SUMMARY OF FINDINGS

On March 21, 1974, an inspection of Westpro Labs, Inc, at 12791
Main Street, and 10422-10428 Stanford Avenue, Garden Grove,
California 92640, revealed that:

I, Mr, Kurt W, Donsbach was a responsible officer of Westpro Labs,
Inc., until December 28, 1973,

II, Prior to December 28, 1973, Mr., Kurt W, Donsbach, an officer of
Westpro Labs, Inc,.,was personally involved in the manufacturing,
packaging, repackaging, labeling, and sale of drugs, as defined in
Sections 26010 and 26019, Division 21, Sherman Food, Drug, and
Cosmetic Law, Califormia Health and Safety Code, listed as follows:

Prescription drug labeled as '"Magnesium, Potassium & Vitamin

B=6", lot number 731106,

Drug labeled as "PAN ENZ 500", or "PANCREATIN (4X) 500 Mg, A

DIGESTIVE AID", lot number 2702,

Drug labeled as "Pro-Go Super Derma-E Balm', lot number

50262,

Drug labeled as "PAN ENZ 500", or "PANCREATIN (4X) 500 Mg, A

DIGESTIVE AID", lot number 730534,

5. Drug labeled as "Dr, Donsbach's Formula ENZ", '"Master Formula
Metazyme", or "Vitafare Digest", lot number 731112,

6. Drug labeled as "Dr., Donsbach's Formula ENZ", "ENZAID", or
"Vital Life Digestive Enzymes", lot number 730934,

7. Prescription drug labeled as "Megavitamin A-C Plus E", or
"Vitamins A C and E", lot number 2989,

8. Drug labeled as "Soft-Lax", lot number 87165,

9, Drug labeled as "Dr, Donsbach's Formula ENZ'", "Vitafare Digest',
or "Pak-A=Day", lot number 730807,

10, Drug labeled as "Dr, Donsbach's Formula ENZ", or "ENZAID",
lot number 731111,

11, Drug labeled as "REN-EZ", or "Formula K", lot number 47210.

12, Drug labeled as "ENZ", "Gastro-Aid", or "ENZAID", lot number
730933,

13, Drug labeled as "ENZz'", "ENZAID", "Dr. Donsbach's Formula ENZ",
or "Digest", lot number 730521,

14, Drug labeled as "Pro-Go Super Derma-E Balm", lot number 50207,
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émm OF CALIFORNIA SOUTHERN CALIPORNIA LABORATORY
HEALTH AND WELFARE AGENCY 1449 Temple Street, Room 101
DEPARTMENT OF HEALTH (213) 620-3376 P. 0. Box 30327m Terminal Annex

Los Angeles, California 90030

Lab, No. LA 9278

I. S. NO. A67729

BCOD AND DRUG REPORT

Date Samples Received by Lab:  4/12/74 Number of Samples Received: 1 (one)
Sold As : OTC Drug
Label : Pan Enz 500, 100 tablets, lot #2702, Distributed by Metabolic Products

Dealer : Westpro Labs, Inc., 12791 Main St., and 10422-10428 Stanford Ave,
Garden Grove, California 92640
Inspector: K. Suh

Contents: 102 tablets

Protease Activity: ' equivalent to 324 mg per tablet
fof N. F. Pancreatin
) :‘}.»’

Amylase: equivalent to 297 mg N.F.
pancreatrin per tablet
62%%2/4f:§%i2232%i:C%{%¢7
PTC:dlj

5/28/14




STATF NF ?..IFORNIA—DEPARTMENT OF PUBLV HEALTH
- BUREAU OF FOOD AND DRUG

LS. N? A 67730 Obtained on___March 21,

_,1974 , at 1630 3R
’ p-m.

Sold as___xx8%8 drug
XKK

Label (copied in part)_IWo Per, 60 tablets,Lot #730618, Star Brand 10428 Stanford Ave.,

Garden Grove, California 92640

Dealer Westpro Labs, Inc, Legal Status__ COTPo
Address 12791 Main St., and 10422-10428 Stanford Ave. City_Garden Grove, CA 92640
License No 40299 County__Orange
Salesman Marshall E, Turley Price Paid_ None. Payment Refused _T°8¢
Guarantor. Own See ux® attached
Name (Make three copies of Invoice and attach)
Address Ditto above City
Inventory on Hand Undetermined _Amount Sampled 1 bottle, 60 tabs/btl.

Quarantine Established _None. -
‘ (Amount, size of container and codes)

Reason for Quarantine___ ===

Vit

Where Stored meo :
W MEMORANDUM TO LABORATORY OR FOR CHIEFS CITATION ~v.. = i , 74
W /] W Laboratory No LA ql?? Chief’s Citation No
/

Lk Amount of Sample Submitted 1 _bottle, 60 tabs./MRdseal and Hold for Evidence YeSe

Reasons for Sampling Compliance sampie, Check for the concentration of declared

ingredients that can be readily determined,

///:-(: , [ ; 4 E - i
Adulteration X Misbranding .S False Advertising X
Analysis Requested: Chemical X Microscopic. Macroscopic
Insect Infestation ‘ Other Filth
Bacteriological Serological Organoleptic
Immediate Attention Yeso o Product Is Perishable No,

Collected by 7(/ ,AZ/ . LoA,

¥ La




STATE OF CALIFORNIA
HEALTH AND WELFARE AGENCY
DEPARTMENT OF HEALTH

A

SOUTHERN CALIFORNIA LABORATORY

1449 Temp%e Street, Room 101
P. 0. Box 30327, Terminal Annex
Los Angeles, Califormia 90030

(213). 620~3376

La.bo NO. IIA" 9222
I.S. No. A 67730
FOOD AND DRUG REPORT

Date Samples Received by Lab: 4/12/74 Number of Samples Received: 1
Sold as : Drug
Label : Two Per, 60 tablets, lot #730618, Star Brand
Desler : Westpro Labs, Inc., 12791 Main St., and 10422-10428 Stanford Avenue
Garden Grove, California 92640
Inspector: K. Suh
Contents: 60 tablets
Vitamin C: é f 110 mg per 2 tablets
Todine (as KI): @Dg per 2 tablets }932 £ 4
Iron: 5.2 mg per 2 tablets
MWC:PTC:dl]
6/20/74
As &m Glutamic Acid 25 ¥
A T TR e i e Bane e oo
M\%) zsooous:'i?nii' 625% M(fm FW“’ S.7mg 7% I
D (lm. Ergost.) 400 USP Usics  100% M (e ey aimE 10
Mﬁﬁf ‘?&L;pmx g\gr&o xzs;ooas Copper (Gluconate) 25mg. *° A
8-2 (Riboflavin) 25 mg. 2083% Za (Gluconate) 18mg. *¢ : ;
B6(Byrdoxinc HCL)  25ng. 1 g ium Olmg 100% '
C (Ascorbic Acd) 1500 500% Cateom o o™ Bme Yo
Inositol 25 . * .\ . olic Aci .. . **
el 60 TABLETS §3.50 N 2l
T - . . h:; base containing Alfalfa. Watercress, .
?,',;‘;;',’,"5:“‘,‘_‘;‘,50,., e 1T STAR BRAND WLD.R < Winimun iy Requiice, : o
9:., A::grmm £ b2 : 10428 Stanford Av'enue Y "m"“’““-ﬁ”"" fabed.
Hesperidin Complex zgg . Garden Grove, California 92640 m sugar free coatieg, with ‘ .




AL

s*r} \-?F CALIFORNIA—"EPARTMENT OF PUBLIC HEALTH
T ‘ BUREAU OF FC, /D AND DRUG

¢ 1630 %
March 26, 1974 1630 Pm.

.S. N¢ A 67731 March fkmx 21,1974

Obtained on

Sold as Drug

Label (copied in part)_ Pro=Go Super Derma - E Balm, 2 08,, Lot # A 50262, Distributed by

Er:s:-‘;‘: Etsxl nc:ﬁ 2 Inc a ,Gﬂzﬂgn G:O_ 24 92640

Dealer________Hestpro Labs, Inc. 4 Legal Status__Corp.

Address__ arden Grove, CA
92640

License No 40299 County..__Orange

Salesman______ Marshall E. Turley Price Paid __Nose. Payment Refused _ LaZe

Guarantor. Own See attached

Name (Make three copies of Invoice and attach)
Address Ditto above. City.
Invehtory on Hand 6 jers, 2 oz./jar Amount Sampled 1 jar, 2 0z./jar on 3/21/74

2 jars, 2 oz./jar on 3/26/74
Quarantine Established 6 jars, 2 oz./jar, lot # A 50262 -

(Amount, size of container and codes)

Reason for Quarantine___Adulterated and misbranded

)
1

v

REGECDE O bl O .me&-_mgﬁvel CA 92640
Vil MEMORANDUM TO LABORATORY OR FOR CHIEF'S CITATION  jyN 074
L ' agn 61°
Lo Laboratory No LAAZET Chief’s Citation No
! /{ r
Vf Amount of Sample Submitted 3_38%8y 2 0Z¢/Jar Reseal and Hold for Evidence . YeSe

Reasons for Sampling Check for the ®mm concentration of

Vitamin E as declared on the label, Check for the total bacterial plate

count also,

Adulteration ' X Misbranding X False Advertising X
Analysis Requested: Chemical X Microscopic i Macroscopic
Insect Infestation Other Filth

Bacteriological X Serological Organoleptic

Immediate Attention Yese. Product Is Perishable No,
Collected by }‘(/ LoA.

Inspector ) District

e lae v b e e en e AN BN s omem A s s e e mm e e A Y b ~



STATE OF CALIFORNIA SOUTHERK CALIFORNIA LABORATORY
HEALTH AND WELFARE AGENCY 1449 Temple Street, Room 101
DEPARTMENT OF HEALTH (213) 620-3376 P. 0. Box 30327Tm Terminal Annex

Los Angeles, California 90030

Lab. No. LA 9280
I. S. NO., A67731

FCOD AND DRUG REPORT
Date Samples Received by Lab: 4/12/14 Number of Samples Received: 3

Sold As : Drug
Label : Pro-Go Super Derma - E Balm, 2 0z., Lot #A50262, dist. by Pro-Go Prod., Inc.
Dealer : Westpro Labs, Inc., 12791 Main St., and 10422-10428 Stanford Ave,,

Garden Grove, California 92640
Inspector: K. Suh

Contents:

3
Total Plate Cou%t: i
(48 hours at 35°C) \:

Vitamine E:
(a1 alpha-tocopheryl acetate)

%&u‘;, WW
MCW:=d1j
5/29/74




STAT?/" T CALIFORNIA-—DEPARTMENT OF PU Blg' 1EALTH
BUREAU OF FOOD ANE DRUG *

Rl

l.S. N? A 67732 March 21, 1974 1630 sax

Obtained on
p.m.

Sold as OTC‘ Drug

Label (copied in part)__Pan Enz 500 250 tablets, Lot # 730534, Distributed by Metabolic

Products, Division of Westpro Labs, Inc,, Garden Grove, Calif. 92640

Dealer Westpro Labs, Inc, Legal Status Corp.
Address 12791 Main St., and 10422-10428 Stanford Aves, City. Garden Grove, CA 92640
License No. 40299 County Orange
Salesman Marshall E, Turley Price Paid__None, Payment Refused Iog8o
Guarantor____Own

Name (Make three copies of Invoice and attach)
Address Ditto_ above City

Quarantine Established None, _
(Amount, size of container and codes)

Reason for Quarantine__====

TR
Where Stored bbb
@W /]q MEMORANDUM TO LABORATORY OR FOR CHIEFS CITATION  ji; i € iL74
\’I// Laboratory No. M qw,‘/ Chief’s Citation No.
W/

Amount of Sample Submitted L _bottle, 250 tabs./tflael and Hold for Evidence Yes,

Reasons for Sampling Compliance sample.e Check for the concentration of

Pancreatin as declared on the label,

Adulteration X Misbranding X False Advertising X

Analysis Requested: Chemical S Microscopic Macroscopic.
Insect Infestation ‘ Other Filth

Bacteriological Serological Organoleptic
Immediate Attention Yes. Product Is Perishable No.

Collected by " ?y M

H




Y

STATE OF CALIFORNIA ‘ SOUTHERK CALIFORNIA LABORATORY
HEALTH AND WELFARE AGENCY 1449 Temple Street, Room 101
DEPARTMENT OF HEATLTH (213) 620-3376 P. 0. Box 30327m Terminal Annex

Los Angeles, California 90030

Lab, No. LA 9281
I. S. NO. A67732

FCOD AND DRUG REPORT

Date Samples Received by Lab:__ 4/12/74 Number of Samples Received:_ 1 (one)
Sold As : OTC Drug
Label : Pan Enz 500 250 tablets, lot #730534, Distributed by Metabolic Products
Dealer : Westpro Iabs, Inc., 12791 Main St., and 10422-10428 Stanford Avenue,
Garden Grove, California 92640
Inspector: K. Suh
Contents: 250 capsules
Protease: equivalent to 360 mg/capsule of

pancreatin N. F.

equivalent to 343 mg of Pancreatin
N. F. per capsule

o ;

PTC:dlj
5/28/74




.- .. STATE CALIFORNIA— DEPARTMENT OF . ) ‘E/LLTH
\ BUREAU OF FOOD AND DRUG

LS. N9 A 67733 b on__HER 20, g7 1630
Sold as OTC drug ' o
Label (copied in part)_Dr Donsbach’s Enz A digestive Aid, 250 tablets, Lot #731112,
Westpro Labs, Inc, -- Garden Grove, Calif, 92640

Dealer Hestpro Labs, Inc. Legal Status_COIPe
Address 12791 Main St., and 10422-10428 Sianford Ave, City._Garden Grove, C4 92640
License No 40299 County._Orange
Salesman Marshall E, Turley Price Paid___Nonee  Payment Refused _____ Te8e
Guarantor Own See_attached

Name (Make three copies of Invoice and attach)
Address Ditto above City
Inventory on Hand Undetermined Amount Sampled .1 _bottle, 250 tabs./btl,

Quarantine Established None, __ _

b T

(Amount, size of container and codes) Fad Ty

Reason for Quarantine === L
JUN 6 1574
Where Stored. ke
@ W MEMORANDUM TO LABORATORY OR FOR CHIEF'S CITATION
,l//'\\'r Laboratory No [//} 072{?’ Z Chief’s Citation No
l

o
L{/ Amount of Sample Submittedl bottle, 350 tabs/Mfkdseal and Hold for Evidence Yes.
jon of declared

Reasons for Sampling

ingredients that can be readily determined.
Adulteration S Misbranding X False Advertising X
Analysis Requested: Chemical X Microscopic. Macroscopic.
Insect Infestation : Other Filth
Bacteriological Serological Organoleptic
Immediate Attention. Yes, , Product Is Perishable No,

Collected by S ol M ] L.A.



