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FILLED CAPSULE RELEASE

Production records have been reviewed and comply with requirements. (PlIs, forms and
associated records other than LBs)
Room/Equipment Logbook reviewed,
eniries and cleaning comply with
requirements.

Test results conform to specification
Raw materials released and within expiry at time of consumption

LB-131 Encapsulation Room I- B1.020-
Logbook

Incident reports appropriately resolved
(PR/NCPR/QOS/MTIR/CI/CARIBMS
OOL/EBM)

Retention sample number (if required)

Lot number of encapsulated blend

Expiry date of blend P
Date of encapsulation S mud a9 ﬁ_%& 23 _ﬁj 20 ‘,4 ¢ é? i
Blend has been released and was within expiry dates at ﬂme of co nsumpt 5 / an Wit gl, a3

Expiry date of filled capsules

No restrictions/conditions for release

e All tests required for all markets as per SP
performed and comply

»  No restrictions/conditions arising from
Incident reports

L

®  No restrictions/conditions arlsing from
restrictions/conditions on use of starfing
materials or intermediates

Details of condltmnal release/Comments

Authorisation signature and dﬂlc:ﬂ Reference: SOP-295
& =2 (S
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PROCESSING INSTRUCTIONS: MG2 PLANETA -
40mg FILLED PRINTED CLEAR CAPSULES (SP 501)
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Issued By/Date ;{/ Sl T e
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- Name Position - Signature - | Date
Author: L. Thurairajah | Production Supetvisor /%—— CCAuez
Checked by R. Gomez Manufacturing Chemist @ﬂ% G 27,
ChCCked by (QA-) /.}(4‘ ,[3’:‘{-’ {;r -._;,' CD{? /\‘Z‘:"?— Vl’ L;Z/;Q,f' _.,W"_,' - -'"jT. ). . //d_‘ﬂ /::? 5 g)
Authorised by: L. Rad Production Manager (4D i Aucy 23

1 PRODUCT DESCRIPTION

L1 Product Description

40mg Filled Printed Clear Capsules

Specification Number 1y
(Include version number) SP-501- L
Strength/Product 40mg
Batch Size: U, 00

Spray Dried Mannifol Blend Lot No.

COMPLETED BY/DATE:
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> ENSURE SAFETY PRECAUTIONS ARE TAKEN AT ALL THE TIMES.

> FOLLOW THE STEPS IN ORDER AS SET OUT IN THE P1.

> REPORT ANY INCIDENTS TO THE SUPERVISOR IMMEDIATELY.
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PROCESSING INSTRUCTIONS: MG2 PLANETA -
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Issued By/Date {’Z“ ’:u S r”“% W o Lot Number fd / — Q‘} vfff A

. T ey,
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3

ROOM & PRINCIPAL EQUIPMENT

3.1

» Encapsulation Cleanroom, No. 20 Rodborough Rd, Room B1.020
e MG?2 Planeta Encapsulator
e Calibrated Balances

4 ROOM CLEARANCE AND CLEANING CHECKS PRIOR TO LOT ENCAPSULATION

4.1

Confirm that the weights of the empty dust collection system drums, filter bags & auxiliary
vacuum unit have been recorded in LB- 157

COMPLETED BY/DATE: é{f 28 Ay 3

4.2

Is this the first lot to be manufactured after a major clean? COYES ®INO
If Yes, Check
If more than 5 days have elapsed since the equipment was last sanitised, then:
e Re-sanitise all product contact surfaces with 70%IPA.
s Record re-sanitisation on the Equipment Cleaning Tag (FM-231 & FM-266) & in the
Encapsulation Room Log book (LB-131).
e Ensure all surfaces are dry.
If No, this section i1s not applicable.
Sign below when it is confirmed that the equipment is within the sanitisation expiry time.

COMPLETED BY/DATE:_\J; i /,g {;& 2% Avq 57

4.3

If the lot is the first since a major clean, then attach FM- 266 to the processing instructions: ~Refer

SOP-253. A =
R = @\J g é/ - gt ;,;.\) _} ]“;‘ - ﬁjﬁang mz -
COMPLETED . BY/DATE: = [N

44

Attach FM-231 to the processn;} 1nstruct10ns Refer SOP-253 (N/A if not attached).

COMPLETED BY/DATE:

4.5

Log the new lot details in LB- 13

/ s
COMPLETED BY/DATE: é& ’} w"ﬁ W L S

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

5 : } : )
COMPLETED BY/DATE: YLy <~ 2 3
ROOM CLEARANCE BY/DATE: L' #¥ 7o 25
5 ROOM CONDITIONS
5.1 | Check EMS for alarms (as detailed in SOP-244 — from local connection in B1.034).

Do not proceed until conditions are restored to within limits or until a Deviation Report (SOP-
030) is raised and approved. ...

compLETED BYDATELL] DX O\ Vo ¢

Confidential. Staff must comply with the current version of the decument. Printouts of this document are uncontrolled and may net be the
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40mg FILLED PRINTED CLEAR CAPSULES (SP- 501)

. T f"')(—;
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6 ASSEMBLY

6.1

Assemble the MG2 Planeta. Install 16 sets of in-feed tubes & positioning lips. Refer SOP-248.
COMPLETED BY/DATE: {1 % 725 Aus 4 & 1

7 SPRAY DRIED MANNITOIL. BLEND

7.1

Record the lot number of the Spray Dried Mannitol Blend to be used.

sy

Spray Dried Mannitol Blend Lot Number j VLS

COMPLETED BY/DATE: f{

72

If the encapsulation lot is a continuation of a campaign using the same Spray Dried Mannitol
Blend lot, record the previous encapsulation lot number in the campaign.

Previous Encapsulation Lot Number: @i é’/ [ £.4 oL b
Y

COMPLETED BY/DATE: __/} ] £
7.3 | If anew lot of Spray Dried Mannitol Blend is to be uséd, then weigh the Spray Dried Mannitol
Blend. Record the balance tag & weight(s). //
Complete FM-006 (Inventory) for the Spray Dried Mannitol Blend. /,,/-/
All weights are to be checked by a 2™ Operator. *’/
Balance Used (Tag): s
Bag Gross Tare - Net M%
! g gl A g
2 g g | T - g
3 o] %) Wil .
4 & AE g
5 g g g
6 ~ g g g
7 L g g g
8 g g g
9 g g g
] ~10 g g g
e Total Net Weight: g
COMPLETED BY/DATE:
/" | CHECKED BY/DATE:

Confidential. Staff must comply with the current version of the docutnent. Printouts of this document ere uncontrolled and may not be the
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40mg FILLED PRINTED CLEAR CAPSULES (SP-501)

e T LN TR e 2 O

Lot Nu_mber I S G I

8

PREPARING THE POWDER LAYER

8.1

Switch on the MG2 Planeta, fill the hopper with SD Mannitol powder & prepare a powd er layet
(18mm-19mm). Check for unusual vibration or noise. Refer SOP-249.

e

et

COMPLETED BY/DATE: e

8.2

pﬂMPiﬁED BY/DATE: [CAR

Install 16 x 40mg dosers {3.55/3.70 mm diameter toolmg) & associated parts. Refer SOP-
250. Ensure the doser blade ¢ is net jpr”otﬁwdurg @utmde the product collection container, refer
SOP-248 Section 9.3~ 7 ﬁ%} £ “{”j J%ﬁ

B #

9

STERILE PLASTIC BAGS & SAMPLE JARS

9.1

Record the lot number of the empty sterile plastic bags to be used.

N E N
Sterile Plastic Bags Lot Number: L&/ £ L ™ O6 Y
Sterile Plastic Bags Expiry Date° vt e S

COMPLETED BY/DATE: @g;é;@ 2 ¢ 205

9.2

Label a suitable quantity of empty large sterile pIastic bags with WIP labels. Refer SOP-037.
Bags must be labelled for the following:
o Empty Capsules (Label with raw material details).
Unused Empty Capsules.
Manual Mode and Tested Capsules (refer Uncounted Filled Rejects in MES-03 1),
Filled Reject Capsules.
Filled Capsules (Label with filled capsule details & bag number).
Reject Mannitol (Final lot of campaign only. Label with blend details).
Recovered Mannitol (Label bag only if required. Label with blend details).

Record the relevant bag & lot details on the label.
Weigh each bag. Record the tare weight on the label.

Additional empty large sterile plastlc bags may be labelled & weighed as necessary throughout
lot encapsulation, g

COMPLETED BY/DATE: 1\ 2K o g

93

Label a suitable quantity of Iarge sterile polystyrene Containers (SP-464) with manufacturing
sample labels.

Record the relevant lot details on the labels.

Weigh each empty container. Record the tare weights on the label.

Additional large sterile polystyrene containers may be labelled & weighed as necessary
throughout lot encapsulation. .

N
COMPLETED BY/DATE:

H¥is'A

Confidential. Staff must comply with the current version of the document. Printouts of this document are uncontrolled and may not be the
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PROCESSING INSTRUCTIONS: MG2 PLANETA -
40mg FILLED PRINTED CLEAR CAPSULES (SP-SOI)

-3
Issued By/Date _ ﬁf . 5C”

'_,:;.2_1.4_1.35-%..:_(.4; 2.5 Let Number {f . ?--_, __’"_';

10 EMPTY CAPSULES

“Empty Capsules” bag.
Additional empty capsules may be weighed-out as necessary throughout lot encapsulation.

10.1 | Weigh-out a suitable quantity of Incoming Printed Clear Capsules — 40mg (SP-378) into the

All weights are to be recorded on FM-265, the empty capsules inventory (FM-080) & checked

by a 2° Operator. S
COMPLETED BY/DATE: g:f ' 2 3
11 START-UP
11.1| Ensure the encapsulator is switchedon. .~ .

set to NO as per SOP-251. e

y-"*"""

/ﬁw’%‘é wﬁﬁ & {%

Select machine speed: 16 installed dosers and ensure the ‘Force Fiap in Produchon Posmon 18

11.2 F111 the empty capsules hopper with empty capsules from Section 10.1.
COMPLETED BY/DATE: ;@i/{! VoS ey 27

11.3| Activate the machine controls, pre-weighing system, powder feed & capsule in-feed.

