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Downing Labs, LLC 4001 McEwen Rd Suite 110 
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This document lists observatioos made by tbe FDA represent.ative(s) during the insped:ion oryour facilily . They are in.spectional 

observations, and do not represent a final Agency detamination regarding your compliance. Ifyou have an objection regarding an 

ol>servatioo. orhave implememed, or plan to implement, corrective actioo. in response to an observatioo. youmay discuss the objection or 

action with the FDA representative(s}duringtbe inspection or submit this infonnationto FDA attbe address above. Ifyou have any 

questions, please contact FDA at the phone number md arldtess above. 


DURING AN INSPEcnON OF YOUR FIRM WE OBSERVED: 

OBSERVAOON 1 

There is a failure to thoroughly review any unexplained discrepancy and the failure ofa batdt or any ofits components to 

meet any ofits specifications whether oroot the batch has been already distributed. 


Specifical]y, 

A. 	 Review ofmultiple failing sterility test results and associated dooumentation noted that in all cases, the investigations 
were either absent, incomplete, or inadequate. Examples include: ., 

i. 	 On 912/14 your firm's contract laboratory reported tbatProcaine 1% injeaable in 50 mL vials lot NOS082014@23 
consisting o1llll vials with BUD lln/14 bad initial failing sterility results at day 11. The organism.Afipiafelis was 
subsequeutlyTcleD.tified. No investigation was performed. This lot bad previously passed sterility testing per CoA 
dated 5/28/14 and was distributed, for e:xample.l vials on 7121/14. 

ii. On 8126/14, your firm's contract laboratory reported that Metbylsulfonylmethane (MSM) 200 mg/mL injectable in 
30 mL vials Jot N040120 14@9 consisting of11i vials with BUD 10/15/14 had initial failing sterility results at day 
4. The organism Bacillus o/eronius was subseqUently identified. No investigation was performed. This lot had 
previously passed sterility testing per CoA dated 5/1/14 and was distributed. for example.!I vials on 5/22/14. 

iii. 	 Your contract laboratory's CoA dated 8/21/14 states that Cyanocobalamin l mglmL injectable in 30 mL vials Jot 
NOS022014@17 consisting ofWII vials with BUD 11/12/14 failed sterility testing with the organism Afipia felts 
recovered. No initial investigation was performed. Your additional investigation dated 6/2(,/J 5 is inadequate in that 
no root cause, process, or product impact was identified. This lot bad previously passed sterility testing per CoA 
dated 6/3/14 aodwas distributed. forexample, l vials on 7/15/14. 

iv. 	 Your firm's contract laboratory CoA dated 7123/14 stares that Taurine 50 mg/mL uyectable in 30 mL vials lot 
06252014@4 consisting of- vials with BUD 12/22/14 failed sterility testing with Oceanobacillus caeni 
recovered. Your initial investigation dated 7/15/14 is incomplete as it only states the method ofsterilization, the 
organism identified, and the materials used. Your additional investigation dated 6126/15 is inadequate in that no root 
cause, process, orproduct impact was identified. 

O.O.TEiflSLJB) 
£Ml'UJVEE(8)-Tl.RE ,1/6 ':Y-I.A
Jeffrey D. Meng, Investigator ·~ 

SEE REVERSE Patrice S. Hall, Investigator Q f1J~ 10/09/2015
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v. 	 On 7/21/14 your firm was notified 1Jy yow- contract laboratory that Selenium 40 mcg/mL injectable in30 mL vials 
lot 07092014@16 consisting ofllill vials with BUD 1/5/15 failed sterility testing. Organism identification as 
Bac/Yus tlrermoamy/ovorans was reported on 8/1/14. Your initial investigation dated 7/21/15 is incomplete. Yow
additional investigation dated 6/26/15 is inadequate in that no root cause, process, or product impact was identified. 

vi. 	 Your contract labomtozy CoA dated 7/'13/14 states that Collagenase lOOOU/mL injectable in 5 mL vials lot 
05212014@19 consisting o. vials with BUD 12/18/14 failed sterility testingwith Pseud<»nonas aeruginosa 
recovered. No investigation was performed. 

vii. On 6/3/14 your fum was 
o
notified 
fllill 

by your contract laboratory that Folic Acid 10 mglmL injectable in 30 mL vials lot 
05282014@1 consisting vials with BUD 111242/14 failed sterility testing. Organism identification as 
MICToccxxus luteu.s was reported on 6/19/14. Your initial investigation with no date is incomplete. Your additional 
investigation dated 6/26/15 is inadequate in1bat no root cause or process impact was identified. 