Y

STATE OF CALIFORNIA SOUTHERK CALIFORNIA LABORATORY

HEALTH AND WELFARE AGENCY 1449 Temple Street, Room 101
DEPARTMENT OF HEALTH (213) 620-3376 P. 0. Box 30327m Terminal Annex
Los Angeles, Califormia 90030

Lab., No. LA 9282

I. S. NO. A6T733

FCOD AND DRUG REPORT
Date Samples Received by Lab: 4/12/74 Number of Samples Received: 1 (one)

Sold As : OTC Drug
Label : Dr Donsbach's Enz A digestive Aid, 250 tablets, lot #731112
Dealer : Westpro Labs, Inc., 12791 Main St., and 10422-10428 Stanford Avenue,

Garden Grove, California 92640
Inspector: K. Suh

Contents: 25% tablets

Protease: equivalent to 122 mg of
Pancreatin (4 b'd NF) per tablet

Amylease: equivalent to 91 mg of Pancreatin

(4 x NF) per tablet

e

PTC:dlj
5/28/74

,.g;;pplre digestants as sup- - e L4 i Each :tablet contains: .
ements. ‘ Betaine T 60: I
-tions;to aidin “digesting Pancreatin 4x - Soma -
~fats;. proteins -and".carbo- ‘ g:gsilg"1=:'3ooo

. > : T \ 5 ain. -

© If gastric dis-
s, -consult your

A DIGESTIVE AID Cellulos .
BLETS $10.00,| ===t r=ctsoveer

5, 10C. -~ GARDEN'GROVE, CAUIF. 82840




e

y

- STATE CALIFORNIA—DEPARTMENT OF PUBL EALTH

~ BUREAU OF FOOD AND DRUG

LS. N9 A 67734 March 21, 1974 g 1630 &

Obtained on
p.m.

Sold as OTC drug

Label (copied in part) Enzaid, A digestive Aid, 250 tablets, Lot # 730934, Distributed by

Metabolic Products Division of Westpro Labs, Inc,, Garden Grove, Calif, 92640

Dealer Westpro Labs, Inc, Legal Status._COrp.
Address 12791 Main St., and 10422-10428 Stanford Ave., (ijty Garden Grove, CA 92640
License No 40299 County. Orange
Salesman Marshall E, Turley Price Paid__None, Payment Refused __Le8e
Guarantor Own See attached
Name (Make three copies of Invoice and attach)
Address Ditto above, City
Inventory on Hand __Undetermined Amount Sampled 1 bottle, 250 tabs/btl.

Quarantine Established None, )
( Amount, size of container and codes)

Reason for Quarantine duded

Where Stored

4 MEMORANDU]\Z'EZ? LABORATORY OR FOR CHIEF'S CITATION
/7
’/H/ Laboratory No. 7 ' { #¥ .} 4? Z,( Chief’s Citation No

Amount of Sample Submitted! botkle, 250 tabs./REdesl and Hold for Evidence.. YeSe

Reasons for Sampling Compliance sample, £kmk Check for the concentration of

declared ingredients that can be readily determined,

Adulteration b Misbranding X False Advertising___ X
' Analysis Requested: Chemical X Microscopic Macroscopic.

Insect Infestation Other Filth

Bacteriological Serological | Organoleptic

Immediate Attention Yese Product Is Perishable__. No,

Collected by X —

REEA T




STATE OF CALIFORRIA SOUTHERK CALIFORNIA LABORATORY
HEALTH AND WELFARE AGENCY 1449 Temple Street, Room 101

DEPARTMENT OF HEALTH (213) 620-3376 P. 0. Box 3032Tm Terminal Annex

Los Angeles, California 90030

Lab. No. LAQ283
I. S. NO. A67734

FCOD AND DRUG REPORT

Date Samples Received by Lab: 4/12/74 Number of Samples Received:_1 (one)
Sold As : OTC Drug
Label :

Dealer :

Inspector:

Enzaid, A digestive Aid, 250 tablets, lot #730934, Distributed by
Metabolic Products Division of Westpro Labs, Inc.

Westpro Labs. Inc., 12791 Main Street, and 10422-10428 Stanford Ave.,
Garden Grove, California 926
Ko Su.h. ,—"

AN

[ Bnly

PTC:dlj

s e T

Contents: 251 tablets
) /
Protease: &A&”@f’ equivalent to 123 mg of Pancreatin
: ( N. F. 4 x) per tablet
\ g//
Amylase: \ é gy( =7 equivalent to 80 mg of Pancreatin
(N. P. 4 x) per tablet
Lipase: equivalent to 63 mg of Pancreatin

N. F. per tablet

—

5/28/74




STATE OF CALIFORNIA—DEPARTMENT OF PUBLIC HEALTH
BUREAU OF FOOD AND DRUG

LS. N¢ A 67735 -

Obtained on___March 21 ,19_74, at 1630

p-m.
Sold as BB drug
Label (copied in part)Megavitamin A=C plu s E, 100 tablets, Lot #2989, Star Brand,
— 10428 Stanford Ave,, Garden Grove, Ca. 92640
Dealer______Hestpro Labs, Inc, Legal Status__Corp.
92640
Address 12791 Main St., and 10422.10428 Stanford Ave, City._Garden Grove, CA 88%
License No 40299 County_Qrange
Salesman ____Marshall E, Turley Price Paid__None.. Payment Refused %8¢
Guarantor Own See attached
Name (Make three copies of Invoice and attach)
Address Ditto above, City
Inventory on HandUndetermined Amount Sampled 1 bottle, 100 tabs,./btl,
Quarantine Established none. _
(Amount, size of container and codes) ‘L\".s.‘q‘—”‘:_\
Reason for Quarantine === .
Juw 1210
Where Stored o= V141974
@M . MEMORANDUM TO LABORATORY OR FOR CHIEF'S CITATION
17 /\Lf Laboratory N o.__i_M lﬁ Chief’s Citation No.
~
Vé Amount of Sample Submittedd_Pottle, 100 tabs./Rika) and Hold for Evidence Yes.
Reasons for Sampling Compliance sample. ghuak Check for the concentration

of declared ingredf nts,

Adulteration X Misbranding x False Advertising ¥
Analysis Requested: Chemical ___ ¥ Microscopic Macroscopic
Insect Infestation Other Filfi1

Bacteriological Serological Organoleptic
Immediate Attention Yes, : Product Is Perishable No.

Collected by A M L.,




A

SOUTHERN CALIFORNIA LABORATORY
STATE OF CALIFORNIA

C 1449 Temple Street, Room 101

1 - ’
HEALTH AND WELFARE AGENCY (213) 620 3376 P, 0. Box 30327, Terminal Annex
DEPARTMENT OF HEALTH ____TLos Angeles, California 90030

Labo NO. IJ.A‘_ 2284

I.5. No. A 67735
FOOD AND DRUG REPORT

Date Samples Received by Lab:  4/12/74 Number of Samples Received:_1_ (one)

S0ld as : Drug
Label : Megavitamin A-C plus E, 100 tablets, lot #2989, Star Brand
Dealer : Westpro Liabs, Inc., 12791 Main Street and 10422-10428 Stanford Avenue

Garden Grove, California 92640
Inspector: XK. Suh

Contents: \ 100 tablets

T_%/%B,OOO USP units per tablet

/200 mg per tablet

/ 50 IU per tablet

Vitamin A:

Vitamin C:

Vitamin E \
(dl alpha-tocopherol acetate\)ﬂ——/

MWCzd1j
6/11/74

EACH TABLET pnow.qaajﬁ . MEGAVITAMIN S
‘Vitamin. A 15,000 ' '

‘USP iits 375% - B .
Vitamin C 200 mg. 666% wmi o F u S SUGGESTED USE
Vitamin E 50IL.U d o

(d-Alpha Tocopher'ol)' One or more tablets
_ in abase of Rose Hips daily.
AMDR% Adult Minimum Daily Re- | 100 TABLETS $6.00

quirement. STAR BRAND
*Minimum daily requirement not es- 10428 Stanford Avenue

\cablished. Garden Grove, Ca. 92640




STAT@J\F CALIFORNIA—D=PARTMENT OF PUBL"™ HEALTH
BUREAU OF FOOD AND DRUG

LS." N¢
N° A 67?36 Obtained on March 21 19 igxaf 1630 ﬁg
’ ’ p-m.
Sold as OTC drug
Label (copied in part)_Dr Donsbach’s Formula Enz, A Digestive gk Aid, 100 tablets, Lot #
730807, We rove, Califa. 92640
Dealer Westpro Labs, Inc, Legal Status_ COIDe
Address__ 12791 Main St., and 10462210428 Stanford Ave,., City_Garden Grove, CA 92640
License No 40299 County._Orange
Salesman_ Marshall E. Turley _Price Paid__None, Payment Refused Te8e
Guarantor Own See attached
Name ) (Make three copies of Invoice and attach)
Address Ditto above City.
Inventory on Hand ._Undetermined Amount Sampled!_bottle, 100 tablets/btl,
Quarantine Established __None. -
(Amount, size of container and codes)
Reason for Quarantine___=e=
_ Where Stored L) _
ﬁ\ UWA ‘* MEMORANDUM TO LABORATORY OR FOR CHIEF'S CITATION
- ,},’] Laboratory No M [fm Chief’s Citation No Jun O 1974

!

Amount of Sample Submitted_1_bottle, 100 tabs,R&whland Hold for Evidence . Yesa

Reasons for Sampling  Compliance sample. Check for the concentration of
Mmmmmwmmm a

Adulteration X Misbranding X False Advertising X
Analysis Requested: Chemical X Microscopic Macroscopic
Insect Infestation Other Filth

Bacteriological Serological Organoleptic
Immediate Attention. ... _YeS.e Product Is Perishable No,

Collected by A *__,M L.A.
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STATE OF CALIFORNIA SOUTHERN CALIFORNIA LABORATORY

HEALTH AND WELFARE AGENCY 1449 Temple Street, Room 101

DEPARTMENT OF HEALTH (213) 620-3376 P. 0. Box 3032Tm Terminal Annex
: Los Angeles, California 90030

Lab, No. LA 9285
I. S. NO. A6T736

FCOD AND DRUG REPORT
Date Samples Received by Lab:  4/12/T4 Number of Samples Received: 1 (one)

Sold As : OTC Drug

Label : Dr Donsbach's Formula Enz, A Digestive Aid, 100 tablets, Lot #730807

Dealer : Westpro Labs, Inc., 12791 Main St., and 10422-10428 Stanford Avenue.,
Garden Grove, California 92640

Inspector: K. Suh

Contents: 99 tablets

Protease: quivalent to 131 mg of Pancreatin

e
( wp 4x) per tablet

i
i
E

'f equivalent to 66 mg of Pancreatin
" (NP 4x) per tablet

Amylase: A
N\ @ ‘>4
Lipase: \\\\\\\\_///ﬁ' equivalent to 84 mg of Pancreatin

NF per tablet
Gt A X

PTC:d1j
5/28/74

Supphes dugestants as sup-.

- plements to body “secre-

tions ‘to- aid -inidigesting

fats, -proteins and carbo-

“drates,

“CAUTION: " 1f: gastrlc idis
il - tress :continues, consult you

3 - doctor.
" "SUGGESTED" USE .
12 tablets after cach:-meal ot
as an aid to-the digestion.’ Celiulose ase
of . fas, carbohydrates and A en Boet Ceat’
v.protems »

130807




STATE OF CALIFORNIA—DEPARTMENT ©F PUBLI~ HEALTH
BUREAU OF FOOD .AND DRUG

LS. N? A 67737

Sold as QTC drug

Obtained on March 21 19 74at 1630 g:%

Label (copied in part)_Ds

731111, Westpro Labs, Inc., Garden Grove, Calif. 92640

Dealer_________Westpro-Labs,Inc. Legal Status._Corp,

Address 12791 Main St., and 10422-10428 Stanford Ave,, City_ Gzrden Grove, CA 92640
License No.__40299 County Orange
Salesman_._____Marshall E. Turley Price Paid_None.  Payment Refused Te8e
Cuarantor——m Neme (&%& and attach)
Address.._._#&x Ditto above. City__

Inventory on Hand __Undetermined __Amount Sampled_l_bm:j:le_,_LQQ_rableJ;&lb_tl‘__
Quarantine Established . None. -

( Amount, size of container and codes)

Reason for Quarantine === __ R R

Where Stored o= JUK
"l VO P MEMORANDUM TQ LABORATORY OR FOR CHIEF'S CITATION
L [ 49185, o
z\r Laboratory No Chief’s Citation No

£ _ari~ 4
J l\:.., P

Amount of Sample Submittedsgx 1 btl.,100_tabs.Rbssa) and Hold for Evidence Yes,
Check for the concentration of

Adulteration __ X Misbranding X False Advertising %
Analysis Requested: Chemical b4 Microscopic Macroscopic
Insect Infestation Other Filth

Bacteriological Serological Organoleptic
Immediate Attention ... YeSe Product Is Perishable No.

Collected bV K /é// . L.Ao

-y
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SEATE'OF CALIFORNIA ) SOUTHERK CALIFORNIA LABORATORY

Street, Room 101
JHEALTH AND WELFARE AGENCY 1449 Temple ’
DEPARTMENT OF HEALTH (213) 620-3376 P. 0. Box 3032Tm Terminal Annex

Los Angeles, California 90030

Lab. No. LA 9286

I, S. NO, A6TT37T

FCOD AWD DRUG REPORT
Date Samples Received by Lab: 4/12/74 Number of Samples Received: 1 (one)

Sold As : OTC Drug
Label : Dr Donsbach's Formula Enz, A Digenstive Aid, 100 tablets, lot #731111
Dealer : Westpro Labs, Inc., 12791 Main St., and 10422-10428 Stanford Avenue,

Garden Grove, California 92640
Inspector: X. Suh

Contents: 01 tablets

Protease: equivalent to 125 mg of Pancreastin
(N. F. 4 x) per tablet

equivalent to 69 mg of Pancreairin
(N. P. 4 x) per tablet

Agglase:

Lipase: present
/w/ /

PTC:dlj

5/28/14

Each v
.Betame Mg,
Rancreatin: ‘Ma,
Pepsin.1:3000', 32 5iMag.
Papain 49. Mg,
“Aspergilus Oryzae Coe
; l}nycoxyme) '.-35:Mg.

