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ABSTRACT OBIJECTIVE: To evaluate the feasibility and effectiveness of Hazard analysis and critical control point (HACCP)
system in the process of production of Loratadine tablets. METHODS: Taking wet granulation and tableting technology of Lorata-
dine tablets as an example, and through the introduction of the concept of HACCP, the basic theory and method of HACCP were
applied for hazard analysis on each production link to find critical control points and set critical limits for production quality man-
agement. RESULTS: By HACCP analysis, three links namely drying, granules fitting and mixing, internal and external packaging
were finally determined as the critical control points in the process of production of Loratadine tablets, thereby critical control lim-
its were set for monitoring. After effective control over the risks in the process was ensured, HACCP work plan was made and veri-
fied, and the results showed that HACCP system could effectively control and reduce the risks in the process of production and en-
sure quality safety. CONCLUSIONS: Application of HACCP system to wet granulation and tableting technology of Loratadine tab-
lets can fully embody its feasibility and effectiveness.

KEYWORDS Hazard analysis; Critical control point; Wet granulation and tableting technology; Quality control; Good manufac-
turing practices; Loratadine tablets
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Fig1 Flowchart of critical control point decision tree
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Fig 2 The process flow diagram of wet granulation and

tableting method
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Tab 1 Hazard analysis in Loratadine tablets production pro-
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Tab 2 HACCP plan of Loratadine tablets
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Tab 3 The test run results of HACCP system
HeliEs, CRU/g

- 11 N EL %7
PR R W e TR A1, %
TRt 100 <1000 <100 % 100
Ul 100 <1000 <100 k 100
i 100 <1000 <100 % 100

TER S e R A el fR v G e R R
S — ZRANFE AR R ML HACCP 32 i AR . 1E— it A 5 fth
SR A BB 15 min X HLR A0 R B R T A, B
B4, 2R R B A 60 mg, B it 22 5%
TE + 5% K B bR
*4 QBEMERREIER (mg)
Tab4 Weight record of Loratadine tablets(mg)
ekt 75 ok
Floin 1 2 3 4 5 6 7 8 91011 1213 14151617 18 19 20 Jif
1558 59 60 60 62 62 61 61 62 63 58 57 61 61 62 62 63 63 63 62 61.00
305758 59 59 58 60 62 62 60 61 60 61 61 60 60 60 61 61 60 60 60.00
4560 59 60 61 60 60 62 60 60 60 61 62 63 61 60 59 60 60 60 60 6035
60 60 59 60 62 61 59 60 59 59 60 61 60 61 60 60 58 39 60 60 60 3990
iz 2010 47 WL H =] 24 ) i SR 2o A T I e 3, AR
6.48 g B (£ 102 F) , £E 25 r/min ., 100 r S ECF #4700,
K BHRE N 6.475 g, METERE N 0.077 % 454 N ARE, FREX
10 I H X 7 (A A, &8 SRS YR 547 30.08 N
3 LA E AR SR IS 7T LUBGRIE , HACCP 1R £ il St A 33
U BT BEIR T e R AE R AT R
b EIZMEFMICRMER
T R T HACCP 3R 5 257 7T 38 3 A | T s
BT D, SO E T AL A WA T3, 3X Se 2 {1 T 8l 2 50
e PR 200 06 A2 824 Ml 25 S B PR IS SR IBLIY) L SO St Jr
R A RE T B B A5 L T AE A9 8 A 00 o LA S vy
& : HACCP 1H40) B S gtk SO | S s il s i st 5% , 24 O
178 AiE 5% LA BIE TG sl R E 5%

6 ZiE
I LA HE R B B HACCP M R is F F A b e

ML R R R T2 I AT A 5 A A R o DG B

S O ] PR, S A DG B M IR R AR R e L T DA

J e AR Z TR e AT S stk . itk

I, % HoAth R VR e iR T2 A0 25 5 iR Rt mT A T

RS ] , N T A Bl 24 2B 7 il B G- b A T35 i GMP,

AR R T L, EAT B R

S 3k

(1] HVLE,FHAE B RS HEE 2 i A P24l GMP 32
it A I]. o B 25 26 &, 2009, 18(22) :2 102.

[2] BRZHr ATtz i XU B B (1] F B 2 4, 2010,
21(2):97.

[ 31 WHO. Application of hazard analysis and critical control
point (HACCP) methodology to pharmaceuticals[EB/OL].
[2015-07—-20].http : //www.gmp-compliance.org/eca_guide-
line 2239.html.

(4] BRJy, A5, Whum G 00 FH £ 5 Ao A AR S a4 o o st 3L
AR H 2 S R A R R s M LB R Rt [I]. P
253k,2012,21(12) 1.

[5] A HACCP 7EAL et b 0y i ] % BALAE,
2008(4):23.

[6] WRJ. HACCP {4 Z 76 8 [FE 4 iz BER 43 B B i % 4 At
U] T AR SRS 4R,2004,25(2):95.

[7] 2249, 0B, P55 25 4 b defT FF R 3D M) b AT p
=] = 25 R kL, 2005 256.

[81 SR, B AR L. 10 R bl A4 il 700 £ 7™ g RIS Wi 4 5 s 0T 5%
[J].%F B 25 5,2013,24(1) 4.

[9] M, 288, TINEE. WHO S& 15 F A Al sy il i
ARG PR A B 0.+ B 25 % ,2007,21(8) : 638.

[10] ThAL, Bt om , ARAE AL , 5 W2 21 A 4R B AR i HACCP 1R R
HEEST [J]. A M AL 5 1256 4R, 2013,29(4) - 189.

(ki B :2014-11-27 &= H:2015-07-20)
(%8 : 4/ NEE)

TERRZEHERN T FEHSETSEH

ARFIH Al A 2 A A I CAEHE 2 T 2016 42 7
J130—31 HAEF WA IT. SsSB40t B A
PSR O T IR B it 22 Al M I A ) R A A T
2015 4F [ 2PAF TARBERE R AR I 20 2R 90 it A% A Ak
B FEAA GEB RS RGBS TR T TR .
SR RR K B R R 2SO

VR 2l R GRS Ty, E A A I T AR
PR BRI, BN A BUMIAL B 1 — At 2 b 4 4 RS T A, o
BIEA AR ah 2 AR D0 4R s A A RE R Alk A B8Nk
G BEVE I 9 R T I BB A

SYBLEER, 2015 45T ARGy i 0 2 2 s A T T T
fEo —RAHD T ST sl R A i BEEL T
FHAME GhER T A ORI, 12 A0 S B I Y 42 B
o JERIMEA . RS H b, 20 R bR 2 B 25k

TEZD; 20154555 26 45 25 1]

B DAL USRI AR A B B R TS R
LA PERRTR HAHIR E, BMEIGR R 8 A K A
v RS it Rl s T il e XU 7 ot A 2 A . — R M
A3 o PR ot 17 U AR ) L i, R AL RERTLAASE: , 422 i (] R A
LR AR AG T AR 2™ A% BV, AT HE 1B, 1 DR 2R
WER AT SE . DORMIEAL B o XA )™ i 2 N 5 Al R
BOR 2R A1 [l S5 480G, HRU DOR U D B i 4 it . Pl
TR, KN RS A LHLRIB T F DAL TR AT
H1 DL EAEAG IR 25 2R A S 385 — Ik [ [ k23 A1 [R] I 2EAd
G s P ZET T A A A AR

A FIA DX B T R SR A A S A 24 i B
ERRA SCAb = 5T S R PR Tt SRR
A R AT RS AR B st A A2 T2

China Pharmacy 2015 Vol. 26 No. 25 - 3463 -