B . 	 Your firm did not provide adequate investigations for the fol1owing three failed media fills. 

i. 	 High Risk Media Fill Test lot~consisting vials performed by technician. or{GJUJI.The 
contract lab CoA states "Positive vials found in batch" without reference to how many. No organism identification 
was performed. You stated this media fill was invalidated but did not provide adequate supporting documentation. 

o.
ii. 	 consisting oflmvials performed by tecbnician . on[QJDJiresulted 

~'f'Jh)>/oc.occus epidermis. You stated that this media fill was invalidated due to an 
did not provide adequate supporting documentation. 

iii. 	. i.zation High Risk Media Fill Test !~consisting of1'Lm»vials performed by technician. on 
resulted in one turbid vial containing~parabrevis. iiilS'was technicianB s first~hilizat:ion 
11 wbicb was a failure. However, review ofbatch record documen1ation reveals that 'ieclinicianllll bas 

previously processed multiple lyophilization drug product batches, inclu~HRP-&GHRP·2with 
3/3/3mg in 10 mL vials lot 07222015@7 which was filtered and(tBD]·~ by. on 7122/15. 

C. 	 Review offilciJities and equipment related incidents and associated documentation noted that in all cases, the 
investigations were either absent, incomplete, or inadequate. Examples include: 

i. 

I! I!E(S) SIGNATLIIE 	 DATlll 

Jeffrey D. Meng, Investi gator ~~ 
SEE REVERSE Patrice S. Hall, Investigator ~ 10/09/2 015 I
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ii. 	 test on 11/3/14 fui]ed for[G)JQIItG)JQII &QJ>.Your fum's investigation was inadequate as no 
root precause sPiiiliifor the fiillure was identified, but only the ~lies (e.g. vaDiiiiic.)~ since the date of 
the were deemed affected. - tests are only • • and there is no assurance that 
routine • • for sterilizing containers, closures, and equipment are not a1Iected. 

Afll

iii. 	AIJItest on 3/3/15 fiilled for[G)JQIItGJIQM Your finn's investigation was inadequate as no 
root cause for the failure was identified and the conclusion states that the failure "appears to be an isolated incident". 

¢tua.

iv. 	 On 9/16/IS, your fum's calibration service - reported tbatWJJa[QW failed calibration 
with as-found values ofOIIIIJ wbenllll • • No investigation into tbis discrepancy was initiated until I 
notified your firm ofthis failure on 10/5/15. The investigation is currently in-process. This [t:JIQW was last 
calibrated on 9/3/14 and is used to sterilize items such as vials, stoppers, wipes, etc. for use in aseptic processing 
operations. 

¢tHa

v. 	 iiiiiilYour firm did not document an investigation, including product impact and appropriate CAPA, pertaining to a 
fiill~o-~ly WJDJII by your contract service provider where the 

D. 	 Review ofout-of-specification (OOS) chemical or physicaJ related test results and associated docmnentation noted that 
in all cases, the investigation was either absent, incomplete, or inadequate. Examples include: 

i. 	 An OOS potency result of86.79"/o (specification was reported by your contract laboratory on 
approximately 4/1/15 for Procaine 1% ogeclable vials lot 03232015@3 consisting of. vials with BUD 
9119/15 which is sterile filtered and [IUQM. This lot was a stability study lot. Your investigation was inadequate, 
in part, as no root cause was identified and it did not extend to all previously produced batches ofProcaine I% 
--iiiiiiiiiiicluding lot 01202015@8. Your corrective and preventative action was to. 

