
DEPARTMENT OF HEALTH AND HUMAN SERVJCES 
FOOD AND DRUG ADMINISTRATION 

DISTRICT OFFICE ADDRESS AND PHONE NUMBER 

10 Waterview Blvd. 
3rdFloor 
Parsippany, :N"J 07054 
973-331-4900 
Industry Information: www .fda.gov/ocluidu~tJy 

DATE(S) OF INSPECTION 

4/4-6,11,17,25/2017, 5/18/2017 

FEINUMBER 

3004600183 

NAME AND TinE OF INDMDUAL TO WHOM REPORT IS ISSUED 

TO: David M. ~ler, R.Ph and Owner 
'FIRIIANAME 

MilJ~rs ofWyckoff, Inc. 
CITY, STATE AND ZIP CODE 

Wyckoff, NJ 07481 

STREET ADDRESS · 

678 Wyckoff Ave. 
TYPE·OF ESTABUSHMENT INSPECT_ED · · 

Produeer.of Sterile and Non-Sterile Drug Products 
. ~ . ' ~ - . , ~ . ~.' ' ·. ~. ~. ~..- . . ...- . 

THIS DOCUMENT USTS OBSERVATIONS MADE BY THE FDA REPRESENTATIVE($) DURING THE INSPECTION 
' 

OF YOUR FACILITY. THEY ARE INSPECTIONAI. 
OBSERVATIONS; AND 00 NOT REPRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR'COMPUANCE. IF YOU HAVE AN. oBJECTION REGARDING AN 
OBSERVATION, OR HAVE IMPlEMENTED, OR PLAN TO IMPLEMENT CORRECTIVE ACTION IN RESPONSE TO AN OBSERVATION, YOU MAY DISCUSS THE 
OBJECTION ~ACTION WITH THE FDA REPRESENTATIVE($) DURING THE INSPECTION OR ~UBMIT THIS INFORMATION TO FDA AT THE ADDRESS ABOVE. IF 
YOU HAVE ANY QU~TIONS, PLEASE CONTACT FDA AT THE PHONE NUMBER AND ADDRESS ABOVE. · . 

·.. . . ... . . . . ... ., .. - ......... . ..... ... . .. ...... 

DURING AN INSPECTION OF YOUR FIRM (I) (WE) OBSERVED: 
' 

OBSERVATION l '· .. -

•: 

DJ11g products ~o ·riot beat·~· expiration date determined by appropriate stability data to assure 'they meet 
' applicable standards·of.identl!}': stie~gth, qualityand·purity at the tim~ of~se'. - . . ... , 

. . ... .. ... r , ~ : . . ... . .. . . 1 

' ' 'I t\ " I: 'f •., • ~ '!"'; • • '" ; 

SpecificaJiy, the .firm _has .l!Q stability'. data to 
I'" 

support 
I • 

the 90 
. 

day b~yond use aate for ;Coenzyme Q·l 0 in Oil 25mgl 
ml injectable lot #02062017@21· (coenzyme QI 0). ·· · 

OBSERVATION 2 

Testing and release of drug product for distribution. do not include appropriate laboratory d~errnination of 
~atisfactory conformance to the identity and. strength of each active ingredient prior to rel~ase. 

Speci:ficaJly, 

a. COenzyme Q-1 0 in Oil 25mg!ml injectable lot #020620 17 ~ 1 (coenzyme Q 1 0), produced on 2/6/2017 and 
dispensed· on an unknown date was not tested for potency. 

b. Mineral Mix lot#03152017~0 (b) (4)  produced on 3/15/2017 and delivered on · 
. 3/16/2011 was not tested, for potency. 

SEE· 
~VERSE 
OF THIS 

PAGE 

EMPLOYEE(S) SIGNATURE 

FORM .FDA 483 (9/08) PREVIOUS EDmON OBSOLETE 

EMPLOYEE(S) NAME AND TITLE (Prfnt or Type) 

-- Nancy Scheraga, CSO --·-··. . 

