

AR R, PSR 715 fitheiE
Dot Je 3 JOORZE P it B 100 5 26 RO IR, (H
i 50 R R SRS TR W R S 4, BRAAE T
B R Ah R RE A B A KA
R EA AT RER FE LB R 2R . il
AL AL A A S HEARFAE B i, R B R 208
HEUCS A B REAT A . A FEARHEZ 715 it
W SFEUNITEOLS, J7 AT Inbs ) 77 S AT
KT8 s A BT A 22 S R U SRR AR, IR R
Pt A JR N HEAT 5 5%, 381 T 2HE IR S A
HEZ 7R AERA L i

232 fRARE RONE TS IRIER NG EE R

PERRARHE L RO WA RS H I, s
FIFRAR I« A TS L A T V2 PRE T VR T AT
PRI PR AR AR o CHORZESR) RiE, Rk
SIhE IR LA AR I R YE Ry R
BRI P T R, R AT LR
PERIT % (B2, bt ERER]. R/
5 ST B 00 5 T P PR A o i
%o INERIFIREA NIRRT« MR TR K
Iy RBESE BRSNS AN SR A E PR E By
Prep BT, ARG R LR 2. ISR ARZGTTT
RL it AT 155 4 5 BRI 7T A Y s dE b e (K8 SR A

BRAE (MK By MORIARHE R S oy, R Rl

R2 EROPHE S FRALED I RAERREAER

Table 2 Use and identification of reference substance in standard of some traditional Chinese medicine formula granules

fin i 44 7 RPALE P A5 P S ARy I E Y
e LWiE BETR. SR BETHR
EER NG E A 2RI LRIRIR
14 By e U5 Rk WK SR, FRaRRR LRIRIR
F & T 77 kL WERIR . SR RS EmR . nmERR 2RI
A 3% RBC T R DR MNP RR
YT R N 7 Ok 5-F AL B2 (LRI
ISR (AT BC 7 AhE PRI 5-% H e e
TR 7 AR PREF 5-F% H RS PRHE
JE 37 Be ok PRE S BRE JiRE
T E AL T WOk WRHE . S, ER JEIHIR
HEF CMRERD BE 7 B0k JRE R D, ER 5
T C 75 UKL i H BEWE. M7 HE. KT
MibZ RMIbZ) BT Rk AR ORI
O (ZAEER) W5 kL AR b

FATHC T kL

BB D-JooK bl

R D-ToK A




« 4254

FED 20226F7H $53% B 148 Chinese Traditional and Herbal Drugs 2022 July Vol. 53 No. 14

HERMEDFAMER ST (L Em-3-0-2%5 b
T AR R 25 4 FRE A, SRR, 4
MRS METE, WK 2. AP HRRERIRIL, P
THE 4 DRGSR A 80%~90%, 1L ZSTH)-
3-O-ZEF/FELF RN R a2 5 AR 10%, W&
BIREFERRT ST, HRB TRE N fE2
BEAT RIS DL R, AR TE NS ZE IR X
AR FTEEMREREY, kR NI,
FOTAE— AN AT IR K A R 1Y, Bl
B ARG I AR LA vT 5 T2 00T, el e
B2HEAHE L.

3(S
2.” 4

0 2 4 6 8 10 12 14 16 I8
t/min
1-AT 2-Ih M -3-O-EF/BETT 3K 4-Hit =
l-rutoside 2-kaempferol-3-O-rutinoside 3-narcissoside ~4-quercetin
B2 i (R B BRAFE R
Fig. 2 Characteristic chromatogram of Sopgorae Flos

(Huaimi) formula granules

AT BC T R PR E RS, DGO N R A
NARRRI ST BN T R T R SR bR
ESENE TR HEE LR QR R
Mg CorLIEAER) JufRbr, MER AP i
R, RATATECTT RORLRE A E 7 i S SRR A
FHIR] o (E 25 18 S C T3 RO LK OSSR BGA B, At PAZK
ER Y 9, T2 0 A R S R R K
ZE260, AR [t TR AR D, R AT RE RO DAL
PR B E SRR I & BV R e . A0 71=
TENE SR RIRPT2R2584, LA BC T B E , W
T g B L J PR B A B o (i 20 [ o 2
BT Aoh, RN IR G RN, il
KPR Ea i 15 J P B SR AR 5 TV

H 24 IC 5 RIURL IR B AR HE BRI E FRF IR Z ARE TAR
HEZ B E IR A RS A ST\ . FiEz 7IfE
N R 2T RORL S AR, R T 2 T R
FERRHERT FEL R A IR QR A 244, Hdias 1
PR ARERAE | il 46 T2 5 GE IR — Sk, Rk T
JT R Y — A€ o BUA% 38 U2 25611 A
7 77 JURL 43 R o B A ) 2 R AE, SRR A

