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Dissolution Apparatus: Manufacturer

Agilent Technologies

Model #

708-DS

Serial #

MY13488412

MECHANICAL QUALIFICATION REPORT SHEET - PADDLE APPARATUS

Calibration Point of . )
Parameter Measurement Results Tools Used Specifications
Vessel Plate Level gl n: Agilent 280-DS IM =0.5% from horizontal
-0.2 0.2 SN MY 15282016 -
- 5 - p
Shaft wobble 2 em above top of paddle. L_04mm 2 04mm g'gl;:;;llgggg?“ = 1.0 mm total runout
5 5
3 0d4mm 4 03mm : U
5 07mm 6 0.2 mm
7. 02mm & OS5mm
- 5. , -
Shaft verticality Along shaft ml: N . Agtl"m 280-DS VM =(.5% from vertical
L: 0.2 203° | sNMY15282015
Record results at 2 points x 0.3° -0.2°
that are 90° apart, 3 -0.2 -0.2°
4 -0.2¢ -0.1%
3: -0.3° -0.3°
6: -0.2° -0.1°
T -0.2° 0.3
& -0.2°% -0.2
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Specification

Select Compliance Specification for Defaults
ASTM E2503-07
. FDA DPA-LOP.DO2

Specii USP Toolkit 2.0 |

Basket & Hei ; T 2 mm or within % n/a

Rotational Speed 50,100 + 20 om or within % na
Shaft Wobble < 10 mm total runout n/a
Shaft Verticality ¢ 05 * from vestical n'a
Basket Wobble ¢ 10 mm total runout n/a
Vessel Certering ¢ 10 mm from center line n'a
Vessel Vericality ¢ 10 * from wertical n/a
Vessel Plate Level ¢ 05 *from horizontal nfa
Bath Temperaturs |3?.D + |05 T n/a
Vessel Temperature |37".D + |05 T na
Vibration < 300 E n'a

5. EHIThEESRIFM ASTM. FDA B¢ USP TEFEREZFIZIFRAESH
[ Trend Measurements |

Select Dissolution Apparatus Select Operator Select Approval
[My13488412 - [AGILENT'ak000001  ~| |Reviewed -
Select Measurements Select Time Span

Rotational Speed Start Date 8/ 12014 @~

Shaft Wobble B End Date 1211/2005 @+

St Nerbcty - Select Viessel Postions

RS
Basket Wobble [l G
Vessel Centering B 3
Clear Al
Vessel Vericalty 0 | Cear |
Vessel Plate Level [ 18
Plat Trend
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User 1D k000001
Q Password
Domain AGILENT -
Dissohion Server e 5ol 6757
This softwane i intended for use by authonzed personned only
[ togen | [ cancel

