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April 22, 2021 

To whom it may concern, 

 

Company Name: Nichi-Iko Pharmaceutical Co., Ltd. 

(Securities Code: 4541, Tokyo Stock Exchange) 

Representative: Yuichi Tamura, President & CEO 

Contact: Hiroshi Mogami, Director of Corporate Communication Dept. 

 

 

Partial Delay in Supply of Products Manufactured by the Toyama Plant 1 

 

Nichi-Iko Pharmaceuticals Co., Ltd. (“Nichi-Iko”) has resumed its production and 

distribution of the pharmaceutical products manufactured at the Toyama Plant 1, in 

accordance with our continuous detailed quality assessment of all products using FMEA* 

etc. and upon continual consultation with regulatory agencies, as we notified in our press 

release dated April 6, 2021 titled “Notification of Resumed Operations for Manufacturing 

and Distribution of Pharmaceutical Products by Nichi-Iko and for Manufacturing of 

Pharmaceutical Products by the Toyama Plant 1”. Due to these intensive and extensive 

activities, Nichi-Iko regrets to inform that the size of our manufacturing and product release 

at the Toyama Plan 1 may not align with the speed of consumption of inventory.  

Therefore, as of today, there is a possibility of a delay in the supply of the 164 products as 

attached. 

 

Please refer to the attachment for the status of each individual product in detail. We will  

update the results of the quality assessment as well as the expected timing of our resupply 

of these products on our company website, as required and accordingly. 

 

We deeply apologize once again to all stakeholders, including patients, their families, and 

medical personnel for causing any concern or inconvenience. We will thoroughly comply 

with laws, ordinances and related pharmaceutical regulations, and as a company that 

provides pharmaceuticals contributing to the health of patients and their families, all board 

members and employees of the Nichi-Iko Group are determined to seriously and sincerely 

engage in recurrent prevention measures and quality improvement activities and to make 

every effort to regain trust from all people.  
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We will disclose the impact on our company consolidated performance due to this issue 

judging the ongoing progress as necessary and accordingly. 

 

* FMEA (Failure Mode and Effect Analysis) is a technique to eliminate or mitigate risks as much as 
possible in advance by evaluating risks inherent in a product and/or process from its product and/or 
process design phases. Even ICHQ9 recommends FMEA as a risk evaluation method and it is widely used 
for risk assessment by pharmaceutical companies. 

 

Inquiries E-mail: ir@nichiiko.co.jp 

 