Empty capsules Lot no. Refer to SOP-251,
LotNo.: 712% - @5‘?

Empty Capsule Lot No.; L s

Product: 40mg

COMPLETED BY/DATE: i\

Press ‘open batch’, enter the Lot No., select appropriate product from the list and enter the

Confidential. Staff must comply with the current version of the docurnent. 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 INSTRUCTIONS: MG2 PLANETA -
40mg FILLED PRINTED CLEAR CAPSULES (SP-SOI)

~

g . .
Lo A ,Lf 2. = Lot Number A < ) /“ 7

Issued Bnyate -

11.4| Start the MG2 Planeta & run into the “Manual Mode and Test Capsules” container. Refer SOP-
251.
Manually sample 16 filled capsules (1 from each doser). Stop the machine & determine capsule
lengths as per SOP-046. Refer SOP-251.
If capsule lengths are outside limits, this fo be recorded as a minor incident and investigated
appropriately.
Capsule Length Limits
All individual lengths: 15.10 - 15.99 mm
COMPLETED BYDATE: __ [l 7% A\ 23
11.5 | Re-start the MG2 Planeta & run into the “Filled Rejects™ bag.
Adjust the machine to achieve satisfactory fill-weights as per the MCI data for at least 1 PASS
fraction. Refer SOP-251.
Capsule Fill-Weight Limits
All individual fill-weights: 34.00 — 46.00 mg (40.00 mg + 15 %)
AND
Fraction mean fill-weight: 38.00 — 42.00 mg (40.00 mg + 5 %)
COMPLETED BY/DATE:
11.6 | Record the actual settings used to achieve satisfactory capsule fill-weight:
Recommended Settings Actual Settings
Sensibility Time: 3-5Y008 _ Yioos
Load Time: 80 - 90 Y1008 < Y1o0's
Wait Time: 560 /100 8 M2 Y100 8
Chamber: 5.200 — 6,200 mm LYY mm
Layer: 18.00 — 19.00 mm { ,ix o mm
Layer Sensor Height: +2.0 to +3.0 mm PRy pn mm
Machine Speed: | 48,000 — 51,000 capsules/hr L4 gz capsules/r
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
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,,,,,

N _ P D ey
FHuE s Lot Numher N 25 R

12 LOT ENCAPSULATION

12.1

Commence encapsulation into an empty Size 3 sterile plastic bag labelled with a WIP label &
tare weight. Refer SOP-251.

Record the bag start details on FM—265
COMPLETED BY/DATE: _LJ] U 22X Fvg 2

12.2

Once batch encapsulation has commenced, calculate the Lot expiry date below;

The expiry date for capsules is 8weeks from start of encapsulation, as recorded on FM-265.
Lot Expiry Date: 2 oo 2 <

COMPLETED BY/DATE: f/;a’/{‘k 25 Hoe 2 L

CHECKED BYDATE: " 2.0 % f».,“z;

(.

12.3

Monitor the MCI fill-weight data. Refer SOP-251. If the machine stops because either one
rejected or two consecutive non-conforming fractions have been produced:

¢ Place a reject label on the bag. Include the rejected bag with “Filled Rejects” for
reconciliation purposes. Refer SOP-254.

s Record the nature of the non-conformance FM-265.
¢ Re-start the MG2 Planeta & run into the “Filled Rejects” bag.

¢ Adjust the machine to achieve satisfactory fill-weights as per the MCI data for at least |
PASS fraction.

¢ Record all manual machine adjustments performed on FM-265.

e Re-commence lot encapsulation into the next empty large sterile plastic bag labelled with
a WIP label & tare weight.

Record all manual adjustments operator stoppages & accepted / rejected bags on FM-265.

COMPLETED BY/DATE: f,’ I ) 5

12.4

Change the filled capsule bag every 40,000 capsules (recommended)
Label each filled capsule bag with the bag number, date produced, initial & date.
Record the bag start & finish details on FM-265.

While the machine is running, fill a labelled sterile polystyrene container with filled capsules
from each bag for QC samples (Refer to SP-501). Record the sample details (including the bag
number) on the sample label. It is not a requirement to sample rejected bags.

COMPLETED BY/DATE: |

Confidential. Staff must comply with the current version of the document. Printouts of this document are encontrolled and may not be the
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40mg FILLED PRINTED CLEAR CAPSULES (SP- 501)

12.5

Put the machine in Manual mode and sample 16 filled capsules (1 from each closing station)
during the last accepted filled capsule bag. Refer SOP-251. Determine capsule lengths as per
SOP-046. Record results on FM-265.

If capsule lengths are outside limits, this to be recorded as a minor incident and mvestigated
appropriately.

Capsule Length Limits
All individual lengths: 15,10 - 15.99 mm

13 ACTIONS AT COMPLETION OF LOT ENCAPSULATION

13.1

Produce sufficient filled capsules to fulfil the lot size requirement & stop the machine.
Record the number on the lot counter & close the Encapsulation Lot then print batch records.
Refer SOP-251.  #ih w1 s 273

Lot Counter:

13.2

Inspect each bag of filled capsules. Remove loose (;apsuie caps & / or capsule bodies & discard
into the “Reject Capsules” bag. Record inspection on FM-2635.

If loose powder 1s present, re-bag the filled capsules into an empty large sterile plastic bag
labelled with a WIP label & tare weight.

COMPLETED BY/DATE:

133

Weigh each QC sample container. Record the weight on each label & on FM-265.
Calculate the total on FM-265.
All weights, labels & calculatzpns are to be checked by a 2™ QOperator,

f 4
COMPLETED BY/DATE: ﬂ,ﬂ'%»a: Rue e L L

134

Weigh each filled capsule bag. Record the weight on each label & on EM-265.
Calculate the total on FM-265.
All weights, labels & calculatl/g)ns are to be checked by a 2™ Operator.

.....

COMPLETED BY/DATE: J| A\ (¢ o, 2 2

ST AN

13.5

Initiate FM-006 (Inventory) for the cncapsulated lot. Refer SOP-037.
Remove the filled capsule bags to the WIP area. Place FM-006 with the filled bags.

COMPLETED BY/DATE: ,/{ Rooeane 24

13.6

If encapsulation of the Spray Dried Mannitol Bfend campaign is complete, place the Reject
Mannitol (if any) into the “Rejcct Mannitol” bag. Refer SOPS 252 & 254.

COMPLETED BY/DATE: »ff A S o 2 L

Confidential. Staff must comply with the current version of the document. Printouts of this document are uncontrolied and may not be the
current version. Not for unauthorised distribution. TE-011-07
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13.7

Place Reject label(s) on the following lot rejects. Refer SOP-254.
Weigh the lot rejects & remove to the Material Airlock until reconciliation is complete.
All weights are to be checked by a 2°¢ Operator.

Balance Used (Tag): OOy
Gross Tare Net
Unused Empty Capsules: G450 g S6C g ,%t{,% 5.0 g
Filled Reject Capsules: NN S G oA gl Ty 4 g
Marnual Mode and s ey PV ,
af’a 4 ? - Yoy X &,
Tested Capsules: Y S/ 8 S6-4 g 7Y e
Reject Mannitol: {96 g lg -7 g Luo e g

COMPLETED BY/DATE: _ AN\ ~ ¢ (o &.C

CHECKED BY/DATE: w’{w T A 23

13.8 | If encapsulation of the Sp1ay/'Dned Mannitol Blend campaign is complete, place the Recovered
Mannitol (if any) into the “Recovered Mannitol” bag. Refer SOPs 252 & 254. . /
COMPLETED BY/DATE: - '

13.9 | Label the Recovered Mannitol (if any) with a WIP label. Refer SQ,PS’ZSQ & 254,

Weigh & place into a 2% large sterile plastic bag. Remo t@rﬂ{e WIP area.

Raise a new Inventory Form (FM-006) with “R. dveread Spray Dried Manmtol Blend” as the
Material Name. Record the weight as the ﬁiﬂﬂlnggvuantlty %}
I

All weights are to be checked by f},}ﬁ"‘ Operator.
Balance Used (Tag):

e (Gross Net
o

e -
Recovered/yza’ﬁnitol: g g g

COMPLETED BY/DATE:

~fﬁECKED BY/DATE:

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

14.1 | Reconcile the capsules. Refer SOP-254. Attach MES-031 to the Processing Instructions.

4!4 »z -
T s, S

A!f ] BN S s i ¢
COMPLETED BY/DATE: ji/ U hwri 2 4

14.2 | If encapsulation of the Spray Dried Mannitol Blend campaign is complete:

+ Record weights of the full dust collection system drums, filter bags & auxiliary vacuum
unit in LB-157.

o Empty the drums, filter bags & auxiliary vacuum unit. Apply a reject sticker & transfer the
waste to the clinical waste bin. Record disposal in LB-166.

o Record weights of the empty dust collection system drums, filter bags & auxiliary vacuum
unit in LB-157.

COMPLETED BY/DATE: 55 Y 26 Aus 2%

14.3 | If encapsulation of the Spray Dried Mannitol Blend campaign is complete, reconcile the Spray
Dried Mannitol Blend. Refer SOP-254.

Attach MES-032 to the Procesyng Instructions.

COMPLETED BY/DATE: féﬁ .

14.4 | When reconciliation(s) are complete transfer lot re_lects to the pharmaceutical waste bin. Refer
SOP-185.

COMPLETED BYDATE:_i{{\} 0 3 AL

15 CONSUMPTION & OUTPUT
15.1 | Calculate the total consumption of all the materials used.
All consumptions must be checked by the 2" person.

