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This document lists observations' made by the FDA representative(s) during the.inspection of your facility·. They are inspectiorial observations, 
and do not represent a -f'mal Agency de'termina~on regarding your compiiance. If you have an obje~on regarding an observation, or have· 
implemented, or plan to implement, corrective action in response to an observation, you may discuss the objection or action with th~ FDA. 
rej,resentative(s) during the inspection or submit this information to FDA at the address above. If you have any questions, please contac; 
FDA at the phone n_umber and address above .. 

DURING. AN INSPE~°'1ON _OF YOUR flRM WE OBSERVED: 

OBSERVATION 1 
(REPEAT OBSERVATION) 

The.re is a failure to thoroughly review any unexplained d_~crepancy, the failure of a batch ~r any 
of its components to . meet any of its specifications whether. or not the batch has been already 
distributed. .. 

Specifically, 

A) During the .review of Adverse Event Investigation ADE2020081 and associated batch record for 
Dexamethasone/Moxifloxacin; 1/5 mg/ml, .PF lnjectal;>le solution, lot #i~[(4) l it was discovered 
that the product lot was released for commercial distribution despite mu~tiple • failures in ro.titine 
production in-process and A,QL quality che~ks. Out of th><4l boxes (b) (4) vials) manufactured, 4tbJ< > 

boxes (b) (4) vials) were released into commercial distribution. · The summary of the repeated 
production in-process and AQL quality checks are as follows: 

Batch Record 
Piacka'gePage 
Numbers 

Inspected by 
Production or 
Quality 

Total Rejects Defects Found Inspection 
Results 
(Pass/Fail) 

71, 72 

•, 

. 
Production, 4<b>< >% 
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.64 Rejects 
(Theoretical 
Batch size(b) (4) vials) 

-11 fiber particles 
_-46 bad crimps (non-leaking)· 
-5 missing caps .·. 
-1 empty vial 

Pass 
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-1 scratched, marked or scuffed 
swface 

73 AQLbyQualit)'. 8 Rejects 
(Batch size (b) (4) vials) 

-2 bad caps (pon-leaking) 
:.6 ,b~_cri~s (non-leaking) 

Fail 

74, 75· Production, !I>> <4>% 466 Rejects 
(Batch size'(b) (4Y vials) 

-3 glass particles 
-10 fiber _particles 
-2 other particl~ 
-442 bad ~aps (non-leaking) 
-2 embedded particles 
-7 ·scratched, marked or scuffed 
surface 

Fail 

76, 77 Production, 4t b) ( )% 42 Rejects 
(Batch size (b) (4)vials) 

-32 fiber particles 
-8 ·other particles 
_-1 missing cap 
-1 scraich.ed, marked or scuffed 
surface 

Pass 

78 
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. 

AQL by Quality 10 Rejects 
(Batch size (b) (4) vials) 

' . 

-3 other particles . 
-3 bad crimps (non-leaking) 
(Note:-initial AQL failed with 13 l:/ad 
crimps. Sub~~uently ~unt corrected 
to 3 with Passing AQL] 
-4 dirty vials 

Pass 

SOP# PDR-GEN-lPG-013, Inspection Technique, in 5.1.21 sta~s that, "(5) (4) ~ 

~ a 1" . However, your firm initiated ~(b) <4>J% inspection 
after failed AQL for bad crimps, which is not classified as a critical defect. After a 4'(b)( l% 
inspection by production, critical defect (3 glass particles) were found, but the firm deviation # 

EMPLO"l'J!E,(S) SIGNATURE O,.TE ISSUED 

SEE REVERSE Hel en Verdel, CSO 01/29/2021" 

OF THIS PAGE Janet A. Rajan, CSO ,T/\Q 
Emmanuel J. Ramos, CSO 

,O~ JDA '8J (09/08) PREVIOUS mmoo OBSOLETE INSPECTIONAL OBSERVATIONS PAGE 2 OF 20 PAGES 



DEPARTMENT OF REALnI AND BUMAN SERVICES 
FOOD AND DRUG ADMINlSlRATION 

[)jSfflCT ADDRESS~ PHONE t«JMBEA il:"TE(S) OF INSl'ECTIOff 

09/28/2020 -01/ 29/202~ 
10 Wa terview Blvd , 3rd Floor FEIN ...... ER 

Pars ippany, New Jersey 07054. 3013024146 

._Zil:~ 3- 331- 4900 -- ·- . ----------···------·---
ORAPharml_ r esponses@fda.hhs.gov 
Indu_~ Information: www.fda.2ov/oc/industrv 
NAME ANO TITLE OF INCMDUAL TOWHOII REPORT ISSl,IEO 

Mr. Sanjay Sydney Samudre , Vice Pr e sident, Manufacturing and Technical Services 
ARM NAME 

I mpr imis NJOF , LLC 1705 Rout e 4·6 , Ste 6B 
~TY. STATE, ZIP CODE, COUNTRY TYPE ESTMUSIMENT INSPECTED 

Ledgewood, Ne w. Jersey 07852-9720 Drug Compound ing ,outsourcing Facility 

AUG2020025 was titled for major defect limit .5.41 % (exceeding allowed 4tbJ< > iimit). The·final 
AQL by the Quality group was performed and initial AQL failed-with 13 bad crimps. Subsequently, 
the count was corrected to 3 with passing AQL results. · 

None of the currently applicable SOP ·ipdicate that multiple AQL .inspections are allowed. The firm 
continued inspection of the product lot until it passed. The finn had a rem~ng inventory off'><•> boxes 
(b) (4 ) ~a.ls) at the time of curreni inspection. · ·· 

B) · Your firm's investigatioQS did not includ,f monitoring of personnel performing critical interventions 
on sterile products during production including, but not limited to, the following examples where 
personnel monitoring · revealed microbial action limit excursions after perfqnning production 
operations of products in~ded to be sterile . 1)1ese batches-have been released after concluding that 
the product sterility was not affected by the microbial excursions. Review of your investigations.since 

- 2019 have uncovered multiple instances where the product sterility may have been compromised. For 
example: · 

(1) · Deviation MA Y2020012·was opened on May 14, 2020 because operator 
action 

(b) (6) had a microbial 
limit excursion of 1 cfu on her left hand during the sterile filling of Prednisolone Acetate (1 %) . 

/ MoxiJ!oxacin (0.5%) steril~ ophthalmic suspension, lot:OCb ) (4 ) ! . . Tlie action limit for gloved 
· fingertips inside the JSO 5 area is IJ'u This product was filled on the firm' s [(b) (4 ) filling 
machine 0Cb)(4) ) , where operato~ must [(b)(4) , place the empty bottles in the turntable and·. 
[(5f(4) I cap the bottles using[(5f(4 ) J As part of the investigaiion you verified cleaning records.for 
the filling line, differential pressure of the room throughout the nm, environmental monitoring result~ 
(air monitoring, personnel monitoring, and surface sampling), and finish product sterility testing. 
Since the test results reviewed in your investigation were within specifi~tion the batch was released 
on July 07, 2020 with a BUD of April 30, 2021. f{owever, the investigation dicl not take into 

· consideration if operator 6th) < > was .involved in interventions throughout the run where the operator 
could have come in to close contact with open product on the line and the firm could not explain how 
the sample size ofl"H•> bottles is representative of the entire product lot that is potentially con~. 

