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Discussion on Safety Risk of Bimatoprost for Eyelash Growth

HUANG Xianglu, XING Shuxia®, SUN Lei(National Institutes for Food and Drug Control, Beijing 100050, China)

ABSTRACT: OBJECTIVE To explore the safety risk of bimaprost for eyelash growth. METHODS The physical and
chemical properties, pharmacological effects, pharmacokinetics, clinical application, adverse reaction and cosmetic regulatory
policy of bimaprost were combed and analyzed in order to provide a theoretical basis for supervision. RESULTS Bimaprost
was a synthetic prostaglandin analogue-prostaglandin Faq, which could effectively reduce intraocular pressure and promote
hair/eyelash growth. The elimination half-life of bimaprost was 45 min and was mainly excreted through urine. Bimatoprost had
a FDA rating of C during pregnancy, which might have an adverse effect on the fetus. The adverse reactions of bimaprost after
listing mainly include eye hyperemia, eyelid erythema, eye irritation and so on. It was necessary to further evaluates its safety.
Bimaprost did not conform to the cosmetic definition, efficacy and claims of China. The European Union and Canada prohibited
the use of drug ingredients such as bimaprost in cosmetics, and the United States regulated it as a drug. CONCLUSION In
order to ensure the quality and safety of cosmetics, standardize and promote the healthy development of the industry, it is
suggested that the regulatory departments of China should follow up and pay attention to the safety of the use of prostaglandin
analogs such as bimatoprost and adjust management measures if necessary.

KEYWORDS: bimatoprost; prostaglandin analogue; adverse reactions; cosmetics; illegal addition
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Tab. 1 Bimatoprost for eyelash growth adverse events
reported by the FDA

5 PN Hitk/ i)

1 HR % 7¢ Ifil (ocular hyperaemia) 1390

2 HR 16 £ 5 (erythema of eyelid) 971

3 AR fil3% (eye irritation) 939
4 NR % (eye pruritus) 935

5 AR 16 5 % (eyelids pruritus) 563

6 MR b ik (eye swelling) 418

7 MR 16 )34 (eyelid irritation) 338
8 THRAE (dry eye) 310
9 HR 1% i ik (swelling of eyelid) 274
10 R ¥ (eye pain) 266
11 HR B&: 7K 1 (eyelid oedema) 261
12 R ;€2 & 1% (blepharal pigmentation) 248
13 AR (vision blurred) 237
14 R 7354 (eye discharge) 193
15 THB 3% % (lacrimation increased) 175
16 T 72 Ifil. (scleral hyperaemia) 154
17 0TI (5 ZLTACEE (s color change) 127
18 HR 16 3 (eyelid pain) 117
19 it 2% 4 (blepharitis) 108
20 1 B A (visual impairment) 85
A 4976

TE: A RFHRE AR 2009 45 1 H—2021 48 5 7 5 {51 i 20
ANH LA B RN S

Note: Adverse events reported from January 2009 to May 2021; only the
top 20 common adverse events were listed.
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Tab. 2 Bimatoprost for eyelash growth adverse events of
prostaglandin-associated periorbitopathy reported by the FDA

T IR B/
1 ARG~ 2 37
2 RS SRTSPIIRAN 29
3 HIE J& B i 25 40 10
4 82 TN 4

T AR RFHR PR E R 2009 4F 1 H—20214F 5 H
Note: Adverse events reported from January 2009 to May 2021.
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Tab. 3 Bimatoprost for eyelash growth adverse events of
unexpected change of eyelash reported by the FDA

b= EEN o/
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2 IEELA 56
3 IEEHK 44
4 BEE2L 26
5 EEERIE 9
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7 B (0 R R 2
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Note: Adverse events reported from January 2009 to May 2021.
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Tab. 4 Prostaglandin ingredients prohibited from use in
cosmetic products in Canada
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