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This document lists observations made by the FDA representative(s) during the inspection ofyour facility. They are inspectional 
observations, and do not represent a final Agency detemiination regarding your compliance. Ifyou have an objection regarding an 
observation, or have in1plemented, or plan to implement, corrective action in response to an observation, you may discuss the objection or 
action with the FDA representative{s) during the inspection or submit this infonnation to FDA at the address above. Ifyou have any 
questions, please contact FDA at the phone number and address above. 

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED: 
OBSERVATION 1 
Laborato1y records do not include complete data derived from all tests, examinations and assay 
necessa1y to assure compliance with established specifications and standards. 

Microbiologists responsible for perfonning sterility testing and collecting environmental monitoring, 
personnel monitoring, and (b)l4l samples confnmed they do not collect, test, and incubate all samples. 
For samples that are not collected or tested, a result is still recorded in the repo1ied laborato1y records to 
indicate the sample was collected, incubated, and had a result that was within limits. 

1.hlspection of the incubators in the microbiology laborato1y on January 15, 2024, identified 
4sterility tests, personnel monitoring, environmental monitoring, and (bR samples that were 

supposed to have been collected and under incubation, but were not present. Associated 
logbooks and analytical worksheets containing testing data were incomplete. Examples 
included: 

a.Records identified ongoing sterility tests for:ki (bTc4 batchesj (bT'i 

- (b>14j(US batches),! (bTC4l batch (bH1 (US batch)J (bYl~j batch 
(b)l4l batchesI (b>1-4j There were no 1 (6f<

41samples in the 20-
25°C incubator o WCl samples in the 30-35°C incubator for any of these ongoing 
tests. 
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The analyst responsible for perfonning the sterility test confnmed the tests were 
never perfo1med. Records were fabricated to document the tests were perfo1med and 
the records documented WCl checks signed by two analysts, documenting no growth, 
for samples that did not exist. 

There were samples in the incubator for! CbTC4 batches I CbT'i 
I wci but no records had been made for testing these bat...ch"""e_s__-----

b. There were no personnel monitoring samples in the incubators. Procedure MI/009 
"Environment Monitoring" requires personnel monitoring for all personnel exiting 
the aseptic area. There were 73 documented entries/exits in the aseptic entiy /exit log 
from Janua1y 10-Januaiy 15, 2024, that should have had associated samples under 
incubation. A Inicrobiologist confnmed none of the samples were collected. 

Additionally, from November 5, 2023 -December 30, 2023, there were no enti·ies 
into the personnel monitoring logbook to indicate any samples had been collected. 

c.There were no1 Cb114air samples in the incubators. Procedme MI/009 "Environment 
Monitoring" requires WCl monitoring of the production area fro~ Grade A 
locations and ~ Grade B locations. A Inicrobiologist confnmed the samples for 
Januaiy 10-14, 2024, were not collected. 

cl.There were nol ·CbTC4lsmface monitoring contact plates in the incubator-J~ ·CbTC4 

contact plates for surface monitoring are supposed to be taken! CbT'i fromJs Grade 
A locations and ~ Grade B locations. A microbiologist confnmed the samples for 
Januaiy 10-14, 2024, were not collected. 
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e.Not all settle plates were present in the incubator. Procedure MI/009 "Environment 
Monitoring" requires settle plates be taken for l CbTC4lperiods! (bY{4 

} during 
filling. 

There were no settle plates present in the incubator from January 14, 2024, when 
(b~"i (bY{41batches were filled.I 

There should have been u sets of settle plates for this day. 

There was one set of settle plates with an unknown exposure time from Janua1y 13, 
2024, when! (bY{4 

) batches! CbTc4 
I Cb)ciwere filled. There should have been CbH4 sets of settle plates for this day. 

There was one set of settle plates with an unknown exposure time from Janua1y 11, 
(tiH4J CtiH412024, when l ·ibatches l 

CbH1 were filled. There shouldI 
(b)(4)

have been sets of settle plates for this day. 

There was only one set of settle plates with an unknown exposure time from Janua1y 
10, 2024, whenl (bY{4Lbatches l CbT'i 

I Cb)l4l were filled. The set was missing _2lates from 
• l( (b), , (b)(4Grade A sample pom There should have been sets of settle 

plates for this day. 

f. Samples for! Cbn4 
~ were documented to be 

under incubation for samples collected Januaiy 10, 11, 13, and 14, 2024. None were 
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present in the incubator. A microbiologist confnmed the samples were not collected. 