Material Specification | Lot Number Total Quantity per
Number Lot

Spray Dried Mannitol SP-504 Fecr 7 O [ LS o
Blend WA AN g
Incoming Printed Clear SP-378 s B -G RN
Capsules s Ll .
OUTPUT SP-501

17 ¥y g

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
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PROCESSING INSTRUCTIONS: MG2 PLANETA -
40mg FILLED PRINTED CLEAR CAPSULES (SP 501)
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;;.f"‘---m.’..'.i R LotNumber P2 D

i

e

17 NAVISION & TRENDING UPDATE

17.1| Perform Navision Production J oumal transactions as per SOP-165 and enter Trending as per
SOP-241 -

COMPLETED BY/DATE: /1.~

18 BATCH REVIEW

18.1| Verify Navision Production Journal transactions as per SOP-165.
f‘/ i

COMPLETED BY/DATE: j e

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

COMPLETED BY/DATE: g sy e, 4 &
18.3 | Record any Assoc1ated Deviation, CR or CAR — 1o be completed by Production staff
|Reports | mzes =5 . ‘

g 4,;:;'1,:-; e
COMPLETED BY/DATE: BT R s e e

18.4| The Process Instructions & the assoc1ated documents have been reviewed as detailed in SOP-
291 '

.

/
COMPLETED BY/DATE:___ /-

19 APPROVAL BY PRODUCTION MANAGER/PRODUCTION SUPERVISOR

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

Print Name: [ - 7 it cie 40 71 Sign/Date: A

20 ASSOCIATED DOCUMENTS AND QA REVIEW

Include details of any associated documents
Associated Document Document Number

EMS OOL

CAR Number(s)
DR Number(s)
NCPR Number(s)
CR Number(s)
0O0S Number(s)

BATCHDOCUMENT QA REVIEWED BY ;o
0 ( Stgn/l)ate o f

Print Name: .

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-011-07
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pharmaoxis FM-231-04

Date Effective:

25-Jul-18 Page1of1

CLEANING TAG/EQUIPMENT STATUS

EQUIPMENT

Equipment Name

T L NP
VLA e l\f OO

Equipment Tag Number

Cleaning Status:

Type of clean Completed By Date
Minor Clean AN
‘/‘; / . ey (e T T
X;// 11y ii AN R
AN
Minor Clean Awaiting //“*
Major Clean e
e
T2
ey - T P
Major Clean P - s
e [
7 > \l»
J,/‘/ %
» -~ o §
Major Clean Approved > a\?{\
N T
%u f/ Uy
Resanitisation? - \ k N %}
{Include sign and date) /‘/ d \’“"”x\ 5. '
e // )
,,,//
/"'//
/,/
Authorisation signaturc and date; (}ffj‘ A 4’4&/ pr };_g;/, £ Reference: SOP-142

Confidential. Staff must comply with the current version offtﬁ/e document. Reproductions of this document are uncontrolled and may not be the current

yersion. Not for unauthorised distribution.
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Date Effective:
pharmaxis FM-265-07 ‘ e et | Page 1 of 6

MG2 PLANETA (Tag 00406): PROCESS CONTROL RECORD

/’ s ST e . A 4 Ty e T
Issued By / Date: {7 P L N O A ’ Encapsulation Lot Number: A &I
= - _ ;{ -

Encapsulation Running Record

Bag Start Bag Finish Bag Accepted / Running Total

Bag No. Adjustments, Stoppages & Comments Rejected by : Initial & Date
Time Batch Counter Fraction ’ Time Batch Counter Fraction Operator I.S\It?: Bag Bag Qty 7 R%r:){::;g

-
-y

046 Y3755 o e red IENRANY TG 819Ky ﬁ A 28522
i

ek
o d
MK
L

1632 527¢K oa L 1 KiSoT it D27 |Acc epten 55/% ps2[ 760786 ﬁé\lf § v

159 &\2,5 fzw 2%

12 10 |§1807 x| Q8T RAD Z.ze I6%A0 im0l InCcepred 119 €01 127 753 )0
M | L-S2 1242773 |[AsDs | pcceosee [4Ss9p 968D INE S LMW Pog 2 4

| 720 62246 [ D2 |accesters 16220173 (47977 uggh;’f; 29 Aue ¢
07 1% 162296 Froed (a3 % 2|95 006 FioDug f%{rmﬁ%@’@ 2007244 [35 %o ||9220C ML 25 Aug 2 X

&
” i
L ol . " P . Y ' o - -4 ) N wwom | 4 't\% — o
e 198626 Fro(2 (75 o\ [23626¢ Freudi f}sfffw ey 236026 [38 10970 Geo JlD2Y Ave 23

]
e
i
7
O

-6 |23boos [ros (8D WOS 274259 FuaDayihcested 279 00 {054 57 v Aug 2 &

o _ ) N NP - . | o o . s
{ (208 177N 1ISY Fyr o @f 1258 3ol Fron Prce-hets (L9905 27102 [ 666 {é_@ 2 fdoe, 278
7 \j

0 iz $e [P Faniy 13:09 |312676 Y [Aceeaked |20 12 96< [ T8 T Q29 A 23

6 unopened capsules 6 = jammed capsule 9 = vacuum machine e = frozen scale e = hopper bridge 0 = empty capsule weighing

0 e |A

i/ " —— e ST WU — e .
J NS

Authorization signature and date: n{g‘ Y I I e P N, Reference; SOP-251




pharmaxis

Date Effective:

FM-265-07

29-Oct-20

Page2of 6

MG2 PLLANETA (Tag 00406): PROCESS CONTROIL, RECORD
Issued By / Date: Mg Encapsulation Lot Number: /1] 0 7 ~ (7%
i // :
Encapsulation Runping Record (Continued)
Bag Start Bag Finish Bag Accepted / Running Total =
Bag No. Adjustments, Stoppages & Comments Rejected by - Initial & Date
. L ’ ) . Next Bag Bag Qty Running >
Time Batch Counter Fraction Time Batch Counter Fraction Operator L
Stop Total ~
- 1
g P
L '“""’ =
- //” _
.J')/J..l/ﬁ .....
- /‘/ﬁ/
f’"//
7
,,-/J
*/I
o = unopened capsules 9 = Jammed capsule 9 = vacuum machine e = frozen scale © = hopper bridge @ = empty capsule weighing
O N | /A S ——
RO Ry LS WL e ey 07
Authorisation signature and date 5 /ﬂ:’ Reference: SOP-251
" B ' d E CNeet -
uthorisation sign ar 0 (_A___j ?v—?()(_af_ 2
Confidential. Staff must comply with the current version of the document. Reproductions of this document are uncontrolied and may not be the current version. Not for unauthorised distribution. TE-015-03




pharmaxis FM-265-07 D Tactive: Page 3 of 6

MG2 PLANETA (Tag 00406): PROCESS CONTROL RECORD

Issued By / Date:

.

Balance Used (Tag): _ O

Date

Empty Capsule Lot No. Tare (g)
P T S
{ L
Tleas 22 %
, , Wox 14
Tolens AL - 35 pn
o
W\wm\
g
s
S
%.\,.
a
z,\
s\
q\\..
e
7
v,,x
e
s
e
x\
‘,\..\m
\\\
.\\....
e
Total: O B .W\\w]pr%ms, eyl

Authorisation sigrature and date: ﬁ :“ M H Y 21 in,.W 7 Reference: SOP-251

Confidential. Staff must comply with the current version of the document. Reproductions of this document are uncontrolled and may not be the current version. Not for unauthorised distribution.
TE-002-03




phormaxis FM-265-07 Dae e ve: Page 4 of 6

Issued By / Date:

QC Sample Weight Record
Balance Used (Tag): O\ 2 Date

Note: Do not sample bags rejected by the Operator.

Bag No. Gross {g) Tare (g) Net (g) . Initial & Date _ Checked by & Date
\ ey 25 ‘

2 B
e mﬂﬂr{wﬁ} mfw

4

<o A W 25

2T A e AP

y S
SO e,

o
v
o
-
o
-
Z 2

-~ ) Y

o~

-
P
-
Y
y Y
- F

Total: m,\ VT

Authorisation signature and date: Qs}w\/{\\ I R P s Reference: SOP-251

kY

Confidential. Staff must comply with the current version of the document. Reproductions of this document are uncontrolled and may not be the current version. Not for unauthorised distribution.
TE-002-03




27 .

pharmaxis FM-265-07 ?MM.H%MMW@" Page 5 of 6
MG2 PLANETA (Tag 00406): PROCESS CONTROL RECORD
Issued By / Date: S e 2 Encapsulation Lot Number: ¥/ (2
5:3 Omumim Bag Weight Record
Balance Used (Tag): _{ Date
Note: Do not include the weights of bags rejected by the Operator. These are to be included in “Filled Rejects”,
Bag No Hm,mﬁ%m% Gross (g) Tare (g) Initial & Date Checked By & Date
j m M\ /N O - ¢ & A 4 23
a Yo7 \m L Jo we, 2.3
3 2504 . 4 LA S A m 20
Y g0 <0 Awg 23
5 LCGG | G o o, 20 oy
{ 3006 ¢ 29 W23 s Ay
7 o-4 -

SA0% < %ﬁu T2 @\I/m\

f m e ,.m m \

w
I,

M» &m jf;

ST/ a
JATSIE mﬁ@ o ;f? q 53

1.;.2:

mi \ \ 1 g

Total:

290 8 YA e A

Anthorisation signature and date:

B

Aot 20

Reference: SOP-251

Confidential. $taff must comply with the current version of the document. Reproductions of this document are uncontrolled and may not be the current version, Not for unauthorised distribution.
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DjO:.:DVQm FM-265-07 Date Effective: Page 6 of 6