INSPECTIONAL OBSERVATIONS 

DATE ISSUED 

05/18/2017 

Page 1.of4 

www.fda.gov/oc/industry


DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRAllON 

DISTRICT OFFICE AOORESS AND PHONE NUMBER . . . 
10 Waterview Blvd. 
3tdFloor 

DATE(S) OF INSPECTION 

4/4-6,11,17,2512017, 5/18/2017 

Parsippany, NJ 07054 
973-331-4900 
Industry InfonnBtioit: www.fdagov/oc(mdustry 
NAME .AND TITLE ,OF INDMDUAL TO VVHOM REPORT IS ISSUED 

TO: David M. ~ler, R.Ph anti. Owner 
FIRM NAME 

Millers ofWyckofl: Inc. 
CITY, STATE AND ZIP COOE 

Wyckoff, NJ 07481 
- ,r ... I 

, .. 
STREET ADDRESS 

678 Wyckoff Ave. 

FEINUMBER 

3004600183 

TYPE OF'ESTABLIS!-!MENT INSPECTED . . 

Producer of Sterile and Non-Sterile Drug Products 
.,. •·· .... 

c. Custom Compound· ( (b) (4)  Modified Capsule lot #030820 17@ I· ( (b) (4)  
(b) (4), produce~ on 3n/2017 .and de~ivered.on 3/8/2017, was not tested for potency. · 

d. Adrenal Capsule lot #01182017@50 (b) (4) produced on 1/19/2017 and delivered on 1125/2017, was not 
tested for potency. ,. ~ ·. ' · ., . ·· · · · u, · _. 

e. Acetylcysteine/cb;Q 
... 

1 0/I.:,ipoic' 
(coenzyme Q 1 

~(I ~ ~ 

O),;'pr~!fc~d 
• ' 

AcidNitarhin D3 250ritg175mg,t50mg/l 
o_n 

~ • •• • I I 

2/13/2017 .and dispen~~d Qn 
H - 1

an u$lo~ 
• 

OOPU 
' 

Caps~_ie 
.. 

iot #020820 
... ~ . 

1.7@79 
t .. • 

d~te, was ~~t !este~ 
y 

for ·wtency . 
·' . ,-"\,.•• 

OBSERVATIONi3 ~· 
;. . - ' 

.. 

··-·· 
Each batch of dhig pf'Oduct p~rportiilg to'be sterile is ~9i laboratory tested to detetnlirte 96iuomiance to such 

· requirements. · ·· · · · · · · · · · ' ·. · 

Specifically, C~enzyme Q-H) In Oil 25mgtml injectable lot #032720 17@78, produced on 2/6/2017 and Mineral 
Mix lot #03152017@50, produced on 3/15/2017 were not tested for sterility and endotoxin. · · 

OBSERVATION 4 

The identity of each component of a drug product is not verified by conducting at least one test to verify the 
identitY, u5ing specific identity tests if they exist. ·. 

Specifically, there is no iden~ testing of the following active ingredients: 

EMPLQYEE(S) NAME ANO TITLE (Print or Type) 
SEE fli-SIGNATURE 

REVERSE 

o;Ar:_s L----:-----~--~ancy Scheraga, CSO 

DATE ISSUED 

05/18/2017 

FORM FDA 483 (9/08) PREVIOU~ EDITION OBSOLETE lNSPECTIONAL OBSERVATIONS Page 2of4 



DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG AoMINISTRAllON 

DATE(S) OF INSPECTION DISTRICT OFFICE ADDRESS AND PHONE NUMBER 

10 Waterview Blvd. 
3rd Floor· 4/4--6,11,1'7,25/2017, 5/18/2017 

Parsippany, NJ 07054 
973-33-1-4900 

Industry Information: www .fda.gov/oc/industry 
NAME AND TITLE OF INOMOUAL TO 'WHOM REPORT IS ISSUED 

TO: David M. Miller, R.Ph .and Owner 
FIRM NAME 

Millers ofWyckoif, Inc. 
CITY, STATE AND ZIP CODE 

Wyckoff, NJ07481 

FEINUMBER 

. 1300~~0183 

STREI;T ADDRESS . ' • 

678 Wyckoff Ave. 
' TYPE OF ESTABLISHMENT INSPECTED • • 

Producer of Sterile and Non-Sterile Drug Products 
; ' ·~ • ·f • ,. •J. ~ •• • .. ~.r~.oG- .J ''' ,;. '·~·'"' •. • .... ...- , •• 

a. Coeilzyme Q I 0 used for the sterile production of Coenzyme Q-1 0 in Oil 2SrilglmJ'injectable 1lot #020620 17 @21 
on 2/612017 and Acetylcysteine/Co·Ql 0/Lipoic Acid/Vi~min :03 250mg/75mgJ50mg/1 OOOU Capsule lot · 
#02082017@79 on 2/13/2017. 

