pharmaxis | rFM-359-05 Date Jifective: Page 1 of 2

SPRAY DRIED MANNITOL BLEND RELEASE

Specification Number; | SP-504 _Qi__ Blend Lot Numbert |
.'Pl.'oduction records have been review.éd and comply with requirements. (PIs, forms .and
associated records other than LBs) Y Aﬁé/géf? S #y< 3
Room/Equipment | 1,B-133 Blendiag Room - B1.018 Vil Loty Sy
Lotg..book zev;ewc?d, L.B-134 Solution Prep Room —B1.017 - Loghook 7 sy Xi/{{/{yz{ 5l
62 ue]s ai_ﬂ:’ SaNE | 1B-137 Spray Dryer Cyclone Room —B1.011 - Logbook ' Mg{@é@ /Mfé 73
com i 7
requ;i)r:ments LB-138 Spray Dryer 1 Bag Filter Room —B1.014 Logbook A ,Z,/ ,é,s/gzéﬁj}//‘,%@&
LB-145 IBC Tag No. 00410 for 350kg Logbook (spray drying) /@/ /%u‘;«f@‘é’ﬂ(?{ ;62’29/ s
LB-145 IBC Tag No. 00410 for 350kg Logbook (blending) ] %ﬁg/é‘fré’f(‘) At R
Test results conform to specification g% Mﬁf;{fw/ «/%ﬁ,é >
Raw materials released and within expiry at time of consumption d M{%};}J Zﬁ%(, A
LA
SR Recmddeta:ls N ] Initial andDate
Ingident reports appr 0p1 iatgly resolved
(D créluoosmn{/c cak/Ems” Nt
OOL/EBI) /),( o /’/Kuz =
DOM of first sub-batch 0 /‘w 73 / /( 35 /{L,LQ 73
Expiry date of first sub-batch 045y Q 74 { ,ﬂ/ 23 M s
DOM of Blend 07/’{1@2») %/))/%@/,J
All spray dried mannitol sub-batches within expiry at titde of consumption ,/(’ 3 /}%f:d <
Expiry of Blend O Gd,f 25 /;; 3 “ o 7)
No restrictions/conditions for release /
s All tests required as per SP-504 performed
and comply .
»  Norestrictions/conditions arising from Mo mealy chon s
incident reports ’ /f,f)/ 2w 2%
»  No restrictionsf/conditions arising from : ‘Lj .
restrictions/conditions on use of starting
material
Details of conditional release/Comments
Quanfity n PLI8 () | 59227 7 |:.Qu.aﬁﬁt;sf.entered‘i.n*-N.a.visio:u' ® | $7227 14
[
_Batch meets’ requu ements for (tlck box) | Fullrelease = | / | Conditional velease = ]
: (SIgn aud__date) %/{{fé&/{ff JW’LL& 25
Production record scanned, ELB-091 completed T plbeeatire 20l 20
. 4
Authorisation signature and date; F,’?.\ W gl Reference; SOP-295

Confidential, Staff must comply with thefucrent version of the document, Reproductions of this document are uncontrolled and may nel be the cuirent
version, Not for unauthorised disteibution. TE-002-03
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SPRAY DRIED MANNITOL BLEND RELEASE

SPlftlnN“mb

SP-504-

Blend Lot_N_'_‘_"_"ber- ATy

TGRS 4 7 fons 23 S ! el 73
N _.n:; ’ o
TE A -
40 -Un0 /? A ‘”j;
- . -y
.32 e Ul s WL 7 .
DAY - e 7 fai ;-f} - H il / J ‘,f‘/f(:;f( 5
L/
. B Raw Maternal llSt for manufactured Spray Dr:ed Manmtol Blend S
Materlal Name e Lot Number ' Slgn and Date

Batch Number .- '-

Raw matel ial manmtoi SP 001

e Ny T
e e 2

Raw material mannitol, SP-001

77
3,8

Raw material mannitol, SP-001

Authorisation signature and date: b‘_/ﬁ 19 P

Reference: SOP-295

Confidentinl, Staff must comply with the-efirrent version of the document, Repreductions of this document are uncontrolled and may not be the current
version. Not for unauthorised distribution,

TE-002-03
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13-Dec-21

PROCESSING INSTRUCTION:
SPRAY DRIED MANNITOL BLEND (SP-504)

Issued By/Date // - GhAuga 3 Lot Numbers M3 - @i?{

Name o Position o : _Sig_;n_aftui"e' '_2; Date
Author: Pouria Nooshin Packaging Leader‘ f’;? hJ;-— DENV2 \
Checked By: | Rajendra Sambasivam Production Operator APt 24 N pu)
%i(;l:wd by Aa1'011:'poolcy QA Manager ,ﬁ} . 74 Nﬂ V71
Authotised by: Stcphén Dufty Production Managet gé / % 76 /”.{3‘_'?’3/

1 PRODUCT DESCRIPTION

1.1 | Product Description Spray Dried Mannitol Blend

Specification Number

(Include version number) SP-504-
Strength N/A
Batch Size: R

Enn ] /_:ﬁ{.'f::'{ L Lo
Blend expiry date (60 days from date of .
manufacture Qf-d_lde@;st sub-batch) . GLU

77

g

COMPLETED BYDATE: |/
> XNSURE SAFETY PRECAUTIONS ARY: TAKEN AT ALL TIMES.