[Attachment] April 22, 2021

No. Product Name (English)
Expected

Completion of
Quality Assessment

1 Azelastine Hydrochloride Tablets 1mg "Nichiiko" Apr-2021

2 Aminovact Combination Granules Apr-2021

3 Amlodipine Tablets 2.5mg "Nichiiko" Apr-2021

4 Amlodipine Tablets 10mg "Nichiiko" Apr-2021

5 Amlodipine OD Tablets 2.5mg "Nichiiko" Apr-2021

6 Amlodipine OD Tablets 10mg "Nichiiko" Apr-2021

7 Alacepril Tablets 12.5mg "Nichiiko" Apr-2021

8 Aripiprazole Powder 1% "Nichiiko" May-2021

9 Alfacalcidol Capsules 0.5mcg "Nichiiko" May-2021

10 Alfacalcidol Capsules 1mcg "Nichiiko" May-2021

11 Alendronate Tablets 5mg "Nichiiko" May-2021

12 Ambroxol Hydrochloride Tablets 15mg "Nichiiko" Apr-2021

13 Ambroxol Hydrochloride Sustained Release Capsules 45mg "Nichiiko" Apr-2021

14 Itopride Hydrochloride Tablets 50mg "Nichiiko" May-2021

15 Ifenprodil Tartrate Tablets 20mg "Nichiiko" Apr-2021

16 Imidapril Hydrochloride Tablets 2.5mg "Nichiiko" Apr-2021

17 Imidapril Hydrochloride Tablets 5mg "Nichiiko" Apr-2021

18 ILUAMIX Combination Tablets HD "Nichiiko" May-2021

19 Irsogladine Maleate Tablets 2mg "Nichiiko" Apr-2021

20 Irsogladine Maleate Tablets 4mg "Nichiiko" Apr-2021

21 Etizolam Tablets 1mg "Nichiiko" Jun-2021

22 Ebastine OD Tablets 5mg "Nichiiko" May-2021

23 Ebastine OD Tablets 10mg "Nichiiko" May-2021

24 Ebastine Tablets 10mg "Nichiiko" May-2021

25 Epalrestat Tablets 50mg "Nichiiko" Apr-2021

26 Epinastine Hydrochloride Tablets 10mg "Nichiiko" Jun-2021

27 Epinastine Hydrochloride Tablets 20mg "Nichiiko" Jun-2021

28 Eletriptan Tablets 20mg "Nichiiko" May-2021

29 Omeprazole Tablets 10mg "Nichiiko" Apr-2021

30 Omeprazole Tablets 20mg "Nichiiko" Apr-2021

31 Olanzapine Tablets 2.5mg "Nichiiko" May-2021

32 Olanzapine Tablets 5mg "Nichiiko" May-2021

33 Olanzapine Tablets 10mg "Nichiiko" May-2021

34 Olanzapine OD Tablets 5mg "Nichiiko" May-2021

35 Olanzapine OD Tablets 10mg "Nichiiko" May-2021

36 Olanzapine Granules 1% "Nichiiko" May-2021

37 Olmesartan OD Tablets 10mg "Nichiiko" Apr-2021

38 Olmesartan OD Tablets 20mg "Nichiiko" Apr-2021

39 Olmesartan OD Tablets 40mg "Nichiiko" Apr-2021

40 Olopatadine Hydrochloride Tablets 5mg "Nichiiko" Apr-2021

41 Olopatadine Hydrochloride OD Tablets 2.5mg "Nichiiko" Apr-2021

42 Olopatadine Hydrochloride OD Tablets 5mg "Nichiiko" Apr-2021

43 Captopril Fine Granules 5% "Nichiiko" Apr-2021

44 Kallidinogenase Tablets 25 Units "Nichiiko" Apr-2021

45 Kallidinogenase Tablets 50 Units "Nichiiko" Apr-2021

46 Candesartan Tablets 2mg "Nichiiko" Apr-2021

47 Candesartan Tablets 8mg "Nichiiko" Apr-2021

48 Glibenclamide Tablets 2.5mg "Nichiiko" Jun-2021

49 Glimepiride Tablets 3mg "Nichiiko" Apr-2021

50 Glimepiride OD Tablets 0.5mg "Nichiiko" Apr-2021

51 Glimepiride OD Tablets 1mg "Nichiiko" Apr-2021

52 Clemastine Tablets 1mg "Nichiiko" Apr-2021

53 Clemastine Dry Syrup 0.1% "Nichiiko" Apr-2021

54 Chlormadinone Acetate Tablets 25mg "Nichiiko" Apr-2021

55 Zaltoprofen Tablets 80mg "Nichiiko" Apr-2021
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No. Product Name (English)
Expected