29-Oct-20
MG2 PLANETA (Tag 00406): PROCESS CONTROL RECORD
Issued By / Date: A g 23 Encapsulation Lot Number: 11 2 7 . /%
Closed Capsule Length Record (Start-up)
Calipers Used (Tag): 05 2% Calipers Calibration Due Date: /1] /3¢, 2%
Capsule Length Limits: All individual lengths: 15.10 - 15.99 mm
Doser Number | Closed Capsule Length Doser Number | Closed Capsule Length

M (S 65 mm 7Y e mm
E 'S 77 mm 19 \ S 7 mm
< ¢ S% mm A LS 677 mm
¥, 9 mm 27 (S 65 mm
K (S-78 mm 5 \$ 67 mm
¥ 1 e mm 277 LS 72 mm
17 1. 4%  mm 2.9 \$- 6o mm
AN (S 467 mm By Iy S mm

g

P “.,.m —~ N
Performed by (Initial & Date): A 2 waﬁw P

Closed Capsule Length Record (Finish)

Calipers Used (Tag): 23 Calipers Calibration Due Date: /11 2y
Capsule Length Limits: Al individual lengths: 15.10 - 15.99 mm
Doser Number Closed Capsule Length Doser Number Closed Capsule Length
W 156 mm L L6y mm
E < mm E i$ 7 mm
7 [$. 5% mm 2% 1567  mm
5 0 mm 1 C-{2 mm
I (8- mm S mm
f f S mm IS mm
N (5T mm 5y S mm
m\ 7 % -
Performed by (Initial & Date): Ll /Y e 2 4
Authorisation signature and date: ﬂ.u.mmwu\}l\\l\, Q1< r 2 Reference: SOF-251

Confidential. Staff must comply with the current version of the document. Reproductions of this document are uncontrolled and may not be the current version. Not for unauthorised distribution.
TE-002-03




Batch: M23-039 40MG FILLED PRINTED CLEAR CAPSULES
Product: 40mg FILL-WEIGHT-V1

Dosators Analysis

N -

------- B AB00 beomeoeoees s e erereses s s e et e AR eeeer e e eSS RS R RO RR SRR S R R R SE R R S

T

0| 4200 ..

A3 4000

"""""" ’ 38.00 b

20: 36.00 L.uvaveaas crxrrrIEv s TETsITORYTITTTAS SR aTas axvervrevrersveTrssuTIRTIIRIIISIIIIS essraneevanazee eessrrresaTases wussrrneereres vaververxrantIaTE xxrrerexins

23:]  34.00 Luvyerseessssrarsssernensrees tirersessnmsesebbenssaRRaRTEEIS vensssneranses [ everersrarannesensvEEssasErnans rrasszsnassanee cerersaneennes . |

24| S e T o st O UL A B I RV O S [ [ O
]

\ I
e m Do~ e e o - N O T Ww®e MO8 9
-~ e T v v v v N

Machine: PLANETA - Serial Number: 4642 29/08/2023 13:30
Control System: MCi Package - ver. 5.20 Page 1/2




Batch: M23-039 40MG FILLED PRINTED CLEAR CAPSULES
Product: 40mg FILL-WEIGHT-V1

______ Uil BB T T e T T
,,,,,,, 2 29 48 40.33mg  0.67mg  1.671 %  0.000% |
,,,,,,, BB T T T T TTT L ]
LA 33 48 40.02 mg o l.aer s 0.0000% ]
_______ B BT T T T T T
_______ 2 1
_______ 7.0 <--(1) Defectiveness greater than Critical Defectiveness (1 Dos.) = 4.987 % |
______ 8:  <=-(2) Defectiveness greater than Critical Defectiveness (Total) = 8.625 % |
_______ - OO
LA Average of Averages = 40.00 mg e
M| std. Dev. of Averages = 0.50 mg e
12 Average of Std. Dev. = 0.63 mg

®  Machine: PLANETA - Serial Number: 4842 29/08/2023 13:30
Control System: MCI Package - ver. 5.20 Page 2/2



: Batch: M23-039 40MG FILLED PRINTED CLEAR CAPSULES
Product: 40mg FILL-WEIGHT-V1

Weights Analysis

N

54. 48 28/08/2023 09:40:08 3 31 3%.206 mg 48.314 mg 87.620 mg

MG2 °® Machine: PLANETA - Serial Number: 4642 29/08/2023 13:30
Control System: MCI Package - ver. 5.20 Page 1/15




Batch: M23-039 40MG FILLED PRINTED CLEAR CAPSULES
Product: 40mg FILL-WEIGHT-V1

1: 49 28/08/2023 :40: 4 1 40.058 mg 48.382 mg 88.440 mg

42| 90 28/08/2023 10:06:37 6 19 40.236 mg 48.934 mg  89.170 mg
43 91 28/08/2023 10:07:0> 6 21 40.401 mg  48.359 mg  88.760 mg ]
.44 92 28/08/2023 10:07:28 6 23 39.946 mg 47.924 mg 87.870mg ]
48] S 93 28/08/2023 10:07:52 6 25 40.289 mg  49.3%1 mg 89,680 mg ]
46:| 94 28/08/2023 10:08:11 6§ 27 39.442 mg 47.758 my  87.200 mg ]
..... 47:) 95 28/08/2023 10:09:51 6 29 39.874 mg 48.156 mg 88.030mg
..... 48:) 96 28/08/2023 10:10:17 6 31 40.175mg  49.485 mg  83.660mg

48| 97 28/08/2023 10:10:43 7 1 39.659 mg 46.91lmg 86.570mg . ]
0:| 98 28/08/2023 10:11:37 7 3 40.385 mg  47.095 mg 87.480mg ]
51| ... 99 28/08/2023 10:12:03 7 5 40.197 mg  48.123 mg 88.320mg ]
,,,,, 52| 100 28/08/2023 10:12:25 7 7 40.211mg 48.219 mg  88.430mg
83 101 28/08/2023 10:12:52 7 9 39.688 mg  48.602 mg 88.290 mg |

54: 102 28/08/2023 :13: 7 11 40.621 mg 48.329% mg 88.950 mg

M G 2 °® Machine: PLANETA - Serial Number: 4642 29/08/2023 13:30
Control System: MCI Package - ver. 5.20 Page 2/15



Batch: M23-039 40MG FILLED PRINTED CLEAR CAPSULES
Product: 40mg FILL-WEIGHT-V1

T 103 28/08/2023 10:14:16 7. 13 40.355 mg  47.145 mg _ 87.500 mg
....... 2| 104 28/08/2023 10:14:40 7 15 41.682 mg__ 48.008 mg 89.690mg
....... | 105 28/08/2023 10:15:08 7 17 40794 mg  47.096 mg  87.890mg |
...... &) 106 28/08/2023 10:15:38 7 15 40.176 mg  48.874mg  89.050mg |
...... 5. 107 28/08/2023 10:16:02 7. 21  39.343mg 48.73 mg  88.080mg
....... 6. 108 28/08/2023 10:16:30 7 23  38.921mg 48.779mg  87.700mg
...... 7| i0s 26/08/2023 10:16:50 7 25 39.372 mg  48.538mg  87.910mg
,,,,, g 110 26/08/2023 10:17:16 7 27 39.152 mg  49.018 mg  88.170mg |
,,,,,,, o 111 28/08/2023 10:23:35 7 29  38.732mg  45.298 mg 88,030 mg |
A10:| 112 28/08/2023 10:24:02 7 31 39.358 mg  48.372mg  87.730mg
C41: 113 28/08/2023 10:24:24 5 1 38.788 mg  46.922ng  85.710mg
oAzl 114 28/08/2023 10:24:48 8 3 40.475mg  49.255mg  B9.730mg
3| 115 28/08/2023 10:25:10 8 5 40.20l mg 48.419 mg  88.620mg |
4| 116 28/08/2023 10:25:32 8 7 39.975mg 48.645nmg  88.620mg |
M8 117 28/08/2023 10:26:23 5 9 38.635mg 48.115mg  87.350mg
e 118 28/08/2023 10:26:47 e 11 39.972mg  48.328mg  68.300mg
AAAAAA A7 119 28/08/2023 10:27:08 8 13 40.001 mg 48.139mg 88.140mg
L 120 28/08/2023 10:27:51 8 15 40.190 mg  48.380 mg_ 88.570mg
te:| 121 28/08/2023 10:28:25 & 17 40.094 mg 47.116 mg 87.210mg
20: 122 28/08/2023 10:28:50 8 19 39.573mg  48.037 mg 87.610mg
2: 123 28/08/2023 10:29:19 8 21 39.869 mg  46.951 mg _ 86.820ng
22| 124 28/08/2023 10:29:40 8 23 40.398 mg  48.542 mg _88.940mg
23| 125 28/08/2023 10:30:24 8 25 40.260 mg  48.380 mg_ 88.640mg
C2a:| 126 28/08/2023 10:30:48 8 27  40.455mg  49.245 mg__ 89.700mg
26: 127 28/08/2023 10:31:12 8 29 41.172mg 48,418 mg  89.590mg
26:| 128 28/08/2023 10:31:36 & 31 40.857 mg 46.863 mg  87.720mg
27 . 1lz9 28/08/2023 10:32:02 9 1 40.472 mg  47.548 mg  88.020mg
,,,,, 28:| 130 28/08/2023 10:32:25 9 3 39.136mg 47.524mg  86.720my .
29 131 28/08/2023 10:32:56 5 5 39.723mg  48.517mg  88,240mg
_____ s0: 132 28/08/2023 10:33:21 9 7 39.326mg  49.364mg  88.6%0mg .
_____ a1:| 133 28/08/2023 10:33:49___ 9 9 39.786 mg  48.984mg  88.770mg ...
Csa:| 134 28/08/2023 10:34:15 o 11 40.556 mg  48.074mg  88.630mg
,,,,, 33| 135 26/08/2023 10:34:35 9 13 39.857mg 48753 mg  B8.610mg
,,,,, s4. 136 28/08/2023 10:35:02 9 15 40.007 mg 48.003 mg 88.010mg . |
35 137 28/08/2023 10:35:24 s 17 40,040 mg 48.430 mg 88,470 mg |
36:| 138 28/08/2023 10:35:53 5 19 40.984 mg 48.046 mg 89,030 mg
ol 139 28/08/2023 10:36:15 s 21 40.356 mg  48.264 mg  88.620mg
| ss:| 140 28/08/2023 10:36:38 5 23 40.426mg 47.614mg  88.040mg
,,,,, 39. 141 26/08/2023 10:37:03 9 25 40.334 mg  48.216mg  88.550mg .|
. 40: ___________‘_,:,,1,,‘%,2,“?.3_(_9_5%_/__2_9"2,3 ,,,,,,,,,,,,,,,,,,,,,,,,,,, 9 27 38.810 mg 48.200 mg 87.010mg
,,,,, at:| 143 28/08/2023 10:37:50 9 29 40.060 mg 47.610mg 87.670m3g .
,,,,, a2:|  1a4 28/08/2023 10:38:12 9 31 38.837 mg 47473 mg  86.310mg
_____ a3:| 145 28/08/2023 10:38:37 10 1 40.078 mg  48.942 wg  89.020m3 ...
aa| 146 28/08/2023 10:38:58 103 38,107 mg 48.273mg 86,380 wmg |
as. 147 28/08/2023 10:39:23 10 5 38.297 mg 49.353 mg  87.650mg |
ae 148 28/08/2023 10:39:46 1o 7 38.157 mg  47.933 mg_ 86.090mg
am 149 28/08/2023 10:40:12 10 9 38.35mg 48.375mg  86.720mg
| 4. 150 28/08/2023 10:40:42 10 11 39.856mg 47.984mg 87.840mg
as:| 151 28/08/2023 10:41:12 1o 13  40.968 mg 48.532mg 89,500 mg |
,,,,, s0:| 152 28/08/2023 10:41:36 10 15 40.133 mg 48.407 mg  88.540mg .
Csf:| 153 28/08/2023 10:41:58 10 17 41.136 mg 47.924mg 89,060 mg
,,,,, s2:| 154 28/08/2023 10:42:22 10 19 41.193mg 48,537 mg 89.730mg .
,,,,, s3: 155 28/08/2023 10:42:46 10 21  40.091mg 48.599 mg 88.690my .
54- 156 28/08/2023 10 23 41.058 mg 48.252 mg 89.310 myg ]