2.A microbiologist responsible for sterility testing, collecting environmental monitoring, and 
collecting personnel monitoring confnmed samples were routinely not collected and tested 
for batches manufactured during 2023. Sterility test room biometric access records, aseptic 
entiy/exit log, and HR records showed personnel documented to perfo1m testing were not 
actually present. For example: 

a.Biomeu-ic access records showed the analyst responsible for sterility testing of 
(b)14•j I (b)14, . .batches did not enter the testmg room on October 

14, 2023, when the batches were documented to have been tested. These batches were 
released to the US market. 

The entiy and exit log for the aseptic area and HR Records showed personnel 
responsible for 1 (b111air sampling, settle plates, contact plates, and personnel 
monitoring samples associated with batches {"ff1 were not present when 
samples were documented to have been collected. 

b.Biometi·ic access records showed the analyst responsible for sterility testing of
4

incoming empty tube lots I (tif( ) did not enter the sterility testing 
room on August 4, 2024, the date of testing. These lots were used in the filling ofUS 

(b)1.Jjmarket batches I 
CbTC4lc.Biomeu-ic access records showed the analyst responsible for sterility testing of 

(b)14- CbTci batches I 
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was not present in the 
sterility testing room on the days the samples were documented to have been tested. 
These batches were released to the European market. 

3.Grade A settle plate CbT collected on Januaiy 13, 2024, was repo1ied by the analyst to have 
~ CFU during plate reading. When the plate was inspected prior to the end of incubation it 
was observed to have~ CFU, an action level result. 

Prior to the inspection, no sterility failures have ever been repo1ied and no ale1i or action level findings 
• 1 . . 1 . . (bY{-4 1 Fave ever een repo1ied Ch b 1or envuonmenta momtonng, personne momtormg, or ___samp es. or 

samples that were inspected while under incubation during this inspection, failing results were observed: 

I.Lot WCl of (bY{-4 (US mai·ket) was failing its sterility test on Januaiy 19, 2024. --- ..______.. 
42.Lots W( of (bY{-4 ( domestic mai·ket) were failing their -------------- ..______

sterility test on Janua1y 19, 2024. 

3.For environmental monitoring samples under incubation during the inspection that were 
collected between Janua1y 10-18, 2024, there were approximately 37 Grade A action level 
excursions, 17 Grade B action level excursions, and 2 Grade B ale1i level excursions. 

OBSERVATION 2 
Procedures designed to prevent microbiological contamination of diug products pmpo1iing to be sterile 
did not include adequate validation of the aseptic and sterilization process. 
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(b)14j1. Your fnm aseQticall);'. fills the OTC finished diug Qroducts, I 
I 

Ointment for the US market. Your sterilization process includes holding the ointment base, at 
CbT<1 equipment ID 

BR2/PR/EQ/MR-001, located in the I Cb><
41Room ofyour facility's manufacturing block. In 

your perfo1mance qualification (PQ) protocol (P/PR/PR004-02) for this sterilization ste~ and 
associated report R/PQ/PR0042 you challenge the sterilization 12rocess byj Cb 

4L 
(b)14j 

J:Tlie sten hzabon 
process is conducted followed by sterility testing ofl rCb><4 n from the tank 
after the sterilization cycle has completed. ~ Cb>1

4i 
Cb)<, 1You ailed to demonstrate that tliIS stenhzmg process is 

effective under worst case conditions by using anv biological indicators in your qualification 
study. You also failed to demonstrate howl CbTC1 sample taken for testing is 
representative of the entire batch, I Cb><

41size. 

(b)l,2. Following the sterilization process, your fnml 
located in an adiacent room. The aseptic connect10n tfiat's done to connect tfie transfer p1pmg 
from the I Cb)l1 equipment ID BR2/PR/EQ/MR-00 1, located in the l <"ff1Room" 
to the manufacturing tank (PLM) ID: BP2/PR/EQ/PLM-001, is perfo1med under Grade C 
environmental conditions. 