» FOLLOW THE STEPS IN ORDER AS SET OUT IN THE PI,

» REPORT AN_-'-S{-'INCIDENTS TO THE SUPERVISOR IMMEDIATELY,

Confidential. Staff must comply with the current version of the document. Printouts of this document are uncaniralied and niay not be the

cwrrent version, Not for unau{horised distribulion,

TE-011-07




phormaxis PI-118-09 Daltg_];‘)if:f’zti"e‘ Page 2 of 11

PROCESSING INSTRUCTION:

SPRAY DRIED MANNITOL BLEND (SP- 504)

_E\-'%\_\. —‘—f; i&

Issued By/Date // R r{ A “j “; > | LﬂtNumbel

2 BILL OF MATERIALS
Prior to processing, the Production Supervisor must specify below the lot numbers, fractions &
quantities of Spray Dried Mannitol to be included in the blend.

The Production Supervisor must then calculate the total assigned quantity & verify that the total
is within the Blender Weight Limits specified,
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Confidential, Staff must comply with the current version of the document, Printouts of this document are uncontrotled and may not be the

current version, Not for unauthorised distribution. TE-011-07
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13-Dec-21

PROCESSING INSTRUCTION:

Issued ByDate 57

SPRAY DRIED MANNITOL BLEND (SP- 504)
7 by o OIS0

3

ROOM & PRINCIPAL EQUIPMENT

3.1

Room & Principal Equipment (20RR):

Blending Room (B1.018)

Frewitt Coniwitt-150 Conical Mill (Tag: 00405)

Mueller CONT350-CI000-K-08357 350 Kg IBC (Tag: 00410)
Miiller Blender Column Lifter (Tag 00412)

s Calibrated Balances

3.2

Login to the Blending Room (B1.018) - Logbook (LB-133).

COMPLETED BY/DATE: SRoifa 5175

4 CLEANING CHECKS

4.1

Is this the first lot to be manufactured after a major clean? EB’?ES £NO
If Yes, Check
If more than 5 days have elapsed since the equipment was last samtlsed then:
s Re-sanitise all product contact surfaces with 70%IPA.
s Record re-sanitisation on each Equipment Cleaning Tag (FM-231) for the IBC, Mill,
Column Lifter & Parts and also in the Blending Logbook (L.B-133).
o Ensure all surfaces are dry.
¢ Attach each Cleaning Tag (FM-231) & Major Cleaning Records (FM-288, FM-296 &
FM-286) for the IBC, Mill & Column Lifter to the processing instructions.

If No, this section is not applicable.

Sign below when it is confirmed that the equipment is within the sanitisation expiry time.

COMPLETED BY/DATE: S o dn6.2%

5

ROOM CONDITIONS

5.1

Check EMS for alarms (as detailed in SOP-244 — from local connection in B1.034).

If no alarms are present on the EMS regarding the pressure differential, temperature and
relative humidity in Room B1.018, then it is accepted that all values are within their
acceptable ranges for production to occur,

If an alarm is present do not proceed with the batch until the conditions are restored to within
acceptable limits (no alarms) or a Deviation report (FM-016) has been raised and approved.

COMPLETED BY/DATE Silaes L

5.2

Confirm that the Nitrogen supply is turned on.

COMPLETED BY/DATE: 2 g E S

Confidential. Staff must comply with the curcent version of the document. Printouts of this document are uncontrolled and may not be the
current version. Not for unauthorised distribution. : TE-011-07
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13-Dec-21

PROCESSING INSTRUCTION:

SPRAY DRIED MANN ITOL BLEND (SP 504) _

BRI Lot Numbe:

ROOM CLEARANCES

6.1

Ensure the room is clear of all unnecessary material — refer to SOP-142. Room clearance is
performed as per FM-391 by the second trained person (not involved in completing the above
steps).

COMPLETED BY/DATE: SO g T

/,f“

ROOM CLEARANCE CHECKED BY/DATE: "~ = " -7 2.0

BLENDING PROCEDURE

7.1

Complete Blender set-up as per SOP-262. Ensure all safety precautions are adhered to.

COMPLETED BY/DATE: HFO L4 Gy

7.2

Install the vibrational hammer on the IBC.
Confirm that the vibrator is operational — if not, alert the Production Supervisor and do not
proceed with batch until fixed.