b. (b) (4) ~sed for the ~erile productio~ of Mmeral.Mix: lo~031 52017 @50 on 3/15/20 1_7. 

c. (b) (4)
 
tise'd "for the production of Custom CompoUnd  

~ ~ 
(b) (4)

Modified Capsul,e l<?(;tJ030~~Q! 7.@1 on '}17 f?.Ol, 1,. _,. , . 
1 I 

, . 
.,. 

• , .. . 
'• 

. . 
• 

• n. -•• ''., '' 
d. (b) (4) tu~ for·the production ofAdrenal Capsule lot #0 1182017@50, on 1/19/2017. 

' . . ........ .. ~ : '• '· 

OBSERVATIONs' -
V I 

Aseptic proces~ing areas are deficient reg~ing the system for monitoring epvironmental conditions. 

Specifically, the envirorunental monitoring pro~ performed in the ISO 5 (b) (4)  and ISO 7 clean room is 
inadequate. For example, 

a. The perso~el worki.ng within the ISO 5 (b) (4)  perfonn (b) (4)  sampling every (b) (4)  and not 
(b) (4)  such as Coenzyme Q-10 in Oil25mg/ml injectable lot #02062017@21 and 

·Mineral Mix lot#03152017@50. 

b. The ISO 5 (b) (4)  was not monitored for viable and non-viable particulates during the production of'sterile 
products Coenzyme . Q~ l o· in Oil 25mglml injectable lot #020620 17@21 and Mineral.Mix lot#031520 . 17 @50. 

OBSERVATION 6 

There .firm's use of disinfecting agents in the cleanroom and ISO 5 areas is inadequate and infrequent. 

EMPLOYEE{S) NAME A~D TITLE (Print or Type) EMMiiPLOYEE(S IGNAT\JRE 
SEE 

REVERSE 
OF THIS 1...._---------- NanC)' Scberaga, CSO 
.PAGE 

FORM FD~ 483 (8/08) PREVIOUS EDmON OBSOLETE INSPECTIONAL OBSERVA:riONS 

DATE ISSUED 

0511812017 

Page3of4 



DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DISTRICT OFFICE ADDRESS AND PHONE NUMBER 

10 Waterview·Blvd·. 
OATE(S) OF INSPECTION 

3rdFioor 
Parsippany, NJ 07054 
973-331-490.0 
Industry Information: Wv;:N .fda.gov/ocfmdustry 
NAME AND nne OF. INDIVIDUAL TO WHQM REPORT IS ISSUED 

TO: Da~d M Miller, RPh and Owner. 
FIRM NAME . ' .... ~ 
~illers ofWyck~ff, Inc. 
CrTY. STATE AND ZIP CODE 

Wyckoff, NJ.07481 

. ;· . 

J' • ,. '· 

STREET:AOO~ESS 

678 Wyckoff Ave. 

4/4-6,11,17,25/2017, S/18/2017 

FEINUMBER 

3004600183 

TYPE OF ESTABUSHMENT INSPECTED • 

Producer of Sterile and Non-Sterile Drug Products 
r .,. ~ ~ ~ • .. •t ,. . .. ' • 

i ' ' • (; ·~ 

Specifically, there is no data to support the contact times f~r the clearimg·agents'·in th~'ISO 5 (b) (4)  and ISO 7 
cleanroom. Examples 

(b) 
of cleaning 

(4)
agents and contact times are as follows: 

,. 

EMPLOYEE(S) NAME AND TITLE (Print or Type) 

-· Nancy Scheraga. CSO 

·OATE ISSUED 

05/18/2017 

FORM FDA 483 (9/08) PREVIOUS EDITION OBSOLETE JNSPECTIONAL OBSERVATIONS Page4of4 

·[. :...4 .. c:..A .. ..-u-J<--· P. . ·I 
- !""!-' '''}"'' <tiiVII . ~'. 