. . . 

see· 
EMl'I.OYEE(S) SIGNATURE DI\TEISSIJED 

REVERSE Helen Verdel, cso ., ,01/29/2021 
OF THIS PAGE Janet A. Raj an, cso .TAP-

Emmanuel J . Ramos , cso 

FORM JIDA 483 (091111) l'ltEVIOUS EDITION 08Sot,m:B INSPECTIONAL OBSERVATIONS PAGl!JOF2QP~Gl!S 



---- -

DEPARTMENT OF ~ALm AND HUMAl'I &ERVICES 
FOOD AND DRUG ADMINISTRATION 

DISlRICT ADORESSANOPt!ONE NUMBER OATE(S) OF INSPECTION 

09/28/2020-01/29/202~ 
10 waterview Blvd, 3rd Floor FEINUMBEII 

Parsippany, New Jersey 07054. 3013024146 . 
-11--~--n.3..::.3.31 490D 1 -----------'-----+------------------ ---

ORAPharm1_responses@fda.hhs.gov 
Indu Information: www.fda. ov/oc/indus · 
NAME NID TITLE OF IN0MDUAI. TO WHOO 

. . 
Mr . Sanj ay Sydney Samudre, Vice President, Manufact_uring and Technical Services 
FIRM NAME STREET ADDRESS 

Imprimis NJOF, LLC 1705 Route 46, Ste 6B 
CITY, STATE, ZIP cooe, COUNTRY TYPE ESlA8US ENT INSPECTED 

Ledgewood , New Jersey 07852-9720 Drug Compounding Qutsourcing F~cility 

No stratified sampling ofbo~les was considered during the finn 's in~estigatio~. In addition, your firm 
does not reject b<;>ttles atter interventions. . · 

(2) Deviation JUN2020007 was opened on Jtine 04, 2020 begause opera~r ((b)(e> · had a microbial action 
limit excursio1;1 of 2 cfu on his right hand during the· sterile fill:ing of K.larity PF® steri.le o hthalrnic 
solution, lot:(b) ( 4 ) . The_ action limit for gloved fingertips insjde the· ISO 5 area is tbtiJ r4J This 
product was filled on -the flllll' s · (b) ( 4 ) fi.lling ma~hine (b) ( 4 ) where operators must 
b ) 4 place the empty bottles in the turntable and b (4 ) cap the bottles using b 4 . As part 
of the investigation, you verified cleaning records for the filling line, d!fferential pressure of the room 

. throughout the run, environmental monitoring resuits (air. monitoring, personnel monitoring, and 
surface sampling), and finish product sterility testing. Since the test ·results reviewed in your 
investigation were within specification the batch was releas.ed on Juµe .18, 2020 with a BUD of May 
22, 2021. However, the investigation did not take into consideration if operator(b) (6)was involved in 
-interventions throughout the nin where the operator could have come in to close contact with open 
product ort the line and the firm could not explain how the sample size of(b><4

> bottles is representative 
of the entire product lot that is potentially cohtaminated. No stratified sampling of bottles was 
·considered during the flnn 's investigation. ln addition, your finn does not reject _bottles after 
interventions. · 

(3) Deviation JUL2020010 was opened on July 15, 2020 because operator (b)(6).) had a microbial 
action limit excursion of 1· cfu on their right hand d_uring the fill of Prednisolone Acetate (1%) / 
Bromfenac (0.75%) sterile ophthalmi~ suspension, loti b) (4 ) . The action limit for . gloved 
fingertips inside the ISO 5 area is F' (b)(•: this prod_uct was filled on the firm' s b 4 filling 
machine .(b) (4 ) , where operators must (b) (4 ) place the empty bottles in the turntable and · 
b) ( 4 ) . cap the bottles· using b) ( 4 ) As part of the investigation you verified cleaning rec9rds for -

the filling line, differential pressure of the room throughout th'e run, environmental monitoring results 
(air monitoring, personnel monitoring, -and ~µrface sampling), artd finish product-sterility testing. 
Since the test results reviewed in your investigation were·within specification the batch was rele.ased 
on August 10, 2020 with a BUD ·of-January 01 , 2021 H~wever, the investigation did not take into 
consideration if operator b) (6).) was involvecl in interventions throughout the run where the operator 
could have come in to close contact with open produ~t on the line and the fmn could not explain how 
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the sample size of(l>H•J bottles is representative of the entire product lot that is potentially contaminated. 
No stratified sampling.of bottles was considered dunng the firm's investigation. In addition, your finn 
does not reject bottles after interventions. · 

• • • I 

(4) . Deviation SEP2020020. was opened on September 2?, 2020 because operator Cb><6>) had ll 
microbial action limit excursion of 1 cfu on their right hand and mechanics OC b) (6) J had an action limif 
excursion of 1 cfu on their left' hand, 1 cfii on their right hand an.d 2 cfu. on their right forearm and 

6(b) ( l) had action limit excursions of 1 cfu on ~~ir left hand and 2 cfu on their right hand during the 
sterile filling pf Prednisolone Acetate (1 %) / Moxifloxacin (0.5%) / Bromfenac (0.075%) .sterile 
~hthalmic suspension·, lot:(b) ( 4) I. This product was filled on your[(b) ( 4) I filling macltjne 
i\ b f(4}1). As part of the investigation, you verified cleaning records for the filling line, differentia,l 
pressure of the room throughout $e run, environmental monitoring results (air monitoring, personnel 
monitoring, and surface sampling), and finish product sterility testing. In addition, mechanic ({b) (o}. 
stated that the mechanics· were working on a part of the equipment that is nomi.ally sealed off and 
filling operation was pau~d at the-time. However, the investigation did not take into consideration if 
·the operators or mechanics were involved in interventions in the ISO 5 area system throughout-the ruri 
where they could have come in to close contact with open product on the line, the batch record does 
not ~te how many bottles were rejected after the stoppage _due to mechanical failures, an4 the firm 
could not explain how the sample size of l::jbottles is r_epreseniative of the entire product lot that is 
potentially contaminated. No · stratified sampling of bottles was considered during the firm's 
investiga~ion. In addition, your firin does not reject bottles after interventions and when bottles are 
rejected the reason for rejection ~s not documented. 