COMPLETED BY/DATE: SO g gz

7.3

Set up the Frewitt Coniwitt-150 Conical Mill (Tag 00405) according to SOP-257.

| Set the Mill speed to 500 rpm and use a 3 mm screen (Serial No. 432501 only).

Ensure the Mill is set up correctly by testing it first. Ensure that the screen and rotor are not in
contact with each other,

COMPLETED BY/DATE: St gag 2’

CHECKED BY/DATE:

7.4

Record the balance to be used for weighing step:

Balance Used (Tag): oo 27

* Weigh each assigned fraction of Spray Dried Mannitol and record the gross weight.
* Empty the contents of each bag into the IBC.

* Weigh the empty bag and record the tare weight,

Calculate the net weight of each fraction added to the IBC.

Calculate the total net weight of Spray Dried Mannito] fractions added to the IBC.
Verify that the total is within the limits specified.

Complete FM-006 Inventory form for each Spray Dried Mannitol Iot used,

» All weights & calculations are to be checked by a 2™ Operator.

Confidential. Staff must comply with the current version of the documest, Printouts of this document are uncontrofled and may ot be the
current version. Not for unauthorised distzibution. TE-0E1-07
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SPRAY DRIED MANNITOL BLEND (SP__-504)

PROCESSING INSTRUCTION:

//,7 @*—f fﬁqué@ Lot :.:.'umber v J\\% @39\
Lot | Fraction \g‘fsﬁ ) “T;"; | st | Completed | Checked by
Number | Number g g g by/Date Date
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Total Powder added to IBC (56kg- 60kg)...(a): | 8| srostpray’ e
e & R )}(' T

sacfl fed 1%

current version. Not for unauthorised distribution.

Confidential. Staff must comply with the current version of the document. Printouts of this document are uncontrolied and may not be the
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phormaxis PI-118-09 Date Effective: Page 6 of 11

13-Dec-21

PROCESSING INSTRUCTION:

Tssued ByDate 7/

SPRAY DRIED MANNITOL BLEND (SP-504) |

7.5 | Login to the control panel. Perform the following steps as per SOP-262.
Set the blender speed to 15 rpm. Set the blending time to 10 minutes. Enter the Lot Number
of the batch to be blended in the following format MY Y-XXX. The checker shall ensure the
correct data as recorded below is manually entered on the Blender HMI.
Blend Speed Entered: 15 rpm
Blend Time Entered: 1O minutes
Lot Number;: M 2™% - % 7.
COMPLETED BY/DATE: SR pu 2R
CHECKED BY/DATE: __
7.6 | Blend the batch as per SOP-262.
If any stoppages are required record the details in the minor incident form.
Stoppages: pl g (N/A if not required)
Refer to Deviation: Hle (N/A if not required)
COMPLETED BY/DATE: DALMY LR
7.7 | Remove the blender printout. Check that Blend Speed, Blend Time and Lot Number are the
same as the Blender HMI. Attach printout to PI.
Initiate a Minor Incident Report if there is a difference observed.
COMPLETED BY/DATE: FTRoTPRA RS
MILLING PROCEDURE
8.1 | Place a tared sterile Size 2 plastic bag (with WIP label attached outlining details of batch and

tare weight) underneath outlet funnel and start the Mill.

Feed the Spray Dried Mannitol Blend gradually as detailed in SOP- 257 into the Mill hopper
(to ensure no grinding of the powder occurs).

In order to ensure each bag is closed properly, try to limit each bag maximum quantity to
approximately 7,500g. Seal each bag after filling. Change the bag intermittently throughout
the process and label bags as 1, 2, 3...

COMPLETED BY/DATE: SRCA a2

CHECKED BY/DATE: (g ey 23

Confidential. Staff must comply with the current version of the docwment. Printouts of this document are uncontrolled and may not be the
current version. Not for unauthorised distribution. TE-011-07
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PROCESSING INSTRUCTION:

SPRAY DRIED MANN ITOL BLEND (SP-504)
T f{} L%; Aﬁf aj\i E Lot Numhel ._: _

8.2 | Weigh minimum 50g sample from each bag for QC sampling.

Use a clean spatula to sample from different locations in each bag, Immediately reseal each bag
after sampling.

Place the samples in tared, labelled sterile plastic containers & close. Care must be taken
when placing the lid onto the sample container. Do not use force. Ensure lid sits evenly.
Calculate the total. All weights, calculations & sample labels must be checked by a 2™ Operator.