! . 50°

Ext. Ox . Bile - .-
-Rennin Ry

. :plements to ho c
d -~ tions to aid  in: -digesting’.
i fats, . protéins - zand. carbo-
drates

CAUTION: - ““If. gastnc d»s
‘stress continues, consult your "
doctor. .

: .SUGGESTED USE

132 tablets -after. each mwl

‘Hydrochioride .. . 10 Mg.
Citrus Pectin e Q‘Mg
Celitlose R |
‘Mait Diastase -

A DIGESTIVE AID

e -




STATE OF CALIFORNIA—DEPARTMENT OF PUBLI~ HEALTH
BUREAU OF FOOD AND DRUG

LS. N? A 67738

Obtained on____March 21 ,19_ 74 a¢ 1630 I%‘

Sold as OTC_drug

Label (copied in part) Formula K, 90
—Ggrden Grove, Calif. 92640
Dealer____ Hestpro Labs, Inc. Legal Status__Corp.

__City.__Garden Grove, CA 92640

County___Orange

Salesman____Marshall E. Turley Price Paid B@Hg% _ Payment Refused Toe
Guarantor__ Oun [See attched,
Name (Make three copies of Invoice and attach)
Address...__Ditto aboves : City._
Inventory on Hand __Iindetermined Amount Sampled__1 _bottle, 90 tabs./btle _
Quarantine Established None, -
(Amount, size of container and codes)
Reason for Quarantine mew ‘
IR T
ferhere Stored reee DU
OA‘/ by MEMORANDUM TO LABORATORY OR FOR CHIEF'S CITATION e
7 /
H/Kﬂ*/ Laboratory No LAG2E] Chief's Citation No
Amount of Sample Submittedl btlas, 90 tabs./btlReseal and Hold for Evidence_Yeso
Reasons for Sampling _Compljance sampie. Check for the concentration of
declared ingredjents that can be readily determined,
Adulteration X Misbranding X False Advertising x
Analysis Requested: Chemical x Microscopic ' Macroscopic
Insect Infestation Other Filth
Bacteriological - Serological Organoleptic

Immediate Attention Product Is Perishable No.

Yes,
Collected by 9(/ ‘ M LoAse




o

SOUTHERN CALIFORNIA LABORATORY

STATE OF CALIFORNIA (213) 620- 5375 1449 Temple Street, Room 101

HEALTH AND WELFARE AGENCY

P. 0. Box 30327, Terminal Annex

DEPARTMENT OF HEALTH Los Angeles, California 90030

I.S. No. A 67738

FOOD AND DRUG REPORT

Date Samples Received by Iab: __ 4/12/74 Number of Samples Received:__1 (ome)

Sold as OTC Drug

Label Formula K, 90 tablets, lot #47210, Distributed by Westpro Labs

Dealer Westpro Labs, Inc., 12791 Main St., and 10422-10428 Stanford Avenue, Garden
Grove, California 92640

Inspector: X. Suh

Contents: / é‘ / 90 tablets
/ Viks

Urea: 6 200 mg/tablet

Water soluble chlorophyllins are present.

Sl e —

WRS:d1lj
6/11/74



< STATE OF CALIFORNIA—DEPARTMENT OF PUBLIC YEALTH
BUREAU OF FOOD AND DRUG

LS. N? A 67739

Obtained on___ March 21 1974, 51630 oF%

Sold as—__drug

Label (copied in part) Brand, 10428 Stanford

Legal Status____Corp.

City__Garden Grove, CA 92640

License No 40299 County_ Qrange
Salesman______Marshall E, Turley Price Paid None, .. _Payment Refused __ Tagao
Guarantor. _Ozn See attached

" Name (Make three copies of Invoice and attach)
Address ditto above City
Inventory on Hand____Undetermined, Amount Sampled 1 Pottle, 80 tabs/btl,
Quarantine Established None, ~

( Amount, size of container and codes)

Reason for Quarantine

-—o LER T ol ke
Where Stored
@W U MEMORANDUM TO LABORATORY OR FOR CHIEF’S CITATION JUR 21 1374
7 -
(Q(/{) Laboratory No M {m ' Chief’s Citation No
Amount of Sample Submitted ! bottle, 60 tabs./kédkal and Hold for Evidence Yes,
Reasons for Sampling Compliance sample, Check for the concentration of declared

eadily determined,

o Gl
Adulteration X Misbranding X False Advertising x
Analysis Requested: Chemical X Microscopic Macroscopic.
Insect Infestation. Other Filth
Bacteriological Serological Organoleptic
Immediate Attention Yes, . _Product Is Perishable No.

Collected by )( /@L L.A.




SOUTHERN CALIFORNIA LABORATORY

STATE OF CALIFORNIA (213) 620 6 1449 Temple Street, Room 101
HEATTH AND WELFARE AGENCY 213 =357 P. 0. Box 30327, Terminal Anmex

DEPARTMENT OF HEALTH

— Los Angeles, California 90030

Lab. No. LA-_9288
I.S. No. A6TT39

FOOD AND DRUG REPORT

Date Semples Received by ILab: 4/12/74  Number of Samples Received: 1
Sold as : Drug
Label : Two per, 60 tablets, lot #730414, Star Brand
Dealer : Westpro Labs, Inc., 12791 Main st., and 10422-10428 Stanford Ave, Garden
Grove, Cal
Inspector: g, sun
Contents:
Vitamin C: g per 2 tablets
Iodine (as KI): g per 2 tablets /02/0 ovA
Iron: 6.8 mg per 2 tablets
M//Z/ %
MWC:PTCzdl1j
6/20/T4
DIRECTIONS, ﬁ Glutsmic Acid 25 mg.
Mcm‘l‘ LE‘I'SO‘;:IT‘ADIN‘“;MY m?:lmml’umu) 87 5.
MDR, Buffered s7mg. S7%
A(Wu:rSoL) 25000 USP Units  625% Magnesium (Oxide) T2mg **
D (frr. Ergost.) 400 USP Units  100% Mangunese (Carbonate) 6.1 mg. .
BALANCED B COMPLEX FACTORS: Copper (Gluconate) 25 mg. .
B-1 (Thiamine HCL) 25mg.  2500% Zinc (Gluconate) 18 mg.
8-2 (Riboflsvin) 25mg. 2083% lodine (Potassium »
B3 (Covm Coner . someg. +» 3»}%(»«,&»1)@ ‘2%;2; i"v;f
C (Ascorbic Acid) 150 mg. .SM %) A ne g i
TN 60 ]’ALETS $350 - X
Nicinamide 133 1000% ’ :’WQ:‘:‘&%‘:‘ Weersica,
D caet sol) 12310 o+ STAR BRAND MDR M Dy b
w;zﬂlm C:;:’ ;;me : 10428 Stanford Avenue Nel.nD.l .R. mmm‘dm
Hespeiin Complex % : Garden Grove, California 92640 qﬁ',u sogar




STATE QF CALIFORNIA—DEPARTMENT OF PUB'" : HEALTH
BUREAU OF FOOD AND DRUG

I.S. N° A 67740 March 21 19 74 . 1630

Obtained on DD,

Sold as drug

Label (copied in part)_Sampled bu abeled and “Eng® tablets, approx., 30 tabdets,

Labs, Inc., Lot #730933

Dealer Westpro lLabs, Inc, Legal Status__Corpe
Address 12791 Main St,, and 10422-10428 Stanford Ave., City.Garden Grove, CA 92640
License No 40299 County.__Orange
Salesman Marshall E, Turley Price Paid__None, Payment Refused ___To8e
Guarantor Own See attached
Name (Make three copies of Invoice and attach)
Address Ditto bbove, City
. Inventory on Hand ___Undetermined, _Amount Sampled . APPTOX. 30 tablets,

Quarantine Established Noneo _
(Amount, size of container and codes)

ey OTIFIED
Reason for Quarantine____=e== M
Where Stored e .JUN 1 2 1974
@@U,b/ " MEMORANDUM TO LABORATORY OR FOR CHIEF'S CITATION I
L{/ /}’]/ /‘ Laboratory No.__LLﬁM Chief’s Citation No
Amount of Sample Submitted Appzox.—30-tablets.-Reseal and Hold for Evidence Yes,

Check for the concentration

Reasons for Sampling

of ingredients that can be readily determined,

Adulteration X Misbranding.. %X False Advertising .3
Analysis Requested: Chemical X Microscopic Macroscopic
Insect Infestation Other Filth

Bacteriological ' Serological Organoleptic

Immediate Attention YeSe Product Is Perishable No,

Collected bv - Ec‘ - M N LeAo




>

STATE OF CALIFORNIA SOUTHERK CALIFOENIA LABORATORY

HEALTH MD WELFARE AGENCY 1449 Temple Street, Room 101
DEPARTMENT OF HEALTH (213) 620-3376 P. O. Box 3032Tm Terminel Annex
Los Angeles, California 90030

Lab. No. LA 9289

I. S. NO, A67740

FCOD AND DRUG REPORT
Date Samples Received by Lab: 4/12774 Number of Samples Received:_{ (one)

Sold As : Drug

Label : Sampled from bulk, labeles and "Enz" tablets, approx. 30 tablets

Dealer : Westpro Labs, Inc., 12791 Main St., and 10422—10428 Sta:ni‘ord Ave,,
Garden Grove, California 92640
Inspector: K. Suh

Contents: ' from bulk
Amylase: E T equivalent to 63 mg N. F. 4 x
{\ix Pancreatin per tablet
Protease: g@ Y equivalent to 127 mg N. F. 4 x Pancr

eatin per tablet

PTC:dlj
5/28/74



STATE ¢~ CALIFORNIA—DEPARTMENT OF PUBLIC 'EALTH
BUREAU OF FOOD AND DRUG

LS. N9 A 67741 March 21

Obtained on ,19.74 5 1630 2

p.m.

Sold as__drug

Label (copied in part) Megavitamin Vitamin A & D, 100 tablets, Lot # 204032, Star Brand

10428 Stanford Ave., Garden Grove, CA. 92640

Dealer Westpro Labs, Inc. Legal Status.__ Corp.

Address 12791 Main St., and 10422-10428 Stanford Ave, City.Garden Grove, CA 92640

License No 40299 County._Orange

Salesman______Marshall E. Turley Price Paid _Nonee. _ Payment Refused ___Te8o _

Guarantor____Own See attached

Name (Make three copies of Invaice and attach)

Address Ditto above City

Inventory on Hand _Undetermined Amount Sampled!_bottle, 100 tablets/btl,

Quarantine Established None, B
(Amount, size of container and codes) . F’ <

Reason for Quarantine m=o ainliisiee

Where Stored e JUN 1 4 1574

®f3 J}/’ 2 W MEMORANDUM TO LABORATORY OR FOR CHIEF'S CITATION
ik
f A Laboratory No LA9290 Chief’s Citation No
 Amount of Sample Submittedl_bottle, 100 tabs./Rédeal and Hold for Evidence Yes,

Reasons for Sampling __ Compliance samplea Check for the concentration of

—declared ingredients.

Adulteration b 4 Misbranding X False Advertising X

Analysis Requested: Chemical 3 Microscopic Macroscopic

Insect Infestation Other Filth

Bacteriological Serological Organoleptic

Immediate Attention YeS. Product Is Perishable. No,

Collected by » 7« ,/géuZ/ L.




SOUTHERN CALIFORNIA LABORATORY

1449 Temple Street, Room 101
P. 0. Box 30327, Terminal Annex
Los Angeles, California 90030

STATE OF CALIFORNIA
HEALTH AND WELFARE AGENCY
DEPARTMENT OF HEALTH

(213) 620- 3376

Lab. No. LA-_ 9290

I.S. No. Ag7741
FOOD AND DRUG REPORT

Number of Samples Received: 1 Sone}

Date Samples Received by Lab: 4/12/74

Sold as : Drug

Label : Megavitamin Vitamin A and D, 100 tablets, lot # 204032, Star Brand

Dealer Westpro Labs, Inc., 12791 Main Street, and 10422-10428 Stanford Avenue,
Garden Grove, California 92640

Inspector: K. Suh

Contents:

Vitamin A:

it U Foaristy

MWCzdlj .
6/11/74
MEGAVITAMIN
- EACH YELLOW TABLET
. PROVIDES: VIFAM I N A&D SUGGESTED USE
i2:0 4 0 3 4 %AMDR B One table.t per day
Vitamin A (Palmitate) or as directed

25,000 USP Units 625%

- Vitamin D
500 USP Units 125%

100 TABLETS $1.75

STAR BRAND
10428 Stanford Avenue
Garden Grove, Ca. 92640




9

STATE OF CALIFORNIA—DEPARTMENT OF PUBL " HEALTH
BUREAU OF FOOD AND DRUG

LS. N? A 67742

Sold as OTC drug

Obtained on____March 21 , 1974, at 1630 20&

Label (copied in part) Soft-Lax, A balanced herbal formula to aid in elimination, 100 tablets,

Lot # 87165, Westpro Labs, Inc., =- Ggrden Grove, Calif, 92640

Dealer Westpro Labs, Inc. Legal Status___ COTPe
Address 12791 Main St,, and 10422-10428 Stanfpxd Ave,, City____Garden Grove, CA 92640
License No 40299 County. Orange
Salesman Marshall E, Turley Price PJidne. Payment Refused TeBe
Guarantor. Own See attached
Name (Make three copies of Invoice and attach)
Address.__ Ditto above City
Inventory on Hand 2% _Undetermined, Amount Sampled .1 _bottle, 100 tabs./btl,

Quarantine Established _None,

(Amount, size of container and codes)

Reason for Quarantine___==== ) TiEist.
Where Stored ovoe NITEIPNS —

‘O/J'{V “sj MEMORANDTM ™2 LgBORATORY OR FOR CHIEF’S CITATION EREIL
/I/’A‘ Laboratory No A qz {{ Chief’s Citation No

\
M Amount of Sample Submitted 1 bottle, 100 tabse/fsbal and Hold for Evidence Yes,

Reasons for Sampling Compliance sample, Check for the concentration of

Dioctyl Sodium Sulfosuccinate,

Adulteration X Misbranding X False Advertising.___ X —
Analysis Requested: Chemical X Microscopic Macroscopic

Insect Infestation Other Filth

Bacteriological Serological Organoleptic

Immediate Attention._.__Ye8, Product Is Perishable No,

Coﬂected by % M S LoA.