3. Your fnm perfo1ms aseptic filling on Lines 1 (b 
111On Jan. I 5th and 16th we observed fillin~ on 

Line ~~ This filling line has minimal baITier protection in the area that houses the I Cb:] 

and ~ere open sterile tubes pass by on the line prior to being filled. A high concentration of 
operator activity was observed in this area on both days. Your media fill study (Protocol 
P/MR/PR00I-10 and Repo1i R/MF/PR00I-10) conducted for these filling lines was not 
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representative of your commercial manufacturing process in tenns of size and processing length. 
Your standard commercial batch size for the U.S. marketed sterile chug prod! cts, pac, aged in 

(b1141□ • . ~ b h d. fill d • d f nl (bT bg tu bes, 1s ·i tu es; owever, your me ia 1 stu y cons1ste o o y g, tu es. 

4. Your fnm's Aseptic Process Simulation (Media Fill), outlined in procedure SOP PR/017, 
Protocol P/MR/PR00I-10 and Report R/MF/PR00l -10, dated October 22, 2023, failed to include 
interventions representing worst-case production activities during commercial manufacturing. 
Numerous inte1ventions were obse1ved in production, which were not captured at all or in 
sufficient number in the Media Fill, to represent the obse1ved manufacturing conditions. 

The following are examples ofdifferent inte1ventions and/or incidences obse1ved in the 
commercial batch production on Jan. 15th and 16th

, during aseptic fillin§ of the sterile product, 
(bH"j Gel l (br(

4~%),rng tube, Batch ~ H"j(Jan 15) and ~ (bH1 (Jan. 16), which were not represented in the Media Fill Study: 

a. On Jan. 15th
, operators were obse1ved removing the emptyL (bT that hold the sterile 

unfilled tubes from the filling line and exchanging it with a fu~ l IC4l of sterile, empty, 
ointment tubes. This exchange, which involves an operator wa mg across the room 
close to the aseptic t lling l~ e and the exposed (bTC, was obse1ved greater than 6 
• • 1 h (b)l4l • • 1d • fill.times m ess t an a trme mte1va urmg 1 mg. 

Per SOP PR/017, and Protocol P/MF/PR00I-10, this activity is to be perfo1med onl~ 
times during a media fill study. 

b. Loading the1 (bH4j with empty tubes to be placed on the filling line. This was obse1ved 
on Jan. 15th greater than 6 times between I CbTC4l and on Jan. 16th from the sta1t 
of filling at approximately I (bH41 ( operator lunch break). 
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Per SOP PR/017, and Protocol P/MF/PR00l-10, this activity is to be perfo1med only~ 
times during a media fill study. 

c. An operator was observed removing an unfilled sterile tube from the filling line and 
placing it into a CbTCl being loaded with empty sterile tubes where it will go back into 
machine to be fiiled. 

This is not included in the interventions listed in SOP PR/017 and there is no 
documentation of it being perfo1med in any media fill . 

d. The line was stopped and an operator was observed on Jan. 15th, ! Cb>1 
4j of the 

filling line near the I Cb>1-41 station and perfo1ming an adjustment to the machine. 

This! CtiJT1 intervention is not found on the list of interventions in SOP PR/017, 
and/or Protocol P/MF/PR00l-10, nor was any documentation found in the media fill to 
show this was simulated. 

e. Operator Cb)liil was observed on Jan. ~ standing on a stool, and reaching over the 
filling macliiiie to I Cb)l, on the I l6>l, which holds the sterile bulk dtug product. 
His torso and aims were directly over the uncovered area of the filling line while there 
were open sterile unfilled tubes on the line below. This activity was observed more than 
6 times during the filling process on Jan. 16th. 

This intervention was not found in media fill SOP PR/017, and/or Protocol P/MF/PR00l-
10 or anywhere in the media fill batch records. 
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5. Per your media fill protocol P/MF/PR001-10, SteiQ; tubes are analyzed based on the change of 
W<

4 indicator I wci Your analvsts are not instrncted, and your protocol does 
• 1 • h lfi l (b)l4lnot mstrnct ana ysts to mspect t e samp e or ·i 

6. Meaningful airflow pattern studies were not perfo1m ed for the aseptic processing lines. The 
studies did not include evaluation of any set-up activities or interventions. 

(lir(4j 7. There are l (bTC1 mechanical pa1ts (accessories) on the filling line, the I 
I lu"~l that have direct contact with the inside of the sterile ointment tubes prior to being 
filled with the sterile drng product. Additionally, a l (br{4

~ ointment tube baITier contacts the 
open end of the sterile tubes on the filling line. 

(lir(4j Per the Production Manager, and Sr. Production Manager, the I 
ointment tube baITier are not sterilized. 

