
uectorcori3oration 
A FREUND GROUP COMPANY 1 

675 44th Street, Marion, IA 52302-3800 
Voice: 319-377-8263 l Fax: 319-377-5574 
Web: vwwvectorcorporatiorwom 

March 7, 2002 

IS0 9001 Certified 

Public Docket #95D-0349 
Dockets Management Branch (HFA-305) 
Food and Drug Administration 
5630 Fishers Lane, Rm. 1061 
Rockville, MD 20852 

To Whom It May Concern: 

Vector Corporation is now manufacturing and marketing our own high shear granulator mixer system and 
would like to be listed in the appropriate areas of the SUPAC equipment addendum. For your reference, I 
have enclosed our standard product line brochure and style sheet that describes the system. 

Name of SUPAC document: SUPAC-IRJMR: Immediate Release and Modified Release Solid Oral 
Dosage Forms Manufacturing Equipment Addendum. 

Nature of the proposed change: Add “Vector” as an example to the following 
classes/subclasses: 

Class: 
Subclass: 

Convection Mixer 
Vertical High Intensity Mixers (Top or Bottom Driven) 

Class: Wet High-Shear Granulation 
Subclass: Vertical (Top or Bottom Driven) 

Proposed equipment listing: Vector 

I have sent two copies of this same request and sales information to the Quality Implementation Staff 
(HFD-357) at: 

Food and Drug Administration 
Center for Drug Evaluation and Research 
Ofice of Pharmaceutical Science 
5600 Fishers Lane 
Rockville, MD 20857 

Sincerely, 

Vice President of Engineering 

GS/dd h 95D-034oT 
Enclosures: 

Technical Brochure and Style Sheet (3 copies) 

Gregory R. Smith 
Vice President, Engineering 

greg.smith @ vectorcorporation.com 

675 44th Street, Marion?A 52302-3800 
Telephone319-377-8263 
Facsimile 319-377-5574 IS0 9001 Certi@ed 

SU P.q 



Efficient and Homogeneous Granulation and Mixing of Powders: 
Reproducible Granulation Process - Narrow particle size distribution - 

Excellent flowability - Ideal compressibility characteristics - High Mechanical Strength 

Ease of Access, Operation, 
Inspection, Cleaning 

l Operator Safety (floor level) 
l CIP System 
l Safety Interlocks 

Bowl Cover 
l Fixed Position 
l Safety Ring 

l Inspection Opening 
l Air Filter 

l 3 Dimensional Prcduct Flow 
l Confomx to bawl shape 
l Precision Tolerances 
l TopDrive 
l No lift device required 

for removal 
l 316 Stainless Steel 
l VariableSpeed 

l Removable 
l Precision Tolerances 
l Matches Shape of Mixer Irnpeller 
l Drcrin Valve for Cleaning 
l Reduced C&m-up Time 
l No Drive Seals in Product &ea 

l No Bearings in Product Arca 

l 3 16 Stainless Steel 
l Jacketed (opt.) Product Discharge 

l Pneumati~y Opera?4 
l Vertical Outlet 
l Flush Radius to Bowl 
l CIP Ports (opt.) 
l 316 Stainless Steel 

m vector 
corporation 

l Raises and Lowers Bowl 
l Precision Movement and Control 
l NoHydraulics 

BowlCClIt 

Full Length Enclosure 
l Isolates Motors 
l W 
l Removable for Service 

In-wall Design (opt.) 
l All motors and utilities are 

totally out of prcduclion area 

Control System (onboard opt.) 
l PLC Ebed Machine Control 
l Output Controlled Granulation 
l End Point Determination (opt.) 
l Fully Automated Processing (opt.) 
l Batch Documentation (opt.) 
l Total System Integration (opt.) 

mopper 
l TopDriven 
. Dualsped 
l 3 16 Stainless Steel 

Removable Seal 
. GMPclecming 
l Positive Compression 
l Dust Free Sealing 
l Silicone 

\ Lift Screw 

. TransportsBowl 
l Remote Clecming 
l Product Handling 
l Production Efficiency 

ISO- 900 1 Certified 
675 44th Street l Marion, Iowa 52302 
Phone: 319-377-8263 l Fax: 319-377-5574 
E-Mail: vector sules@vectorcopration.com 
Web: www.vectorcorprcckon.com 



Efficient and Homogeneous Granulation and Mixing of Powders: 
Reproducible Granulation Process - Narrow particle size distribution - 

Excellent flowability - Ideal compressibility characteristics - High Mechcmical Strength 