Balance Used (Tag): o {27
Bag Number Sample Gross Weight Tare Weight Net Weight
Bag 1 QC: D64 g L3y g C1.2- 8
Bag 2 QC: g g 139 g iy g
Bag 3 QC: 44:% g g‘;ﬁ‘}‘g g .5 g
Bag 4 QC: 755 gl 4uz g e 8
Bags | QG 954 | &34 8| s 8
Bag 6 QC: G%-T g8l 439 g 54.¢ g
Bag 7 QC: g by g L34 g iy g
Bag 8 QC: 465 gl 4%y g £7.¢) g
Bag 9 Q| T o Wi 8 g
Bag 10 QC: g T gl 8
Total Weight of Samples...(b): | /1 &7 g
COMPLETED BY/DATE: O Pn G2

CHECKED BY/DATE: /w VIS EES.
[a’ £ 3

s

Confidential. Staff must comply with the cursent version of the docurient. Printouts of this document are uncontrofled and may not be the

current version. Not for unauthorised distribution. TE-011-07
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Date Effective:

PI-118-09 13-Dec-21 Page 8 of 11

PROCESSING INSTRUCTION:
SPRAY DRIED MAN NITOL BLEND (SP 504)

o ) B\t i FRLOY
8.3 | Weigh each Spray Dried Mannitol Blend bag & calculate the total. Complete the WIP labels:
e Record the weight on the WIP label.
o Record the expiry date (from section 1 on page 1) on the WIP label
All weights, calculations & bag labels must be checked by a 2" Operator.
Balance Used (Tag): ey
opray DEed | Gross Weight Tare Weight Net Weight
Bag 1 Li%% .0 g RN g LETo S g
Bag 2 Tshro Bl ok 8| 74362 8
Bag 3 TEdo O g fipq gl 5ol g
Bag 4 % s g e g g 1577 g
Bag 5 TATL O g i g 5L g
Bag 6 6560 Bl 1144 8| U543y B
Bag 7 7607 ¢ g ple-q g her s 8
Bag 8 154750 8 i g TLBi Y8
Bag 9 e g g
Bag 10 g ;R .5
Total Spray Dried Mannitol Blend......(¢c): ST 8
COMPLETED BY/DATE: . ;1 O
CHECKED BY/DATE: / f/”‘ @7 Py g 25
8.4 | Place each bag in a second sterile plastic bag & seaj the second bag.
COMPLETED BY/DATE: S6l O gn sz
8.5 | Initiate FM-006 (Inventory Intermediate/WIP) for the Spray Dried Mannitol Blend.
COMPLETED BY/DATE: SReAgn
8.6 | Calculate the Lot expiry date below;

The expiry date for Blend (SP-504) is 60days from the date of Spray-Drying of the oldest sub-
batch included in the blend.

Lot Expiry Date: oLt 27

COMPLETED BY/DATE:

CHECKED BY/DATE:

Confidential. Staff must comply with the current version of the document. Printouts of this document are uncontrolled and may not be the
current version, Not for unauthorised distribution,

TE-01§-07 "
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PROCESSING INSTRUCTION:
SPRAY DRIED MANNITOL BLEND (SP-504)

L PATER

g | =(b)+(c), refer 8.2 & 8.3

9 YIELD
9.1 | Calculate the yield. The calculation must be checked by a 2™ Operator.
Total Blend Output......(d): 5644 4
Total Powder added to IBC: éggé 7.5
Yield: =
Yield Limits: 97 -101 %
Yield within limits (circle): (Y)! N

COMPLETED BY/DATE: SO P A2

CHECKED BY/DATE: {/Lw xﬁw 2

g|=(a),refer74 S5 O i 4
% | =[(d)/ (@)] x 100

COMPLETED BY/DATE: S

S r S

9.2 | Photocopy the printout from the blender, sign the copy & attach to the PL

10 LABELLING AND STORAGE

10.1] Store the labelled bags in the WIP storage area in the clean room (B1.021). Ensure all bags
from the same batch are store on the same rack.
All the labels completed must be checked by the 2nd trained person for the accuracy of the

details entered. pe gk 25
COMPLETED BY/DATE: S el of ga gl
7 . .
CHECKED BY/DATE: /.~ R R
11 CONSUMPTION & OUTPUT
11.1| Calculate the total consumption of all the materials used.
All consumptions must be checked by the 2™ person. :
Material Specification Lot Number Total quantity used
Number per lot (Kg)
Spray Dried Mannitol Individual Batch SP-503 Mi% -0 26 i 34 o2 1’5‘}»"’"
Spray Dried Mannitol Individual Batch SP-503 U2 - D0 Db, L £y by
Spray Dried Mannito] Individual Batch SP-503 g L 33 Ao k ¥
OUTPUT SP-504 M2s-0%2. | 5922779

COMPLETED BY/DATE: S04 2u 42'%

- ;1?

3

CHECKED BY/DATE: S s ey
A

Confidential. Staff must comply with the current version of the document. Printouts of this document are uncentrolled and may not be the

current version. Not for unauthorised distribution.
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P1-118-09

Date Effective:
13-Dec-21

Page 11 of 11

PROCESSING INSTRUCTION:

SPRAY DRIED MANNITOL BLEND (SP 504)
| @’*&'Affj‘é»Lot Numbel :}LE @3\ S L

Tosued ByDate 7

13 NAVISION & TRENDING UPDATE

13.1 | Perform Navision Production Journal transactions as per SOP-165 and enter Trending as per

SOP-241.