M G 2 e® Machine: PLANETA - Serial Number: 4642 29/08/2023 13:30
Control System: MCI Package - ver. 5.20 Page 3/15



Batch: M23-039 40MG FILLED PRINTED CLEAR CAPSULES
Product: 40mg FILL-WEIGHT-V1

157 28/08/2023 10:43:37 10 25 40.146 mg 48.844 mg 88.990 mg

176 28/08/2023 10:52:08 11 31 40.192 mg 48.478 my 88.670 mg

177 28/08/2023 10:52:33 12 1 3%.537 mg 48.623 mg 88.160 mg

186 28/08/2023 10:56:21 12 19  41.584 mg  48.666 mg  90.250 mg
187 28/08/2023 10:56:46 12 21 “__4_1_(_3_.__9‘6'75”99”_____4__8_:‘97975";95{ ______ 88.970 mg ]
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, 40,269 mg 48.941 mg 89.210mg

______ 39.927 mg  48.913 mg 88.840mg

..... 39.352 mg  48.818 mg 88.170mg

191 28/08/2023 10:58:34 12 29  40.657 mg 48.173 mg 8B.830mg

1%2 28/08/2023 10:59:01 12 31 40.241 mg 48.129% mg 88.370 mg

196 28/08/2023 11:00:47 13 7 38.698 mg  48.592 ng  87.290 mg

197 28/08/2023 11:01:09 13 9 37.759 mg 48.701 myg 86.460 mg

41.04% mg  47.781 mg  88.830 mg
39.187 mg 48.633 mg 87.820 mg

210 28/08/2023 11:07:28 14 3 39.04% mg 48.251 mg 87.300 mg

M G 2 e@) Machine: PLANETA - Serial Number: 4642 29/08/2023 13:30
Control System: MCi Package - ver. 5.20 Page 4/15




Batch: M23-039 40MG FILLED PRINTED CLEAR CAPSULES
Product: 40mg FILL-WEIGHT-V1

54: 264 28/08/2023 13:25:55 17 15 40.191 mg 49.18% mg 89.380 mg

MG 2 °® Machine: PLANETA - Serial Number: 4642 29/08/2023 13:30
Control System: MCI Package - ver. 5.20 Page 5/15




Batch: M23-039 40MG FILLED PRINTED CLEAR CAPSULES
Product: 40mg FILL-WEIGHT-V1

1: 265 28/08/2023 13:26:21 17 17 40.465 mg 47.265 mg 87.730 mg

54: 318 29/08/2023 06:56:50 20 27 39.983 mg 47.247 mg 87.230 mg

2 ®  Machine: PLANETA - Serial Number: 4642 29/08/2023 13:30
Control System: MCI Package - ver. 5.20 Page 6/15



Batch: M23-039 40MG FILLED PRINTED CLEAR CAPSULES
Product: 40mg FILL-WEIGHT-V1

1: 319 29/08/2023 06:57:16 20 29

40.384 mg

28:! 346 29/08/2023 07:09:56 22 19  41.502mg  47.108 mg S8.BI0 MG
29 347 29/08/2023 07:10:46 22 21

54: 372 29/08/2023 07:25:23 24 7

48.041 myg

MG2 ©

29/08/2023 13:20
Page 7115

Machine: PLANETA - Serial Number: 4642
Controt System: MCI Package - ver. 5.20




Batch: M23-039 40MG FILLED PRINTED CLEAR CAPSULES
Product: 40mg FILL-WEIGHT-V1

54: 426 29/08/2023 07:55:05 27 19 40.588 mg 46,662 mg 87.250 mg

Machine: PLANETA - Serial Number: 4642 29/08/2023 13:30
Control System: MCl Package - ver. 5.20 Page 8/15




Batch: M23-039 40MG FILLED PRINTED CLEAR CAPSULES

Product: 40mg FILL-WEIGHT-V1

54: 480 29/08/2023 09:19:10 30 31 39.654

46.225 mg 86.090 mg

MG2 @

Machine: PLANETA - Serial Number: 4642
Control System: MC| Package - ver. 5.20

29/08/2023 13:30
Page 915




Batch: M23-039 40MG FILLED PRINTED CLEAR CAPSULES
Product: 40mg FILL.-WEIGHT-V1

1: 481 29%/08/2023 09:24:09 31 1 39.809 mg 48.431 mg 88.240 mg

54: 534 29/08/2023 09:49:12 34 11 40.569 mg 47.751 mg 886.320 mg

MG 2 o® Machine: PLANETA - Serial Number: 4642 29/08/2023 13:30
Control System: MCI Package - ver. 5.20 Page 10M15




Batch: M23-039 40MG FII.LED PRINTED CLEAR CAPSULES

Product: 40mg FILL-WEIGHT-V1

,,,,,,, 1: 535 29/08/2023 09:49:42 34 13 4

,,,,,, 2 s3s 29/08/2023 09:50:07 34 15 41.058 mg  47.612
Tal 537 zs/08/2023 09:50:31 34 17 41.802 mg 4B,
&| 538 29/08/2023 09:50:55 30 15  41.088 mg -

_______ 5:| 539 29/08/2023 0! 34 21 39,739 mg 4

540 29/08/2G23

_________ Ce.....DB6 28/08/2023 10
33: 567 29/08/2023

AAAAA 34:) 568 29/08/2023 10:07:17 36 22
35| 569 29/08/2023 10:07:44 36 17  40.885 mg  A8.0TL MG SRl Ty
36| 570 29/08/2023 10:08:09 36 18 40.303 mg  AC.ec g O
_____ 37:| 571 29/08/2023 10:08:39 36 21 40.133mg AR 000 MI STl TR
_____ 38:| 572 29/08/2023 10:03:17 25
_____ 39: 573 29/08/2023 10:09:%> 35
_____ 40:| 574 29/08/2023 10:10:07 36 27  39.432mg  A0-000 MG 0o 2l

_____ 41: .....575.29/08/2023 S
_____ 42:| 576 29/08/2023 10:il:le  Sb 22
43:| 577 29/08/2023 10:17:46 37 1 40.328 mg 4L LM 0 Ie2ln T
44: 578 29/08/2023 10:18:10 37 3 39.523mg SR 20 MG SR IOl T
uuuuu 45: 579 29/08/2023 10:18:38 37 . 2.
,,,,, 46:| 580 29/08/2023 10:18:59 37 7 38.829 mg  26.0il M OSefUR R
,,,,, 47:| 581 29/08/2023 10:19:2¢ Il
. ¥ S 582 29/08/2023 10:19:55 37 11 39.792 mg  48.700 Mg B0 2l M
49| 583 29/08/2023 10:20:18 37 13 39.609 mg  A8.0%1 M L OEetil T
,,,,, 50:i 584 29/08/2023 10:20:4> =21
uuuuu 54: 585 29/08/2023 10:21:15 37 17  40.007 mg  2f.022 M SLrli S8
uuuuu 52: 586 29/08/2023 10:21:8% 57 7.
~_B3: 587 29/08/2023 10:22:12 37 21  40.834 mg  48.416 mg oJ.UoW Mg

54 588 25/08/2023

M G 2 e® Machine: PLANETA - Serial Number: 4642 29/08/2023 13:30
Control System: MCi Package - ver. 5.20 Page 11/15