ii. 	 USP specifications for Procaine Hydrocbloride Injection states an assay specifi<:ation of95.0.105.0%. Procaine 2% 
injectable lot 042420 15@ 16 yielded- vials which were distn"buted although test results reported a potency of 
106.12% on 6/3/15. No investigation was performed. 

m. 	 An OOS potency result of94.84% (specificatimlllill%) was obtained for the time-point for stability 
testing ofPyridoxine 100 mglmL injec:table in 30 mL vials lot 03232015@6. No investigation was performed.• 

iv. 	 On 9/1/lS an OOS potency result of38.6% (specification--%) was reported for the methylcobalamin 
component ofMICMLTRNDPPC injectable in 10 mL vials lot 07202015@23. No investigation was perfonned. 
Previously produced batches ofthis product without potency testing include 04242015@14 which was distributed 
on 6/1/15. ' 

v. 	 Your contract laboratory reported an OOS for subviSI"ble particle testing on approximately 4127115 for L-Glutathione 

I!MPUTfe"''')-TURE 	 MTEI88UED 

Jeffrey D. Meng, Investigator ~~ SEE REVERSE Patrice s . Hall, I n vestigator 10/09/2015
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200 mg/mL injectable in 50 mL vials lot 03232015@3. No investigation was performed. 

vi. 	 Your contract laboratory reported an OOS for subvisible particle testing on approximately 412/15 that Procaine 1% 
lot 03232015@3. No investigation was performed. 

vii. Your contract laboratory reported on approximately 6/25/lS that Hydroxocobalamin 1 mglmL buffered lot 
061920115@9 failed potency testing with a result of82.84% (specificationiii-IJit!o). No investigation was 
performed. 

THIS IS A REPEAT OBSERVATION 

OBSERVATION 2 

Procedures designed to prevent microbiological contamination ofdJug products purporting to be sterile do not include 

adequate validation oftbe sterilization process. 


Specifically, 

A. 	 Your finn's media fill program does not adequately simulate worse case processing conditions under which drug 
' products are routinely processed. For example: 

• 	

• 

Drug L-Giutathione 200 mglmL injectable 

mL vials lot 0716201 


B. 	 eq~gproducts are inadequate 
are used for~ ofsterile injectable drug 

used for sterilizing components, equipment, and materials such 
summary reports for the · operation, and 

perfonned by your contractor in the conclusion: 
FDA is absent on 

Jeffrey D. Meng, Investigator 
SEE REVERSE Patrice s . Hall, Investigator 10/09/2015
OFTHISPAGE 	 Jenny Agila Sefen, Investigator 
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For~~armed on[tDJDII (b ) (4 ) (b ) (4 ) ~ on lOn/14 recorded passing as-found results 
for~.atGJJQ'Iinstrumeo.tation. However, previously on 9122/14, a - test run in tbis[Q)JQW 
had failed. No root cause ofthis fiillure was identified. Note that no instrumentation adjustments were made dming the 
calibration and 1he (b ) (4 ) has remained the same. 

I
r 

protduc1ts, containers. closures, and other items, no (b ) (4 ) 

documented in tbe[GJJD or within 


ii. unc:lassiified room and SOP EQP 3.6 states 

to 

iii. SOPEQP for a••. the--with no requirement for 
an investigation. There ofthis • ' on product quality characteristics such as 
potency. 

iv. 	 The water used not suitable for product contact surfaces sucb as vials~
-.nTTn"o 	There is n-[GIIJ] and~

v. is used with each sterilized (b) (4 ) 

  

Products and materials sterilized within these[GJDJM include: 
• 	
• 	
• 	
• 	

• 	

DMSO 99% injectable in SO mL vials lot 0624201 
Hyaluronic Acid X-Link 20 mglmL injectable in 1 on 4/13/15 in[miQII 
Procaine 2% injectable lot 
~from Jot[QDJI on · . in L-Tyrosine lot04202015@1. 

WlBIJ 
Stoppers from lot [~pw~ inWJIQM[Q)JQW and used in Phospbatidylcholine/DCA lot 
06052015@13 on 6 15. 