Completion of
Quality Assessment

56 Ciprofloxacin Tablets 200mg "Nichiiko" Jun-2021

57 Cimetidine Tablets 200mg "Nichiiko" Apr-2021

58 Dilazep Hydrochloride Tablets 50mg "Nichiiko" Apr-2021

59 Dilazep Hydrochloride Tablets 100mg "Nichiiko" Apr-2021

60 Diltiazem Hydrochloride Tablets 30mg "Nichiiko" Apr-2021

61 Cilostazol Tablets 50mg "Nichiiko" Apr-2021

62 Cilostazol Tablets 100mg "Nichiiko" Apr-2021

63 Cilostazol OD Tablets 50mg "Nichiiko" May-2021

64 Cilostazol OD Tablets 100mg "Nichiiko" May-2021

65 Silodosin Tablets 4mg "Nichiiko" Apr-2021

66 Simvastatin Tablets 5mg "Nichiiko" May-2021

67 Simvastatin Tablets 5mg "NIKP" May-2021

68 Sucralfate Granules 90% "Nichiiko" Apr-2021

69 Cetirizine hydrochloride Tablets 5mg "Nichiiko" May-2021

70 Cetirizine hydrochloride Tablets 10mg "Nichiiko" May-2021

71 Sertraline Tablets 50mg "Nichiiko" May-2021

72 Zolpidem Tartrate Tablets 5mg "Nichiiko" Apr-2021

73 Zolpidem Tartrate Tablets 10mg "Nichiiko" Apr-2021

74 Zolpidem Tartrate OD Tablets 5mg "Nichiiko" May-2021

75 Taltirelin OD Tablets 5mg "Nichiiko" Apr-2021

76 Ticlopidine Hydrochloride Fine Granules 10% "Nichiiko" May-2021

77 Ticlopidine Hydrochloride Tablets 100mg "Nichiiko" May-2021

78 Tizanidine Granules 0.2% "Nichiiko" May-2021

79 Denopamine Tablets 5mg "Nichiiko" May-2021

80 Temocapril Hydrochloride Tablets 2mg "Nichiiko" Apr-2021

81 Temocapril Hydrochloride Tablets 4mg "Nichiiko" Apr-2021

82 TERAMURO Combination Tablets AP "Nichiiko" Apr-2021

83 TERAMURO Combination Tablets BP "Nichiiko" Apr-2021

84 TELTHIA Combination Tablets AP "Nichiiko" Apr-2021

85 Terbinafine Tablets 125mg "Nichiiko" May-2021

86 Doxazosin Tablets 1mg "Nichiiko" Apr-2021

87 Doxazosin Tablets 2mg "Nichiiko" Apr-2021

88 Donepezil Hydrochloride OD Tablets 3mg "Nichiiko" May-2021

89 Donepezil Hydrochloride OD Tablets 5mg "Nichiiko" May-2021

90 Tofisopam Tablets 50mg "Nichiiko" May-2021

91 Triazolam Tablets 0.125mg "Nichiiko" May-2021

92 Triazolam Tablets 0.25mg "Nichiiko" Apr-2021

93 Trimebutine Maleate Tablets 100mg "Nichiiko" Apr-2021

94 Nateglinide Tablets 30mg "Nichiiko" Apr-2021

95 Nateglinide Tablets 90mg "Nichiiko" Apr-2021

96 Naftopidil OD Tablets 25mg "Nichiiko" Jun-2021

97 Naftopidil OD Tablets 50mg "Nichiiko" Jun-2021

98 Naftopidil OD Tablets 75mg "Nichiiko" Jun-2021

99 Nicergoline Tablets 5mg "Nichiiko" Apr-2021

100 Nifedipine L Tablets 10mg "Nichiiko" Apr-2021

101 Nifedipine L Tablets 20mg "Nichiiko" Apr-2021

102 Nilvadipine Tablets 4mg "Nichiiko" May-2021

103 Valsartan Tablets 40mg "Nichiiko" May-2021

104 Valsartan Tablets 80mg "Nichiiko" May-2021

105 VALHYDIO Combination Tablets MD "Nichiiko" May-2021

106 VALHYDIO Combination Tablets EX "Nichiiko" May-2021

107 Sodium Picosulfate Tablets 2.5mg "Nichiiko" Apr-2021

108 Sodium Picosulfate Dry Syrup 1% "Nichiiko" Apr-2021

109 Pitavastatin Calcium Tablets 2mg "Nichiiko" Apr-2021

110 Pitavastatin Calcium OD Tablets 1mg "Nichiiko" May-2021

111 Pitavastatin Calcium OD Tablets 2mg "Nichiiko" May-2021
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No. Product Name (English)
Expected