(b)l4l • d k d . I (bY{.Jj .8. The US market I ·i omtment pro ucts are pac age m contamers. There has 
been no evaluation to dete1mine whether the fo1m ulation is a12P.1£Priate to ~revent proliferation 
of microorganisms that may be introduced! (br{4j 

OBSERVATION 3 
Procedures designed to prevent microbiological contamination of diu g products pmpo1ting to be sterile 
are not established, written and followed. 

On Jan . 15th and 16th
, 2024, while observing set-up, filling, and transfer of equipment and components 

on Filling Line ~~(equipment ID BP2/PR/EQ/WIF001), for the aseptically filled fmished diug product 
(br{,4j Gel, I (br{4)%),rT, gram tube, Batch l (bT(, (Jan . 15th) and Batch 

(bH1(Jan. 16th), poor aseptic processing behavior was observed. This filling line is used to 
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manufacture US market product. Examples of the observed poor aseptic behavior include: 

1. On both Jan. 15th and 16th 
, during loading of the I t"ff1 box) that holds the 

sterile ointment tubes used during filling, machine operators were observed directly touching the 
inside surface of the sterile tubes with their hands. These tubes are primaiy packaging for the 
aseptically filled sterile chug product. Procedure SOP PR/070, "Interventions During Tube 
Filling", requires the use of forceps to handle sterile ointment tubes, but the procedure was not 
followed. 

2. Cb>14 ~ ed to hold the sterile ointment tubes on the filling machine does not undergo Cb)l4l 
CbT sterilization. Per your fnm, this (b)1-4~ is wiped down with CbTc4 prior to the ~ 

staii of filling. I - Cb>14l 
I I On 
Jan. 15th 

, I observed these CbH
41beingliandled by the operators during filling (loading, 

moving the loade•~CbTC
4 

and emptyr Cb)l, for reload) without ever observing them being 
wiped down with CbH

4 
The operator 's hands were observed inside the l CbTC, while removing it 

from the filling machine and can.y ing it across the room to refill. The operators were in direct 
contact with the same inside surfaces of the l CbTC, that come in direct contact with the sterile 
unfilled ointment tubes. 

3. On Jan . 16th , during line set-up and placement of the I Cb)l1 an operator was obse1ved 
leaning their entire torso, forea1m s, and head into the area of the filling machine I t"ff1 

1 (b 
111where aseptic filling ofsterile ointment into sterile tubes takes place. 

4. During filling on Jan.16th we obse1ved exposed skin on the bridge of an operator 's nose between 
the nose bridge on the goggles and hood/face covering as well as on the side of their cheek and 
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on their forehead. These o erators were working in the aseptic filling area perfonning 
4interventions near the Cbn_____ hw ·1 bere open sten e tu •es pass pn or to fill'1 mg. 

5. Operators were observed reaching their hands and forea1m s over the open product (b
1141 during 

set-up for aseptically filled Cb)l4l batch CbTC4l ....__.... 

6. There is no CbTC4l on the product As a result, an operator must manually check 
the (bY{-4 while product is being added to the CbH During these checks, the operator was 

(bY{4
observed with their hands, airn, and head leaning over open tubes and the product 

• • fiill ' f (b)l4l b h CbT(4l -----dunng aseptic mg o ______ ate 

7. Operators were observed kneeling on the ground and placing their hand and forea1m on the 
. (bY{4 (bJ(4] .

ground dunng set-up for _ __,..-__,..--,-.... batch__, _ __. on Janua1y 16, 2024. The operators did 
not change any gowning or gloves before continuing set-up and aseptic filling. 

OBSERVATION 4 
Separate or defined ai·eas to prevent contamination or mix-ups are deficient regarding operations related 
to aseptic processing of diu g products. 

1. Appropriate pressure differentials are not maintained between the Grade A filling area for filling 
1• f<6~ d h d' G d D Cb)l4l Cbl Th • Cbn4 b h hme~ an t ea Jac;nt ra e zone C4l ere 1s an ____ etween t ese areas w ere 

0 00~ • ~ •filled tubes ai·e .....,_,,_.... When the between the Grade B ai·ea of the lme~ fillmg room and 
the Grade B con-i.dor ai·e CbTC4l the ressure differential between the Grade A and Grade D 

CbT(4 (bY{4 .
zone di·opped to zero and __,..,..,,.,,_... were observed to push from the Grade D ai·ea mto 

...,th_e_Gi....·ade A area. The same pressure differential di·op was observed when the Cb)l4l
~1 (bY{4 . zone~ was ___ to the packing area. 
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(b114l (b>14•1 L ' 2. On January 15, 2024, the fC6ff, bru.Tierl ofthe l on me ~and the 
(b)(4 

equipment were not installed during aseptic I 
(b)(4

filling ofl (b><, batchl . There was no documentation that had been made at the 
(b)(4

time ofwhen thel were removed, why they were removed, or whether it was 
acceptable to manufacture without them in place. The smoke studies filmed on October 3, 2023, 
and on April 19, 2023, also showed the[ (bT~ were not present at the time. 