Yy

SOUTHERN CALIFORNIA LABORATORY

1449 Temple Street, Room 101

P. 0. Box 30327, Terminal Annex
Los Angeles, California 90030

STATE OF CALIFORNIA (213) 6203376
HEALTH AND WELFARE AGENCY ‘
DEPARTMENT OF HEALTH

I.S. No. A_67742
FOOD AND DRUG REPORT

Date Samples Received by Lab: 4/12/74 Number of Samples Received:_1 (one)

Sold as : OTC Drug

Label :  Soft-Lax, A balanced herbal formula to aid in elimination, 100 tablets,
lot #87165

Dealer : Westpro Labs, Inc., 12791 Main St., and 10422-10428 Stanford Avenue,
Garden Grove, California 92640

Inspector: K, Suh

Contents: 100 tablets

Dioctyl Sodium Sulfosuccinate: 45 mg/tablet

WRS:d1]
6/17/T4

SOFT-LAX

Becommended Use ﬁas :Jaxative -
take 2 tablets" wlth a: full glas of
water at bedtlme

l Sodujm 5
ulfosuoclnate :

: 100.-ma. o siciness) ¢
Pectm Cxtrus 27100 mg. i t tinued:use: fthis
Sweet. Swiss. Daqryj' A BALANCED HERBAL FORMULA Frequent or.continued:use: o

TO AID IN ELIMINATION arat}nqn may ‘result Tn dependence

100 TABLETS $3.00




STATE OF CALIFORNIA—DEPARTMENT OF PUBLIC HEALTH
BUREAU OF FOOD AND DRUG

I.S. N9 A 67743

Sold as

Obtained on ___ March 21 ;1974 2t 1630 &2

a
arag

Label (copied in part) Megavitamin Vitamin A & D, 100 tablets, Lot # 3054,Star Brand

104628 Stanford Ave., Garden Grove, Ca. 92640

Dealer Westpro Labs, Inc. Legal Status_COTPe

Address 12791 Main St., and 1042210428 Stanford Ave., City Ggrden Grove, CA 92640

License No..._40299 CountyOrange
Salesman . Marshall E. Turley Price Paid_Nonee. Payment Refused __ T°8°
Guarantor Own See attached

Name (Make three copies of Invoice and attach)
Address Ditte above City..._

Inventory on Hand Undetermined Amount Sampled 1 bottle, 100 tabs,/btl.

Quarantine Established None, -
(Amount, size of container and codes)

Reason for Quarantine._=== wnen e C T

LR LR

JUN 12 174

N b Where Stored :
m{‘ MEMORAND TO LABORATORY OR FOR CHIEF'S CITATION
' /V’J\Ui Laboratory No C{M’p Chief’s Citation No

W

Yes.

Amount of Sample Submitted 1_Pottle, 100 tabs#bELs and Hold for Evidence

Reasons for Sampling Compliance sample. Check for the concentration of declared

ingredients,
Adulteration X Misbranding X False Advertising X
Analysis Requested: Chemical X Microscopic Macroscopic
Insect Infestation. Other Filth
Bacteriological Serological Organoleptic
Immediate Attention Yese . Product Is Perishable No.

Collected by : 7</ M . L.A.



SOUTHERN CALIFORNIA LABORATORY

STATE OF CALIFORNIA (213) 620-3376 1449 Temple Street, Room 101
HEALTH AND WELFARE AGENCY P. 0. Box 30327, Terminal Annex
DEPARTMENT OF HEALTH Los Angeles, Califormia 90030

I.S. No. A__ 67743
FOOD AND DRUG REPORT

Date Samples Received by Lab:  4/12/74 Number of Samples Received: 1 (one)

Sold as : Drug
Label : Magavitemin Vitamin A and D, 100 tablets, lot #3054, Star Brand
Dealer : Westpro Labs, Inc., 12791 Main Street, and 10422-10428 Stanford Avenue,

Garden Grove, California 92640
Inspector: K. Suh

Contents:

100 tablets

Vitamin A:

MWC: d1 ]

6/11/74
MEGAVITAMIN '
e EACH YELLOW TABLET !
e | VITAMIN ARD | seumous
%AMDR One table‘t per day
Vitamin A (Palmitate) or as directed
25,000 USP Units 625% 100 TABLETS $1.75
Vitamin D
500 USP Units 125% » STAR BRAND
10428 Stanford Avenue
Garden Grove, Ca. 92640




TATNTO TR T ~%::'~‘

STATE Q~ CALIFORNIA-——DEPARTMENT OF PUBLIC HEALTH
BUREAU OF FOOD AND DRUG

X%
p.m.

I.S. N9 A 67745 March 21 1974 4 1630

Obtained on

Scld as Dietary supplement

Label (copied in part)_ Ni-Ma Products Rheumaplex, 100 caplets, Lot #730607, Distributed

by Ni-Ma Products, 821 W, Grand Blvd,, Corona, CA 91720

Dealer_ Westpro Labs, Inc. Legal Status__ COTPe

Address 12791 Main S¢., and 10422-10428 Stanford Ave., City Garden Grove, CA 92640

License No 40299 County Orange
Salesman Marshall E, Turley Price Paid Nonee Payment Refused ___Te8e
Guarantor. Own :
Name (Make three copies of Invoice and attach)
Address Ditto above City
Inventory on Hand _Undetermined Amount Sampled. 1 _bottle, 100 caplets /btl,

Quarantine Established __None,

( Amount, size of container and codes)
Reason for Quarantine__ ==~

M LSS TS
Where Stored e .
o MEMORANDUM TO LABORATORY OR FOR CHIEF'S CITATION Afi 25 1973
@ 1 Laboratory N 0.LhAT113 _ Chief’s Citation No

o1

Amount of Sample Submitted 1 bottle, 100 caﬂL@R@S&ﬁpﬁﬁd Hold for Evidence.__Yeso

Reasons for Sampling______Compliance sample, Check for the concentration of declared

— ingredients that can be readily determined,

,
Adulteration X Misbranding X False Advertising x
Analysis Requested: Chemical . x_________ Microscopic Macroscopic
Insect Infestation Other Filth
Bacteriological Serological Organoleptic
Immediate Attention Yese. Product Is Perishable No,

Collected by ,I‘K /éLZ/ - L.A.




A

STATE OF CALIFORNIA SOUTHERR CALIFOENIA LABORATORY

HEALTH AND WELFARE AGENCY 1449 Temple Street, Room 101

DEPARTMENT OF HEALTH (213) 620-3376 P. 0. Box 30327Tm Terminal Annex
Los Angeles, California 90030

Lab, No. LA 9293

I, S. NO, A 67745

FCOD 4NWD DRUG REPORT
Date Samples Received by Lab: 4/12/74 Number of Samples Received: 1 (one)

Sold As : Dietary supplement

Label : Ni-Ma Products Rheumaplex, 100 caplets, Lot #730607, Distributed by Ni-Ma
Products, 821 West Grand Boulevard, Corona, California 91720
Dealer : Westpro Labs, Incorporated, 12791 Main Street, Garden Grove, CA 92640

Inspector: K. Suh

Contents: 101 tablets
Ascorbic Acid: 92 mg per 2 tablets
Vitamin B-6: 12 mg per 2 tablets
—
Potassuim Chloride: /0 37&) MM\ 54 mg per 2" tabletsg
] P
Magnesium: 28 mg per 2 tablets

&/C/é@wf
ﬁf/w /7/#"‘

MWC:WRS:d1j
4/25/74

RHEUMAPLEX

100 CAPLETS

Distributed by:
~NI-MA PRODUCTS .
821 W. Grond :Bivd. * Corons, Ca. 91720



A

STATE OF CALIPORNIA SOUTHERN CALIFORNIA LABORATORY
HEATTH AND WELPARE AGENCY 1449 Temple Street, Room 101
DEPARTMENT OF HEALTH (213) 620-3376 P. O. Box 3032Tm Terminal Annex

Los Angeles, California 90030

Lab, No. TA 9294
I, S. NO, A67746

FCOD AND DRUG REPORT
Date Samples Received by Lab: 4/12/74 Number of Samples Received:_1 (one)

Sold As : OTC Drug

Label ¢ ENZAID, A digestive Aid, 100 tablets, lot #730521, Distributed
by Metabolic Products

Dealer : Westpro Labs, Inc., 12791 Main St., and 10422-10428 Stanford Ave.,
Garden Grove, California 92640

Inspector: X. Suh

Contents: VY 100 tablets
Protease: equivalent to 131 mg of Pancreatin
}(g ?\g_ ( N. P. 4x) per tablet
Amylase: é equivalent to 57 mg of Pancreatin
( N. F. 4x) per tablet
Lipase: equivalent to 95 mg of Pancreatin

(N. F. 4x) per tablet

5/28/74




STATE OF CALIFORNIA—DEPARTMENT OF PUBLIC “EALTH
BUREAU OF FOOD AND DRUG

I.S. N9 A 67747 | -

Obtained on_.__March 21 , 1974 | aLLﬁBO__p.m_
Sold as drug
Label (copied in part) ljay, 21573,
Dealer_______ MWestpro labs, Inc, ILegal Status._Corp, .
Address 12791 Main St., and 104622-.10428 Stanford Ave,,City Gayden Grove, CA 92640
License No 40299 County_Qrange
Salesman________Marshall E, Turley Price Paid_None,  Payment Refused___-r:,g‘*
Guarantor Own

Name (Make three copies of Invoice and attach)
Address._.____Ditto above City.
Inventory on Hand___IiIndetermined Amount Sampled Appox. 20 tabs,
Quarantine Established None, _
(Amount, size of container and codes)
Reason for Quarantine e
Where Stored ot Pigkr
@ Mr{ MEMORANDUM TO LABORATORY OR FOR CHIEF'S CITATION JU; v .
- e + Laboratory No M 7195/ Chief’s Citation No
el

Amount of Sample Submitted 8PPT0OX, 20 tablets, Reseal and Hold for Evidence._Yese

Reasons for Sampling Compliance sample, Check for the concentration of

Ammonium Chloride,

Adulteration X Misbranding ) x False Advertising...__X
Analysis Requested: Chemical __X Microscopic Macroscopic.
Insect Infestation Other Filth

Bacteriological Serological Organoleptic
Immediate Attention Yes, Product Is Perishable No,

Collected by " X/ M/ LeAs




SOUTHERN CALIFORNIA LABORATORY

STATE OF CALIFORNIA (213) 620- 3375 1449 Temple Street, Room 101
HEALTH AND WELFARE AGENCY P. 0. Box 30327, Terminal Annex
DEPARTMENT OF HEALTH Los Angeles, California 90030

Lab. No. LA~ 9295
I.S. No. A_6TT747

FOOD AND DRUG REPORT

Date Samples Received by Lab:__ 4/12/74 Number of Samples Received:_ 1 (one)

So0ld as Drug

Label Semples from buld, labeled as "Lymgest", lot #3065, Aljay, 2/15/73

Dealer Westpro Labs, Inc., 12791 Main St., and 10422-10428 Stanford Avenue, Garden
Grove, California 92640

Inspector: K. Suh

Ammonium . Chloride:

WRé:;lj

6/17/74



STATE 95‘ CALIFORNIA—DEPARTMENT OF PUBI.IC; HEALTH
BUREAU OF FOOD AND DRUG

’ 0
.S. N° j 67'748 March 26 L1974 g 1630 %Rx

Obtained on pam.

Sold as Drug

Label (copied in part)Pro=Go Super Derma - E Balm, 2 0z., Lot # A 50422, Distributed by
—Pro=-Go Products, Inc., Garden Grove, CA 92640

Dealer________HWestpro lLabs, Inc. : Legal Status_COTpa
Address____] City_Garden Grove, CA 92640
License No 40299 County. Oxange
Salesman_.____Marshall E. Turley Price Paid_None. __ Payment Refused Tafe
GuarantorQun Name (Make three copies of Invoice and attach)

Address Ditto above City

Inventory on Hand 24 _jars, 2 oz./jar ____ Amount Sampled 2 jars, 2 oz./jar

Quarantine Established 24 _jars, 2 oz./jar, Lot # A 50422 , _
(Amount, size of container and codes) . e ce s

Reason for Quarantine_Adulterated and misbranded

JUN 61974
Where Stored_¥eetpro Labs, Inc., 1279} Main St., Garden Grove, CA 92640
p MEMORANDUM TO LABORATORY OR FOR CHIEF'S CITATION
Tl 49296
Pl(/( G ! Laboratory No. £A9 Chief’s Citation No
Amount of Sample Submitted 2_jars, 2 0z./jar Reseal and Hold for Evidence . YeSe
Reasons for Sampling Compliance sampie, ‘ Check for the concentration of

Vitamin E, as declared on the label, Check for the total bacterial plate

count also,

Adulteration X Misbranding x False Advertising X
Analysis Requested: Chemical X Microscopic Macroscopic
Insect Infestation Other Filth

Bacteriological bl Serological Organoleptic

Immediate Attention Yes. Product Is Perishable No,

Coﬂected by : X“/ | M - L.A.




Y

STATE OF CALIFORNIA SOUTHERK CALIFORNIA LABORATORY

HEALTH AND WELFARE AGENCY 1449 Temple Street, Room 101

DEPARTMENT OF HEALTH (213) 620-3376 P. O. Box 3032Tm Terminal Annex
Los Angeles, California 90030

Lab., No. LA 9296

I, S. NO, A 67748

. FCOD AND DRUG REPORT
Date Samples Received by Lab: 4/15/74 Number of Samples Received: 2

Sold As : Drug
Label : Pro-Go Super Derma-E Balm, 2 0z., Lot #A50422, dist. by Pro-Go Prod., Inc
Dealer : Westpro Labs, Inc., 12791 Main St., and 10422-10428 Stanford Av.,

Garden Grove, California 92640
Inspector: K. Suh

Contents: 2.0 ounces
Total Plate Count:

n ;}4/ none found at a 10_1 dilution
(48 nhours at 35°C)

-

Vitemin E:
(d1 alpha-tocopheryl acetate)

/%M/A/é&w%%

MWCzd1j
5/29/74

A 50122



STATE OF CALIFORNIA—DEPARTMENT OF PUBLIC HEALTH
N BUREAU OF FOOD AND DRUG Y

l.S. N9 A 67749

Obtained on__Mar.ch 26 ,1974_ at 1630 gcg'

Sold as_____Cosmetic

Label (copied in part)Dx.

