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

Specifically, 

A. From May 2023 until December 2023, your fnm manufactured and distributed human drng products 
intended to be sterile when your environmental monitoring program for viable Inicroorganisms was 
not in a state of control. During this time period, you documented 337 action level environmental 
monitoring excursions for bacterial and fungal recoveries in Grade-A and B aseptic processing areas 
for aseptic filling line] to include critical aseptic filling areas, equipment, and personnel. Your 
fnm's actions in response to the environmental monitoring excursions are inadequate as noted 
below: 

(bf{4~ Your fnm documented moisture and microbial contaminated!• 
environmental monitoring plates received from your supplier in July 2023 in excursion 
investigation IMDD-EM/23/010 (media lot (bf{-il Despite the documented containination 
of the media plates themselves, your fnm attributed multiple action level environmental 
monitoring excursions for the line] aseptic manufacturing area and the plate containination to a 
containinated incubator and continued using1 CtiJT1 plates from the same supplier until 
December 2023. fu December 2023, your fnm again documented (bf{4 media lots not meeting 

4your acceptance criteria 1 (b111media lots l Cb>< The potentially 
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• d 1 fi g n-4 d' 1 I (b)l4l ·1· d • •contammate p ates ·om me ia ots j were ub 1ze m aseQbc 
processinf: areas (lin ~ unng diu g product manufacture to mclude for I "1bTC 

4l 
fujection ~1mg!ml lot (b)l1 (media lotl (b)l1 which was shipped for the US market on r (b)(4 

Your fnm 's reb'ospective evaluation ofmedia used in your environmental monitoring program • 
conducted for laborato1y investigation LIN-0318-2023-0206 (Attachment-XVIII, conducted 
December 2023) for a failed negative conb'ol during aseptic processing lin~ environmental 
monitoring, is inadequate as a media lot with previous unac~eptable and failing results was 
evaluated and documented as compliant. For example,1 (b1<1 lot I (b)l, was documented as 
compliant in the reb'ospective evaluation conducted in December 2023, however, moisture and 
microbial contamination (bacterial and fungal) of the media lot was documented 5 months earlier 
in excursion investigation IMDD-EM/23/010. 

B. Your fnm 's airflow visualization studies (smoke studies) are inadequate for aseptic filling line] as 
they use insufficient smoke to demonsb'ate unidirectional airflow and they demonsb'ate inadequate 
aseptic technique as exampled below: 

fusufficient smoke was noted in the 2021 smoke studies videos to include:• 
4- Shoot 10: Durint unll ading of sterile items from the~ H LAF to the RABS, insufficient 

smoke is visible (b)14 the RABS to demonstrate uni uecbonal non-turbulent airflow (for 
• ·1 (tif~4l cf'(4j example durmg transfer of from 16:27:32-16:27:43, earner 

- Shoot 35: During1 <"ff1 assembly, no smoke is observed over the operator 's hands as 
critical operations are perfo1med (for example from 10:46:53 to 10:47:11, camenf >1

4J 
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4Shoot 36: During aseptic connection of fill tubing from the CbH vessel to the CbTC4l 
4 

CbH inadequate smoke is observed near the critical area where the fill tubing is 
--a-se-p--,ti-ca~lly connected to the Cb)l4l (for example from 11:48:53 to 11 :49:49, camera 

cm 
• fuadequate Aseptic Techni[. ue - fu shoot 35-camerT ~~ the operator's sleeve appears to rest 

. . (bY{4 CbTC4l ~ 
agamst the fill tubmg and assemb~ ---the RABS at 10:47:11 to 10:47:50 and 

4extensively contacts the tuomg and iYi ' assembly again at 10:49:43 to 10:50:00. Procedure 
03 18-SOP-MFG-000f8 "Operation of Vial Filling and Stoppering Machine" states in item 

46.7.33, "During Cb>< assembling, ensure that gaim ent should not touch the any machine paii 
of filling and stoppermg machine." The operator 's practices in the smoke study are inconsistent 
with the instructions in the procedure. fustallation of the WCl as shown in the video is 
inadequately designed as it requires the operator to reach over the fill line causing the operator's 
gowning to contact the line in multiple areas. 

OBSERVATION 2 
Procedures designed to prevent microbiological contamination of diug products purpo1i ing to be sterile 
are not written and followed. 

Specifically, 

A. On 3/21/2024 we ins ected the aseptic filling lin~ Cb)l4l room and observed operators . 
4loading the WCl for load pattern 45 in pre ai·ation for the manufacture o~ CbH 

(bH 
4 injection lot \___Cb> 4lPer the load pattern, the (ti)7 } ai·e to be 

CbH4 • h CbH4l .. £ ·1· • Wh • d h (bf(41,--Aft - hm t e 1POS1t10n or sten 1zaj.10n. en we mspecte t e ~ r t e 
,->Cl into the (bJ the Cb)l4l were noted in the CbH4 
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(b)14 1Cb>14~ d • • • • h RABSposition. The noted are used to provide I unng aseptic operations m t e . 

B. Your fnm 's sterility test procedure is inadequate as it only instrncts QC microbiologists to 
observe for microbial contamination via turbidity. Procedure 03 l 8-SOP-QC-00085 does not 
include instrnctions for evaluation of samples for atypical microbiological growth that can 
present as other than turbidity (suspensions, pru.iicles, filaments). 

OBSERVATION 3 
Buildings used in the manufacturing, processing, packing and holding ofa drng product are not 
maintained in a good state of repair. 

Specifically, 

A. On 3/20/2024, we inspected the HVAC mechanical space and I {"ff1 the aseptic 
filling line~ ceiling. The roof of the building that covers this area was noted to have multiple 
holes and v1S1ble light to the exterior of the building. 

B. On 3/20/2024, we inspected the QC microbiology storage room1 (b111(controlled non-
classified, CNC) and noted what appeared to be mold on and around the air vent in the ceiling of 
the room. Your fnm stores various QC microbiology supplies in room1 CbTc4 to include testing 
canisters for chug product sterility and environmental monitoring plates utilized for aseptic filling 
lin{m 

C. Various areas within your facility were observed to have what appeared to be water stained 
ceilings indicative ofprior water leakage events to include: 

• l (b)l, - CNC hallway leading into lina production area. 
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- (b-)141 
- Laborato1y change room . • 

(bY{4 
~ CoITidor between retain storage room and material storage room . • 
- Drng product retain storage room . • 

OBSERVATION 4 
Equipment and utensils are not cleaned and maintained at appropriate intervals to prevent contamination 
that would alter the safety, identity, strength, quality or purity of the drng product. 

Specifically, 

)1
4

On 3/26/2024, we inspected:~ vessel (bY{
4 

/MF~V/648 in the lin{]aseptic manufacturing 
4equipment storage area._Vessel (bH /MF~V/648 was documented as being in clean status. We 

inspected the I (b)C, from the interior side of the tank and noted what appeared to be discolored C--.:J tape hanging from the (bT, fittr . j he fitting also appeared to be discolored brown with a 
~01i10n thatappeared to be rnstmg. Vessel (bY{-4 /MF~ V/648 is utilize_d to 1 (b)l, di- u g[ odlrt (bY{-4

(b)C4l d • h 1 fi ·1· £ • fill . fi • (bY{4 V 1an 1s t e vesse your nm uh 1zes to per 01m aseptic 1 mg ·om m room esse 
(b)(4IMFqffiV/6 8 • 1 • d £ (bT(4l - - - r11j g/mL 1 ~<4l 4 was uh 1ze to manu acture ·1 mJecbon, m o C4 

1 (b)(,,~)141which was shipped for the US market on 1 
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