Batch: M23-039 40MG FILLED PRINTED CLEAR CAPSULES
Product: 40mg FILL-WEIGHT-V4

54: 642 29/08/2023 10:49:03 41 3 35.540 mg 49.050 mg 88.590 mg

MG2 °® ‘Machine: PLANETA - Serial Number: 4642 29/08/2023 13:30
Control System: MCI Package - ver. 5.20 Page 1215



Batch: M23-039 40MG FILLED PRINTED CLEAR CAPSULES
Product: 40mg FiL L-WEIGHT-V1

1: 643 29/08/2023 10:4%:36 41 5 39.399 mg 47.521 mg 86.920 mg

_AT:| 659 29/08/2023 10:58:23 42 5  38.258 mg 46.932 mg  87.190 mg

sl 660 25/08/2023 10:56:57 42 7 39.957 mg  48.983 mg  88.940mg |
IR 661 29/08/2023 10:59:24 42 9 39.479mg 48.261mg  67.740mg |
20 662 29/08/2023 11:00:23 22 11  39.898 mg  47.992 mg 87.8%0mg
_____ 21:| 663 25/08/2023 11:00:51 42 13 40.847 mg 48.813 mg  89.660 mg ...
_____ a2:| 664 29/08/2023 11:01:18 42 15  40.560 mg  48.280 mg  88.840mg ... |
,,,,, 23:| | 665 25/08/2023 11:01:44 42 17 39.512nmg 48378 mg  87.890mg
T 666 22/08/2023 11:02:11 42 19  40.074 mg 48.456mg  B8.530mg
..... 25:| 667 25/08/2023 11:02:35 42 21 38.533 mg  48.567 mg  87.100mg |
2. 668 20/08/2023 11:03:09 42 23 _40.800 mg  47.490 mg  88.290 Mg ...
A 665 29/08/2023 11:03:37 42 25 39.796 mg  48.364 mg  BB.160 WG .
o8 670 25/08/2023 11:04:23 42 _ 27 40.239 mg  48.991mg  89.250 mg ,
28 £71 29/08/2023 12:12:39 . 42 2% 3?‘-_'8,37}”{}}9_______4_‘6;”97{3797}}3 ______ 86.820 mg ]

680 29/08/2023 1

e 681 25/08/2023 12:17:03 43 17 40.716 mg 46.99 mg  87.730my ... |

A 682 20/08/2023 12:17:30 43 19 40.843 mg  47.057mg  87.900mg .. |
Al 683 29/08/2023 12:17:55 43 21 39.852 mg 49.038 mg 88,890 mg ...
_____ a22| 684 29/08/2023 12:18:20 43 23 40.288 mg  48.292mg  88.580mg ...
am 665 29/08/2023 12:18:49 43 25  40.655 mg  46.905 mg  87.560mg ... .|
,,,,, ad: 686 29/08/2023 12:18:16 43 27 39.365mg 48,805 mg  88.170mg .
,,,,, a5, 687 25/08/2023 12:15:40 43 29 41.230 mg  49.270 mg  90.500mg ..
,,,,, a6.| 688 25/08/2023 12:20:11 43 31 40.568 mg  48.452 mg  89.020mg ...
Al 689 29/08/2023 12:20:42 44 1 39.981 mg 47.369mg  87.350mg ..
,,,,, a8:| 690 29/08/2023 12:21:10 44 3 39.94Lmg  47.499 mg  87.440mg .
,,,,, a9 691 29/08/2023 12:21:33 44 5 40,323 mg  48.687mg  89.010mI ..
kkkkkk s0:| 692 29/08/2023 12:22:05 _ 44 7 39.453 mg  48.287 mg 87740 mg
- 693 29/08/2023 12:22:31 44 9 38.516 mg  46.914mg  85.430 Mg ...
s2:| 694 29/08/2023 12:2 3:01 44 11 39.972 mg 49,038 mg  89.010mg ...

53 6§95 29/08/2023 12:23:25 44 13 38.9%46 g 49,674 mg 88.620 mg

54: 696 29/08/2023 12:23:48 44 15 40.345 mg 48.635 mg 88.980 mg

MG 2 e@) Machine: PLANETA - Serial Number; 4642 29/08/2023 13:30
Control System: MCI Package - ver. 5.20 Page 1315




Batch: M23-039 40MG FILLED PRINTED CLEAR CAPSULES
Product: 40mg FILL-WEIGHT-V1

1: 697 29/08/2023 12:24:13 44 17 41.257 mg 47.553 mg 88.810 mg

48| 711 29/08/2023 12:31:09 45 13 39.706 mg  48.694 mg  88.400 mg

~16: 712 2%/08/2023 12:31:38 45 15 40.410 mg 46.800 mg 87.210 mg

..... 44:| 740 29/08/2023 12:44:33 47 7 39,720 mg  47.980 mg  87.700mg
..... 45; 74129/08/202347939807mg48053mg87860mg
A& 742 29/08/2023 1z:40:27 47 11  39.744 mg 47.966 mg 87.710mg ]
,,,,, 47:) 743 29/08/2023 12:52:27 47 13 39.684 mg 47.316mg 87.000mg .
48| 744 29/08/2023 12:55:39 47 15 40.130 mg  46.450 mg 86.580 mg
49 745 29/08/2023 47 17 40.871 mg 47.589 mg 88.460 mg

B3 — 746 29/08/2023 12:56:50 47 19 40.368 mg  48.492 mg 88.8€0mg

..... 51:| 747 29/08/2023 12:57:16 47 21  40.362mg 48.568 mg 8B.930mg o

..... 52:| 748 29/08/2023 12:57:57 47 23 41.720 mg 49.160 ng 90.880mg
53: 749 29/08/2023 47 25 40,361 mg 49,019 mg  89.380 mg

54: 750 29/08/2023 12:59:17 47 27 40.593 mg 48,227 mg 88.820 mg

M G 2 °® Machine: PLANETA - Seriai Number: 4642 29/08/2023 13:30
Control System: MC! Package - ver. 5.20 Page 14/15




Batch: M23-038 40MG FILLED PRINTED CLEAR CAPSULES
Product: 40mg FILL-WEIGHT-V1

751 29/08/2023 12:59:44 a7 29 40.452 mg 48.898 mg 89.350 mg

752 29/08/2023 13:00:33 47 31 40.257 mg 47.623 mg 87.880 mg

M ®  Machine: PLANETA - Serial Number: 4642 29/08/2023 13:30
Control System: MCl Package - ver. 5.20 Page 15115




Batch: M23-038 40MG FILLED PRINTED CLEAR CAPSULES
Product: 40mg FiLL-WEIGHT-V1

User Log operations and Batch Session Events Analysis

,,,,,,,,,,,, User Log Operations i

oo Wum. Description Started on... Ended on...

______________ L ML ......28/08/2023 08:18:50  28/08/2023 13:55:27 |
2 ML 29/08/2023 06:36:54  29/08/2023 13:30:04

°® Machine: PLANETA - Serial Number: 4642 29/08/2023 13:30
Control System: MC| Package - ver. 5.20 Page 11



Batch: M23-039 40MG FILLLED PRINTED CLEAR CAPSULES

Product: 40mg FILL-WEIGHT-V1

-

. 012) STOP: MACHINE CONTROL INTERFACE .
000) OPERATOR

"""""" "12) STOP: MACHINE CONTROL INT...
000) OPERATOR

. 00:53:02
04:34:14

. -4 |28/08/2023 12:24:52  012) STOP: MACHINE CONTROL INTERFACE
.- S 28/08/2023 12:28:21  000) OPERATOR
M 28/08/2023 12:30:08  012) STOP: MACHINE CONIROL INTERFACE ]
-4 FO 28/08/2023 12:48:37  012) STOP: MACHINE CONTROL INTERFACE
.- H 28/08/2023 12:50:21  012) STOP: MACHINE CONIROL INTERFACE
..... 47: 28/08/2023 12:52:02  000) OPERATOR
..... 48;| . 28/08/2023 12:53:25  012) STOP: MACHINE CONTROL INIEREACE ..
..... 49:| 28/08/2023 13:05:1C  012) STOP: MACHINE CONTROL INTEREACE .
L 14 28/08/2023 13:07:06  012) STOP: MACHINE CONTROL INTERFACE .
L HY SO 28/08/2023 13:16:49  000) CPERATOR i
4 U 28/08/2023 13:20:51  000) OPERATOR e
_____ 53:| 28/08/2023 13:28:07  012) STOP: MACHINE CONTROL INTERFACE . ]
54: 28/08/2023 13:29:52  012) STOP: MACHINE CONTROL INTERFACE

) OPERATOR

STOP: MACHINE

MG2 &

Machine: PLANETA - Serial Number: 4642
Control System: MCI Package - ver. 5.20

29/08/2023 13:30
Page 112




Batch: M23-039 40MG FILLED PRINTED CLEAR CAPSULES
Product: 40mg FILL-WEIGHT-V1

1: 28/08/2023 13:34:10 012) STCOP: MACHINE CONTRCOL INTERFACE

® Machine: PLANETA - Serial Number: 4642 29/08/2023 13:30
Control System: MCI Package - ver. 5.20 Page 2/2