__ Westpro labs, Inc. - Garden Grove, Calif. _92640

ent, pH controlled, 2 oz,, Lot # A 50436,

Dealer.___Westpro Labs, Ing. Legal Status___COTPo
Address__. City._Garden Grove, CA 92640
License No 40299 County Orange
Salesman_____Marshall E. Turley Price Paid__Nonee.  Payment Refused _Lafo
Guarantor______Qwmn

Name (Make three copies of Invoice and attach)
Address._.____Ditto above City__

Inventory on Hand 77 jars, 2 oz./jar ___ Amount Sampled 2 jars, 2 oz,/jar

Quarantine Established __None, _
( Amount, size of container and codes)
Reason for Quarantine. == YigEit
(BN Y 1074

Where Stored eee 2 81974

@W MEMORANDUM TO LABORATORY OR FOR CHIEFS CITATION
14 LAY 297 P

’§/ P Laboratory No y Chief’s Citation No.

Amount of Sample Submitted 2 _jarsf 2 oz./jar Reseal and Hold for Evidence Yes,

the concentration of

Reasons for Sampling

__Vitamin E. as declared on the label, _ Also check for the total bacterial plate

counte
Adulteration X Misbranding X False Advertising x
Analysis Requested: Chemical - _x Microscopic Macroscopic
Insect Infestation. Other Filth
Bacteriological X Serological ... Organoleptic
Immediate Attention Yes. Product Is Perishable No.

Collected by )(/ lé,«,b LeAs

¥
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. STATE OF CALIFORNIA SOUTHERR CALIFORNIA LABORATORY
HEATTH AND WELFARE AGENCY 1449 Temple Street, Room 101
DEPARTMENT OF HEALTH (213) 620-3376 P. 0. Box 3032Tm Terminal Annex

Los Angeles, California 90030

Lab, No. LA 9297
I. S. NO. A6T749 '

FCOD AND DRUG REPORT
Date Samples Received by Lab: 4/15/14 Number of Samples Received: 2 ftwo}

Sold As : C(Cosmetic

Label Dr. Donsbach'd Vitamin E Ointment, pH controlled, 2 oz., lot #A50436,

Dealer : Westpro Labs, Inc., 12791 Main St., and 10422-10428 Stanford Ave.,
Garden Grove, CA 92640
Inspector: X, Suh

Contents: ;i M 2,2 ounces

Total Plate Count:
(48 hours at 3500)

. M/
Vitamin E: @/ 10,500 IU/ounge
(dl alpha-tocopheryl aceta‘be)

MWC:dlj
5/29/74

B Bsbacts

R Each.ounce contains: k:
Bl 5760 1.U. (each gfam con- B
Bl tains 203 L.U.) of Vitamin [§
‘E In a base of-wheat germ ‘
< all, -

B ing amounts. 1t is not
Hl necessary ‘or advisable to
B use excessivé:amounts. 4

"WESTPRO LADS; IRG. — — GRADER GROVEICA

none found at a 10 dilution



STATE OF CALIFORNIA—DEPARTMENT OF PUBLIC HEALTH
' BUREAU OF FOOD AND DRUG

Obtained on

LS. N?% A 67750 March 26 1974 o 1630 3

Sold as_ Rx=drug

Label (copied in part) Magnesium,Potassium & Vitamin B-6, A food Supplement, 100 tablets,

Lot # 740122, Westpro Labs, Inc, == Ggrden Grove, Calif., 92640

Dealer Westpro Labs, Inc, Legal Status_COTPe

Address 12791 Main Ste, and 10422-10428 Stanford Ave,, City._Garden Grove, CA 92640

License No.-__40299 County__Orange
Salesman. Marshall E, Turley Price Paid___Nones _ Payment Refused _ TFe8e
Guarantor Own
Name (Make three copies of Invoice and attach)
Address Ditto above City

Inventory on Hand 51 bottles, 100 tabs./btleAmount Sampled. 2 bottles, 100 twbs./btl,

Quarantine Established 51 bottles, 100 tablets/bottle, Lot # 740122 ~

(Amount, size of container and codes)

AR 27 1874

Reason for Quarantine__Adultera

Where Stored___Westpro Labs, Inc,, 12791 Majn St., Garden Grove, CA 92640
@ O,HJ n MEMORANDUM TO LABORATORY OR FOR CHIEF'S CITATION
2 Laboratory No LATZ9E Chief’s Citation No
3

Amount of Sample Submitted2_bottles, 100_tabsHésedland Hold for Evidence_Yess

wtration of declared

Adulteration X Misbranding X False Advertising X
Analysis Requested: Chemical X Microscopic Macroscopic |
Insect Infestation Other Filth

Bacteriological Serological Organoleptic

Immediate Attention . . Yes. Product Is Perishable No,

Collected by X./ /éf//é‘ LeAo




S'.'EA‘.EE OF CALIFORNIA
HEALTH AND WELFARE AGENCY
DEPARTMENT OF HEALTH

Y

SOUTHERK CALYPORNIA LABORATORY
1449 Temple Street, Room 101
(213) 620-3376 P. 0. Box 3032Tm Terminal Annex

Los Angeles, Californis 90030

FCOD 4RD DRUG REPORT

Lab. No. LA 9298

I. S. NO. AB7750

Date Samples Received by Lab: 4/15/74 Number of Samples Received: 2 (tWO)
Sold As Rx-drug
Label Magnesium, Potassium and Vitamin B-6, A food Supplement, 100 tablets,
Lot #740122
Dealer Westpro Labs, Inc., 12791 Main Street, and 10422-10428 Stanford Ave,
Garden Grove, California, 92640
Inspector: K. Suh
Contents: 100 tablets
yalentt
iums 103 mg/tablet - equipment to
Fotassim: 495 mg potassium bitartrate/tablet
Magnesium: * 52mg/tablet

Vitamin B-6:

WRS:MWC:d1j
4/24/74

POTASSIUM
& VITAMIN B-6

UFour ablets “provide:

=400 g.=Potassmm B
.400 :mg. .magnesium
‘50, 'mg:i: ‘Vitamin B-6

(pyndoxme)

i guantxty recom

] be reduced;

Potassium derived from potasslum
?&

bitartrate: ;. ~Tartar) d laxati
n;fne_sium eﬂved from mag- (4 ec as a axa tve-
© E{nesium sulfate (Epsom salt) U

weswnousé, m- L BARE .~

MAGNESIUM,

A FOOD SUPPLEMENT

NOTICE: If bowels become‘ o
0se or too frequent becausé ¢

he use of. this' product, 4%
mi ended shouid
S not iy--be

100 TABLETS $3.50

N GROVE, CALIE:

52 mg/4 (four) tablets




RESCALIFORNIA— DEPARTMENT OF PUBLIE

STAT} HEALTH
oo L BUREAU OF FOOD AND DRUG
LS. N°¢
. A 68487 Obtained on___ Mazch 26 19,74, g 1630 mam
Sold as Cream of Tartar
Label (copied in part) Schilling Cream of Tartar, 24 ozs. Net Wt., ¥m manufactuer'’s lot #x #
8254, identified as Westpro Lot # 74073, Baltimore, MD, McCormick & Co., Inc. San Francisco,
Calif,
Dealer Westpro Labs, Inc, Legal StatusCOTPo
Address 12791 Main St., and 10422-10428 Stanford Aveo,cﬂy Garden Grove, CA 92640
License No..... 40299 County Orange
Salesman Marhhall E, Turley Price Paid _Noneo  Payment Refused . Fe8o
Guarantor McCormick & Co,. Inc,
Name (Make three copies of I.in:)iice and attac;ﬂ)D
] Ba mOT€y o
Address___. City —gan Franeisceo, Calif.,
Inventory on Hand _None. _Amount Sampled Approx. 200 gmams,
Quarantine Established __None. . BESETE)
(Amount, size of container and codes) I
1 oo AP"? D A
Reason for Quarantine : 51574
Where Stored LT Y] _
o \ ry/f . MEMORANDUM TO LABORATORY OR FOR CHIEF'S CITATION
UL LA929
- < '/m/ Laboratory No._____..__i Chief’s Citation No......____ __

Amount of Sample Submitted APProX, 200 grams, Reseal and Hold for Evidence. YeSe

Reasons for Sampling .._Compliance sample. Check for the concentration of

33 _in Potessium Bitartrate.

Adulteration X Misbranding * False Advertising

Analysis Requested: Chemical X Microscopic Macroscopic.

Insect Infestation . Other Filth

Bacteriological Serological... Organoleptic

Immediate Attention. Yes, .. Product Is Perishable No,
Collected by...ovoo K AL _— LoAo o



A

STATE OF CALIFORNIA SOUTHERK CALIFORNIA LABORATORY

HEALTH AND WELFARE AGENCY 1449 Temple Street, Room 101

DEPARTMENT OF HEALTH (213) 620-3376 P. 0. Box 3032Tm Terminal Annex
Los Angeles, Califormia 90030

Lab, No. LA 9299

I. S. NO. A 68487

FCOD ARD DRUG REPORT
Date Samples Received by Lab: 4/15/74 Number of Samples Received: 1 (one)

Sold As : Cream of Tartar
Label : Schilling Cream of Tartar, 24 ozs. Net Wt. Manufactuer's lot #8254
Dealer : Westpro Labs, Incorporated, 12791 Main Street, Garden Grove, California

Inspector: K. Suh

J;igﬁﬁi,ﬁ}x
Potassium: | /é%¢?44° 20.7 percent

/égga_:/i —

WRS:d1j
4/23/74
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DISTRICT ATTORNEY

CECIL HICKS

DISTRICT ATTORNEY

JAMES G. ENRIGHT
CHIEF DEPUTY DISTRICT ATTORNEY

OFFICE OF

ORANGE COUNTY

700 CIVIC CENTER DRIVE WEST
SANTA ANA, CALIFORNIA 92701

MaAlIL: P. O. BOX 808
SANTA ANA, CALIFORNIA 92702

TELEPHONE: (AREA CODE 714) 834-3600

April 2, 1973

¢
EDWARD J. MERRILEES
DIRECTOR, MUNICIPAL COURT OPERATIONS

EDGAR A. FREEMAN
DIRECTOR, SUPERIOR COURT OPERATIONS

RICHARD N. PARSLOW
CHIEF, FAMILY SUPPORT DIVISION

JOEL A. HAYES
CHIEF, INVESTIGATION DIVISION

WILLIAM J. MORISON

ADMINISTRATIVE SERVICES OFFICER

TO: WESTPRO LABORATORIES, INC.

and Kurt ¥W. Donsbach, as Pres of Westpre Lubs Inec.
1ok22-1028 Stemford Avenue
Garden Greve, Califernia,

NOTICE OF COMPLAINT FILED

On _Apwil D 1973 , a complaint was filed in the Municipal
Court charging you with vioIlation of Sectiomg 28619, 26650, 26653,
26670, aaﬁ 26585 af th@ Hk&ltgégnd Sefety Cede, and Sectiem 4050

To enter your plea of gullty or not gullty of said charges, you are hereby
notified to appear on 9gg AY Amrdy 12 19,73, at_9:00am
in Division g¢ mentes ' Jourt checked below:

CENTRAL ORANGE COUNTY 700 Civic Center Drive West, Santa Ana

NORTH ORANGE COUNTY - 1170 North Anaheim Blvd., Anaheim

NORTH ORANGE COUNTY - 1275 Berkeley Avenue, Fullerton

SOUTH ORANGE COUNTY 30143 Crown Valley Pkwy, Laguna Niguel

8144 Westminster Avenue, Westminster

x | WEST ORANGE COUNTY

ORANGE COUNTY HARBOR 567 West 18th Street, Costa Mesa

If you do not appear at said time and place, a warrant may issue for your
arrest. '

2.1 3 G
ecretary



IN THE MUNICIPAL COURT
OF WEST ORANGE COUNTY JUDICIAL DISTRICT
COUNTY OF ORANGE, STATE OF CALIFORNIA

THE PEOPLE OF THE STATE OF CALIE&E{E}Q: COMPLAINT — CRIMINAL

vs MISDEMEANOR

KURT W. DONSBACH, as Presidenti of Wﬁftpro Laboratories, Inc.
WESTPRO LABORATORIES, Inc. A

Defendant(s)

ndersigned hereby certifies, upon information and belief:
Ut Y P

TEhat on or about the...... 8~bhday of...dJanuary 19 73 atand within.. WS e

JudiciaH)is rict,Oranée County, California, the crime of Misdemeanor, to-wit: Violation of Section 266190fthe ...................
ealth and Safety Code

.............................................................................................................................................................................................................................................................................

who at the time and place last aforesaid, did then and there willfully and unlawfully manufacture, sell, deliver,
hold and offer for sale ang drug or device that is adulterated.

COUNT II: That on or about the dth day of January, 1973, at and within Orange
County, California, the crime of Mlsdemeanor, to-wit: Violation of Section
26650 of the Health and Safety Code was committed by KURT W. DONSBACH, as
President of Westpro Laboratories, Inc. and WESTPRO LABORATORIES, INC., who
at the time and place last aforesaid, did willfully and unlawfully manufactw
sell, deliver, hold and offer for sale a #ux drug and device which was mis-
branded.

COUNT III: That on or about the 2nd day of February, 1973, at and within Orange
County, California, the crime of Misdemeanor, t o-wit: Violation of Section
26650 of the Health and Safety Code was committed by KURT W. DONSBACH, as
President of Westpro Laboratories, Inc., and WESTPRO LABORATORIES, INC., who
at the time and place last aforesaid, did willfully and unlawfully manu-
factiire, sell, deliver, hold and offer for sale a drug and device which was
misbranded.

COUNT IV: That on or about the 16th day. of February, 1973, at axd within Orange
County, Califonir,a, the crime of Misdemeanor, to-wit: Violation of Section
26650 of the Health and Safety Code was committed by KURT W. DONSBACH, as
President of Westpro Laboratories, Inc., and WESTPRO LABORATORIES, INC., who
at the time 'and place last aforesaid, did willfully and unlawfully manu-
facture, sell, deliver, hold and offer for sale a drug and devich which wes
misbranded.