COMPLETED BY/DATE:

SR 6075

14 BATCH REVIEW

14.1 | Verify Navision Production Journal transactions as per SOP-165.

(£ AL 2 &

COMPLETED BY/DATE: 471

14.2. | Ensure production journal is posted & trending is completed accurately.

COMPLETED BY/DATE: 5 2 i 10ut173

14.3 | Record any Associated Deviation, CR or CAR — to be completed by Production staff

Reports |+, j 4.

COMPLETED BY/DATE: (7 /é-dcic 15

14.4 | The Process Instructions & the associated documents have been reviewed as detailed in

SOP-291.

COMPLETED BY/DATE: [ 1i4vg 2 5

15 APPROVAL BY PRODUCTION MANAGER/PRODUCTION SUPERVISOR

These Processing Instructions & associated documents have been reviewed & the lot produced in

compliance with GMP, o
Print Name: ../ Vi ot e e Sign/Date: f-'»’/f P 2T
16 ASSOCIATED DOCUMENTS AND QA REVIEW
Include details of any associated documents
Associated Document Document Number Initial/Date

EMS OOL =
CAR Number(s) - —

DR Numbet(s) i gl S
NCPR Numbet(s) T -7 J
CRNumber(s) P
00S Number(s) P

BATCH DOCUMENT QA REVIEWED BY

Print Name:__ /2000 L b v fore Sign/Date:

ol

- A

Confidential. Staff must comply with the current version of the document. Printouts of this document are uncontrolled and may not be the

current version. Not for unauthorsed distribution.







phormaxis FM-286-04 Date Lffective: Page 1 of 1

16-Jan-19
MAJOR CLEAN RECORD FOR 350Kg IBC Tag 00410

1BC Tag no. e s SO
IBC Cleaned after Lotno: | 7721 — = 7 / 70% IPA Lot Number | 774 — e/ 1
Completed By / Date: /f;ﬂ o T 2

[
i

EQUIPMENT AND MACHINE PARTS

Surfaces — Exterior and Interior

Clean IBC lid according to SOP-191, Minor Equiptent Cleaning and Sanitising Procedure.

Connect and open the butterfly discharge valve on the IBC {o the drainage point in Equipment Wash
Bay Room (B1.028).

Sanitise the IBC Lid with spray ball assembly by spraying all internal/external surfaces with 70%
IPA. Inspect spray ball and hose — report any non-conformances to Production Supervisor,

Connect the WFT (o the spray ball assembly and clean internal surfaces of IBC as detailed in SOP-
256, Allow the WFT 1o flow through the spray ball assembly for a period of at least 3 minutes.

Wipe the external surfaces of the IBC using a sterile wipe soaked in WFI.

Bxternal and internal surfaces are to be sprayed with 70% IPA as practically possible.

Confirm by visual inspection that the external surfaces of the 1BC are clean and dry.

Completed By/ Date: { f’:;“’* oD Py LT

LEQUIPMENT INSPECTION AND APPROVAL

Inspect/check the folowing:

The equipment is visually clean, dry and fit for

use Equipment parts are visually clean and dry.

Thoroughly check equipment for visual signs of
any foreign particles (i.e. dust, rust on any part
efe) or any visible equipment or gasket dainage.

External surfaces of the equipment are clean and
dry

Area surcounding the equipment is clean, dry and

free of rubbish, The cleaning tag is attached to the equipment.

Sign below- only if the checker is fully satisfied that the equipment is clean and fit for nse.
Report any non-conformities immediately (o the Production Supervisor.

Completed By/ Date: S% 07 ¢ufi 23

g o, o
Aullhorisation siphnture and duale: {ji\{fj/\«/ } Tl T VY Reference: SOP-256

e

Confidentinl, Staff it comply with the cument version of the document, Reproduciions of this docincat are uneontrolied and may not be the earrent
version, Mot for uninuthorised distridmdion. TE-602-03
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ph Qrmaoxis FM-288-05 D‘;t;:-lig;:gm Page lof 1

FREWITT CONIWITT-150 CONICAL MILL (TAG 00405) CLEANING FORM

Lot Number

n Y S5OZ

ST e g
e Bm ki A

A e CHT T

LQUIPMENT AND MACHINE PARTS

1. | Mill Surfaces ~ External and Internal
Cover the electrical plug/cable with a plastic bag (fasten with a cable tie). Avoid direct contact with
WEI/IPA.,

In Wash Bay B1.028, spray WFI into the inlet funnef and up the outlet funnel until all visible
manaitol is removed from within the assembled mill housing.

Spray the mill’s-protective casing/enclosure and trolley with WFI until ail visible mannitol is
retmoved.

Dismanile the Frewitt ConiWitt-150 conical mill as described in SOP-257.