Batch: M23-039 40MG FILLED PRINTED CLEAR CAPSULES
Product: 40mg FILL-WEIGHT-V1

1: Audit Trail Analysis
........ N;‘;;:;:mmmm::1:::;;:::::::mmmmm;;;;::wmmmmm;;;;::mmwmm::1:;;;:::::::ﬂmmm::;:::::::;;L::mmmw;amam;:;:::::::;;;::::;;:::::::;:;11;;;;;:;;;;:
“““““ u;‘;;;;::::;:::;;;;;:::::::;:;;;;;:;::::::::;;:;::::::;:;;;;;;;:::::;zwam;L::::;;;:::::::::::;;;:;;::mmm:mmmmm;;;;;::::::::;;::ﬂmwmm:;;;;;
““““ 4 28/08/2023 08:18:50 System  Modify SystemEnviromment  SMCISYSTEMS
....... Bl e FRRLE
...... 6:| :;::>::::::.:;‘;::;;;::::::,;:;::L;::::;;1::::L::::::::::;:::;:mmmmmwamw;:::::::z:;;::::::1;;;:;:;:::::::;;:;::;:;;::::::::m@:;:1:1
“““““ N;_H:H:::;w;;:;::_::w;::;;;:;::::w:;;;;;;;::::::;:;:;;;;::::::;<;;:;:m@mmmmw:::;::::::;;;;L;:::::;1;;;;;;:::@w::::;<;;::::;;;::::wm:::::;
B By
H:Hm.::_Hm;;l::w:::;:;;;;;;:::::;;:;;‘ .......................................................... Idsetting: LogOperation
,,,,, 10;|  28/08/2023 08:19:40 Machine  Modify  MachimeControl ML . Mb e U
S s SRS @S e
T Nales Bnabled  Disabled
A e L P O P S
“““ m¢;.:::::;1;::;:;::::::;;;;;;:::::::;;;::;;;::::::;;;;;;;:;::::::;::z:mammmwﬁmmﬂmmmw:::::;1;;;;:;:::::::;:;;;;;;;;::::::::;:;;nmmmcmm:;;;;;,
:;Mm";;::::::;:;;;;L;::::::;1;;;;;;;:::::;;;;;;;:::::::;:;;:::;;:::::;1R@mm;:::::;:;;;;::::::;;;;;;::::::::;;;;;;;;;;;::::::::wmmmWﬂmm “““““““
B 115 IO 28/08/2023 08:19:41 Machine  Modify MachineControl ML ML
AT e N U OO S
ARl Naluer Enabled ~ Disabled
..... 10| e Y e
,,,,, Np";;;;::::::;;;;;:;;;::::::::;;;;;;::::::;1:;;;;;::::::::1;;:::L::::mmmmmmﬂ@Wmemw;;;;;;;:::::::::;;;;;g;:::::::;:;;;;;;;;;:wmmm¢mm::::::.
11w_;‘::L:::::::;ﬁzzz;;;;::::;;;:;;;;;;:::::::;;;;:;:::::::;::;:;;::::::wﬁmmm;;:::::s;;;;;;::::::::::;;L::::::::::i;;;;;;;;;;:;@mmmmwmm .............
..... 22:|  28/08/2023 08:19:42 Machine  Modify  MachimeControl ML MR
= 5 T OO B e As
R AR Enabled .. Disapled
,,,,, P2 T oo OO .. AU PSS S S S IS
B e IdControlType: L Sensor
‘‘‘‘‘ 27 S L moder e OReTRTOX
28 28/08/2023 08:22:38 Machine | Modify MachineControl | ML e ML e e
) o
“““ 00 e . _valwe: . Disabled  Enabled
..... B0 e BB
..... mw..::;1;;;;:;::::::;:::;;;:;::::::;:;;;;:;;::::::;:;;;;;L;::::::::;::mmmmmmwmmﬂxmmw:s:::::::<;:::;:;::::::::;f:;::::;;;:;:::::mmmmmm::;;;:<
;;uu;.::::::::1::;;;:::::::::;:;;;;1::::::::;}::::;:;::::::;:1;;;;;:;:::wﬁmm;;;;:;:::::;::;:‘;L::::::;:a;;;;;;;;:::::::::::::;:@mmwmﬁmm ,,,,,,,,,,,,,
“““ 34:|  28/08/2023 08:22:40 Machine  Modify  MachipeControl ML . Mho
B Bl ds
36: Value: Disabled Enabled

Z N ®  Machine: PLANETA - Serial Number: 4642 29/08/2023 13:30
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: . Batch: M23-039 40MG FILLED PRINTED CLEAR CAPSULES
Product: 40mg FILL-WEIGHT-V1

.................................................... KT
........................................................ racomtrolType: .. Produet
T meder o perator

.................. AlarmAcknowledge ML ML
................................................ Fields e
...................... T Reswlt: o ...7w= ... Acknowledged
............................................................................. ROY e
e RBAEOOde 012 ...
T Eamamli o
. Param2: 0
O — operator
.................................................... AlarmAcknowledge ML o ML
........................................................................ FLelds
............................................................................................ Result: " === hcknowledged
.......................................................................... ROV
o MlammCode: ] 01z
Hw;_mzz::_w_;;;:;::::;:;;::;::::;::::Lg;::::;;;;;WWmmawm ........................................................................................... O
OO - -2 SRR PSS O
,:;;;;:::::;;;;;1:::::;:::;;::::;:;;;L:;::::;1:::¢:m@mmw::¢:::::;;;:;:::::1::::1:::::::;::;;;.;::::::::;;:@mmmmﬂmm .............
................. AlarmAcknowledge ML ML
................................................................................ FLelds ]
e REETL e T Acknowledged
............................................................................ KT e
OO .. &..c.coch.-o. SO 01z ..
..................................................................................... Paraml: e O
U T .52 R USSR 0 ..
.;:;;;;:::::;:;;;1;;::::::;;;;::::::;;;;;;:;:::1;@f@@m::::;;:;;::::::;;;:::::::;;;;;;;:::::::::;;;;1:esmmmmmmmm “““““““
................. AlarmAcknowledge ML ML e
............................................................................ Fields ]
e BEBL L ] et Acknowledged
.......................................................................... ROy e
o omammCoder 01z
.;::::¢;:::::::::L:::::::;;;;;::::::::::L;::::;:;;;:mmmmaww::;:::;;:;;;;:::::;;;;;;;::::::::::::;:;;::::;::;::;;;@ ............
e ——LBETAE o
;::::::;:;;;;;::::;:::;:;;:::;;;:;;;;;:::::;;;;;L:nﬂ@mw:;;;;a:;;1;;;;:::::;::::;;;;::::::;:;;;;:;:::::::mmmmmﬂ@m “““““““““
36: 28/08/2023 12:25:02 Machine Modify AlarmAcknowledge ML ML

Z N ®  Machine: PLANETA - Serial Number. 4642 29/08/2023 13:30
Control System: MCI Package - ver. 5.20 Page 2/10



Batch: M23-039 40MG FILLED PRINTED CLEAR CAPSULES

Product: 40mg FILL-WEIGHT-V1

.

AlarmCode:

MG2 ©

Machine: PLANETA - Serial Number: 4642
Control System: MClt Package - ver. 5.20

29/08/2023 13:30
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Batch: M23-039 40MG FILLED PRINTED CLEAR CAPSULES
Product: 40mg FILL-WEIGHT-V1
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36 28/08/2023 13:38:02 Machine Modify Alarmdcknowledge ML un T
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Batch: M23-039 40MG FILLED PRINTED CLEAR CAPSULES

Product: 40mg FILL-WEIGHT-V1

34: 28/08/2023 13:53:05 Machine Modify MachineControl

Fields

Fields

Disabled Enabled

MG2 ©

Machine: PLANETA - Serial Number: 4642
Control System: MCI Package - ver. 5.20

29/08/2023 13:30
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Batch: M23-039 40MG FILLED PRINTED CLEAR CAPSULES
Product: 40mg FILL-WEIGHT-V1

““““ o
2l EHCOMLTOLTYDE: Product
Bl B Cperator
....... 4:) .28/08/2023 13:>
“““““ Bl e
6 . e R Disabled . Enabled |
T e B s
B RO O Y B Capsule
9: e OpeTAtOT
q0:|  28/08/2023 13:55:27 System  Modify  SystemEnvironment ML
..... N oo -.- - - SRR S
Az EL .............................................
,,,,, BB e S S OO =2 U
B O SE . S I
T O - =L SRR LogOperation
61| 29/08/2023 06:22:17 Database  Modify OOl g e O e
..... LT 21 Ry -1 S S
B e S EREEEOMEEEIB T 10 ] 7
..... 19 Sq
S S > AN A
..... P4 H U Vi GmdRdd
22| 29/08/2023 06:22:17 Database  Modify  ConfigUserFunction SMCISYSIBFD o
= O - S S S
BB e SR MERTAIERAEE O . L
LT O OO 2 10 L
2Bl Y
D21 ISR st e cmdModify
..... 28:| 29/08/2023 06:22:17 Database |
..... 1 U .- SRR SRR SRS
B0 class: oo 10
B 1 OO ookttt e 10
B ) U AU SIS
“““ 33 e CmdDelete
34| 29/08/2023 06:22:17 Database  Modify  ConfigUserFunmction SMCISYSTENIR
“““ 35| e B
36: IdFunctionClass: 7 10
Machine: PLANETA - Serial Number: 4642 29/08/2023 13:30

MG2 @

Control System: MCI Package - ver. 5.20 Page 6/10



Batch: M23-039 40MG FILLED PRINTED CLEAR CAPSULES
Product: 40mg FILL-WEIGHT-V1

IgnefaultFunctionCla 7 10

-

16: 29/08/2023 06:36:53 System Modify SystemEnvironment SMCISYSTEMS

36: Value: Enabled Disabled

Z N ®  Machine: PLANETA - Serial Number: 4642 29/08/2023 13:30
Control System: MC! Package - ver. 5.20 Page 7/10




Batch: M23-039 40MG FILLED PRINTED CLEAR CAPSULES
Product: 40mg FILL-WEIGHT-V1

| 36: AlarmCode: 012

® Machine: PLANETA - Serial Number: 4642 29/08/2023 13:30
Control System: MCI Package - ver. 5.20 Page 8/10