COUNT V: That on or about the 8th day of February, 1973, at and wihin Orange
County, California, the crime of Misdemeanor, to-wit: Violation of Section
26653 of the Health and Safety Code was committed by KURT W. DONSBACH, as
President of Westpro Laboratories, Inc., and WESTPRO LABORATORIES, INC., whc

ot the_fime and placs lagt aforesaid, did aiver, mipdlate. dgatrop, opilye:



o o AINCTHIEE MUNICIPAL COURYE

)
OF JRANGE COUNTY JUDICL.  DISTRICT
- o COUNTY(N’ORANGE,STATE(HTCALHKNMNA
THE PEOPLE OF THE STATE OF CALIFORNIA,
Plaintiff, COMPLAINT — CRIMINAL
ve MISDEMEANOR
NO. e
Indexed ..o
ReGISLEr oo
Defendant(s)

8 Xide KX 208 K Kt X

2 ) LICR 28020, ”.0: v FoRaaX i mef:
COUN? VI:
hat on or about the.....and....day of ... Kehruary., 1973.., at and within...West

Judicial District, Orange County, California, the crime of Misdemeanor, to-wit: Violation of Section....... 266700fth€ ................
................ Heal th.and. Safety.Code was committed by

who at the time and place last aforesaid, did then and there willfully and unlawfully 8ell, deliver, and give away
a ® new drug and device which failed to satisfy Subsections A & B of Section
26670 of the Health and Safety Code.

COUNT VII: That on or about the 16th day of February, 1973, at and within Orange
County, California, the crime of Misdemeanor, to-wit: Violation of Section
26670 of the Health and Safety Code was committed by KURT W. DONSBACH, as
President of Webtpro Laboratories, Inc., and WESTPRO LABORATORIES, INC.,
who at the time and place last aforesaid, did willfully and unlawfully, sell,
deliver and give away a new drug and device which failed to satisfy Sub-

, sections A & B of Section 26670 of the Hedal th and Safety Code.

COUNT VIII: That on or about the 8th day of January, 1973, at and within Orange
County, California, the crime of Misdemeanor, to-wit: Violation of Section
26685 of the Health and Safety Code was committed by KURT W. DONSBACH, as
President of Westpro Laboratories, Inc., and WESTPRO LABORATORIES, INC., who
at the time and place last aforesaid, did willfully and unlawfully manufactur
a drug and device in this state without Rolding a valid license from the
Department of Public Health, State of -California.

COUNT IX: That.on or about the 8th day of January, 1973, at and within Orange
County, California, the crime of Misdemeanor, to-wit: Violation of Section
4050 of the Business and Professions Code was committed by KURT W. DONSBACH,
as President of Westpro Laboratories, Inc., who at the time and place last
aforesaid, did willfully and unlawfully manufacture, compound, sell and dis-
pense a drug, poison, or chemical, xm or dispense and compound a prescription
not being a registered pharmacist under provisions of Chapter 9, Division 2,
of the Business and Professions Code.

Wherefore, and based upon the declaration attached, said complainant prays that a warrant may be issued for the arrest of
T

W. DONSBACH, as president of Westpro Laboratories, Inc. and

‘and that thé’ be dealt with according to law.

L declare under penalty of perjury that the foregoing is true and correct,

Dated:............... A pr112, ..... 1973 ..............................................................

Place of Execution: Orange County, California.

franklin A. Rels, 'C‘m¥€nri
Bureau of Food & Drug, Dept o bi c

Health, State of California
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o . s wa Case No. 5) Y'Y A
DEFL. IT'S WAIVER OF CONSTITUTIONAL RI ;S ’
FOk witsEeY PLEA IN THE MUNICIPAL COURT

NoLLO
DEFENDANT: k;/\\)Q,T \X)? ’\JQNSR(\C\A ATTORNEY:VR—I .&\'Q\DG&

(PRINT]

PRINT

(Defendant Must Initial After Reading)

1.  DEFENDANT: I understand that [ am charged with violating Scction )— \9 \Oq 0 C- Q, ; - .[_‘ >
- \ 4

of the * Q Code, commonly known as

1 nlso\undcrstxﬁ thmihe maximum penalty for this offensec is o 0S, © Q....T (\N\\ [ Q({
503 AN )

2. DEFENDANT: I understand that I have the right to be represented by an attorney at all stages of these
proceedings, and that if [ cannot afford an attorney onc will be appointed to represent me.

3(a) DEFENDANT: 1 understand that [ have a right to a speedy and public trial either by jury or by court.

(b) DEFENDANT: I understand that by entering this plea I am waiving and giving up my right to a jury or
court trial and that is my desire.

4(a) DEFENDANT: I understand that I have the right to be confronted by the witness(es) against me and to
cross examine them myself or through an attorney.

(b) DEFENDANT: I understand that by entering this plea I will be waiving and giving up the right to be
confronted by the witness(es) against me and that is my desire.

S(a) DEFENDANT: I understand that I have the right to call witnesses to testify in my own behalf and to
invoke the compulsory process of the court to subpoena those witnesses and to produce real evidence to
be used in my behalf.

(b) DEFENDANT: I understand that by entering this plea I will be waiving and giving up the right to call
witnesses in my own behalf and the right to the compulsory process of the court in producing those
witnesses and other evidence in my behalf and that is my desire.

6(a) DEFENDANT: I understand that I have the right to testify on my own behalf but that I cannot be com-
pelled to be a witness against myself, and may remain silent if | so choose, and that if I exercise that
_right it cannot be used against me.

(b) DEFENDANT: I understand that by entering this plea I will be waiving and giving up the right to testify
or not to testify on my own behalf if | so choose and that is my desire.

7. DEFENDANT: I have been advised of the nature of the charges against me, my possible defenses, and
the consequences of my plea of (guilty) (no contest) (and the possible consequences of a subsequent
violation of probation in this matter). [ have also been advised that this plea may subject me to penalties
on any other matter as to which I am currently on probation. )

8. DEFENDANT: I am entering this plea in consideration that the penalty to be imposed for the offense will

\ \
(SE< nTwtweN &EG“\‘B

be as follows:

If the court does not accept this negotiated plea and seeks to impose additional or a different penalty,
I reserve the right to withdraw my plea. No other promises other than those above have been made to me

R e N N ] .




e




8. ol 4s3ivared repacked
» 35 E5., ¢ Min dnan







b WESTPRO LABS, INC. . EXHIBIT 1 (b,
" 10422 Stanford Ave., Garden Grove, Calif, 926-. .
f i
‘? / PRODUCTION WORK ORDER ‘
5 WORK o o
"ORDER# _/ /¢ pDATE_ 77/ 7? DATEDUE DATE COMP. INSP. BY
's CUSTOMER . »% A7 & L <7 &G WESTPRO MATERIAL [J
; CUSTOMER MATERIAL (O
QUANTITY SIZE PRODUCT CODE #
. I Lota 7 A y oS . -
! i D - . ~ / - oy PR a 8
: WARRKRRE J
, MATERIAL MATERIAL cK MATERIAL CK [MATERIAL RETURN | ¢
. PRODUCT CODE NUMBER REQUIRED SENT BY USED BY TO STOCK E
' B '
RN NI ALK s 07
: Py NN e o) AR ud
' iy ATASY o7,
y
s
i LABEL ———
i g7 . . /
: BOTTLE = To R ST AR s SV~
; CAP —
'L CELON _— ¢
Iy
i CARTON —
; RECEIVED IN PRODUCTION RECEIVED IN SHIPPING QUANTITY RECEIVED IN WAREHOUSE QUANTITY
{ CHECKED BY ’
)
LIQUID & POWDER ROOM WORK ORDER
; WORK
* ORDER # DATE ; DATE DUE DATE COMP. INSP. BY
i CUSTOMER CUSTOMER CODE # WESTPRO CODE #
b
b SIZE PRODUCT
E : : MATERIAL MATERIAL cK MATERIAL CK | MATERIAL RETURN | CK
CODE NUMBER REQUIRED SENT BY USED BY TO STOCK BY
LABEL
BOTTLE
i CAP
: CELON
i CARTON
'
‘£ UNLABELED QUANTITY
.. TOTAL QUANTITY FILLED TOTAL QUANTITY LABELED RETURNED TO WAREHOUSE
RECEIVED IN PRODUCTION RECEIVED IN SHIPPING QUANTITY RECEIVED IN WAREHOUSE OUANTﬂ
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50,000 yapers

4208 C.T. Pink, Sccred’

PHENDIMETRAZINE
TARTRATE
TABLETS
35 mg.

CAUTION: Federal law prohibits
dlspenolng without prescription.

. 8ee.Inegrt for full particulars.

D e e

DOSAGE: See Poclwge Insert.

l.ot No.

25249

EXHIBIT 2 (a)



" If the court does not accept this negotiated plea and seeks to impose additional or a different penalty,
9

alZ. DEFENDANT'S A'(TORNEY: I am attorney for the defendant in this proceeding. I have fully explained

o - case No. 53 Ty p A

DEFE.  {T'S WAIVER OF CONSTITUTIONAL Rl S
FOk \m PLEA IN THE MUNICIPAL COURT"
\ OL..\
DEFENDANT: K\) (S \l) B (o NEB ACW ATTORNEY:'R‘(; ‘&@‘D\{am\f,&
P .

(Defendant Must Initial After Readmg)

1. DEFENDANT: I understand that I am charged with violating Scction )— \F \OF\ 0 C C.T. I ) “N”'IAU
of the ny Code, commonly known as <.
I also understs that the maximum penalty for this offense is (a0 O-Sa D) Q..J {\'N\\ I Q({,
1500 - \E

2. DEFENDANT: I understand that I have the right to be represented by an attorney at all stages of these
proceedings, and that if I cannot afford an attorney onc will be appointed to represent me.

3(a) DEFENDANT: 1 understand that I have a right to a speedy and public trial either by jury or by court.

(b) DEFENDANT: I understand that by entering this plea I am waiving and giving up my right to a jury or
court trial and that is my desire.

4(a) DEFENDANT: I understand that [ have the right to be confronted by the witness(es) against me and to
cross examine them myself or through an attorney.

(b) DEFENDANT: I understand that by entering this plea I will be waiving and giving up the right to be
confronted by the witness(es) against me and that is my desire.

5(a) DEFENDANT: I understand that I have the right to call witnesses to testify in my own behalf and to
invoke the compulsory process of the court to subpoena those witnesses and to produce real evidence to
be used in my behalf. :

(b) DEFENDANT: I understand that by entering this plea I will be waiving and giving up the right to call
witnesses in my own behalf and the right to the compulsory process of the court in producing those
witnesses and other evidence in my behalf and that is my desire.

6(a

~

DEFENDANT: I understand that I have the right to testify on my own behalf but that I cannot be com-
pelled to be a witness against myself, and may remain silent if | so choose, and that if I exercise that
_right it cannot be used against me.

(b) DEFENDANT: I understand that by entering this plea I will be waiving and giving up the right to testify
or not to testify on my own behalf if I so choose and that is my desire.

7. DEFENDANT: I have been advised of the nature of the charges against me, my possible defenses, and
the consequences of my plea of (guilty) (no contest) (and the possible consequences of a subsequent
violation of probation in this matter). I have also been advised that this plea may subject me to penalties
on any other matter as to which I am currently on probation. )

®

DEFENDANT: I am entering this plea in consideration that the penalty to be imposed for the offense will

\ \
NS (\Wﬂt\\@\b S &EG‘\‘B

be as follows:

I reserve the right to withdraw my plea. No other promises other than those above have been made to me
in connection with the disposition of this case or any other matter I may have pending.

DEFENDANT: I am entering this plea because | (am-infacsguitiy—ei-the—eharges) (do not wish to con-

test the charges) and am taking this action freely and voluntarily.

10. DEFENDANT WITHOUT ATTORNEY: 1 have been a¥yj and understand that I have the right to an
actorney and I do freely and voluntarily waive my rj have an attorney represent me in these pro-
ceedings.

11. DEFENDANT: I have personally initialed each of the above ‘and I understand euch and every one
of the rights outlined above and I hereby waive and give up each of them } ;
&s=852) (no contest) and request the court to acgept thy

Dated: 7///{_:; /17‘/% Signed: 1

to the defendant each of his rights referred to above and that he is waiving and giving up all of those
rights by taking this action. In addition I have explained to him the nature of the charge, his possible
defenses to the charge, the possible penalties and the consequences of his plea in this matter. I am of
the opinion that he understood my explanations and is taking this action freely and voluntarily with a
full understanding of the nature of his rights and the consequences of his action. I stipulate that this
document may be received by the court as evidence of defendant’s intelligent waiver of these rights.

Dated: g~] ‘ ‘3 173 Signed' R V?A\(J\)Qﬁ_ !

durt advnsed defendant of the elements of and the nature of the charges against him, the possible con-
sequences of his plea of (guilty) (no contest), including violation of any probation that he may currently
be on, the consequz2nces of a second conviction, (and the onsequences of a violation of the probation

he is being piaced on in this matter). - N
[_:]/Thg/‘e court finds that this is a negotiated plea of (guilty) {no contest).

9/ Court after examinacion of defendant finds that the waivers herein have been made knowingly and
intelligently by the defendant.

Court after examination of defendant finds defendant did execute this document and that he does under-
nd his action taken in this matter and its consequences.
Court finds a 1actual basis for the plea.

baces // 5/% s 0

(Juoom) '

-

Defendant acknowledges that be bhas received a copy of this executed document for his files.

F 0367-2261.1 TAHL WAIVER (REV. 4/73)



EXHIBIT 2 (a,

1150000 vasiers 1 &
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TARTRATE = ° 5
“TABLETS b I
. 35mg. g BLVE
cmmow- Federa! law ‘prohibits .g &
'+ - dlapensing “without prescription. 5
8eo Inegrt for full particulars, g g
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EXHIBIT 2 (a)

50 ,Qﬂu TABLETS

4206 C.T. Gray, Scored

PHENDIMETRAZINE
- . TARTRATE

<. TABLETS

‘ 35 mg.

CAUTION: Federal law prohibits
dispensing without prescription.

See Insert for full particulars.

vi ¥ EYG ;’ E‘:"(‘I[: (-4 ‘?J g‘i
P R

-~

DOSAGE: See Package Insert.

Lot No.
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-tration.

