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Genre-based comparison of package inserts of Chinese materia medica and
medicine produced in US

CAO Zhong-qin
School of Foreign Languages, Guangdong Pharmaceutical University, Guangzhou 510006, China

Abstract: The package insert is an important source of drug information which plays a critical role in guiding patients taking the
medicine. Package inserts of 60 over-the-counter (OTC) oral drugs produced in the US and OTC oral traditional Chinese medicine
(TCM) were collected respectively in order to compare their macrostructure and contents. The results show that there are more moves
in package inserts of TCM while the contents of those US drugs are more detailed and complete. The results further deepen the
understanding of package inserts as a genre and contribute to the improvement of package inserts of TCM.
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Table 1 Move structure and order of package inserts of medicine produced in US

WHHE S PR R WHHE S 2000
1 DN-AI-U-W-D-II-DIS 16 DN-AI-U-W-D-Other-1II
2 DN-AI-U-W-D-Other-1I-DIS 17 DN-AI-U-W-D-Other-1II
3 DN-AI-U-W-D-Other-II-DIS 18 DN-AI-U-W-D-Other-II
4 DN-AI-U-W-D-Other-1I-DIS 19 DN-AI-U-W-D-Other-1II
5 DN-AI-U-W-D-Other-1I-DIS 20 DN-AI-U-W-D-Other-1II
6 DN-AI-U-W-D-Other-1I-DIS 21 DN-AI-U-W-D-Other-1II
7 DN-AI-U-W-D-Other-1I-DIS 22 DN-AI-U-W-D-Other-1II
8 DN-AI-U-W-D-Other-1I1 23 DN-AI-U-W-D-Other-1I DIS
9 DN-AI-U-W-D-Other-II 24 DN-AI-U-W-D-Other-II DIS
10 DN-AI-U-W-D-Other-1II 25 DN-AI-U-W-D-Other-1II
11 DN-AI-U-W-D-Other-1II 26 DN-AI-U-W-D-Other-1II
12 DN-AI-U-W-D-Other-II 27 DN-AI-U-W-D-Other-1I DIS
13 DN-AI-U-W-D-Other-1II 28 DN-AI-U-W-D-Other-1I
14 DN-AI-U-W-D-Other-1I1 29 DN-AI-U-W-D-Other-1II
15 DN-AI-U-W-D-Other-1I-DIS 30 DN-AI-U-W-D-Other-II

DN-Zjih &R ALWEYERSY  U-ERDE  W-5%  D-AIVAMM I-EPERSr  Other- L5 8  DIS-4r#1%

DN-drug name Al-active ingredient U-uses W-warnings D-directions II-inactive ingredient Other-other information DIS-distributor

R2 PAHLMIRAERES R BGF

Table 2 Move structure and order of package inserts of Chinese materia medica

W HFS oY WHHR S PRI
1 DN-I-D-IND-SP-DA-AD-C-P-ST-PK-E-S-N-M 16 DN-I-D-IND-SP-DA-P-ST
2 DN-I-D-IND-SP-DA-AD-C-P-CT-ST-PK-E-S-N-R-M 17 DN-I-D-IND-DA-ST-S
3 DN-I-D-IND-SP-DA-C-P-CT-E-S 18 DN-I-D-IND-DA-P-ST-S
4 DN-I-D-IND-SP-DA-AD-C-P-ST-PK-E-S-N 19 DN-I-D-IND-SP-DA-P-ST-E
5 DN-I-D-IND-SP-DA-AD-C-P-DI-ST-PK-E-S-N-M 20 DN-I-D-IND-SP-DA-AD-C-P-ST-E-S
6 DN-I-D-IND-SP-DA-P-DI-ST-E 21 DN-I-D-IND-DA-P-DI-ST-E-S
7 DN-I-D-IND-SP-DA-AD-C-P-DI-ST-PK-E-S-N-R-M 22 DN-I-D-IND-SP-DA-ST
8 DN-I-D-IND-SP-DA-P--ST-S 23 DN-I-D-IND-SP-DA-C-P-DI-S
9 DN-I-D-IND-SP-DA-ST-S 24 DN-I-D-IND-SP-DA-C-P-DI-S
10 DN-I-D-IND-SP-DA-AD-C-P-ST-PK-E-S-N-M 25 DN-I-D-IND-SP-DA-P-ST-S
11 DN-I-IND-DA-ST-P-E-N 26 DN-I-D-IND-SP-DA-P-ST
12 DN-I-D-IND-SP-DA-AD-C-P-ST-E-S 27 DN-I-IND-DA-P-DI-S
13 DN-I-D-IND-DA-P-E 28 DN-I-D-IND-DA-ST-S
14 DN-I-IND-SP-DA-AD-C-P 29 DN-I-D-IND-SP-DA-ST-S
15 DN-I-D-IND-SP-DA-AD-P-ST-E 30 DN-I-D-IND-SP-DA-C-P-DI-ST-E-S

DN-Zi@ 48k s> D-PEIR IND-ZhggEis  SP-Ml% DA-MEME AD-ARKE CH# PEESN ST DI-ZWHEAEH
PK-U3% E-A%  S-HATHRME N-fIL#ECS  R-UHIBEIT RS M-250 41

DN-drug name I-ingredient D-character IND-functions and indications SP-specification DA-directions and dosage AD-adverse reaction
C-contraindication ~ P-precautions ~ ST-storage  DI-drug interaction = PK-package  E-expiry date  S-standard = N-permission number

R-description revision date M-drug maker
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Uses

Temporarily relieves minor aches and pains due
to: headache, the common cold, backache, minor pain
of arthritis, toothache, muscular aches, premenstrual
and menstrual cramps.