OBSERVATION 5 
Protective apparel is not worn as necessru.y to protect diug products from contamination. 

1. SOP PR/009, entitled, "Cleaning and Sterilization of Ga1ments", under "Inspection ofwashed 
gru.ments", states, "If any pru.i of the set is found to be stained or not in intact condition, discard 
the whole set con esponding to that serial number" . It also states under "Destmction of 
gru.ments", "Destroy the ga1ments by cutting with scissors after completion of (b

1141sterilization 
cycles orl CbTC

4
l 

(bTC,On Januru.y 15, 2024, operators working in the grade A area, during aseptic filling ofl 
I (b>1

4j Gel, I wc1%)t:jgram tube, Batch l CbTC4l were observed to have 
numerous stains and tears in their donned gru.ments. Closer inspection of the gru.ments once 
doffed by the operators revealed the following: 

a. I (b>1 
4j stains were observed over most of the boots, suite and head 

covermgs. 

b. Boots were observed to have numerous holes in them. 

C. Hoods were observed to have teru.·s ru.·ound the sides. 

2. The number of sterilizations and wash cycles and the age of the ga1ments was not being 
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monitored. 

3. The goggles used in the aseptic filling areas have direct vents along the top of the goggles. 

OBSERVATION 6 
Aseptic processing areas are deficient regarding the system for monitoring environmental conditions. 

1. Non-viable paiiicle counts are not collected in the Grade A filling area during filling operations. 
Samples ai·e only collected before and after filling. However, the raw data, including the counts, 
are not recorded per the production manager. 

On Jan.15th , the filling machine! ·CbTC4lgears were directly exposed to the filling 
line. These gears andr·--Cb·n, move in rapid succession, which could result in generation of non-
viable particles. This mechanical section of the machine was not covered or isolated in a way to 
protect the product. 

2. No risk assessment has been perfo1med to identify appropriate and specific locations for 
environmental monitoring samples. For example, on aseptic filling line! CbTC, surface 
monitoring plate is taken for CbH-4 batch from the Grade A filling area. The location is not 
specified, documented, and is chosen by the sampler at random. 

OBSERVATION 7 
Laborato1y controls do not include the establishment of scientifically sound and appropriate test 
procedures designed to assure that diug products confo1m to appropriate standards of identity, strength, 
quality and purity. 

1. Test method MI/010 "Sterility Testing of Empty Tubes, Finished Product and Raw Material as 
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per IP/BP/USP" has not been shown to be effective for testing US market products for sterility: 

(b)l,a. The method was not validated us~j the fo1mulation for l 
Ointmen{ Cb (, Ointment. 

(bTCl• ·1· • £ I (bT(4l b h.~ (b)1.Jj d i b. Durmg sten 1ty testmg or I ate an 
(b (41batch( (b)14 on Januaiy 18, 2024, the product did n._ot fully dissolve prior toJ 

I (b>C4 The test method does not describe I (b>< 
4j but the analyst1 (b111the 

samples for approximately! CbTC4l before attempting I CbTC4l 

The product did not appear to readil½ (b111As a result, the analyst loosened the 
manifold, potentially ~llowing product to bypass the I (bTC4l Additionally, 
during testing ofr (b1<, the analyst did not place the ] (b>14} on the 

manifold. 

C. The method validation for I (bT(4 Oin!men( (b)1-4~ Ointment did 
not document the use or amount ofl (b)C, to dissolve the product. 

4 (b)14
d. There was a lack ofjustification for only using approximately r Jg of ointment from 

sample tube. 

2. The microbial media used for environmental monitoring (settle plates, (b)1, air samples, surface 
monitoring, and personnel monitoring) does not containJ (b>C4 

} On Januaiy 16, 
2024, during the set-up of! (b)l, batch! CbH 

4j an operator was observed spraying 
I (bTC, above and in the direction of a Grade A settle plate. 
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3. There is no microbial identification from environmental monitoring, personnel monitoring, or 
{fir monitoring to evaluate the microbial flora of the aseptic manufacturing facility. 