OBSERVATION 2 
(REPEAT OB$ERVATION) 

There are no writt~~ procedures for production and process controls designed to assure that the 
drug products have the identity, strength, quality, and puri_ty they purport or are represented to 
possess. 
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Specifically, 

The process validation for PrednisoJon~ Acetate/Broipfenac (1/0.075) % Sterile Ophthalmic Suspension, 
f.roduct code[(b) (4 ) !, is deficient. Process Validation lots[(b) (4 ) I 
(b) ~ were manufactured in 2020 according to process validation protocol PPC-V AL-NJR:.047. 
The (b)(•> PV lot l(b) (4) failed specification limits according to the COA provided by the external 
testing lab when results for sample representing[(b) (4 ) Jthe batch for Btomfenac potei::icy failed the 
test with a value of 110.4% against a specification limit of[(D (4 ) /%. The firm accepted the failing 
results and counted the batch as an acc~ptable PV lot. 

In ad~ition, the firm rejected the (b) <•> PV batchh~) (4) \ when potency values (for Prednisolone Acetate) 
were found OOS for samples •representing (b) (4 ) the batch. The resulting OOS investigation 
concluded that the lower amount of bulk suspension left over for this batch (i,e.~ 4

> ml) contributed to the 
lower potency results. However, the firm failed to scientifically explain how the (b><•> PV lot b) (4 ) I 
that has a comparatively similar bulk leftover of(b) (4) ml had passing results. The summary of bulk left 
over in (!>)(•batches are presented below: 

Lot Number I Bulk Left Over I Total Number 
of Units Filled 

I Average Fill 
eigllt 

Comments 
w

l(b) (4) (b) (4) 

' 

Counted towards PV 
Lot rejected. Not counted towards PV. 
Counted towards PV 
Counted towards PV. Failed potency on 
COA from external lab. 

Furthermore, additional deficiencies were found during review · of PV documents include, but are not 
limited to: 

G Firm ·failed to initiate a deviation or investigate when the operators allegedly did not stop the filling 
process during thethl (4l PV ·batch after filling (b) (4) units. . . 

• Batch records used to document bulk hold time (using the same PV protocol) incorrectly 
referenced Moxifloxacin and Bromfenac Phase and wrong lot Q.umber[(b) (4 ) l throughout 

I 
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the batch records for. Phase A (Brorrifenac ). · This was neither caught nor ·corrected d:uring quality 
re.view of the batch· records. · · · · · · 

PV batches[(b) (4) • were released for commercial .distribution . . In 
addition, approximately _ o_r_e _co_ mrn_ e_r_c1 . ....a-.1· -.b--at_c._.h-es- w-ere released for commercial distribution after the 

process validation batches. 

OBSERVATION 3. 
(REPEAT OBSERVATION) 

Procedures designed to prevent microbiological contamination of drug products purporting to 'be 
sterile are not established: 
Specifically, 

A) The media fill performed does not represent the number and complexity of routine and nonroutine 
interventions that occur during production of commercial sterile injectable products. 

B) .A procedure .is not established to. determine the number of open vials insid~ the(b ) ( 4) I system to be 
rejected after a filling equipment downtime or nonroutine intervention. 

For example: 

During the production of Pre~isolon~ Acetate (1 %)/Bromfenac (0.075%) Sterile Ophthalmic Suspension, 
Lot: fb)(4) J, on [(b) (4 ) !. the filling line was.stopped du·e to mechanical challenges for a total 
downtime of 57 minutes. Throughout the 57-minute downtime there were various interventions performed 
by the mechanic and operator inJide the ISO 5,(b) ( 4)] system. The firm's· procedure does not require the 
operators to account or document the type and complexity of interventions performed during a fillmg run. 

. . . . . 

The media fill performed by the firm only include·s routine interventions (b) (4)per media fill run. Since 
ihe number and types of interventions are not documented during production, there is _no assurance that 
the media fill studies performed accurately represent production conditions. In addition., the firm does not 
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reject open units inside the filling line that could be potentially exposed to 1:Dicrobial contamination during 
routine interventions, non-routine interventions, or equipment stoppage. 

... OBSERVATIQN ~ 

. Your outsourcin_g facility bas not submitted an adverse event report to FDA in accordance with the 
content and format requirements established through guidence or regulation under 21 CFR 310.305 
as required by secdon S03_B(b)(S). . 

Specifically, .. 

The following Adverse Event Reports were not reported to ·FDA in 15 calendar days after first receiving 
information about the adverse event.· 

· ADE 
Number 

Product Lot Number ADE 
Received· 

ADE Reported to 
FDA 

2017012 Triamcinolone (15mg/mL)-Moxifloxacin (lmg/mL) 
Suspension lnj.ection b) (4) 8/1/2017 8/18/2017 (17 days) 

20I'7014 Triamcinolone (15mg/mL)-Moxifloxacin (lmg/mL) 
Suspension Injection 

8/10/2017 9/20/2017 (40 days) 

. t017015 Triamcinolone (15mg/mL)-Moxifloxacin (lmg/mL)-
V ancomycin (I Omg/mL) 
Suspension Injection 

8/) 1/2017 9/18/2017 (37 days) 

2017016 . Triamcin<>lor:ie (15mg/mL)-Moxifloxacin (lmg/mL) 
Suspension Injection 

9/4/2017 10/2/2017 (28 days) 

2017017 . Prednisolone (1 %)-Gatifloxacin (0.5%)-Nepafenac 
(0.1%) Su~pensio11 

·9/20/2017 
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Ph. 973 - 331-4900 --- -·-

· ORAPharml responses@fda. hh;. gov - - - - -
: lndumv Information: www.fdu:ov/oc/industrv 

- NW TITLE Of' INlllWlUf,I. TOWHON REPORT ISSUED 

Mr. Sanjay Sydney samudre, Vice President, Manufacturi ng and Technical Services 
FIRM-E STREETAIJORESS 

Imprimis NJOF, LLC · 1705 Route 46, Ste 6B 
CfTY, STATE. ZIP cooe. COUNTRY TYPE ESTABUS>NENT INSFECTEO 

Ledgewood, New Jersey 078.52-9720 Drug Compounding Ou~sourcing Fa-ciiity 

20·19003 Moxi,floxacin lmg/mL Solution Injection (b) (4) 8/28/2019 9/24/2019 (26 days) 

2019015 . Triamcinolone (15mg/mL)-Moxifloxacin (11:t~g/mL) 
Suspension Injection 

· 11/8/2019 1 l/27/20i9 (19 days) 

2019027 Triamcinolone (lSmg/mL)-Moxifloxacin ( l mg/mL) 
Suspension Injection 

12/4/2019 .1 2/20/2019 (16 days) 

2020Q05 Moxifloxacin 5mg/mL Solution _Injection · 10/9/20 19 3/30/2020 (170 days) 

2020081 Dexamethasone (lmg/mL)-Moxi.tloxacin (5mg/mL) 
· Solution Injection 

10/4/2020 11/12/2020 (38 days) 

, 

In addition, the following Adverse Event Reports received.in ·2018-2019 were not reported to FDA in 15 
calendar days after first receiving info~ation about the adverse event. The following Adverse _Events 
were retrospectively investigated in respon~e to the Warning Letter the firm received in 2019. Each 
retrospective complaint investigation which was determined to be an adverse drug event was reported to 
the FDA in 2020 upon completion of the firm's investigation.-. 