Thoroughly spray all minor parts (removed from main body of machine) with WFI until the parts are
visually clean. Rinse surfaces again thoroughly with WFL

Spray machine and all parts with 70% IPA and wipe down.

Wipe the external surfaces of the mifl using a sterile wipe soaked in WEL Spray and wipe all
external surfaces with 70% [PA.

Confirm by visual inspection that the machine and all parts are clean. Thoroughly check surfaces of
all parts for water marks or any residue,

Note: dividual PM23 1o

2. FEQUIPMENT INSPECTION AND APPROVAL
Inspect/check the following:

Equipment parts are visually clean and dry,
Ensure that no water marks or any residue on all
surfaces.

The equipment is visually clean, dry and fit for
use. '

Thoroughly check equipment for visual signs of
any foreign particles (i.e. dust, rust on any part

ete) or any visible cquipment or gasket damage,
Axea surrounding the equipment is clean, dry Individual cleaning tag(s) attached to the Mill and
_and free of rubbish its detachable parts.

External surfaces of the equipment are clean and
dry

2 & TFire &%

P

; .
; . . A - .
Authorisation signature and date: (; ';}T/'_}t-/“\-«—“\--n...._w S 2, 4‘( i % Reference: S0P-257

Confiential, Stall must comply with the current version of thie document. chlﬂluclimas of this document are uncontrolled nnd may not be the current
version, Nol for unanthorised distribution, TE-{02-03
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MULLER BLENDER COLUMN LIFTER (TAG: 00412) CLEANING FORM

Previans Lot Number: Recard Lot Number T0% 1A Lot Namber:
Column Lifter Clesned of 70% IPA used
After Batch: . - - s
gre So g |GRATNEN Ipp o okdz.
Completed By / Date: SE-Z 5 Tne 25

EQUIPMENT AND MACHINE PARTS

1. | Surfaces

Spray and wipe all external surfaces of the Miifler Coluinn Lifter with 70% IPA using the mobile
clevating work platform where necessary.,

Spray and wipe all surfaces of the safety access doors and panels with 70% IPA, Spray and wipe
both the operator panels with 70% IPA.

Confirm by visual inspection that the external surfaces of the Column Lifter, Safety Doors/ Panels
and operator panels are clean and dry.

Completed By/ Date: 375 %

2. EQUIPMENT INSPECTION ANI) APPROVAL

Inspect/check the following;

The equipment is visvally clean, dry and £t for

use Equipment parts are visually clean and dry.

Thoroughly check equipment for visual signs of
any foreign particles (i.e. dust, rust on any part
efc) or any visible equipment or gasket damage.

External surfaces of the equipment are clean and
dry

Area surrounding the equipment is clean, diy

and free of rubbish The cleaning tag is attached to the equipment.

Sign below- only if the checker is fully satisfied that the equipment is clean and fit for use.
Report any nen-conformities to the Production Manager/Supervisor

o~

g e 23

v d

Completed By/ Date;

N "
teali y . N~ el 1 o™ . SO
Authorisalion stpnature and dote; { )}l;;‘ ( o ‘,;; IS _';_))__!_)V. { | . | Reference: SOP-262

Conlidental, Staff must camply with the current version of the documcent, Reproduci%ons of this document arc wncondrolied nisd may nol be the cwrent
version, Not for unauihorlsed distribution, TE002-03
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MULLER BLENDER COLUMN LIFTER (TAG: 00412) CLEANING FORM

Previons Lof Number: Record Lot Number T0% IPA Lot Nambey
Column Lifter Cleaned of 70% IPA used CO8 - 0hAT
After Bateh: P IPA-NNNN AW o
5N¢7€T3 b *:-& "‘" \(vherethmmh!r )
Completed By / Date: IR S LTS

EQUIPMENT AND MACHINE PARTS

1. | Surfaces

Spray and wipe all external surfaces of the Milller Column Lifier with 70% IPA using the mobile
clevating work platform where necessary,

Spray and wipe all surfaces of the safety access doors and panels with 70% IPA, Spray and wipe
both the operator panels with 70% IPA,

Confirm by visual inspection that the external surfaces of the Column Lifter, Safety Doors/ Panels
and operator panels are clean and dry.

Completed By/ Date: Sl % P b

2. EQUIPMENT INSPECTION AND APPROVAL

Inspect/check the following:

The equipment is visually clean, dry and fit for

use Equipment parts are visually clean and dry.

Thoroughly check equipment for visual signs of
any foreign particles (i.e. dust, rust on any part
elc) or any visible equipment or gasket damage.

External surfaces of the equipment are clean and
dry

Area surrounding fhe equipment is clean, dry

and fiee of rubbish The cleaning tag is attached to the equipment.