Batch: M23-039 40MG FILLED PRINTED CLEAR CAPSULES

Product: 40mg FILL-WEIGHT-V1

-

36: 29/08/2023 13:10: Hw Machine Modify

MG2 @

Machine: PLANETA - Serial Number: 4642
Control System: MCI Package - ver. 5.20

29/08/2023 13:30
Page 8/10



Batch: M23-039 40MG FILLED PRINTED CLEAR CAPSULES
Product: 40mg FILL-WEIGHT-V1

...... 1: e B ]
....... 2: <m5mmmm€ma5mm28
...... T I ... U
...... 4; H%Sﬂozémmmsmom
..... 5 zo%owmamwou
....... 6: Nmsms%uﬁsszﬁﬁmmzo&@E%SmnonﬁaEE
,,,,,, vl O 2. - SRR S L
- e AU Enabled Disabled
S o
Mode: Operator

Z N ®  Machine: PLANETA - Serial Number: 4642 29/08/2023 13:30
Control System: MCI Package - ver. 5.20 Page 10/10



Batch: M23-039 40MG FILLED PRINTED CLEAR CAPSULES
Product: 40mg FILL-WEIGHT-V4

Operating Parameters and System Components Analysis

_____ 34;]  Component e ]
_____ §§;,”"”“""QE;HMQEm?§9§§iaunvﬂﬁﬁunuuuuVW"d“""""HV””d_"“““V"”"“""""””ﬁﬂﬁunuuuuﬂﬁﬂﬁé;%Qw""”“"""“w”m
36:) . 01.91. ?95?%9%U?%Eéu99@?99992“ﬁ”"”“""""“"”””“"""_”W””“"““"nuﬁﬁﬁﬂuunnnﬂvﬁ;l} __________________________
37:| ....01.02. System Data Component oo 2
..... 33,W"“"“"""“”V"”Pérénﬂéaé9€zﬁ99@999992”“""""“"”””“"""“”"""“"“"“”W"""A""""“”V"ﬁﬂné;%Q””u"""“M”””h,
,,,,, 33,”u"""“""“”,”WMEEEiﬂﬁHQQNPQQQEE“ﬁ"”””"““““ﬁ"""“_““““”””“""""”Wﬁﬁﬂu"““““””NHAHHE;QQNMHHHH”WW””".
40 . Empty Sampler Component520 __________________________

M G 2 °® Machine: PLANETA - Serial Number: 4642 29/08/2023 13:30
Control System: MCI Package - ver. 5.20 Page 1/1



Batch: M23-039 40MG FILLED PRINTED CLEAR CAPSULES
Product: 40mg FILL-WEIGHT-V1

______ 1 n. 1 started on 28/08/2023 08:18
______ 2: ([Dos.no]: sample weight inmg.)
_______ 3: . [._11: 39.85 [ 31: 39.72 [ 51: 40.78 ([ 71: 38.98 I 91: 41.29 .
& oo Loa1y:  39.59 [ 131:  40.36 [ 1s): 41.32 [ 17]: 40.66 [ 191: a1.62 ]
B oo beris  39.97 [ 23]:  33.36 [ 20]: 39.43 [ 27): 39.42 [ 23]: 40.06 ]
B T 0 S L OO
AAAAAAA 7
,,,,,, 8: veness:  0.000 % Acc. Criterion:  2.310 % |
,,,,,, 9: | Minimum:  39.36 mg Gross Average:  88.84 mg Net Average:  40.29 mg
o0 L Maxdmum:  41.82 mg  Gross Std.Dev.: 0.90 mg Net Std.Dev.: 0.77 mg ]
_____ 1: _Gross C.v.: 1.007 % WNet C.v.: _ 1.302%
12:

M °® Machine: PLANETA - Serial Number: 4642 29/08/2023 13:30
Control System: MCI Package - ver. 5.20 Page 1M1



Batch: M23-039 40MG FILLED PRINTED CLEAR CAPSULES
Product: 40mg FILL-WEIGHT-V1

1: Multipie Print Out Summary

2:) ] Batch Analysis e Pages: 3o
““““““ 3:|  Dposators Bmalysis ... Pages: 2 .
,,,,,, 4:|  Fractions Analysis ... .. Pages: 2 ]
______ 5:/  Self-adjustment Analysis ... Pages: 2 _ .
______ 6:|  Machine Stop Analysis ... Pages: 2 _ |
_______ 7:|  Productivity Analysis ... Pages: 1 _

8 ] Weights Analysis Pages: 15 ]
...... 9:|  oOperating Parameters and System Components Analysis  Pages: 1
e User Log operations and Batch Session Events Analysis .. Pages: 1
L H Audit Trail Analysis . PAgESE e
,,,,, 42:|  Batch Report Bnalysis ... Pages: 1
A T T
T L S TOTAL PRINTED PRGES: e 40

15
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Batch: M23-039 40MG FILLED PRINTED CLEAR CAPSULES
Product: 40mg FILL-WEIGHT-V1

1 < | 28/08/2023 09:17 ~ End of Fraction n. 1 started on 28/08/2023 08:18

20/08/2023 13:30

M G 2 e® Machine: PLANETA - Serial Number: 4642
Control System: MCI Package - ver. 5.20 Page 1/1




Batch: M23-039 40MG FILLED PRINTED CLEAR CAPSULES
Product: 40mg FILL-WEIGHT-V1

Batch Analysis

-l

fffffff X165

------- 4 :
------ 5 :
_______ 6: :
_______ 7
,,,,,,, 8: 132 - 17.2%

©
[{e)

12.9%

Capsules
Percentages

8.6%

aakdcuymunsnssnEEsmuEcecEE

4.3%

RCEkEBEYIDEEHGEBpEBEERRERY

EesHmMMEHTNEREERYE

Gross Average:

Gross S5td.Dev.: ‘ 1.10 mg

42 _Net Average: e 2000 Mg

43: Net Std.Dev.: 0.7% mg

50 Total Defectiveness: 0.000 %

MG 2 e® Machine: PLANETA - Serial Number: 4642 29/08/2023 13:30
Control System: MCI Package - ver. 5.20 Page 1/3




Batch: M23-039 40MG FILLED PRINTED CLEAR CAPSULES
Product: 40mg FILL-WEIGHT-V1

,,,,, 50: NumDosatorslG
B besators step: 2 ]
41 I Num.Tubes: B
,,,,, Y 3= -0 SO P S
h4 Type Powder

M G 2 e® Machine: PLANETA - Serial Number: 4642
Control System: MCI Package - ver. 5.20

29/08/2023 13:30
Page 2/3




Batch: M23-039 40MG FILLED PRINTED CLEAR CAPSULES
Product: 40mg FILL-WEIGHT-V1

NNNNNNN | BOS. I B
______ 2| Ranger e 2 S ]
....... 81 UEWMARGE G0
,,,,,,, 4| o EMMaX.: 30000 ]

L) IS VM. T 0.00 mm”3
_______ 6: VM3X37800M’\3
_______ Tl BODBEI T L e
,,,,,, 8| _compoment: .. A%0mg FILL-WBIGHT ]
,,,,,, .  gelf-adjustment: ... Beabled ]

10:
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MES-032-03 MG2 Planeta: Spray Dried Mannitol Blend Reconciliation
Modified: 20-Mar-17

Reference Document: SOP-254

To be used with Exel 2016 ONLY

Spray Pried Mannitol Blend Lot Number:| M23-032
Initial Blend Weight (g):{ -~ . 592787

Dust Collection Drum & Filier Bag Weights:

Drum & Filter Before Campaign After Campaign
Number Empty Weight (kg) Full Weight (kg)

i 5.56 ' : 5.56

2 5.54 _ 5.54

3 5.64 5.94

4 5.60° 5.98

5 ‘ 5.64 7.74

Auxiliary Vacuum 5.16 ' 5.52

Drum & Filter Bag Waste (g): | 3140.0}

Spray Dried Mannitol Blend Encapsulated:

Encapsulation Lot Number Blend
Encapsulated (g)
oo UM23-033 | 419467 L
M23.039 - ] 128290
{Gll-in} - {fill-iny
{fill-in} b Lo fll-ind
Hill-in} {fill-in}
{fill-in} - o Aill-ing
{hll-in} Hill-ind - -
{fill-in} s C O ffillkiar
Total Blend Encapsulated ()| 54775.7|
Recovered Mannitol (g):f .~~~ = 0.0
Reject Mannitol (g):] ~ = - 3499
Spray Dried Mannitol Blend Weight Reconciliation:
% Reconciliation:] 93.3 [% (Limits: 97.5 - 102.5 %)

Status of reconciliation: | COMPLIES I

- .:\

Date: 50 Ao 2 S

Signed: ) /{x

Refer to any relevant Incident Reports (e.g. DR/NCPR etc.)

o SRS S e TR
S

Adttach to the last encapsulation batch record of the campaign.

PiManufacturingitesting\capsule wi\Encapsulated Batches - reconNo 20RR\Mannitol reconciliation\M23-032 Pagel of 1



pharm

Production Order - Job Card
Pharmaxis Master Data

Production Order

Prod. Order No, 23/067

Status Released

Item 40mg Printed Clear Capsules
Item No. 200042

5P No. SP-501-10

Lot No. M23-039

Expected Quantity 36,000 Gram

Qutput Bin Code 20-G1ACLEAN ROOM 57

Routing

Routing No. SP-501

Operation No. 10

Type Work Center

No. B1.020

Description Encapsulation Roem1{-#20
Time Needed 36.72 HR
Material Requirements

ltem No. SP No. ltem

100013 3P-378-00 Printed Clear/Clear Capsule
200037 SP-504-09 Spray Dried Mannitol Blend #20
Output

Gross Cutput Gram
Samples Gram
Net Output Gram

Expected Unit of

Consumed

Quantity Measure Code Quantity

22,657 G

24961 G

Starting Date
Starting Time
Ending Date
Ending Time

Lot No.

24, August 2023
Page 1
RowenaG

2512118
9:16:48 AM
31/12/18
2:00:00 PM

Bin Code