ADE 
Number 

. Product . . 
Lot Number ADE 

Received 
ADE Reported 
FDA**· 

to 
2020020 Triamcinolone (15mg/mL)/Moxi.tloxacin (lmg/mL) 

Suspension Injection and 
Predn.isolone/Gatifloxaci.ri..Bromfenac Suspension 

(b) (4) 5/16/2019 7/9/2020 

2020021 Moxifloxacin Smg/mL Solution Injection 3/26/2019 7/9/2020 

2020022 Dexamethasone (l~g/mL)/Moxi:floxacin (5mg/mL) 
Solution·Injection 

2/18/2019 7/9/2020 

2020023 Prednisolone (1%)/Bromfenac (0.075%) Suspension 5/2/2019 7/9/2020 

EMPI.OYEE(S) SIGNATURE OATEISS\EO 

SEE REVERSE Helen Verdel, cso . 01/29/20.21 
OF THIS PAGE Janet · A. Rajah, CSO 5 A\<-

Emmanuel J. Ramos, cso . . 
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DEPARTMENT OF HEALTH MID HUMAN SERVICES 
FOOD AND DRUG ADMINlSTRA TION 

I 
DISTRICT AllDRESS MD PHDNe NUIASER DATE(S) OF INS'ECTION 

09/28/2020- 0l/29/2021· 
10 Waterview Blvd, 3rd Floor FEJNUNIIER 

Parsippany; New Jersey 07054. 3013024146 
,... Ph. 973-.331.-4900 _____ ~ --. · _ ___ _ · . 1--- -----. - ----------··--- --

· oRAPhar111l_responses@fda.hhs.gov · 
Industrv Infonnation: www.t'dae:ov/oc/industrv 
NAME NIO TITLE OF INCMOUM. TO WHOU REPORT ISSUED 

Mr. Sanjay Sydney Samudre, Vic.e President, M~nufacturing and Technical Services 
FlflNNAME ~-ss 

• Impi;-imJs NJOF, LLC 1705 Route 46, Ste 6B 
CIJY, STATI:, ZIP CODE.COUNTHY " TYPE ESTABUSHMENT INSPECTED 

Ledgewood, New Jersey 07852 -9720 Drug Compounding Outsourcing Facility 

2020024 ·Triamci_nolone ( 15 mg/mL )/Moxifloxacin ( 1 mg/mL) 
Suspension Injection : · · · 

5/20/2019 7/9/2020 

2020025 Dexamethasone (lmglmL)/Moxifloxacin (5mg/mL)
Solution· Injection 

6/24/2019 7/9/2020 

2020027 Midazolam/Ketamine/Ondansetroh (3/25/2) mg 
Troche 

5/29/201_9 7/9/2020 

2020028 Tri~cinolone (15mg/mL)/Moxifloxacin (lmg,'mL) 
Suspension Injection· 

11/6/2018 7/9/2020 

I• 

2020029 

 

Prednisolone (1%)/Moxifloxacin (0.5%)/Nepafenac 
(0.075%) Suspension 

(b) (4) 

. 

7/15/2019 7/9/2020 

**reported after retrospective investigation following the last FDA inspection. 

OBSERVAT!ON 5 
(REPEAT OBSERVATION) 

The quality col!ltrol unit lacks the. J_"esponsibility and authority to reject all in process materials and 
drug products. 

Specifically, 

I EMPLOYEE(S) SIGNATURE CATI: ISSUED 
I 

SEER~ERSE Helen Verdel , cso 01/29/20-21 
OF THIS PAGE Janet A. Rajan, ·CSO :s"f>-.R 

Emmanuel J . Ramos, cso ' 

.. 
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DEPARTMENT OF HEALTH AND BUMAN SERVICES 
FOOD AND DRUG ADMJNJSTRA TION · 

OCSTIIICT ADDRESS ANOPHOIE NUMBER DATE{S) OF INSff.CTION 

09/28 / 2020 - 01/29/2021* 
10 Waterview Blvd, 3rd Floor FEI NUMEER 

Parsippany, New Jers ey 07054. 3013024146 
Ph . 973-331-4900 . ·~ --···-- · - - - ---· -.-- - --- - --·- 1----- - -- - - .-- - -- - --- -·-- >---

OR.AI?harml_ responses@fda.hhs.gov ~ 

Industrv Information: www.fda.izov/o<;/industrv 
NAME ANO TITLEOf lfll>M0UM. TO WHOM REPORT ISSUEO 

Mr. Sanjay Sydney Samudre, Vice Presi dent, Manufacturi.ng and. Technical Services 
FIRM l'W>IE STREET ..ooRE&S 

Imprimis NJOF, LLC 1705 Route 46, Ste 6B 
ClTY, STATE, ZIP CODE. COUNTRY TYPEESTABUSHUENT INSPECTEO 

Ledgewood, New Jersey 078S:2-9720 . Drug Compounding Out~ourcing Facility 

During inspectional walkthrough on 09/29/2020, 11 lots of expired compounded sterile drug products 
were found on "HOLD" status in the Distribution Ro~rn # 4<b>< > for released product. 

Part 
Number 

, 

Part Description Lot · 
Number 

Quantity in 
Qmarsntine 

Expi~Date Days 
,Expiration 
Overdue 

~ Triamcinolone Acetonide (15 MG)/ 
Moxifloxacin Hydroc_hJoride {lmg/mL} (6) (~) 3 vials 07/02/2020 88  

· ~ Pr~dnisoione Sodium Phosphate 
(1%)/Bi-omfenac (0.075%) - 20 5mL 
Bottles/Box 

105 boxes 12/06/2019 297 

~ Prednisolone 
Acetate/Moxiflo~cin/Nepafcnac 
(1/0.5/0.l )% 5 mL Bottles 20 per box 

96 boxes 04/27/2020 154  

(b)(4) Prednisolone 
Acetat~oxifloxacin/Nepafenac 
(1/0.5/0.1)% 5 mL Bottles 20 per box 

98 boxes 08/22/2020 37 

[(b}(4)J Prednisolone 
Acetate/Moxifloxacin/Nepafenac 
(1/0.5/0.1)% 5 mL Bottles 2!) per box 

87 boxes 08/22/2020 37 

[(b) (4)j Prednisolone 
AceWe/Moxifloxacin/Nepafenac 
(1/0.5/0.1)% 5 mL Bottles 20 per box 

99·boxes 08/23/2020 36 

~~).(1)} 

. 

.. . 