GMX-5~25~75~150~300~~~1200 

Free standing Design 
l Floor Level Operation 
l No Platform Required 
l Ease of Access, Opera-lion, 

Inspection, Cleaning 
l Operator Safety (floor level) 
l ClP System 
l Safety Interlocks 

Bowl Cover 
l Fixed Position 
l Safety Ring 

l Inspection Opening 
l Air Filter 
l Liquid Fill Opening 

Mixer Impeller 
3 Dimensional Product Flow 
Conforms to bowl shape 
Precision Tolerances 
Top Drive 
No lift device required 
for removal 
316 Stainless Steel 
Variable Speed 

/ 

Product Bowl / ~- 
Removable 

Full Length Enclosure 
l Isolates Motors 
l GMP 
l Removable for Service 

In-wall Design (opt.) 
l All motors cn?d utilities are 

totally out of production area 

Control System (onboard opt.) ~ 
l PLC Based Machine Control 
l Output Controlled Granulation 
l End Point Determination (opt.) 
l Fully Automated Prccessing (01 
l Ebtch Documentation (opt.) 
l Total System Integration (opt.) 

Chopper 
l TopDriven 
. Dualspeed 
l 3 16 Stainless Steel 

Removuble Seal 
. GMPckming 
l Positive Compression 
l DustFreeSealing 
l Silicone 

\LiftScrew 
l Raises and Lowers Bowl 
l Precision Movement and Control 
l NoHvdraulics 

Precision Tolerances 
Matches Shape of Mixer Impeller 
Drain Valve for Cleaning 
Reduced C&m-up Time 
No Drive Seals in Product Area 
No Bearings in Product Area 
316 Stainless Steel 
Jacketed (opt .> l?roduct Discharae G- ) 

l Pneumati~y Operated 
l Vertical Outlet 
l Flush Radius to Bowl 
. CIP Ports (opt.) 
l 3 16 Stainless Steel 

l Remote Cleaning 
l Product Handling 
l Production Efficiency 

vector 
corporation 

ISO- 900 1 Certified 
675 44th Street l Mcuion, Iowa 52302 
Phone: 319-377-8263 l Fax: 319-377-5574 
E-Mail. vector. sales@vectorcorpxahon corn 
Web: www.vectorcopralioncom 
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Efficient and Homogeneous Granulation and Mixing of Powders: 
Reproducible Gbnulation Prccess - Narrow pcuticle size distribution - 

Excellent flowability - Ideal compressibility characteristics - High Mechanical Strength 

Free standing Design 
l Floor Level Operation 
l No Platform Required 
l Ease of Access, Operalion, 

Inspection, Cleaning 
l Operator Safety (floor level) 
l ClP System 
l Safety Interlocks 

Bowl Cover 
l Fixed Position 
l Safety Ring 

l Inspection Opening 
l Air Filter 
l Liquid Fill Opening 

Mixer Impeller 
l 3 Dimensional Product Flow 
l Conforms to bowl shape 
l Precision Tolerances 
l TopDrive 
l No lift device required 

for removal 

l Precision Tolerances 
l Matches Shape of Mixer Irnl xller 
l DrainValvefor Cleaning - 
l Reduced Clean-up Time 
l No Drive Seals in Product Area 

l No Bearings in Product Area 

l 316 Stmess Steel 
l Jacketed (opt.) hroduct Discharge 

l Pneumatically Operckd 

l Vertical Outlet 
l Flush Radius to Bowl 
l CIP Ports (opt.) 
l 316 Stainless Steel 

m vector 
corporation 

Full Length Enclosure 
l Isolates Motors 
l GMP 
l Removable for Service 

In-wall Design (opt.) 
l All motors cmd utilities are 

totally out of prcduction area 

Control System (onboard opt.) 
l PLC Based Machine Control 
l Output Controlled Granulation 
l End Point Determination (opt.) 
l Fully Automated Processing (opt,) 
l Batch Documentation (opt .) 
l Total System Integratien’(opt.) 

l lop unven 
. Dualspeed 

l Positive Compression 
l DustFreesecrling 
l Silicone 

\Lift Screw 
l Raises and Lowers Bowl 
l Precision Movement cmd Control 
l No Hydraulics 

Bowl cart 
. TransportsBowl 
l Remote Cl-g 
l Product Handling 
l Production Efficiency 

ISO- 900 1 Cetiied 
675 44th Street l Mtion, Iowa 52302 
Phone: 319-377-8263 l Fax 319-377-5574 
E-MC& vector.scrles@v~or~~r~on.com 
Web: www.veztorcorpr~on.com 
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