L PRIV RO SRR, Hae R84
fHEE, SRUA REAE B, et “ ™ AR
FEHC 7 WURLAH % TAE g A AR
3 WMRAERGTRAERNENEESRE

w24 I 7 O A A 3 R AR 23 A i R %
PR, HARMEAC RS P R e 7K, i
J7RURL A o B At RE NS B AT ML B AR (I ED 127T], S
T ALARH R L 234 o 25 S 5 OR A R A S
ARE VLA, ZiG EiRFGE, TELH BT Bk bx
HERIRE ARG AN B AT
3.1 ERERL. TZ5ENENRME, e~
et

JERME IR IE B, MRYE (BORZER) AnLizR
B RSERIETT TARRE RS, 25105 BURL A T
% I RS EER, H 23 X 8] [F dh M A7 AE 22
Ft, IXEOR BRI T RE B 7e 7 5 FE AR
o 2 AR S 3t 35k ] [ 420 57 42 it P RO 1 DL AT 2
12, PAGRIE A S AR e 2 3 DO AR AR & L.
L2 SRR ARINS AR U 7 00 25 S8 SRR 5
AN BLE S A B, i A PR X 2 B
S8 R SEBRERIAEST, MO b 78 5 HAE I
R &8

T EhRAEA T, b 2T OB HE 23 75 21 A
ATI IR, ANV I EIGUE TAR SR, BAE A A RS
IEATATVE AR BE 5 B A, U3 ] T (O H B 3T
Bl GEHE R R E S5, BRI
LTI QAT e S-S €1 pEi = s I PO a1 B8 )
A S HAE I BRI R, bRk e B R AU
SCHE, ARSI BT IS IR AE, I S AC 5
RITE A AR E T AR A2,

PRAEL R IEDT T, IR T IRIREEL I8 50
Jia, BETT BRI AE R AT 455 DNA RIS 5EHT
AR, YR FURE R KR B H R
T H BL7E 7075 B8 H AR Sz UL RCrE, 4
BB, PRAENE M7 FACRTERT VARG
PR3N, 2yt I Tk 35 b I e R . R 87 ik [
TEbR R BEE A B, 4 REDRUERC 77 BURLARAE IR |
FEE RIS .
3.2 MEMRESRERAREITRNERER, BIHT
AERABFLR

VEFRAERE TR h B AT, W LA
BAIE TV AT AT VRS PR R R, 00T 3% T g
A7E D 1] R HE AT SRR I IS T RE 4 H A ok 7 G2 B



FED 20226F7H $53% B 148 Chinese Traditional and Herbal Drugs 2022 July Vol. 53 No. 14 * 4255 -

AT R PRI ZE o b e N IS B A L
b Gilespe s al i e 8-y ol Al IR (B R B/ S G DR
i, HORRERE ORUEARHER) ™14 5id B33, 7Ry
FOURE [ 5 e B b e L A T, B s Ak 54
MU BB SZ L, S EARIE R AL S BOR F PR,
WA BOR B, AR AR HE A% S BOR B PR 1
kAR . BRETE MBI N 72U B PP L X AR
P, Sl E R R R, BRG]
JERIRLIR, PRI S PP IR A ALE. 2
I, PR E RGNS A R R
AT A7 BRI, MBS AT LR R . JEE
PRI SR R BOR B VRARHELL R R A, E G2
P 7 RORL ™ b A BRAT 7 1) R 55k, B /5 h 2
(AN v 3
RBAR AL F ARG EA AR

SE K

[1] %, KT, #FR, & PR T B MIR S K
JEHTEEE [1]. HPEZG, 2018, 49(20): 4717-4725.

2] Ezx#LEEEHER BRAGER BXRHEZR
KPR 5K B R R 06 T 45 30 25 e J7 B0kt
A TAERIA (2021 4£55 22 5) [EB/OL]. [2021-02-01].
https://www.nmpa.gov.cn/xxgk/ggtg/qtggtg/20210210145
856159 html.

[3] #EE, BB, fLHE. bRy Bk S g 2y
WO RIIRIRYT 2% [0]. AbJ5 2%, 2020, 17(4): 176-177.

[4] T4, Bood, VL% Rah @i mir sS4
I 77 SR 1A 70 5 e PR R AN P (0], A E AR,
W, 2020, 14(9): 202-204.

[5] FI9%k. g2 AR 25 A 2 5 50 771
FRMIERNE LR 7. PER S T EERE,
2021, 38(6): 704-705.

[6] ShigfE, EFE, XIfE, 5. 25 7 BURLAT 5k
[7]. FZ51IREK, 2018, 9(3): 67-70.

[71  ZEBL, ESCLL. w2507 BURLIG PR &5 2k 0 7 BUIR
WM [, WARAESEEZY, 2020, 16(10): 199-201.