Prednisolone 
Acetate/Moxifloxacin/Nepafenac 
{l/0.5/0. l )% 5 ptl, Bottles 20 per box 

 ·

.. 

: 

100 boxes 

. . 

l!MPI.OYEE(S) SIGNATURE . DATEIPUED 

SEE. REVERSE Helen Verdel, cso 01/29/2021 
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DElPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND. DRUG ADMJNJSTRA TION 

DISTRICT AOORESS AHO PHONE NUMBER OATS($) Of INSPECTION 

09/28/202 0- 01/ 29/2021 
. 

1 0 waterview Blvd , 3rd Floor FB NUMBER 

Parsippany, New J e r sey 07054. 3013024146 
,_ Ph._ ~73-33],- ~_.2.QQ. ____ .. _ __ . ___ _ _ - .. ... - . - -··-·---- - - .. - - - - - - -
j ORAPharml_responses@fda.hhs .gov 

lndustrv Information: www.fda.2ov/oc/industrv 
-AHO mL£OFIHDMIXW. TO WHOM REPORT ISSUED 

Mr . s_anj ay Sydney samudre, Vice President, Manufacturing ahd Technical Service s 
ARMIWIE STREET ACDRESS 

.Imprimis NJOF, LLC 1?05 Route 46, Ste 6B 
CITY, STATE, ZIP CODE. COUt<TR't 1YPE ESTABLISHMENT INSl'ECTED 

Ledgewoo~, New Jersey 07852 - 9720 Drug Compounding Outsourci ng Facility 

(15) (4 )- Prednisolone - Nepafenac Ophthalmic 
Drops (1/0.1)% (5 mL) Box of20 Bottles 

52 boxes 06/08/2020 112 

[(b) (4)j Prednisolone - Nepafenac Ophthalmic 
Drops (l/0.1)% (5 mL) Box of20 Bottles

63 boxes 06/22/2020 
'. 

98 . 
 

(15) (4 )' Prednisolone - Nepafenac Ophthalmic 
Drops (1/0.1)%.(5 mL) Box of20 Bottles 

63 boxes 07/08/2020 82 

(b)(4)1 Prednisolone - Nepafenac Ophthalmic 
Droos ( 1/0. I)% < 5 mL) Box of 20 Bottles 

(b) (4 l 

96 boxes 

.. 

07/10/2020 80 

The expired lots are required to be rejected and documented according to SOP #PRD-GEN-NJR-009, 

I 
Compounded Drug Product Release and Reporting to FDA, Section 6.12. [(5) ( 4) ~ 

t Once Fejected, it will be prepared for 
destruction according to SOP # SCM-GEN-NJR-007, Material Destruction · Procedure. However, SOP 
SCM-GEN-NJR-007 does not provide a timeline for disposition or instructions on how the expired 
material ·s~ould 1'e removed from Released Product Distr1btition Room# 4(bl < >and prepared for destruction. 
The fmn does not have clear procedures in place to monitor the product in the distribution center for 

, 
expiry or have specific instructions for Quality to update !l disposition to Rejected. In addition, the firm's 
current material management procedures do not have any provision for tracking inventory of expired 
materials. 

Furthermore, 5 unlabeled totes with sterile drug products were found in the same room on 9/29/2020 as 
summarized below: 

Totes 1 - ~ 
UNLABELED 

Klarity-C® 
(Cyclosporine) 
Emulsion Ey~ Drops, 
~(4) (b)(4) 

• 
units • 

r ><•> bags with 4
(bl < >units per bag fmii5hed product.to be distributed to 

11(b) (4) 

EMPLOYEE(S) SIGNATURE OATEIGSUEO 

-SEE REVERSE Helen Verdel, cso 0 1 /29/2021 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DISTRICT AOORESSNIOPtiONE 'IUMBER DATE{S) OF INSPECTION , 

09/28/2020-01/29/2021 
. 

10 Waterview Blvd, 3rd Floor FEIMJMBER 

Parsippany , New Jersey 07054. 3013024146 
~Q,, 973 - 331-49.0Q . -- ··--- . - - - . - - - . - - - - - - - - - -- - - - - - . - .... - - . -- . -
ORAPharml _responses@fda.hhs . gov 

· lndustrv Information: www.fda.gov/oc/industrv · 
NAME AHO mu OF INOMOUAL TO WHOM ~PORT ISSUED 

Mr·. Sanjay Sydney _Samudre, Vice President, Manufacturing and Te·c~ical Services 
FIRM NAME STREET ADDRl!SS · 

.Impri_mis NJOF , LLC 1705· Route . 46, St e 6B 
CrTY, STATE. ZJP COCE. COUNTRY TYPE ESTABUSHAENT IN=CTEO 

L_edgeiwood, New J e rsey 07852 - 9720 Drug Compounding Out s ourcing Fa~il i t y 

Totes4-S 
UNLABELED 

Multiple single unit 
finis~ed product, left 
over, not packaged in 
(b)(•a -, boxes 
' 

Misce11aneous products and Jot numbers, inc1uding: Predniso1one 
/Moxifloxacin/Nepafenac; Prednisolone · 
/Moxifloxacin/Bromfenac; Triamcinolone /Moxifloxadn; 
MQXJfloxacin; Tropicarnide/Phen~lephrine; Klarity-C®; 
Tropicamide/Proparacaine/Phenylephrine/Ketorolac; and other 
products. 

The firm has _ no specific procedures to dictate how individual totes with multiple left over finished 
compounded products are .handled. In addition, the firm -has no. written procedures to dictate the final 
disposition of unreleased-left-over compounded drug products. 

OBSERVATION 6 
. . 

There is a_ lack of written procedures assigning · responsibility, providing :cleaning schedule§ 
describing in sufficient detail the methods, equipment and materials to be used·foi: sanitmt,io~. 

Specifically, 

The current facility certification is provi4ed by an external contractor. The finn1s quality unit is not 
involved in ~e review, and approval· of the firm's facility certification. No written procedures are 
established to cover thi~ task. For example, _Return Air ducts iri all production rooms· including ISO 5, 
ISO 7, and 1S0 8 are not covered during the· facility certification process. 

return 
· During inspectfonal 

walkthrough on 10/06/2020, air_ duct_ in Room # P,> (41 (ISO 7) was. found visi~ly dirty with unknown 
residue. The firm was on active shut down from Kb) ( 4) ], where facility cleaning 
and certification took place. 

l!Ml'I.OYEE(S) SIGNATURE D,\TE ISSUED 

SEIE 'REVERSE Helen Verd el , ·CSO 01/ 29/2021 
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Emmanuel J . Ramos, cso 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINlSTRA noN 

DISTRICT ADORESS N«> PHONE NUMBER DAtt(S) OF INSPECTION 

09/28/2020-01/29/202i 
10 Waterview Blvd, 3rd Floor FEINWSER 

Par sippany, New Jer sey 07054 . 3013024146 

- Ph . . 'U;3.:-33J.-..i~0Q _ -- ----· ·- - - . . . - - - .... - - .. - - - - - - - - . - . -
O~harml_responses@fda.hhs.gov 

- --
Indnmv Information: www.fda.2ov/oc/indum-v 
IIAMEAN0Tm.E Of •"IOCIIIOUAL TO WHOM REPORT ISSUED 

MJ;' . Sanjay Sydney Samudre, Vice President, Manufa.cturing and Technical Services 
FlAMNAU£ STREET AOORESS 

Imprimi s NJOF, LLC ,, 1705 Route 46, Ste 6B 
CITY. STATE. ZIP OOOE, COUNTRY TYPE ESTAIIUSJMENT INSPECTED · 

L~dgewood, New ·Jersey 0785.2 - 9720 Drug Compounding Outsourcing Facility 

. 

