DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

DISTRICT OFFICE ADDRESS AND PHONE NUMBER ‘ ~ TOATE(S) OF INSPECTION

10 Waterview Blvd. L . .
3rd Floor « | 4/4-6,11,17,2512017, 5/18/2017 |
Pmnpp%&? 07054 ' , : FEINUMBER

973-331 .

Industry Information: frwwfda.govioc/industry] ' | - | 3004600183

NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT 1S lssueo
10: DavidM. Mlller, RPhand Owner

- FFIRM NAME D STREET ADDRESS

Mlllgrs of Wyckoff, Inc. ‘ ‘ 678 Wyckoﬂ' Ave.
CITY, STATE AND ZIP CODE ’ S 2 TYPE OF ESTABLISHMENT INSPECTED
Wyckoﬂ', NJ 07481 . . Producer of Stenle and Non—Stenle Drug Products

— m i e

OBSERVATIONS; AND DO NOT REPRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR COMPLIANGE. IF YOU HAVE AN OBJEC'HON 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 THE FDA REPRESENTATIVE(S) DURING THE INSPECTION OR SUBMIT THIS INFORMATION TO FDA AT THE ADDRESS ABOVE. IF
'YOU HAVE ANY QUESTIONS, PLEASE CONTACT FOA AT THE PHONE NUMBER AND ADDRESS ABOVE.

DURING AN INSPECTION OF YOUR FIRM (1) (WE) OBSERVED:

‘. '

OB SERVATION 1

. N S * ' '
-1Drug products do not bear an explratlon date determmed by appropriate stablhty data to assure they meet
|applicable standards of. 1dent1ty, strcngth, quahty and punty at the time of u use.

Specifically, the ﬁrm has no stabllity data to support the 90 day beyond use date for,Coenzyme Q-10in Oil 25mg/ {
ml mjectable lot #02062017@21 (coenzyme Q10). -

n?

OB SERV.ATION 2

Testmg and release of drug product for distribution do not include appropriate laboratory determination of
satlsfactory conformance to the identity and slrength of each active mgredxent prlor to release.

Specifically,

i

a. Cden‘zym'e Q-10 in Oil 25mg/ml injectable lot #02062017@21 (coenzyme Q10), produced on 2/6/2017 and
dispensed on an unknown date was not tested for potency.

b. Mineral Mix 10t#03152017@50 (b) (4) ~ produced on 3/15/2017 and delivered on -
§3/16/2017 was not tested for potency. '

{Adgi?(ionﬂpuaﬁm Page ]
EMPLOYEE(S) SIGNATURE | EMPLOYEE(S) NAME AND TITLE (Print or Type) DATE ISSUED
SEE - ‘ . :
REVERSE .
OSAZIEIS __gancy Scheraga, CSO . 05/18/2017
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www.fda.gov/oc/industry

DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

DISTRICT OFFICE ADDRESS AND PHONE NUMBER ' 7 DATE(S) OF INSPECTION

10 Waterview Bivd. . I :
3rd Floor . : .| 44-6,11,07,2512017, 5/18/2017
Parsippany, NJ 07054 . L FEINUMBER

] 973-331-4900 . 3004600183

{ Industry Information: www.fda.gov/oc/industry

NAME AND TITLE OF INDIVIDUAL 1O WHOM REPORT 1S ISSUED
TO: Davnd M. Miller, R.Ph and Owner

FIRM NAME Ty s ‘ T STREET AGORESS
Millers of Wyckoff, Inc. . 678 Wyckoff Ave. )
CITY, STATE AND ZIP CODE R T |TYPE OF ESTABLISHMENT INSPECTED -
Wyckoﬂ" NJ 07481 . Producer of Sterile and Non-Sterile Drug Pmducts
] i s e ! A DT . a e
¢. Custom Compound ( (b) (4) Modlﬁed Capsule lot: #03082017@1 ( ‘ (b) (4)
(b) (4), produced on 3/7/2017 and delivered on 3/8/2017, was not tested for potency.
d. Adrenal Capsule lot #011 82017@50 (b) (4) produced on 1/19/2017 and delivered on 1/25/2017, was not
tested for potency. -+ - . . . L -

-le. Acetylcysteme/Co—QlO/prmc Acid/Vitamin D3 250mg/75mg/50mg/ 1000U Capsule Tot #02082017@79
(coenzyme QIO), produced on 2/13/2017 and dlspensed onan unknown date, was not tested for potency.