Completion of
Quality Assessment

112 Ethyl Piperidinoacetylaminobenzoate Granules 20% "Nichiiko" Jun-2021

113 Pilsicainide Hydrochloride Capsules 25mg "Nichiiko" May-2021

114 Ferrum Capsules 100mg May-2021

115 Bucillamine Tablets 50mg "Nichiiko" Apr-2021

116 Bucillamine Tablets 100mg "Nichiiko" Apr-2021

117 Flavoxate Hydrochloride Tablets 200mg "Nichiiko" Apr-2021

118 Pranlukast Tablets 112.5mg "Nichiiko" Apr-2021

119 Pranlukast Tablets 225mg "Nichiiko" Apr-2021

120 Pranlukast DS 10% "Nichiiko" Apr-2021

121 PRIMIDONE Tablets 250mg "Nichiiko" Apr-2021

122 Fluvoxamine Maleate Tablets 25mg "Nichiiko" May-2021

123 Fluvoxamine Maleate Tablets 50mg "Nichiiko" May-2021

124 Fluvoxamine Maleate Tablets 75mg "Nichiiko" May-2021

125 Probucol Tablets 250mg "Nichiiko" Apr-2021

126 Propranolol Hydrochloride Tablets 10mg "Nichiiko" Apr-2021

127 Bromhexine Hydrochloride Tablets 4mg "Nichiiko" May-2021

128 Bezafibrate SR Tablets 200mg "Nichiiko" Apr-2021

129 Benidipine Hydrochloride Tablets 2mg "Nichiiko" Apr-2021

130 Benidipine Hydrochloride Tablets 4mg "Nichiiko" Apr-2021

131 Bepotastine Besilate OD Tablets 5mg "Nichiiko" Apr-2021

132 Bepotastine Besilate OD Tablets 10mg "Nichiiko" Apr-2021

133 PERINDOPRIL Tablets 2mg "Nichiiko" Apr-2021

134 PERINDOPRIL Tablets 4mg "Nichiiko" Apr-2021

135 Benzbromarone Tablets 25mg "Nichiiko" May-2021

136 FOSFOMYCIN Calcium Capsules 250mg "Nichiiko" Apr-2021

137 FOSFOMYCIN Calcium Capsules 500mg "Nichiiko" Apr-2021

138 FOSFOMYCIN Calcium Dry Syrup 40% "Nichiiko" Apr-2021

139 Polycarbophil Ca Fine Granules 83.3% "Nichiiko" Apr-2021

140 MINOALE Powder 66.7% Apr-2021

141 Mexiletine Hydrochloride Capsules 50mg "Nichiiko" Apr-2021

142 Mexiletine Hydrochloride Capsules 100mg "Nichiiko" Apr-2021

143 Mequitazine Tablets 3mg "Nichiiko" Apr-2021

144 Mefruside Tablets 25mg "Nichiiko" Apr-2021

145 Mosapride Citrate Powder 1% "Nichiiko" Apr-2021

146 MONOPHYLLINE Tablets 100mg Apr-2021

147 Montelukast Tablets 5mg "Nichiiko" Apr-2021

148 Montelukast Tablets 10mg "Nichiiko" Apr-2021

149 Montelukast Chewable Tablets 5mg "Nichiiko" Apr-2021

150 Montelukast Fine Granules 4mg "Nichiiko" Apr-2021

151 Rabeprazole Na Tablets 10mg "Nichiiko" Apr-2021

152 Lansoprazole OD Tablets 15mg "Nichiiko" May-2021

153 Lansoprazole Capsules 15mg "Nichiiko" May-2021

154 Lansoprazole Capsules 30mg "Nichiiko" May-2021

155 Rebamipide Tablets 100mg "Nichiiko" May-2021

156 Levocetirizine Hydrochloride Tablets 2.5mg "Nichiiko" Apr-2021

157 Levocetirizine Hydrochloride Tablets 5mg "Nichiiko" Apr-2021

158 Loxoprofen Sodium Fine Granules 10% "Nichiiko" Apr-2021

159 Losarhyd Combination Tablets LD "Nichiiko" May-2021

160 Rosuvastatin Tablets 2.5mg "Nichiiko" Apr-2021

161 Rosuvastatin Tablets 5mg "Nichiiko" Apr-2021

162 Ethyl Loflazepate Tablets 1mg "Nichiiko" May-2021

163 Loratadine OD Tablets 10mg "Nichiiko" Apr-2021

164 Loratadine Dry Syrup 1% "Nichiiko" Apr-2021
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