1J1 addition, there is no established frequency for preventative maintenance and no records are available 
for cleaning of air ducts on periodic basis. The firm'$ Preventative Maintenance Program for facilities· and 
manufacturing is incorporated in ~b) (4 ) ·Management' Software. It was noted that fb) (4) 

l(b) (4 ) :J Management Software Installation Qualification (IQ) was completed in :(b) (4 ) , 
however, post implementation of Software, a PQ was not performed. . . 

.. 
The firm's SOP #EQU-UMR-NJR-007. Cleaning, Disinfection, and Sterilization of Classified Areas and 
Equipment, in 6.4 provides. Cleaning Frequency Table fo~[(b) (4 ) J cleaning equipment 
and areas in 1SO5, 1SO7 and ISO 8, which includes fl~ors, wall, ceiling, and other surfaces and equipment. 
However, ndther Preventative Maintenance Program SOP.# FAC-GEN-NJR-012 nor SOP #EQU~UMR-
NJR-007, Cleaning, Disinfection. and Sterilization of Classified Areas and Equipment include air duct . 
:cl~anjng. 

' ~ 

oasERVATION .7 
(REPEAT OBSERVATION) 

Laboratory controls do nQt include the establishment of scientifically sound and appropriate 
sampling plans designed to assere that drug products conform to appropriate standards of identity, . . 
strength, qualify and purity. 

Specifically, the number of units anal)'ZC9 for endofoxin . testing is not representative of the ~ntire 
commercial batch size. F.our examples of compounded sterile drug products are listed below:· 

• .. 

a) M~xfrlox.acin intraocular inJecti?n ~0.5'.¼) (Smg/mL), lot.~(~}]4) . .. 1 bad a ~at~h size $/b) 4< ) 
uruts-released for comrnerctal distnbutton. The sample size for stenhty was t: vials an (b) (4 )_ 
v~al was analyzed for endotoxin testing. 

b) Prednisolone Acetate/Bromfenac ophthalmic drops (1/0.075) %, lot# (b) (4) had a batch size 
of(b) (4) 1µ1its released for commercial distribution. The sample size for sterility was ~ bottles and 

1(b) (4) bottle was analyzed for endotoxin testing. · . . 

EMPLOVEE(S) SIGNATURE DATE ISSUED , 

SEE REVERSE Helen V~rdel, cso 01/29/2021 , 
OF THIS PAGE Janet A. Rajan, · cso J"AR.. .. 

Emmanuel J . Ranjos, cso 
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. DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DISTRICT ADDRESS AliO PHONE l«JMBER DAlE(S) OF INSP'"'&TION 

l 
09/ 28/2020 - 01/29/2 02i 

10 Wate rvi _ew Bl vd, 3rd Floor FEI Nl/.,pc,< 

Pars ip

-
pany, New Jersey o·7Q54 . 3013024146 

Ph. 973-3-3-1-490 .. 0 - - .. - . - .. . .. - . . -- - - - ..... - - - - - - - -
ORAPharml_respons e s @fda. hhs.gov 
Industrv ·rnrormaiion: www.fda2ov/oc/ind11.strv 
NAME ~ WLE Of' INOMDUAL TO WHOM REPORT 1ssum 

Mr. Sanj'ay Sydney Samudre, Vice P:r;~s iden~, Manu facturing and Technica l Services 
FIRMl<'ME f1TREET AODR£SS 

Imprimis NJ OF, LLC 1705 Route 46, . Ste _6B _ 
OrTY. SlATE, ZIP OOOE, OOUNTRY lYPE ESTABUSKMEHT INSPECTED 

Ledgewood, :t{ew Jersey 0785 2- 9720 . Drug Compounding Outsourcing :Facility 

c) Dexamethaso~e/Moxiflox_acin intraocular· injection (1/5 i:nglml), lot· # (b) (4) jhad ff.)batch size 
· of 0< > <4> units released for commercial distribution. The sample size for 

1

sterility wasO vials and 
only('>)(• vi.als were analyzed for e,ndotoxin testing. · · , . · 

.. 

d) Prednisolone Acetate/Moxifloxacin/Bromfenac ophthalmic drops (1/0.5/0.075) %, lot . # 
[(15) (4) I, had a patch size o~ <0> <4> units released for commercial distribution. The sample size 
for sterility testing was t: bottles and onll)(' bot:tles '\yas analyzed for endotoxin testing. · 

.. 

.. 
OBSERVATION 8 

. . 

Your outsourcing:facility compounds drug produc" that hmve been withdrawn or removed f~om 
the market ~ecause such drugs or components of such drugs have been found to be unsafe or oot 
eff E)Ctive. 

I 

Specifically, 

Your firm . compounded the· following ·drug products as topical ophthalmic suspension drugs with 
Bromfenac Sodium as 

L 
an active ingredient. Appr~ximatel)l(bH4

} 'lots were manufactured since October 
201 ~. Approxim~t~ly lots were released to commercial di~~ibution. · 

Product (Suspension Eye Drops} Strength Product Code No. of Lots 
Compounded 

No.Lots 
Released 

FiU 
Volo.me 

Pr~dnisolone Acetate/Bromfenac (1/0.075)% . (15) (4)] 
(discontinued}

(1>1 0 3.5mL 

Prednisolorie Acetate/Bromfenac (1/0.075)% iKb) (4)1 
( discontinued) 

-~ (D)(4 

 

3.SmL 

Prednisolone Acetate/Bromfenac (1/0.075) % rnn1>J ti ~ . 5mL 

EMPI.OVEE{S) SIGN'.TURE DATEISSUEO 

SEE REVERSE lielen Verdel, cso 01/29/2021 
OF THIS.PAG~ Janet A. Rajan , cso ..J,b.~ 
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DEPARTMENT OF HEALTH AND H1JMAJII SERVICES 

· FOOD AND DRUG ADMINISTRATION 
DLSTruCTAllOAESSAl<O PIIONE-BER DATE(S) DF INSPECTlQN 

0 ~/28/2020-01/29/2~21 
. 