C. 	 Aseptic practices and techniques observed at your facility during aseptic processing ofsterile diUg products are 
inadequate. On 9/17/15 during processing ofThiamine HCIIOO mg/mL in 30 mL vials lot 09162015@7, the following 
was observed: 
i. 	 The operator's gloved fingers were observed to block first air over vials during vial filling and stoppering. 
ii. 	 The operator u.Se4l gloved fingers filled vials. 
iii. 	The operator was observed to ll!:O,Mlc:d arms on during filling. 

EMPLOYE£(8} SIGNATURE 	 DATE I8IIUED 

Jeffrey D. Meng, Investigator ~ 

SEE REVERSE Patrice S. Hall, Investigator ~ 


Jenny Agila Sefen, Inve stigator
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TfDS IS A REPEAT OBSERVATION 

OBSERVA110N 3 

Aseptic processing areas are deficient regarding the system for cleaning and disinfecting the room and equipment to produce 
aseptic conditions. 

Specifically' 

A. 	 Despite your firm's[GJDJI use ofsporicidal disinfectants, a variety ofspore forming bacteria are routinely recovered 
from your environmental and personnel monitoring within the aseptic processing areas. For example: 

O!ganism(s) 

7/15/15 

7117/15 

& Terribocillus goriensis 
Bacillus clrculans 
Bacillus cereus 

SEE REVERSE 
OF THIS PAGE 

Jef frey D. Meng, I nvestigator 
Patrice S . Hall, Invest igator 
J e nny Agil a Sefen, Investigator 10/09/2015 
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B. 	 Non--sterile disinfectants are routinely used by your employees during cleaning ofaseptic processing areas, including the 
critical ISO 5 work area and ISO 7 buffer room. For to production ofThiamine HCI100 mglmL in 30 mL 
vials lot 09162015@7 on 9117/15, I observed 5 area interior walls followed by the 

process:ing work surfaces the Solution lot 
bottle 

C. Your finn has not cooducted disinfectant efficacy studies to demonstrate that the disinfectants and application methods 
(e.g. spray, wipe, mop, aerosol, etc.) used to clean the walls, ceilings, work surfaces, and other items in the ISO 5 and 
ISO 7 areas can suffic"entl ed b " burden. n· iiW ctant5 sed by your finn include: 

• 
• 	 (b) (4) • 

• 

• 	 Sanosil HaloMist (hydrogen peroxide and silver nitrate) 

OBSERVATION 4 

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

Specifically, 

The results ofenvironmental, personnel, and surface monitoring are not investigated adequately. 

Multiple instances were noted where your finn failed to consider significant adverse mvironmental aod personnel monitoring 
results during the batch release process. For example: 

i. 	 On Bn/15, you aseptically filtered Phosphatidylcholine/DCA 50 mL 10/4.75% lot 07302015@7 with BUD '115/16 and 
Magnesium Sulfate 50 mL 50% Injectable lot 08062015@1 with BUD 215/ 16. Environmental monitoring and personnel 

•s1c:; 	 :ruRE OATEI6SUEO 

J effrey D. Meng, I n vesti gator 

SEE REVERSE Patrice S. Hal l, I n v e stigat or 
 10/09/2015 

., OF THIS PAGE J e nn y Agila Sefen, I nvestigator 



monitoring on 8/J/15 recovered multiple organisms from multiple locations within the clean room suite and from 
fingertip sampling from multiple operators. 

timonae 
Bacillus circulans 
Kocurio 

You failed to thoroughly investigate these results prior to distributing the affected batches. Your prelimiruuy 
investigation did not correctly identify the batches affected. Your investigation addendum completed after 9/14/15 also 
did not correctly identify the batches affected. 

ii 	On 116115, 1nl15, and 7/8/15, environmental monitoring ofthe ISO 5 area via settle plates and active air samples 

resulted in numerous TNTC recoveries fur bacillus circulans. Your investigation states that the plates were likely 

contaminated prior to use, but did not address the fact that spore forming organisms were brought into the ISO 5 

workspace prior to and during aseptic processing oftbe foDowing batches. 