. severe dermatoses, marked insomnia,

. tmm———

' PHENDIMETRAZINE TARTRATE v
TABLETS '

. N . . - )

1 .
DESCRIFTION: pPhendimetruzine (bi-)tartrate,
chemlcally 1,4 dimothyl-2-phenyimorpholine
hydrugen tartrate, ie a white, crystalline,
oderless powder that is highly soluble {n water
and in alcohol, and lnsoluble in acetone and
in cther. . .

ACTIONS: Phendimetrazine tartrate is a sympa-
thomimetic amine with a short-term anorectic
activity that is probably due to CNS stimula-
tion. The precise mode of action is unknown.
Phendimetrazine is readily absorbed from the
gastrointestinal tract, and its activity per-
sists for about 4 hours following oral adminis-
Peripheral actions include clevation
of systolic snd diastolic blood pressures and
weak bronchodilator and respiratory stimulant
action. The anorectic effect diminishes after
a few weeks.

INDICATIONS: Exogenous obesity, as a short term
(a few weeks) adjunct in a regimen of weight
reduction based on caloric restrictionm.

CONTRAINDICATIONS: Advanced arteriosclerosis,
symptomatic cardiovascular disease, moderate: to.
severe hypertension, hyperthyroidism, known -
hypersensitivity or idiosyncrasy to che sym-
pathomimetic amines.

Nervous or agitated states.

Paticnts with a history of drug abuse. During
or within 14 days following the administration
of monoamine oxidase 1nhib1tota, hypertenalve
cxlaes may resulc. i
WARNINGS: Tolerance to the anorectic effect
usually develops within a few weeks. When this
occurs, the recommended dose should not be
exceeded in an attempt to increase the cffect;
rather, the drug should be discontinued.

This drug may impair the ability of the patient
to engage in jotentially hazardous activities ’
such as opcratiig machinery or driving a motor
vehicle; th: patient should therefore be
cautioned acrordingly. o
DRUG DEPENDENCE: This drug has a significant
potential for abuse. Tolerance and extreme
psychological dependence have occurred. There
are reports of patients who have increased the
dosage to many times that recommended. Abrupt

- cegsation following prolonged high dosage ad-

ministration results in extreme fatigue and
wental depression; changes are also noted on
the sleep EEG. Manifestations of chronic
intoxication with drugs of this class include
irritabil=-
1ty. hyperactivity, and petsonalxty changes.
The most severe manifestation of chronic’ xntox-
ication is psychosis, often clinically indis-
tinguishable from schizophrenia.

USACE IN PREGMANCY: Safe use in pregnancy has "~
not been established. Reproduction studies in
mammals at high multiples of the human dose
have puggested both an embryotoxic and a terato-
genic potential. Use of this drug by women who
are or who may bacome pregnant, and especially
those in the first trimester of pregnancy, re-
quires that the potential benefit be weighed
against the possible hazard to mother and in-
fant.

USAGE IN CHILDREN: Phenmetrazine tartrate is
not recomncnded for use in children under 12
years of age. :

e —— e ey e - —

- tension, and circulatory collapse.

LANIDLY (&

—_ ., .- R e L R T PR

PRECAUTIONS: Caution 1s to be cxercisec in
patients with cven mild hypcrtension.
Insulin requircements in diabetes ew llitus
be altered In association with the use cf
anorectic agents and the concomitant dietary
regimen.

Drugs of this class may d‘crcase the hypotensive
effect of guanethidine.

Psychological disturbances have bc..a reported in
gome patients who werc on a restrictive diet
with or without the concomitant use of an
enorectic agent. .

The least amount feasible should bdbe prescribed
or dispensed at onc timc in order to wminimize
the possibility ot overdosape.

may

ADVERSE REACTIMiS: Cardicvascular: Palpitation,

- tachycardia, elevation of blood pressure.

Central nervous svstem: Overstimulation, nervous-
ness, anxiety, agitation, restlessness, dizzie
ness, insormia, cuphoria, dysphoria, tremor,
flushing, sweating, blurring ot vision, head-
ache; rarely, psychotic egisodes 2t reccm:tended
doses.

Gastrointestinal: Dryness of the mouth, un-
pleasant taste, nasusea, constipation, diarrhea,
stomach pain, other gastrointestinal disturb-
ances.

Urinary: frequency, dysuria.

Allergics Urticaria.

Endocrine: Impotence, changes in libido.

DOSAGE & ADMINISTRATION: The usual suggested
adult (not recommended for.children under 12,
years of age) dosage is 1 tablet b.i.d. or
t.i.d., given one hour beforec meals. Dosage,
however, should be individually adjusted to the
lowest effective level. In some cases, 1/2
tablet per dose may suffice; in others,2 tablets
b.i.d. or t.i.d. may be required. Late evening
medication should be avoided because of the
resulting insomia. For best results, dictary
caloric restriction is the recommended basis

of management. ) oo .

care

OVERDOSAGE: Manifestations of acute overdosage
with this drug include restlessness, confusion,
agsaultiveness, hallucinacions, panic states.
Fatigue and depression usually follow the,
central stimulation. Cardiovascular eifects
include arrhythmias, hypertension or hypo-
Gastro=-
intestinal symptoms include nausea, vomiting,
diarrhea, and abdominal cramps. Fatal poison-
ing usually terminates in convulsions and coma.
Management of acute intoxication is largely
tomatic and includes lavage and sedation
with a barbiturate. Experience with hemo-

. dialysis or peritoneal dialysis is inadequate ~

to permit recommendations in this regard.

CAUTION: Féderal law ptohibi:s dxspensxng vx:h-
out prescription. S L. .

HOW SUPPLIED: Each scotéd, compressed
tablet contains 35 mg. of phendimetrazina
tartrate. N ot

NOVEMBER, 1972
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A}
o ‘ INVOICE |
- / RICHLYN .CABLE ADDRESS "RICHLYN"
o ,/ PHARMACEUTICALS ° ANTIBOTICS e GENERICS
LABORATORIES
INC,I CASTOR & KENSINGTON AVES. ¢ PHILADELPHIA, PA. 19124 o 215 CU9-2220
I— _.I sm[cust_No Tmo Joar] v TERMS: NET 30 DAYS INVOICE M
soo  'DAREL DRUG DIST i 231251129772 | R4 MESHH wdp|69516
2 PO BOX 955 <
CERRITOS CALIF 90701
THANK YOU FOR THIS ORDER
IN CASE OF BREAKAGE OR SHORTAGE, KINDLY FURNISH
SHIPTO  [GAREL DRUG DIST ] CARRIER'S SIGNED DELIVERY RECEIPT OR COPY THEREOF
IF BLANK 16741 1/2 S PARKSIDE BEARING NOTATIONS AS TO THE LOSS OR DAMAGE.
20w 16~ CERRITOS CALIF 90701 -
_
W | car DESCRIPTION % LOT NO. | QUANTITY e PRICE EXTENSION
1016 {3976 [METHENAMINE MANDELATE Oe5 GM EeCo |R|24706|  4[1000| 5077|  23.98
849 1330 |PHENACETOPHEN CAPS #1 BROWN/CLEAR [R 24756 ; 2511000 5455 138675
844 |4208 |PHENDIMETRAZINE TART 35MG CT PINK |R|25249| 1| 50m| 6e25| - 312450
844 (4208 |PHENDIMETRAZINE TART‘35MG CT PINK [C 25249 201000 6655 327650
+57846 |46207 [PHENDIMETRAZINE TART 35MG CT WHITE (R [25250 11 508| 6625 *-31Ze50
844 |4207 |PHENDIMETRAZINE TART 35MG CT WHITE |C |25250 5011000 655 327450

ke s

EXHIBIT 2 (b.

Tegie
.-

RICHLYN LABORATORIES, INC.

- s o UL S
L ' 5.” 'f -."_-}‘\" : .
. ALL CLAIMS MUST BE REPORTED WITHIN 5 DAYS AFTER RECEIPT OF MERCHANDISE. WRITTEN PERMISSICN TO TOTAL $ 1“1.83
. RETURN MERCHANDISE MUST BE AUTHORIZED FROM THIS OFFICE. MERCHANDISE NEVER SOLD ON CONSIGNMENT.
< -WE GUARANTEE ALL DRUGS LISTED ABOVE COMPLY WITH THE LAWS OF THE STATES AND THE UNITED STATES
; GOVERNING WEIGHTS, MEASURES AND SIZES, AND THE DRUGS ARE NOT ADULTERATED OR MISBRANDED WITHIN
THE MEANING OF THE PURE FOOD AND DRUG LAWS OF THE STATES AND THE UNITED STATES. PAPR(gg'f
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'RICHLYN
LABORATORIES

INVOICE

PHARMACEUTICALS °

ANTIBOTICS

EXHIBIT 2 (b)

CABLE ADDXEdS

o GENERICS

ReCHLTre

INC.I

CASTOR & KENSINGTON AVES. o PHILADELPHIA, PA. 19124 o

215 CU9-2220

TERMS: NET 30 DAYS

[ smcust. no. [mo Toav] vr INVOICE NO
——] ir T PLEASE REFER TO THIS MO.
soLD DAREL DRUG DIST '2 3125 1#1?72 WALL CoRREsPONDINCE eS| 6,9 6 By
1o PO BOX 955 ‘
CERRITOS CALIF 90701
L 2 THANK YOU FOR THIS ORDER -
IN CASE OF BREAKAGE OR SHORTAGE, KINDLY FURNISH
SHIP TO [ ] CARRIER'S SIGNED DELIVERY RECEIPT OR COPY THEREOF
DAREL DRUG DIST BEARING NOTATIONS AS TO THE LOSS OR DAMAGE.
. EBANK 16741 1/2 S PARKSIDE -
"sowrTot  CERRITOS CALIF 90701
L _
o | Sy DESCRIPTION ? 1ot No. | uanmity | NI PRICE EXTENSION
PHENDIMETRAZINE TART 35MG CT GRAY | R| 25251 I 50l $e2s| - 2312450

PHENDIMETRAZINE TART 35MG CT GRAY

ALL CLAIMS MUST BE REPORTED WITHIN 5 DAYS AFTER RECEIPT OF MERCHANDISE. WRITTEN PERMISSION TO

. RETURN MERCHANDISE MUST BE AUTHORIZED FROM THIS OFFICE. MERCHANDISE NEVER SOLD ON CONSIGNMENT.

WE GUARANTEE ALL DRUGS LISTED ABOVE COMPLY WITH THE LAWS OF THE STATES AND THE UNITED STATES
GOVERNING WEIGHTS. MEASURES AND SIZES, AND THE DRUGS ARE NOT ADULTERATED OR MISBRANDED WITHIN
THE MEANING OF THE PURE FOOD AND DRUG LAWS OF THE STATES AND THE UNITED STATES.

RICHLYN LABORATORIES, INC.

MPIBIZE INUNICER

3

TOTAL

640400

PARCEL
POST

TOTAL




WESTPRO LABS, INC.
10422 Stanford Avse., Garden Grove, Calif. 9264u

Y

EXHIBIT 3 (..

: /o
Y PRODUCTION WORK ORDER :
b
1 WORK - o
'ORDER # _/ " Q pATE_7’’ 7* DATE DUE DATE COMP. INSP. BY
; -~ s ) oaT e
! CUSTOMER 2 »= N /7 . ~- N 4o WESTPRO MATERIAL [
; CUSTOMER MATERIAL [
: QUANTITY SIZE PRODUCT CODE #
' ," { - 7 o Y R T B v
H hg__é o <
| nARe MATERIAL MATERIAL cK MATERIAL CK |MATERIAL RETURN | C
. PRODUCT CODE NUMBER REQUIRED SENT BY USED BY TO STOCK B
P PR se
1 D RSy o) o T
i crey 525 T 7,
¥
i LABEL ———
f 4z . - ,
| BOTTLE B TR« | ep i e de
i 7
i
1 CAP —
}' CELON — !
3
i CARTON —
: RECEIVED IN PRODUCTION RECEIVED IN SHIPPING QUANTITY RECEIVED IN WAREHOUSE | QUANTITY
E CHECKED BY
)
" LIQUID & POWDER ROOM WORK ORDER
{ WORK
' ORDER # DATE DATE DUE DATE COMP. INSP. BY
i
i CUSTOMER CUSTOMER CODE # WESTPRO CODE #
b
f.. ) SIZE PRODUCT
i - MATERIAL MATERIAL cK MATERIAL CK | MATERIAL RETURN | CK
q CODE NUMBER REQUIRED SENT BY USED BY TO STOCK By
| - |
i LABEL
| BOTTLE
d
i CAP
?
¢ CELON
{ CARTON
t
. UNLABELED QUANTITY
. TOTAL QUANTITY FILLED TOTAL QUANTITY LABELED RETURNED TO WAREHOUSE
RECEIVED IN PRODUCTION RECEIVED IN SKIPPING QUANTITY RECEIVED IN WAREHOUSE QUANTITY




EXHIBIT 3 (b)

744 P Street
Sacramento 95814
(916) 445-2264

68 North Winchester
Santa Clara 95050
(408) 244-1353

1449 Templo Stroat ‘ 5545 E. Shields A
Los Angoles 90026 STATE OF CALIFORNIA Fresno 93727
(213) 620-2965 (209) 291-6676
30 Van Ness Avenue DEPARTMENT OF PUBLEC HEALTH 31 E. Channel Street
San Franciso 94102 BUREAU OF FOOD AND DRUG Stockton 95202
“15) 186 2151 BERKELEY WAY, BERKELEY 94704 (209) 464-6533

(415) 8437900

REPORT OF OBSERVATIONS
| Date March 6, 1973

‘ License
Firm Name Westpro Laboratories, Inc, Number
12791 Main St,., Garden Grove, Ca, 92640
Address____ 10622 Stanflord Ave., City___Garden Grove, Ca. 92640
Person Interviewed___Mr. Kurt ¥, Donsbach Position_President

The Department, in the interest of developing good manufacturing practices, hereby notifies you that
the following conditions and/or practices were observed on your premises this date. They may constitute
violations of one or more provisions of the California Health and Safety Code, Division 21, and Division 22,
pertaining to the manufacture, storage, sale, labeling and/or advertising of foods, drugs, cosmetics and
hazardous substances. An immediate effort to correct the objectionable conditions shall be made.

i, Master Formule incomplete as regards:

8. A specimen or copy ef each label and all other labeling associated with

the product not included,

bo A specimen or copy of each label and all other labeling associated with

the product not signed or initialed and dated,

co A complete list of ingrediemts designated by names or codes sufficiently

specific to indicate any special quality characteristic not indicated,

eo A description of the conteiners closures, and packaging end finishing

materials not indicated,

f. Manufacturing and control instructions, procedures, specifications, special

notations, and precautions to be folloved /not adequate.