10 Waterview Blvd, 3rd Floor FENUMSER • 

Parsippany, New Jersey 07054. 3013024146 
Ph... 97-3-3 3-.l.--4 9-0 0 . - . - - . - - . - -

.ORAPharml_ responses@fda.hhs.gov 
Industrv Information: www.fda.2ov/oc/industrv 
IWolE ANC>TrrLe DF INDl1110UI\L TO \'VHOl,1 REl'0RT ISSUED 

Mr. ~anjay Sydney Samudre, Vice President,· Manufactu~ing and Technical Services 
FIRM NAME STREET .ADDRESS 

Imprimis -NJOF, LLC 1705 Route 46, Ste 6B 
CITY, STAlE, ZIP CODE, COUNTRY TYPE EST ABUSfMEllf INSl'ECTEO 

Ledgewood, New Jersey 07852 - 9720 Drug Compounding _Outsourcing :f'acility 

Prednisolone 
Acetate/Moxifloxacin/Bromfenac 

(l/0.5/0.075) % ·filfil (b)(.t '(b)(< 5 inL · 

Prednisolone 
Acetate/Moxifloxacin/Bromfenac ,. 

(1/0.5/0.075)% b) (4)J 
\bl(4jl. 

) 8mL 

OBSERVATION 9 

l
, 

. 

.. 

· You compound dlrugs thst are essential~y a copy of one or more approved drugs within the meaning 
_of sections 503B(a)(5) and S03B(d)(2). 

Specifically, 

You compowid drug products that: 

(a) are identical or nearly identical to an approved drug that is not on the dnig shortage list in effect 
·under section 506E at the_ time of compounding, distributi(?n, and dispensing; or 
(b) are not identical or near~y identical to an approved drug but contain a bulk drug substance that is also 
a component of an approved drug, and for which there 'is no change that produces for an individual patient 
a clinical difference, as detennined by the prescribing practitioner, between the-compounded drug and the 
comparable approved drug. 

Examples of compo~ded drug products that are essentially a copy of one or: more approved drugs include: 

EMPI.OYEE(S) SIC.NAT\JIIE OATEISSUEO 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

OISTFIICT ADtlflJ,SS Nil> PHONE NUI.IBER OATE(S) OF INSPECTION 

09/28/2020 :..01/2 9 /2021· 
10 Waterview Blvd, 3rd Floor FEINUM8ER 

Parsippany, New Jer sey .07054 . 3013024146 

- Ph. 97]-3~J-.{9_00 - - - - -
ORA.E>harml _responses@fda.hhs. gov 
Industrv Information: www.fda.gov/oc/industrv 
NAME NCIJ TITLE OF JNQVIOUAL TO WHOM REPORT ISSUED 

Mr . Sanjay Sydney Samud;re, .vice President, Manufacturing and Teahnical, Services 
FIRfANAME STREET ADl)RESS 

- Imprimis NJC>F ,. LLC 1705 Route ~6, Ste 6B .. 
CITY, STATE, ZJP COOE, COUNTRY TYPEESTASLISHMENTINSl'ECTEO 

: Ledgewood, New Jersey 07852 - -9720 Drug Compounding Outsourcing Facility 

.. 
Drug Name (Product .~ ode) Product Strengt~ · Dosage Form Route of 

Administration -

Moxifloxacin (b) ( 4) ) 
Moxifloxacin~bH 4 } , 

1 mg/mL 
S.mg/mL 

Solution/Injections 
Solution/Injectiops 

Intraocular 

Epinephrine/L.id,~ne:!b} !4} , 0.25n .S mg/ml Solution/Injections Intraocular 

Predni~loneAcetatei b) (4) l 1 o/o Suspension/Drops Ophthalmic 

Cyclosporine[o) (4 )j) 0.10% Emulsion/Drops Ophthalmic 

Phenylephrine/Lidocaine[(I:>) (4) .,J 1S/10 mg/ml Solution/Injections Intraocul~ 

Prednisolone Acetate/Bronµenac[(b) ( 4) I) J/0.07S% Suspension /Drops Ophthalmic 

Tropicamide,Proparacaine/Phenylephrine ~etorolac 
!(b)(4) l 

1/0.5/2.570.5 % Solutjon/ Drops Ophthalmic 

Tropicamide/Phenylephrine ((I:>) (4)] 1/2.5 % Solution!props Ophthalmic .. 
. Prednisolone Acetate/Moxifloxacin/Nepafenac 
r(b)(4) l . 

1/0.5/0 .l % . 
'.

Suspension/Drops Ophthalmic 
 

Dexamethasone/Moxitloxacin
1
!b} {4} J 1/5 mg/ml Solution/Injections Intraocular 

T~iamcinolone/Mo~floxacinl(b) (4) J 15/1 mg/ml Suspension /Injections Intraocular 

Dexamethasone/Moxiflo.xacin/Ketorotac[ b} !4} I 1/0.5/0_4 mg/ml .Solution Injections Intraocular ·. 

~ 

·. 

EMPLOYEE($) SIGNATURE DATE ISSUEO 

SEE REVERSE Helen Verdel, cso 0.1/.29/2021 
OF THIS PAGE Janet A. Rajan, cso :l"';\R-, 

Emmanuel ·J. Ramos, cso 
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DEPARTMENT OF HEALTH ANn HUMAN S~RVICES 
FOOD. AND DRUO ADMINISnATION 

DISTRICT ADDRESS NlfJ PttONf NUMBER DATI,(S! Of INSPECTION 

09/28/2020-01/29/ 2021• 
10 Waterview Blvd, 3rd Fl oor FB...-ER 

Pars ippany, New J ersey _07054. 3013024146 
Ph. 973 - 331-4900 
ORAPharml_responses@fda.hhs.gov 
Industrv Information: www.fda.1mv/oc/industrv 
NAME AND TITI.E OF INDVlllUAI. TO WHOM REPOITI'. ISSUED 

Mr. Sanj ay Sydney Samudre, Vice Prest dent, Manufacturing and Techni cal Services 
FJRMNANE STREET AD0II.ESS 

Imprimis NJOF, LLC 1705 Route 46, Ste 6B 
ClTY. STATE. Z/P COOE. COUNTRY . TYPE ESTAIIUSHIIENT INSPECTED 

Ledgewood, New Jersey 07852-9720 Drug Compounding Outs.ourcing Facility 

OBSJERVATION 10 
.. 

. .. . 

!Records are not maintained so that data therein c2n be reviewed~b) (4) I to evaluate tbe 
quality stand~rds of each_ drug product to _determine tine need for cbimges in specifications or 
ml:lnufacturing or contrQI procedures. ., 

Specifically. 