Temporarily reduces fever.

[DiREEiR]

fERAbie, BRI, HTAMNERIE, NHER
i, SRR, MIRER, IR, mXekiys.
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BB F “directions” 1E PR,

Bl

Directions

Do not use more than directed; the smallest

effective dose should be used; do not take longer than

10 days, unless directed by a doctor.

Adults and Children (12 years and older): Take 1
tablet every 4 to 6 hours while symptoms persist. If
pain or fever does not respond to 1 tablet, 2 tablets
may be used. Do not exceed 6 tablets in 24 hours,
unless directed by a doctor.

Children under 12 years: Do not give to children
under 12 years of age.
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2.2.6 Warnings & 30 FaaEHE UL -BrhEREGE
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Warnings

Allergy alert: Ibuprofen may cause a severe
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allergic reaction, especially in people allergic to

aspirin. Symptoms may include: shock, facial
swelling, asthma (wheezing) rash, skin reddening,
blisters, hives If an allergic reaction occurs, stop use
and seek medical help right away.

Stomach bleeding warning: This product contains
a nonsteroidal anti-inflammatory drug (NSAID),
which may cause severe stomach bleeding. The
chance is higher if you: are age 60 or older, have had
stomach ulcers or bleeding problems, take a blood
thinner (anticoagulant) or steroid drug, take other
NSAIDs

naproxen, or others), have 3 or more alcoholic drinks

drugs containing (aspirin, ibuprofen,
every day while using this product, take more or for a
longer time than directed.

Do not use if you have ever had an allergic
reaction to any other pain reliever/fever reducer, right
before or after heart surgery.

AR AASZE T BA Im AR E SO EA R
2, ZEIEAE 2GR O, B SO A O
bR b, XA WA N RIE

—EENFILVERIR T T RER) AN RN AT RE
R A R o 825, DAL — e
g IR 256 L A5 25 BEHAR RO T R R

FEBEEHH 2515 00: Ask a doctor before use if
stomach bleeding warning applies to you; you have a
history of stomach problems such as heartburn; you
have a high blood pressure, heart disease, liver
cirrhosis, or kidney disease; you are taking a diuretic.

ZiWIFHEAEH: Ask a doctor before use if you
are taking any other drug containing NSAID
(prescription or nonprescription); taking aspirin for
heart attack or stroke, because Ibuprofen may decrease
this benefit of aspirin; taking any other drug.

MR KA —LRIEH W42 : When using
this product take with food or milk if stomach upset
occurs.

£ 2% Stop use and ask a doctor if you
experience any of the following signs of stomach
bleeding; feel faint; vomit blood; have bloody or black
stools; have stomach pain that does get better; pain
gets worse or lasts more than 10 days; fever gets

worse or lasts more than 3 days; redness or swelling is

present in the painful area; any new symptoms appear.
2 Y0 B R L 9T A 24 T RE & R R BIAE A . Of
pregnant or breast-feeding, ask a health professional
before use. It is especially important not to use
ibuprofen during the last 3 months of pregnancy
unless definitely directed to do so by a doctor because
it may cause problems in the unborn child or
If pregnant or

complications during delivery.

breast-feeding, ask a health professional before use.

o FH 2 7 R ERER AT AbFE: In case of
overdose, get medical help or contact a Poison
Control Center right away.

T2 U B RR IR TR 24 1) 22 A R Rk
JCHIRTEM AL 2 otk JLE . 2N I
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2.2.7 Other information & 7 —ks Ui 152
£ “Directions” WA LU IAE 2 i Ah, HiAth 29
T 5 [ 245 ity 1 B3 5 1 A7 A0 80U B39 7E “ Other
information” & H AR, 1 401:

Other information

Store at 25 C (77 °F); excursions permitted
between 15~30 C (59~86 °F).

See end flap for expiration date and N number.

T 2GS B AE gk ” A1 “H R P
MED TR, Biln.

O] 2 b, B
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2.2.8 Inactive ingredients i SEEZG M
A —1j Inactive ingredients (CAEVETERSY) EL. dE
TV S BT R i 25 TR I o 2 AN T
gy CAIAFIHZIMIRRTT BOR, H AT DR BEE 1
BRI, R FRsE . AbEREREE . RIS TR
SMEFEIERN EHERL FRFIFIR AR Bl

Inactive ingredients
starch, fumed

lactose,

cellulose, corn silica  gel,

hypromellose, magnesium stearate,
polydextrose, polyethylene glycol, povidone, silica,
sodium starch glycolate, stearic acid, titanium dioxide,
triacetin.

SRT AN A AR 1R R #8— ELAL TR
PR . A L8R AT A AR T o A T B 8 B
FABBIEIEM . R 2 E O R AR E L

G 3 B AT AR JI P i e 7 A3 P B 3103 AT 55
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