B Discieion Workaion L

The Dissolution Workstation has been locked. Please
application

cick the ik balow 10 uriock the % Agilent Technologies

User: AGILENT k000001
Locked At- 3/17/2016 11:26:51 AM

31772016 11:26:57 AM
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S0 120806 PM  Logon SOOSTEMNL  AGLENTI0001 B
SADMS ISP Locked fostonton SODSTEMAL  AGLENT 00001
SRS LMETPM  Logl SOGATEINL  AGALENT 000001 ~
SIS TP Logm SCOSIEMNL  AGLENTIskI0001 Reason Code  Update
BRI NMPM  Uniocked Applomon  SOOSTEMAL  AGALENT s I00M
SAIA A0 P Tewrested fppleaton  SOCATSMAML  AGILENT 00001
SRS FHETPM  Logee SOGAISMN|  AGHLENT @00001
BRNSLITHPU  Torrmed fopicaton  SOOSTFHML  AGLENT 00001 Change Descrption
PINEEIRVTPM Logon SOGHISMMNL  AGHLENT k000001 1
SA0ICTE TN PM Teswated Appicaton  SOGATEMNNL  AGILENT s 100001
WIS A Logm HOATEMAL  ADLENT 0000
SILTOIHIGI0AM  Temated fogtoaton BOGITSMAL  AGLENT k00001
PIRTUETITEAM  Logon SOGSYSMML  AGILENT wI00001
RO IR AM  Temraed dpgicaton  LOITEMNL  AGLENT 00001
PINBI BB Logen OATSMNL  ARLENT @k 00001 i
SILN TGS AN  Temwated fopicaton  SOGATSMNL  AGHLENT w0000 |
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ST TIIN PN Tuweated fpskcation  SGITEMAL  AGLENT 00001 i
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Change report for Method 1D 2
Database Server: 5CG51534NL\DISSOLUTION
Comparing Version 1 to 2 for Product : Qbd Disso MQS51
Par. r Versi AGI ke Vi I k! 1
Time H30/2015 11:36:45 AM 930/2015 11:56.02 AM
Reason Code Created Updated
Change Descnption Method Created included more specificaion 1o increaase
the stringency of method
Document ID XegOB1IOJRAMY sRAOLAIIITlzg= 25d+jRTZnxBsQwbZEMYNKkVU3VM=
Compliance Specification FOA DPA-LOP 002 Custom
Specification Changes
Difference  Test Specification
Added Vessel Plate Level Limit = 0.5
Added Vibration Limit = 30.0

E 8 A) ReBZEREN, ETRFEFENATRAMKRICRIIIES. B) BR#HTE
AERHEH AR ERNREE, C) BoLERAE R UNERG AR TR LEBIRE



- XBER EENHEFRERE -
BRNEREXER, ENEERR
ERATIIRNE: KRESNE
RENURERIA. TR
FMEgE, URSE/BEXNS
X (MEE. #E. JEXFE
EZ5%) (B9)

MIRIBEREE: NG RETHE
280-DS R4 _EHMITIRIENEEED
s, & 21 CFR Part 11 B9 %!
RAREXR: (a) BEUSERER.
TENBFICREIE, BEETH
BENIEEBHOENEHFHITIRE.
HIZMES; (b) FRIFICR LU
REBMERREFHARALIE
o, RESH9RE (B 10)

fone MQS Testi)|

SB[ « » N3 A& S | | Qeiy | |t optons |

hmmw|

Signatures

Time Reason User 1D

10/9/2015 12:13:43PM Reviewed AGILENT\ak000001

E 9 BFEEZREE

A

Dete fd Propaties Fiter List Dissoution Apparats Dus by Dt Test Fter
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End Date W25 G [ o Status - B

Dissos Apparstus SN - List Disscution Apparatus Cument Qualfication Records

ZR005 Module SN = | Position Component. Serial/1D
| Number
1 |=| PADDLESHAFT ~ CMO58168
2 |»| PADDLESHAFT ~| CMO38176
3 |»| PADDLESHAFT = CMOS57957

= 4 |=| PADDLESHAFT =| (CMOS8010

T4 3730/2015 1:02PM b Dsso MOS1 _ CANCELLED

27 SI0205206PM GhDssoMGST  PASSED NYIM12 Comglt  SADAUIS 12002015  LSOde  AGLENTKI gimim| PADDLESHAFT =] CMOST!
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= 10/3/2015 11034 GbD_Disso_TEMP PASSED MITMEMI2 Complat 1092015 4732016 (SCHda  AGILENTaktN| 4 = =;
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http://www.agilent.com/cs/library/
periodicals/public/5991-0073ENUS_
low_res.pdf

2. Redefining Dissolution Qualification
— An in depth Examination of the USP
PVT and the ramifications of moving
to a fully mechanical qualification
(BEMENBLHERIE — RNETE
USP PVT R E ¥ e ENMIIEE
BREIRINE) , KREEFHZ L E] LCGC
HRZB, HhRS 5991-6754EN

3. FIP Position Paper on Qualification
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ncbi.nlm.nih.gov/pmc/articles/
PMC2802143/pdf/12249 2009 _
Article_9291.pdf
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