• 	
• 	
• 	
• 	
• 	

Cyanocobalamin 1 mg/mL Buffered in 30 ml vials Jot 07062015@S filled oo 7/6/15 
EDTA Sodium 150 mglmL in 100 mL vials Jot 07022015@18 filled on 1n115 
Folic Acid 10 mglmL injectable in 30 mL vials lot 07022015@17 filled on 7/8/15 
Magnesium Sulfate 50 mL vials lot 07072015@12 filled on 7/8/15 
Phospbatidylcholine'DCA 10/4.75% injectable in 50 mL vials lot 06292015@2 filled on 7/8/15. 

OBSERVATION 5 

Time limits are not established when appropriate for the completion ofeach production phase to assure the quality ofthe drug 
product. 

Specifically, 

A. 	 Your firm bas no data to support pre-sterilization hold times for sterile injectable drug products and no pre-sterilization 
bioburden or endotoxin testing is performed. There is no assurance tbat the sterile filters used are capable ofremoving 
this unknown level ofbioburden. In all For example: 
• 	 Ascorbic Acid 500 mg/mL injectable in made. (b) ( 4 ) 


with sterile filtration .,...."""Nifuv"' free 




fonnulation. Endotoxin results for this batch were 134.99 EU/mL. 
• 	 Green Tea (ECGC) 10 mglmL in 10 mL vials lot 06052015@ 


with sterile filtration occurring This 

results for this batch were 66.3 EUfmL. 


• 	~ine!DCA 10/4.75% injectable in 50 mL vial~a1s made.[t:JDJII 

sterile filtration occurring~This formulation 
contains the preservative benzyl alcohol. 
--·-with

Additionally, 1he nwnber offilters used per batch has not been es1ablished based on pre-filtration bioburden testing. For 
example, on 71?.2/15 filtered Procaine 20/o in SO mL vials lot07212015@12. The 
technician Yom firm's technicians indicated 
tbat the sterile 

B. 	 There are oo clan storage bold time limits established 
- prior to filtnltion. are 

support room after <Jg>yrogenation to use sterile drug products. example on 

~wenfll••Phosphatidylcholine/DCA 10/4.75% Utiectable Jot 07302015@7 with 

was previously depyrogenated on 7122/15 and whilfl andillwere previously depyrogenated on 1n.4115. 

(b)(4) (b)(4) ocated in an unclassified room and SOP EQP 3.8 states (b) (4 ) 

(b) (4 ) (b) (4 ) (b ) (4 ) 	 " 

OBSERVATION 6 

Each batch ofdrug product purporting to be pyrogen-free is not laboratory tested to determine conformance to such 

requirements. 


Specifically, 

• 
(b ) (4) 

(b ) (4 ) . .... 

• 

THIS JS A REPEAT OBSERVATION 



OBSERVATION7 

Testing and release ofdrug product for distribution do not include appropriate laboratory determination ofsatisfactory 
conformance to the final specifications prior to release. 

Specifically, 

A. 	 Your Green Tea (EGCG) l 0 mgimL injectable product in 10 mL vials does 11ot have a specification for endotoxins and 
only states "report results". For example: 
• 	
• 	

Green Tea (ECGC} lot 06052015@15 with endotoxin results of66.3 EU/mL. 
Green Tea (ECOC) lot 08092014@22 with endotoxin results of94.2 EU/mL. 

B. 

C. 	 Your fnm has not established specifications or performed testing for your lyophilized products HCG and Sermorelin for 
characteristics such as water content and reconstitution time. 

D. 	 Your firm has not established any specifications or perfonned any finished product testing for the majority ofyour non
sterile drug products. For example, no testing for identification, assay, impurities, content uniformity, dissolution, or 
microbial testing is performed for the following products 
• 	
• 	
• 	

Ergoloid Mesylates 4.5 mg,[(DDD capsules lot 04152015@1 bottled and labeled as HYDERGIN-PRO. 
Phenytoin 25 mgtmJp capsules lot 12082014@25 bottled and labeled as PHEN-PRO 
Hydrocortisone 5 mg, dUJ capsules lot 12082014@21 bottled and labeled. as HYDROCORT-PRO 

OBSERVATION 8 

Buildings used in the manufacture, processing, packing, or holding ofa drug product do not have the suitable construction to 
facilitate cleaning, maintenance, and proper operations. 