[8] whth, BREEH. O%T 2 T ORI R RN R M
B 1] hEAEEAE, 2021, 29(16): 217-218.

[0 EZRARZERS TR (RZE 7 i S H 5w
HERERARELR (EREIAD) 1@ [EB/OL]. [2016-
08-05]. https://www.chp.org.cn/gjyjw/xwjx/3095.j.html.

[10] HxZREBEINR. BRI RLEEF AR (F
Z T 7 FORL R B 4% ) S AR R AR R (SR =L
fi)) & W [EB/OL]. [2019-11-08]. https:/www.nmpa.
gov.cn/directory/web/nmpa/xxgk/zhqyj/zhqyjyp/2019110
8160401438.html.

[11] EZFZREBEIR. BERARRHXT ZA R AT
STURL o B 1) S b A A B AR S SR IRE 45 (2021 4R
16 5 ) [EB/OL]. [2021-02-10]. http:/www.gov.cn/

[12]

[13]

[14]

[15]

[16]

[17]
(18]

[19]
[20]
[21]
[22]
[23]
[24]
[25]
[26]
[27]

(28]

[29]

[30]
(31]
[32]

(33]

zhengce/zhengeeku/2021-02/11/content 5586817.htm.
7R A8 2 B B R L 2R 4 T 2 T T SR A v (BB
+ 5 #it) A 2% [EB/OL]. [2022-03-24]. http:/mpa.
shandong.gov.cn/art/2022/3/24/art_101747 10320422 .html.
IWRBAREBEERR. WREAMEEETHFE T
RATENME CQLZRE R R AR AE ) (R — A
[EB/OL]. [2021-10-11]. http://mpa.shandong.gov.cn/art/
2021/10/11/art_101747_10308472.html.
IWRBAREBEERR. WREAMBEEHFR LT
AT CLLZR A R 2R 7 R AE ) (B A
[EB/OL]. [2021-10-26]. http://mpa.shandong.gov.cn/art/
2021/10/26/art_101747_10309659.html.
IWVZREZ IR EEHER. KT KA QL 7R 2T
JiWORARAEY (BB =H)B A [EB/OL]. [2021-12-31].
http://mpa.shandong.gov.cn/art/2021/12/31/art_ 101747 1
0315035. html.
INAREZ BB EIR. T RAIME (L R 2N
JTRRIAREY (38U A% [EB/OL). [2022-01-29].
http://mpa.shandong.gov.cn/art/2022/1/29/art_101747 10
316855 html.
FREZGH [S]. —#. 2015: 156-157.
IR ERARIEEEIR. LRE R ZR R M
(2012 FHR) M [M]. BrE: WARBHEROR i,
2012: 300-302.
HREZG L [S]. —#. 2020: 163-164.
Jb T 2R dE [S]. 1998: 58-60.
VOIS B 2 B . DO A R 2K R M 1 R
(2015 FERR) [M]. BEHE: DU)NARFERAR HiRAE, 2016: 60.
XIEAE, DR, B E. BHMAHNHEIE [J]. F
2kt 1995, 18(8): 420-421.
TR, B, XIER, 5. ANIE B % 25 T 5 B0k I A
MR (0], B2, 2021, 52(18): 5775-5781.
wEgEY, L3, R, & POKRERS KR s =S
BERIRTA [7]. R EEEZY, 2008, 19(3): 704-706.
R, VF— . WA R S 2 B R A
[J]. ALZEBFSE, 2019, 30(4): 429-433.
TeXIZL, FACHT. 280 35 P S FR Ak M o % 3 1 70 9
HE [J]. RS, 2021, 42(1): 19-31.
ERAME, BAEE, FR =, & hEl s kit L 7t
PR BB ERST [7]. HEEARHZY, 2017, 19(6): 748-752.
INRB 2B B, \LZR4E T 25007 UL R s br v
#1& 3 TAE £ 5 [EB/OL]. [2021-02-10]. http://mpa.
shandong.gov.cn/art/2021/6/28/art 101747 10313794.html.
WU, R, MR, 5 T AL e AN T2
WS AT T [J]. PR, 2021, 52(17): 5465-
5474.
TR, F=, 8% PEREREHRRRETRTE
% (). PEZERE, 2021, 56(16): 1273-1281.
Mokim, bk, HEFH, & T Q-Marker HSHIILFFRIN
YIRRFLISIA (3], 2%, 2020, 55(2): 161-166.
RS, FHF], WL, 55 PR ORI — bR
A SR [0, A2, 2020, 51(20): 5389-5394.
MIRE, HiRIE, WA, 55 B 25005 Bk & R DR
Ko e b Tt A AT (9] R EBEZ T4 &, 2018,
49(8): 1161-1165.

[Fietmis B3]