Sign below- enly if the checker is fully satisfied that the equipment is clean and fit for use.
Report any non-conformities to the Production Manager/Supervisor

/’\

_.""l-’m o - 2’
Completed By/ Date: s _//.“Z"‘ 5 -]

R =
i " N T i . :
Autherisation signature and dafe: 1’- )}QD\, e \ (Q l)) ?")V‘;V" i cl‘ Refercnee: SOP-262

Confltentiak Siaff must comply with the eurrent version of the document. Reproductions of this docunsont are smcontroled and miny not be the current
version. Not for unanthorised distribution, TE-002-03
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FREWITT CONIWITT-150 CONICAL MILL (TAG 00405) CLEANING FORM

Lol Nosber

e 5

SPE 04T

LEeEAE e Y

EQUIPMENT AND MACHINE PARTS

1. | Mill Surfaces — External and Internal
Cover the electrical plug/cable with a plastic bag (fasten with a cable tie). Aveid direct contact with
WFI/IPA,

In Wash Bay B1,028, spray WFI into the infet fimnel and up the outlet funne! until all visible
mannitol is removed from within the assembled mill housing,

Spray the mill’s protective casing/enclosure and trolley with WFI until all visible mannitol is
removed,

Dismantle the Frewitt ConiWitt-150 conical mill as deseribed in SOP-257.

Thoroughly spray all minor parts (removed from main body of machine) with WET until the parts are
visually clean. Rinse surfaces again thoroughly with WFI

Spray machine and all parts with 70% IPA and wipe down.

Wipe the external surfaces of the milt using a sterile wipe soaked in WFI. Spray and wipe all
external surfaces with 70% IPA.

Confirm by visual inspection that the machine and all parts are clean. T horoughly check surfaces of
all parts for water marks or any residue.

2. LEQUIPMENT INSPECTION AND APPROVAL
Inspect/check the following:

Equipment parts are visually clean and dvy.
Ensure that no water marks or any residue on all
surfaces.

The equipment is visually clean, dry and fit for
use. '

Thoroughly check equipment for visual signs of
anty foreign particles (i.e. dust, rust on any part
ele) or any visible equipment or gasket damage.
Arca surrounding the equipment is clean, dry Individual cleaning tag(s) attached to the Mill and
_and free of rubbish ils detachable parts.
Si

External surfaces of the equipment are clean and
dry

e
Y4

s P - }
Authorisation siginture and dale: ﬂ%?"—\:‘\—‘ ,_/‘ z Vq_‘ e ¥ Reference: SOP-257
g h - i R

Confidentinl Stalfmust comply with the current version of the document. chy@huclio»s of this document are uncontrofted ard may not bo the cirrein
version. Not for inauthorised disiribution. TE-002-03
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CLEANING TAG/EQUIPMENT STATUS
EQUIPMENT
Equipment Name
' Colupn  LZPTegR

Equipment Tag Number

Cleaning Status:

Type of clean Completed By Date
Minor Clean
“w\\\
Minor Clean Awaiting
Major Clean
Major Clean
S oF PR
Major Clean Approved
]
/../“.’)__'__ P g_} /{12”_} 5
Resanitisation? \
(Include sigi and datc) \._\
] »
‘”";’:?c:@
P
Authorisation signature and date: ;,/ /3{; /{ d /Z Y (\;)7 L Reference: SOP-142

Confidentinl, Staff must comply with the current version nﬁfﬁe docuinent. Reproductions of this document are uncontrolled and may not be the current

version, Not for unauthorised distribution,

TE~002-03







pharmaxis

FM-231-04

Date Effective:
25-Jul-18

Pagel of 1

CLEANING TAG/EQUIPMENT STATUS

EQUIPMENT

Equipment Name

Clbumpd

L PTG

Equipment Tag Number

ol ,ff f e

Cleaning Status:

Type of clean Completed By Date
Minor Clean
“‘\\‘
T,
e,
Minor Clean Awaiting
Major Clean
Major Clean
it 25 ez S
Major Clean Approved
/: 2 5 e Lo A }
i'f.v’
Resanitisation?
(Include sign and date) 5&“ ’M?“Ez““r;;’ AT Fid 3)
' Ja OTFusLS
Authorisation signature and date; /%‘{: % é 4/” e P o I Reference: SOP-142

Confidentinl, Staff must comply with the current verslon oﬁ‘ﬂ{e document, Reproductions of this document are uncontrelled and may not be the current

version. Not for unauthorised distribution.

TE-002-03
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Date Effective:
25-Jul-18

Pagelof 1

CLEANING TAG/EQUIPMENT STATUS

EQUIPMENT

Equipment Name

( };;s

B

L

Equipment Tag Number

L8k s

Cleaning Status:

Type of clean

Completed By

Date

Minor Clean

Minor Clean Awaiting

Major Clean
Major Clean

S 25T TS
Major Clean Approved

/ .

j o 2. & Tise 23
Resanitisation?
(Include sign and dafc) %‘@‘L R ‘«5
Authorisation signature and dale: ,/{f’ i ﬂ ,47 i J;u—" AF Reference: SOP-142
et Bl A543 M Al

Confidential. Staff nwst comply with the curcent version of’,l’f]lc document. Reproductions of this document are urcontrolled and may not be the current

version, Not for unauthorised distribution.