Speciftcally, 

(b) (4) 



·(b) (4) 

OBSERVATION 9 

There is no written testing program designed to assess the stability cbaracteristics ofdrug products. 


Specifically, 


A. 	 Your finn does not have data to support the beyond-use-dates (BUD) applied to drug products produced and distributed. 
As of9/14/15, no stability studies were completed. For example: 

• 	
(1 

• 

Phosphatidylcholine!DCA 10/4.75% injectable in 50 mL vials lot 07302015@7 with BUD of2/5/2016 (180 days). 
AscorbicAcid500 mglmL injectable in lOOmL vials lot 05052015@9withBUD ofll/1/15 (180 days). 
Testosterone Cypi0118te 200 mglmL injectable in 10 mL vials lot 07302015@9 with BUD ofl/26/16 (180 days). 

B. Your firm docs not have data to support that auy preservatives such$ benzyl alcohol and chlorobutanol added to all 
preserved sterile injectable drug products remain in adequate quantities through the labeled BUD. For example: 

" 	

• 	

• 

Phospbatidylcholine/DCA 10/4.75% iJUectable in 50 mL vials lot 07302015@7 with BUD of2/512016 (180 days) 
containing benzyl alcohol. 
MJ.C. preserved 25/50/50 mglmL injectable in## mL vials, lot 07222015@4 with BUD of1/18/2016 (180 days) 
containing benzyl alcohol. 
Vitamin 03 IOO,OOOU injectable in lO mL vials, lot 05042015@9 with BUD 8/11115 containing chlorobutanol. 

TillS IS A REPEAT OBSERVATION 

OBSERVATION 10 

There are no written procedures for production and process controls designed to assure that the drug products have the 
identity. strength, quality, and purity they purpOrt or are represented to possess. 

SpecificalJy,I'
I 

A. . ti.zationODJDlror drug products have not been adequately validated. Your firm uses . (b) (4) 
• ' for the ly~t.Zation ofinjectable drug products, including Human Chorionic Gonadotropin (HCO) 5,000 Units 

Lyophilized Powder in 10 mL vials lot 07092015@7 and Sermorelin/GHRP-6/0HRP-2 in 10 mL vials lot 07222015@7. 
The Sumt118J}' Report for the Installation, Operational and Performance Qualification (IQ/OQIPQ) Protocol for this

1 
...signed on[IDIDJ states "Based on the results ofthe execution ofthe protocol and a review ofall data and 



DEPARTMENT OF HEALmANDHUMAN SERVICES 
l'OOD AND DRUG ADMINISTRATION 

01 AODRE88ANO -N~I!JI 	 S)OFI~N 

Expressway, Suite 300 	 09/14/2015 - 10/09/2015* 
FB 

3010087152 

TO: Ashley M. Downing, Co-owner 
IRM NAME 	 8I'RfET IOOORESS 

Downin Labs, LLC 	 4001 McEwen Rd Suite 110 
CfTY, 8TATE; Z1l' COlli; COUNTRV 	 ESTABUSHUENT IN8PECT'EO 

Dallas, TX 7524 4-5020 	 Outsourcin 

Batches produced using th~ include: 

• 	
• 	 Sermorelin/GHRP-6/GHRP-21ot 06192015@2 Jyopbilized [IUIJ • 
• 	 Human Chorionic Gonadotropin (HCG) 5,000 Uni!S lot 0709201S@7lyoplu1ized (b) (4) 

Human Chorionic Gonadotropin (HCG) s ,ooo units lot ost92ot5@9ly~~· · (b) ::(4)

B. 	 No process performance qualification activities have been performed for the following drug products produced by your 
finn assure they are ofappropriate quality. For example, no in-process testing is perfonned to support blend unifunnity 
or content uniformity. 
• 	
• 	
• 

ErgoloidMesylates4.5 ~capsuleslot04152015@1 
Phenytoin 25 mg. capsules lot 12082014@25 
Hydrocortisone 5 capsules lot 12082014@21 


For the lot 0415201 batch record states that the batch 


ITinS IS A REPEAT OBSERVATION 

OBSERVATION 11 I 
The -, ...,;tMty, ,.,...fioity, ond "'P'oducibility oftat """"ods have lUll been """""obed. 

