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KYNAMRO  
mipomersen sodium injection, solution

Product Information
Product T ype HUMAN PRESCRIPTION DRUG Ite m Code  (Source ) NDC:70 6 8 8 -0 50 2

Route  of Adminis tration SUBCUTANEOUS

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

MIPO MERSEN SO DIUM (UNII: 18 EAY48 70 E) (MIPOMERSEN - UNII:9 GJ8 S4GU0 M) MIPOMERSEN SODIUM 20 0  mg  in 1 mL

Inactive Ingredients
Ingredient Name Strength

WATER (UNII: 0 59 QF0 KO0 R)  

HYDRO CHLO RIC ACID (UNII: QTT1758 2CB)  

SO DIUM HYDRO XIDE (UNII: 55X0 4QC32I)  

Packaging

# Item Code Package Description Marketing  Start
Date

Marketing  End
Date

1 NDC:70 6 8 8 -
0 50 2-1 1 in 1 CARTON 0 5/0 2/20 16

1 1 mL in 1 SYRINGE; Type 2: Prefilled Drug Delivery Device /System
(syringe , pa tch, e tc .)



Kastle  Therapeutics, LLC

2 NDC:70 6 8 8 -
0 50 2-2 4 in 1 CARTON 0 5/0 2/20 16

2 1 mL in 1 SYRINGE; Type 2: Prefilled Drug Delivery Device /System
(syringe , pa tch, e tc .)

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

NDA NDA20 356 8 0 5/0 2/20 16

Labeler - Kas tle T herapeutics , LLC (080134022)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

Genzyme
Co rpo ra tio n 0 9 8 0 6 6 215 MANUFACTURE(70 6 8 8 -0 50 2) , ANALYSIS(70 6 8 8 -0 50 2) , PACK(70 6 8 8 -0 50 2) ,

LABEL(70 6 8 8 -0 50 2)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

Genzyme Haverhill 229 5228 42 PACK(70 6 8 8 -0 50 2) , ANALYSIS(70 6 8 8 -0 50 2) , LABEL(70 6 8 8 -0 50 2)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

Internatio nal Labo ra to ry Services, Ltd 77738 19 6 3 STERILIZE(70 6 8 8 -0 50 2)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

Io nis Pharmaceutica ls Inc . 0 118 29 9 16 API MANUFACTURE(70 6 8 8 -0 50 2) , ANALYSIS(70 6 8 8 -0 50 2)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

PCI Pharma Services 0 532170 22 LABEL(70 6 8 8 -0 50 2) , PACK(70 6 8 8 -0 50 2)
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