OBSERVATION 8 
Written production and process control procedures are not followed in the execution ofproduction and 
process control functions and documented at the time of perfo1mance. 

1. Paper entiy logs for the aseptic entiy and exit area are not accurate, complete, and documented 
contemporaneously. An analyst responsible for environmental monitoring confnmed his name 
and signature had been written in the aseptic entiy/exit logs to show he was present on days 
when he was not at the facility by an unidentified person. fu other instances, the analyst stated he 
signed that he was present to complete the log based on the batches being manufactured, not 
because he had actually been present at that time. There were no aseptic entiy/exit logs for 
March 10 - June 1, 2023, or July 7 - September 1, 2023. 

fu addition to the pl ~· er entiy /exit log, the aseptic area has a biometi-ic entiy and exit system that 
stores the previous Cb>14j entiy and exit records. After the data was requested to be reviewed 
during the inspection on Januaiy 17, 2024, all data was deleted before it could be reviewed. The 
General Manager acknowledged the data had been deleted. This limited the ability to perfo1m the 
inspection. 

2. Equipment usage logbook for the Bulk Storage Vessel, (ID BP2/PR/EQ/ST-001), for the 2023 
year was missing records from Januaiy 2023 and Mai·ch I-December 31, 2023. 

3. Equipment usage logbook (2023) for the Manufacturing Tank (ID BP2/PR/EQ/PLM-001), is 
missing records from November I-December 31, 2023. 
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OBSERVATION 9 
Equipment and utensils are not cleaned at appropriate intervals to prevent contamination that would alter 
the safety, identity, strength, quality or purity of the drng product. 

Your manufacturing equipment cleaning validation studies failed to assess the effectiveness of your 
cleaning procedures to reduce the residual API to acceptable levels when your shared equipment is in 
the worst-case di1iy conditions. Per your ProtocoJJR.epo1i , No. PR/CV/002-00, entitle1 "Cleaning 
Validation Protocol/Repo1i for Product:i-u~ Ointment! (b)l _j effectiye 
07/28/2017 cleaning was perfo1med after (bH4l commercial scale batch manufactured! (b)C, batch), 

(b)-c41 I (b)l4l •for batches ) cleanmg). I 

Your cleaning instructions outlined in the following procedures allow fo1J (bT(4 batches of 
the same product to be manufactured before any cleaning (type I (l,"~1 is initiated: 

• PR/054, entitled, - (b
1141 of Bulk Storage Vessel (ID BP2/PR/EQ/ST-001)" 

• PR/056, entitled, LJ of PLM (ID BP2/PR/EQ/PLM-001)" 

For example, the following manufacturing e~uipment usage logs show I (b)l4 batches of 
I c1,rc, Ointment! (b <

4jbeing manufactured prior to initiating cleaning: 

CbT(4 

OBSERVATION 10 
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Batch production and control records do not include complete info1mation relating to the production and 
control of each batch. 

1. Your fnm does not record interventions during routine batch manufacturing. On Janua1y 15th and 
16th (bTC, , 2024, the following interventions were observed dming the aseptic filling of 
I (bH

4j Gel l (bT'1%), ~1g tube, Batch C::<6H
4j and Batch ,r (b>C

4j 

a. Removal of the emptyI (bH 
4jthat supply the tubes to the filling line and exchanging it 

with a full 1 Ctifc4j of sterile ointment tubes. 

b. Removal of an unfilled sterile tube from the filling line. 

C. (tiH"j of the filling line near the1 Ctifc4j station and perfo1ming anI 
adjustment to the machine. 

d. Manual adjustment of the unfilled tubes prior to their ente1ing the filling line. 

CtiH41 l (bT(4le. of the ·1that holds the sterile bulk diug product. I 

2. Your fnm does not record the filling line speed when filling sterile products. 

3. Your fnm does not record when the filling line is stopped, and the length of time it is stopped 
for, in the batch manufacturing record. 
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Additionally, your fnm's Sr. Production Manager,c::] Production Manager (6)l6land (bff your 
Assistant QA Manager confnm ed that they do not doclllllent routine interventions in the BMR or 
onto any other document that is associated with the BMR. 

Anastasia MShields~=Anast3sia M. 5-lds-SX Date Signed: 01-19-2024 15:22:24 
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