1Specifically, 



There is no assuran<:e that testmethods used for poteJX."Y testing ofyour drug products for release and stability are accurate, 
sensitive, specific, and reproducible as no product and formulation specific method validation activities have been performed. 
For example, multiple potency test results from your contract laboratory state that the results were generated using a 
proprietary method and that the method cannot be considered validated unless specificity ofthe formulation has been 
performed perUSP/ICH guidelines. Product lots and test results with this statement include: 

• 

• Pyridoxine 100 mglmL injectable lot 03232015@6 in a BUD study with all.result of97.72% 

• 

Procaine 1% injeclable lot 06042~ BUD study with initial potency results of 104.27%. This product is 
(b ) (4 ) and tbenwmmi

Testosterone Cypionate 200 mg/mL injectable lot 07302015@9 with a result of92.94% 

OBSERVATION 12 

The labels ofsome ofyour outsourcing facility's drug products do not include information required by section 
503B(a)(IO)(A) and (B). SpecificaUy, 

The following information is not found on some ofyour drug product labels, as required by section 503B(a)(10)(A): 
A. The statement, "This is a compounded drug". 
B. The established name ofthe drug. 
C. The dosage form ofthe product 
D . A list of inactive ingredients, identified by estabJished name, and the quantity or proportion ofeach ingredient. 

Examples ofdrug product labels that do not contain this information include: 

• 
• 
• 
• 
• 
• 
• 
• 
• 
• 

Potassium Chloride (20 mEq/lOmL), lot 07312015@12 
EDTA Calcium Disodium, lot 0728201S@l5 
Thiamine, lot 07282015@8 
Zinc Sulfate (elemental), lot 07272015@9 
L-Camitine, lot 07272015@4 
Ascorbic Acid, lot 072120 15@10 
M.I.C. Injection (preserved), lot 07222015@4 
DMAE, Jot 07162015@6 
HCG (lyophilized), lot 0709201S@7 
L-Glutatbione, lot 06262015@9 

OBSERVATION 13 

~ Jeffrey D. Meng, Investigator ~ 
SEE REVERSE Patr ice s . Hall, Investigator ~~ 

10/09/2015
OF THIS PAGE Jenny Agila Sefen, I nvestigator 



Your outsourcing facility has not submitted a report to FDA identifYing all products compounded during the six months prior 
to registration as required by section 503B(bX2XA). Specifically, the following products were produced and oot identified on 
the report submitted on 6/30115 .. 

• 	

s 	

• 	

Pentoxif}'lline 20 mglmL Preserved injectable in 30 mL vials lot 04082014@3 produced on 4/8/15 consisting o. vials
with a BUD of10/5/15. 

 

Marine Water-'i'l'IWJIIRinpml• injectable in lOOmL vials Jot012220l5@8 produced on 1/23/15 consistingo. vials 
with a BUD of7/2lll5. 
Magnesium Sulfate 50% injectable in 50 mL vials lot 05112015@4produced on 5/12/15 consisting ofll vials wi1h a 
BUD of U /1 0/15. 

OBSERVATION 14 

• DATES OF INSPECTION: 

09114/2015(Mon), 09/15fl0l.S(Tue), 09/l6/2015(Wed), 09/1712015(Thu). 09/18/lOlS(Fri), 09121fl015(Mon), 09/22fl015(Tue), 

09124/2015(Thu)., 09/30/2015(Wed), 10/01/2()15(Thu), 10/02fl015(Fn), 10/05f2015(Mon), 10/0612015(Tue), 10/0812015(Thu), 

l0/09/2015(Fri) 


BIPI.OYEE(&}SIGHIITURE 	 ~ 

Jeffrey D. Meng, Investigator 
Patrice S . Hall, Investigator 
Jenny Agila Sefen, Investigator 

SEE REVERSE , ~ 10/09/2015
OF THIS PAGE 