TE-002-03







pharmaxis FM-231-04 Dae Tilbet ve: Page1 of 1
CLEANING TAG/EQUIPMENT STATUS
EQUIPMENT
Equipment Name
ey pd AP L T4

Equipment Tag Number

Cleaning Status:

Type of clean

Date

Minor Clean

(Tuelude sign and date)

. .
\\N
T
Minor Clean Awaiting st V
. T fv;/’
Major Clean S
' (;\cj'\’;{..::\\h“‘m
o,
Major Clean
Sit- OF Py
Major Clean Approved
Resanitisation?

Authorisation signature and date:

A

2 TP IE

Reference; SOP-142

Confidentlnl, Staff must comply with the current verslon oﬁh{e document, Repraductions of this document are uncontrolled and may not be the current

version. Not for unauthorised distribution.
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FM-231-04

Date Effective:
25-Jul-18

Page 1 of 1

CLEANING TAG/EQUIPMENT STATUS

EQUIPMENT

Equipment Name

Equipment Tag Number

Cleaning Status:

Type of clean

Completed By

Date

Minor Clean

Minor Clean Awaiting
Major Clean

Major Clean

Major Clean Approved

e
;/ oge T e 272
Resanitisation?
{Include stgn and dite) jf; el P e G 3
Authorisation signature and date: '-“,‘;éﬂ{ Ve J /y ) );‘ I Reference: SOP-142
L i A A L

Condidentinl, Staff must comply with the current version ol’,ﬂ{e document. Reproductions of this document are uncontrolled and may not be the cutrent

version. Not for unauthorised distribution.

TE-002-03







pharmaxis FM-231-04 Date ittoctive: Page 1 of 1 |

CLEANING TAG/EQUIPMENT STATUS

EQUIPMENT

P s il

Equipment Name MLLER BIEMDER [ FREWITT

Oy W epe. S T |
-

Equipment Tag Number

Coslz lennos

Cleaning Status:

Type of clean Completed By Date

Minor Clean

Minor Clean Awaiting

Major Clean
Major Clean iy
S CEEAALT
Major Clean Approved )
/ ) .-
e o éy//ﬁ“”’i} Lo
S
i
Resanitisation? —
““‘\\\“N

{Iuelode sign and datc) \

Authorisation signatare and date; -/ % / M J ,\;):; 7/ Reference; SOP-142

Confidential. Staff must comply with the current version oﬁﬂ{u document. Reproductions of this document are uncentrolled and may not be the current
version. Not for unauthorised distriibution, TE-002-03
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Datec Effective:
25-Jul-18

PageLof 1

CLEANING TAG/EQUIPMENT STATUS

EQUIPMENT

Equipment Name

Equipment Tag Number

Cleaning Status:

Type of clean

Minor Clean

(Inctude sign and daie)

N
f 4 z;% & |- -
Minor Clean Awaiting AT
Major Clean o
Maj()r Clean
> ; /—'JT;:_;/ . 2}
Major Clean Approved
N O ez
Resanitisation?

Authorisstion sighaturs and date: o f K /;) /’:‘/

L T Ay

Reference; SOP-{42

Confidential. Staff must comply with the curront verston oFifie document. Reproductions of this document are uncontrotled and may not be the current

version. Not for unauthorised distribution,

TE-002-03







pharm

Production Order - Job Card

Pharmaxis Masler Data

Production Order

Prod. Order No.
Stalus

item
Itemn Mo,
8P No.
Lot Ne.

Expected Quantity
Output Bin Code

Routing
Routing No.

Operation No.
Type

Na.
Bascription
Time Neaded

23/078
Released

Spray Dried Mannitol Blend #20
200037

SP-504-09

M23-032

56,000 Gram
20-G1ACLEAN ROOM ST

SP-504

10

Work Genter

B1.018

Blending Room

30.24 HR

Material Requirements

Item No. SP No. Item

200027 SP-503-06  Spray Dried Mannitol PSD-5-N
Cutput

Gross Output Gram
Samples Gram
Net Qutput Gram

Expected Unit of

Consumet]

Quantity Measure Code Quantity

58,110 G

Starting Date
Starting Time
Ending Date
Ending Time

Lot No.

4. August 2023
Page 1
RowenaG

26/12/48
7:45:36 AM
3i/12/18
2:00:00 PM

Bin Code







AN

Batch No: WM23-032
Biend Time: 00:10:00 Spaed: 15
a5 08,705 10:40:39

Operator: RAJS

Batch No: M23-032

Biend Time: 00:110:00 Speed: 15
09.08,2023 10:40:39

o