Th~ firm has not generated (b) ( 4 )j product reviews for 17 out of i•H•> current compounded active drug 
products released in commercial distribution. The firm has failed to follow $e applicable procedures for 

OCb f .{1).lproduct review delineated in SOP# AUD-POL-NJR-001,[(b) (4)] Product Quality Review. The 
following are the onl}{(b) ( 4) J Product Reviews completed since 2017: 

Product 
Code 

Product Name ~ Time Frame Product Status 

[(6) (4 )] Dexamethasone (lmg/ml)-Moxifloxacin (5mg/mL) 
Solution Injection (b) (4) Active 

t 6f(4)1 Prednisolone(l %)-Gatifloxacin(0.5%) Suspension 
Drops 

Discontinued 
(August2019) 

t 6f(4)1 Triamcinolone Acetonide (15mg/ml)- Moxifloxacin 
HCI (lmg/ml) Suspension Injection 

Active 

(b) (4) Moxifloxacin (5mg/ml) Injection Active 

Kb)(4)J 
Dexamethasone {lmg/ml)-Moxifloxacin 
(0.5mg/ml)-Ketorolac (0.4mg/ml) Solution Injection · Active 

~b) (4)J Hyaluronidase (l 75unts/ml) PF, Solution Injection Discontinued 

EMPLOYEE(S) SIGNATURE O,\TEIS$UED 

SEE REVERSE Helen Verdel , cso 01/29/2021 
OF THIS ?AGE Janet A. Rajan, cso fA.~ 

Emmanuel J. Ramos., cso 
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DEPARTMENT OF HEALTH AND HlJMAN·SERVICES I 

FOOD AND DRUG ADMINISTRATION j 
DISTRICT ADllRESS N<D PHONE NUMBER °"TE(SJ OF INSPECTION 

.09/28 / 2020- 0l /2 9/202f 
10 Wa~erview Bl vd, 3rd Floor FSNUMBER 

Parsi ppany, New Jersey 07054. 3013024146 
Ph. 973-331-4900' · 
ORAPharml_responses@fda.hhs.gov 
Industrv Information: www.fda.eov/oc/industrv 
'!J'ME AND mLE Of' IHOMDUAJ. TOWHOU REPORT ISS~ 

Mr. s_anj ay Sydney samudre, Vice President_, Manufacturing _a~d Technical services 
FIRM NAME STREET ADDRESS 

Imprimis NJOF, LLC 1705 Route 46 , Ste 6B 
, CITY, STATE, ZIP CODE. COUNTRY TYPE EST ASLISHMENT INSPECTED 

Ledgewood, New J er~_ey 07852 - 9720 Drug Compounding Outsour'cing Facility 

(March 2020) · • (b) (4) 
(b) (4) Phenylephrine (15mg/ml)-Lidocaine {l0mg/ml) 

Solut!on Injection 
Active · 

(b) (4)] Epinephrine · (0.~5mg/ml)-Lidocaine (7.5mg/ml) 
Soluti_on Injection 

Active 
-

11 

.. 

OBSERVATION 11 

Your outsourcing facility did not submit a report to FDA identifying the drugs compounded 
~uring the previous· six-month period. . 

Specifically, the following product, Klarity PF®, Product Code :(b) (4 )., Solution, .Ophthalmic Eye 
Drops, was compounded and not identified on your report'dated June 2020, or December 2020 report . . 

' . . 

·OBSERVATION 12 

Your outsourcing facility compounds drug products using-bulk drug·substaoces that cannot be 
used in compounding under section 503B because they (a) &re not used to compou~1'd drug 
products that appear on the drug shortage list in effect under section 506E of-the Act end (b) «io 
not appear on· a list developed by FDA ~f ~tilk drug substance§ for which there is a -clinical need. 

Specifically, c;;hondroitiri Sodium is listed as an ingredient in Klarity PF®, Product Code{I:>) (4 )]; 
Solution, Ophthalmic Eye~ops. . ·. 

EMPLOYl!E(S) IIIQNI\ TUIE DATE ISSUED 

SEE REVERSE Helen Verdel, . CSO 01/29/2021 
OF THIS PAGE Janet A. ~ajan, cso TAR. 

Emmanuel J. Ramos, cso 
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l'ORM FDA 483 (09/DG) -VlOUS EDITION 09SOLE'IE INSPECTIONAL OBSERVATIONS PAGE20OP20 
. ·PAGl!S 

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

.Dl~CT AOOlaESS N#:J PHONE NUMBER DAT£($) OF INSPECTION 

. 0~/28/2020-01/29/202{ 

I 10 Waterview Blvd, ~rd Floor FEINIJM8ER 

Par sippany, New Jersey 07054. 3013024146 
Ph. 973-331-4900 
ORAPharml_responses@fda.hhs , gov 
lndustrv lnfonnation: www.fda.imv/oc/industrv 
NAME ANDmu;OF ~'JOMDUAL TO WHOM REPORT ISSUED 

Mr. sanjay Sydney S~mudre, Vice President, Manufacturing and Technical Services 
FIRMNAME STREET ADORESS • 

Imprimis NJOF, LLC 1705 Route 46, Ste 6B 
CITY. STAT£, ZlP coce. COUNTRY TY~ ESTASUSI-MENT INSPECTED 

Ledgewood, New Jersey 0785.2-9720 Drug Compounding Outsourcing Facility 

:!~!~. ?9~:r:O~o~Ii~~o. 1010111020. 10,02,2020: 10,os12020. 10,0612020. 1010112020. 10,os12020. 10/09/2020. 
10/1-3/2020, 10/15/2020, 10/16/2020, 10/21/2020, 01/25/2021, 01/29/202! 

SEE REVERSE 
OF THIS PAGE 

&MPI.DYEE(S) SJOw.TURE" . 

Helen Verdel , cso ~
Janet A. Rajan; cso 
Emmanuel J. Ramos·, c o 

DATE ISSUED 

01/29/2021  



\. 

-· J'be..obsei:vatior.is of.-0bjectioAabl~-cQR~itions -aAd-pFaet1ees tisted-en -the front of-this-form 
 are reported: ·

1. Pursuant to Section 704(b} of the FederiSI Food, Drug and Cosmetic Act, or 

2; · To assist firms inspected in complying with the Acts and regulations enforced by the 
Food and Drug Administration_ · · 

Section 704(b} of the Federsl Food, Drug! _cmd Cosmetic Act (21 USC 374(b)) provides: 

"Upon completion of any such inspection of a factory, warehouse,· consulting 
· laboratory, or <:>ther establishment, and prior to leaving the premises, the officer or 
employee making the inspection sh~II give to the owner, operator, or .agent in charg~ a 
reporc _in writing setting forth any conditions or practices observed by him which, jn his · 
judgment, indicate that any food, drug, device, or cosmetic in such establishment (1) -
consists in whole or in parf of any filthy, putrid, or decomposed substanc~. or (2) ll~s been 
prepared, packed, or held under insanitairy condition·s whereby it may have become 
contaminated with filth, or whereby it may have been rendered injurious to health. A copy 

· of such report shc1II be sent promptly to the Secretary." · · 
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