[id
et Lo v . -

OBSERVATION3¢ e R

_,_ o o 4 ,,_q - bt} . F
Each batch of drug product purporting to be sterilé is not laboratory tested to determme conformance to such
- requuements

Specifically, Coenzyme Q-lO in Oxl 25mg/ml mjectable lot #03272017@78 produced on 2/6/2017 and Mmeral
Mix lot #03152017@50, produced on 3/15/2017 were not tested for sterility and endotoxin.

JOBSERVATION 4

The identity of each component of a drug product is s not verified by conducting at least one test to venfy the
identity, using specific xdenttty tests if they exist.

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

. _ . ) Add Continuation Page |
EMPLOYEE(S) SIGNATURE EMPLOYEE(S) NAME AND TITLE (Print or Type) DATE ISSUED
SEE p
REVERSE
O‘fAZu!Els Nancy Scheraga, CSO : ' 05/18/2017
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
* FOOD AND DRUG ADMINISTRATION

DISTRICT OFFICE ADDRESS AND PHONE NUMBER ' : [DATE(S) OF INSPECTION
10 Waterview Blvd. _ - e
3rd Floor 4/4-6,11,17,25/2017, 5/18/2017
Parsippany, NJ 07054 . FEINUMBER
973-331-4900 ' | 3004600183
Industry Information: www.fda.gov/oc/industry .
NAME AND TILE OF INDIVIDUAL 7O WHOM REPORT IS ISSUED
t10: DavidM. Mxller, R.Ph.and Owner ‘
FIRM NAME ? B STREET ADDRESS ~ *~
Millers of Wyckoff, Inc. . 678 Wyckoff Ave,
CITY, STATEAND ZIP CODE - P - "I TYPE OF ESTABLISHMENT INSPECTED -
Wyckoﬁ’ NJ ‘07481 ' Producer of Sterile and Non-Sterile Drug Products

. A v e b e 2 . % J "\\

a. Coenzyme Q10 used for the sterile productlon of Coenzyme Q-10 in 011 25mg/ml m_;ectable lot #0206201 7@21
on 2/6/2017 and Acetylcysteine/Co-Q10/Lipoic Acxd/V itamin D3 250mg/75mg/50mg/1000U Capsule lot
#02082017@79 on 2/13/2017.

b. (b) (4) tsed for the stéﬁle'producﬁcxj of Mifieral Mix lot#03152017@50 on 3/1_5/2'01‘7.

c. (b) 4 _used for the production of (_Zusjtbm Corppdfxnd (b) (4)
Modified Capsul§ i #03082017@1 on 312017, ~, . ‘ 5

d. (b) (@) used for: the productlon of Adrenal Capsule lot #01 182017@50 on 1/19/2017

OBSERVATIONS j __' o L

L 2

Aseptlc processmg areas are deficient regarding the system for monitoring epvironniental condifions.

|Specifically, the environmental monitoring program performed inthe ISO 5/ (b) (4) and ISO 7 clean room is
inadequate. For example, :

a. The personnel wotking within the ISO 5| (D) (4) perform (D) (4) ~ sampling every (D) (4) and not
(b) 4 such as Coenzyme Q-10 in Oil 25mg/m] injectable lot #02062017@21 and
Mineral Mix lot#03152017@50.

b. The ISO 5 (D) (4) was not monitored for viable and non-viable particulates during the production of sterile
products Coenzyme Q-10 in Oil 25mg/ml injectable lot #02062017@21 and Mineral Mix lot#03152017@50.

OBSERVATION 6

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

‘ | Add Continuation Pags |
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

[ 5iSTRICT GFFICE ADDRESS AND PHRONE NUMBER ' ' - . ] DATE(S) OF INSPECTION
10 Waterview Blvd '
3¢d Floor | 4/4-76,1 1,17,25/2017, 5/18/2017
Parsippany, NJ 07054 ) FEINUMBER
973-331-4900 . . . .
Industry Information: www.fda.gov/oc/industry ' 3004600183

NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT 1S ISSUED

TO: Davxd M. Miller, R.Ph and Owner o .
FIRM NAME T RFERACE — ; sfnesmnoaass

Millers of Wyckoff, Inc. . 678 Wyckoff Ave.

CITY, STATE ANDZIPCODE - . - N TYPE OF ESTABLISHMENT INSPEGTED

Wyckoﬁ NI 07481 ' | Producer of Sterile and Non-Sterile Drug Products
TSI - Ty 2

el g, e < YD

Spec1ﬁcally, there is no data to support the contact txmes for the cleariing ‘ageiits'in the ISO 5 (b) (4) andISO7
cleanroom. Examples of cleaning agents and contact times are as follows:

(0) 94>

{Add Contiruation Pags
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