Mg g3, 222 xﬂ/ /%//A/c//[/////

ﬁnﬁmion Date Authorized Repredenjatjve of Firm

y 7. l/{// (/Z,

N Position

(&

-

7 Authorized Agent



\ "EXHIBIT 3 (b)

REPORY OF OBSERVATIONS—Continued

h, Master Zmmu& formula not provided or revised when the batch production

has been revised,

2, Batch production record incomplete as regards:

8o, An accurate reproduction of the appropriate master formula not checked,

dated, and signed or initialed,

be A record of each significant or critical step in the manufacturing,

processing, etc, not endorsed by two competent and responsible indieiduals

independently,

€. A specimen and/ or copy of each label and all other labeling associated

vith the product not included,

do A complete list of ingredients designated by names or codes sufficiently

specific to indicate any special quality characteristic not indicated,

e, Manufacturing and control instructions, procedures, specifications,

speclal notations, and precaution to be followed not adequate,

3. Production and control procedures inadequate as regards:

8. An exempted indiwidual not on the premise while manufacturing.

be The written record of the significant steps in the process not attached,

co All containers; lines, and equipment used during the production not

properly identified,

d, Previous batch identification or label not resoved adequately,

8¢ Appropriate precautions not taken to minimize the possibilities of an

extraneous contaminatien,

go Some finished product not pxEpExty adequately identified,

he Product containers and their componants not Bkmzkm® adequately checked

to determine whether would alter the safety, identity, stren!th,‘quality,

or purity of the product,




N : EXHIBIT 3 (b

REPORT OF OBSERVATIONS—Ceontinued

4, Packaging and labeling record incomplete as regards:

—~ 8o A record of each significant or criticdl steps in the manufacturing

not checked by second competent &nd responeible indieidual,

b, Labeling contrel inadequate,

co coded label and unused label not destroyed.

d, Yield correlation betwesen theoretical amd actual yields when repacked

not adequately recorded,

5. Laboratory control not provided,

6. Baw materials or ingredients storage inadequate.

71, Labeling review as regardss

2o, Inconspicuous statement,

b, warning and/ or caution statements,

€o A qualifying phrase "distributed by¥ , “msnufactured for and distributed by"

@tceo

8, Packaging and k beling operation of dietary supplements and drugs =nk

except protein powder and cosmetic items mgxubm at 10628 Stanford Ave.,

" Garden Grove 92640,




TYPE OF INSPECTION

PHASE OF INSPECTION

SPECTION REPORT - KEYPUNCH T

At

ENTRY NUMBER

ARV 52 7S

: (1)[] General Inspection i\ (0)[X] Original <+ (1)K] Add New Record
- 8 (2) 4] License Inspection 8 (1)0 First Reinspection < (3)O Modify Record
o ~ X (2)[0 Second Reinspection Q  (5)0 Delete-Remove Record
S ‘
¥ Firm Name: Westpro Laboratories, Inc.
E‘ Address: ‘
S 5 12791 Main Street, Garden Grove, Ca. 92640
) COL. NO. KEYPUNCH COL. NO.| KEYPUNCH
Firm File Number 5-9 2 [0 1 [2 [6 ] Inspector’s I.D. Number 16-18 |10 |4 |7
Date of Inspection 10-15 QMIO’]_ 3 D?}(') 7Yj Joint Inspector’s 1.D. Number 19-21
NO ACTION ON
~ PRACTICES NOTED CNO(;J- VIOLATIONS CODE NA | _OF VIOLATIONS
5 _ . VIOL. [ Co. PL NC
8 1. Ingredients and Raw Materials 22-31
- 2. Production Procedures 32-41
Q 3. Packaging 42-51
g 4. Storage-Transportation-Distrib. 52-61
5. Labeling - Advertising 62-71
6. Personnel Sanitation 16-25
- 7. Quality Control 26-35
3 8. (Currently not used) 3645
2 9. (Currently not used) 46-55
9 10. Other 5665
S o 66-73
68-69 | 70-71172-75
CONDITIONS NOTED - VIOLATIONS CODE 'NA | OF VIOLATIONS
<be VIOL. [ Co. PL. | NC
- 11. Equipment Sanitation 16-25
= 12. Sanitation of Bldgs and Grounds 26-35°
8 13. Pest Control =~ 36-45 B
8 14. Construction of Premises and Bldgs 46-55
g 15. Construction of Equipment 56-65
O 16. Water Supply . 66-75
- 17. Sewage & Solid Waste Disposal 16-25
~ 18. Toilet Requirements 26-35 -
8 19. Handwashing Requirements 36-45
Z 20. Other 46-55
-4
S 3663 56-57|58:59 |60-61 [62-63
actions TAKEN | oL Q) 100 L TORGNEEDED | Mo | o |ver | s Diconse Taspection {any Bhases.
VC&D 16 | X Reinspection 26 | .| X | - ‘Recommend Licensing?
Embargo 17 | ¥ Embargo Disposition 34 P% 8 ?CZ??L j %(); x sg;)s
~  Embargo Disposition. 18 | X Lab. Chem. Analy. 36 X O [feves i T
' ' ove, New License
5 _Citation 19.| X Lab. Micro Analy. 38 X ‘o orRenewal?.
O _Lab Sample 20 | X Admin. Rev. of Label 40 X a (Col.) Ng;V REN(52:¥VAL
v Label : -ooper | X Obtain Sample 42 X § (29)
@ Advertising I i) A B X | Letter 44 X | . N B :
S Other Evidenc® - - 23 | X Hearing 46 X FOR 'OFFICE USE ONLY
None * v 24 | w Citation 48 X F3 -~ Fs
Orher 25 | X Orher 50 X (Col. 3538)  [Col. 3942)
Major Commodities Covered by Inspection
Col. 52-54 Col. 55-57 Col. 58-60
1. Drug License 9| 1{1 2.. 3.

Cont®d (Overd




Cont®d

This firm manufactures dietary supplements and OTC drugs including liquids,
This firm repacks and relabels dietary supplements and OTC drugs under both
own and private labels, This firm also manufactures cosmetics under "Exquisite
Cosmetics by Elyse", :

On the date indicated above, this inspection was made to observe the manufacturing
facility throughout the premise located at 12791 Main Street, Garden Grove 92640,

On the date indicated above, from approximately 1300 p.m., to 1830 p.m., this
inspection was also made to observe raw materials or ingredients storage areas and
revealed the following:

l,

No exempted individual was on the premises at this time, However, no drug
being manufactured, (See Report of Observations, 3, a)

Mr, Donsbach stated that Ms, Suzanne Hlavin is a part-time registered

pharmacist (License No, 19047, renewal No, 004447, 9852 Hibiscus Dr.,

Garden Grove 92641) and on the premises whenever drug product being

manufactured,

Mr. Donsbach also stated that Mr, Hilliam Alfred Rueckert is now

a production supervisor who has been with the subject firm since August
1972, and has applied for the State Board of Pharmacy exemption,

(Mr, Rueckert previous exemption certificate showed M-1789, Austra
Chemicals, Inc., 18130 Mt, Washington St,, Fountain Valley)

2,"Phend imetrazine Tartrate tablets 35 mg., Lot Nos., 25249, 25250, and

3.

b,

5.

6.

25251% not found at this location,

Appropriate precaution not taken to minimize the possibilities of
extraneous contaminations in powder packaging room beside the granulation
room., (See Report of Observations, 3, e)

Mr. Donsbach stated that he was aware of dust problem, and has ordered
new ventilation system to be installed to eliminate cross contamination
by dust build up,

Some raw materials or ingredients not adequately identified. (See Report
of Observations, 6)

Some finished products not adequately identified, (See Report of
Observations, 3, g)

Previous identification from reused containers not adequately removed
to prevent mixups, (See Report of Observations, 3, d)

Mr, Donsbach stated that these deviations would be corrected., He further
stated that packaging and labeling eperations would be moved to the
Stanford location where the firm’s order department located at,

Advised Mr, Donsbach that complete inspection would be made at later date at which
time Report of Observations would be provided if any deviations. from the Current
GMP requirements for drugs are found,

Devitations noted this date included in the Report of Observations made on

March 6, 1973, @ .




INSPECTOR

DRUG INSPECTION FIELD CHECK LIST

K¢ Suh

pare 1/30/73 FIRM FILE NUMBER 20126

1. INGREDIENTS AND RAW MATERIALS

A.

il

NOTHUOW®

Containers not examined on receipt.
Not adequately sampled for testing.
Not withheld from use until tested.
Records not maintained or incomplete.
Not retested after extended storage.
Container specifications inadequate.
Noncompliance with 133.6.

Other.

2. PRODUCT PROCEDURES

i

NEZOTmOO®E

No master record for each size batch.

Master record fails to include required information.

No batch record for each batch and size.

Batch records do not include each significant step.
Equipment not identified as to contents.

Inadequate procedure to minimize cross-contamination.
Drugs not tested before distribution.

No review of contr. record prior to rel.

Proc., records do not comply with 133.7, 133.8.

Other.

3. PACKAGING

NIOWmHUO®>

No master record for drugs to be repackaged.
Drugs to be packaged not examined.

Record does not identify labeling issued.

Label storage, handling does not comply.

No record of reconciliation of labeling.

No record of reconciliation of drug.

No examination of finished products.

Packaging procedures do not comply with 133.10.
Other.

4. STORAGE — TRANSPORTATION — DISTRIBUTION

>

Drugs not stored, handled in orderly manner.

No first in, first out, in warehouse.

Record will not facilitate recall.

Prov. inadequate to assure suitable expiration dates.
Complaint record not maintained.

Records do not comply with 133.12, 133.13, 133.14.
Other. ’

5. LABELING, ADVERTISING

NWoOow»

Label or labeling false.and misleading.

Label does not include mandatory information.
Inadequate directions for use.

Presc. warning legend not included.

Product advertised to effect diseases, prohib.
Other.

6. PERSONNEL/SANITATION

il

—————
e i—

D.
E.
F.
G.
H.
I

J.

K.
Z.

oW

Inadequate number.

Personnel not capable of duties they perform.
No exemption on duty.

Responsible personnel inadequate background.
Diseased person handling drugs.

Not washing or sanitizing hands,

Inadequate supervision of employees’ personal hygiene.
Dirty clothes, gloves; no hair covering.

Personal hygiene not adequate; smoking, etc.
Sleeping in drug preparation area.

Imadequate storage of clothes and personal items.
Other.

Inspection not completed
»7.  QUALITY AND LABORATORY CONTROL at this tinm

Master record with tests nonexistent.

Inadequate provisions for testing (133.11(a)).
Inadequate provisions for testing (133.11(d) and (e)).
No retesting of products subject to deterioration.
No sterility, pyrogen test as required.

Lab record not maintained.

No check of lab instruments.

Reserve samples not maintained.

Lab contr. do not comply with 133.11.

No provisions to assure stability.

.Other.

NS TZOmmOOEs

10. OTHER (a-e)

/ 11. EQUIPMENT SANITATION

A. Equipment not adequately cleaned or stored.
B. No insp. lines before new batch.
Z. Other.

/2. SANITATION OF BUILDINGS, GROUNDS

A. Not maintained clean and orderly. .
B. Inadequate ventilation, screening, etc.
C. No dust controls when necessary.

D. Insufficient space and/or facilities.

Z. Other.

'/13. PEST CONTROL

A. Improper control methods.
B. Evidence of infestation.

C. Improper use of pesticides.
Z. Other.

Vﬂ. CONSTRUCTION OF PREMISES AND BUILDINGS

A. Size, construction and location not suitable.
Z. Other.

/15. CONSTRUCTION OF EQUIPMENT

A. Design, size, accuracy not suitable.
Z. Other.

WATER SUPPLY

A. None, nonpotable, or inadequate.

B. Cross-connections present.

C. Not suitable temperature for cleaning, etc.
Z. Other.

‘/i7. SEWAGE AND SOLID WASTE DISPOSAL

A. Inadequate facilities for sewage waste removal.

B. Inadequate methods to eliminate odors and nuisance.
C. Waste containers not adequate.

D. Waste products not removed daily.

Z. Other.

48. TOILET REQUIREMENTS

*

A. Insufficient or no facilities for number and sex.
B. Toilet facilities dirty.

C. Openings from toilet area to drug area.

D. Inadequate light.

Z. Other.

9. HANDWASHING REQUIREMENTS

Dirty handwashing facilities.

No handwashing facilities.

Not conveniently located.

Water not at suitable temperature.
Inadequate number of facilities.

Soap, sanitizer inadequate or not available.
Other.

NAmOowy

20. OTHER (a-e)




III, Prior to December 28, 1973, Mr. Kurt W, Donsbach, an officer
of Westpro Labs, Inc,, was personally involved in the approval
of Production Orders (Master Formula and Records), as required
per Section 133,7 (a), Current Good Manufacturing Practice
Regulations, Part 133, Title 21, Code of Federal Regulations,
as defined in Section 26209, Division 21, Sherman Food, Drug, and

Cosmetic Law, California Health and Safety Code, for the following
drug products:

1. Prescription drug labeled as '"Magnesium, Potassium & Vitamin
B_6II R

2, Drug labeled as "PAN ENZ 500", "ENZAID", "PANCREATIN (4X) 500
Mg. A DIGESTIVE AID", "Dr., Donsbach’s Formula ENZ'", "Master

Formula Metazyme'", "Vitafare Digest'", "Digest", or "Vital Life
Digestive Enzymes"

Detailed evidence of above is contained in the attached reports.
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LIMITED INSPECTION REPORT

KEYPUNCH: Phase of Inspection (Col. 3) Entry Number (Col. 4)
Punch Code 5 (0) & Original (1) Bl Add New Record
in Column 1, (3) O Modify Record
and Punch Code (5) O Delete - Remove Record
3 in Column 2. Firm File No. Date of Inspection :
I
(col.5-9)  [2] ol 1l 2 o (col. 10-15) [of 3] 2 6| 7 &)
Mo. Day Yr.
Firm Name: Westpro Labs, Inc,
Firm Address: 12791 Main Street, Garden Grove, California 92640
Col. | (0) | (1) FOLLOW-UP ACTIONS | Col. | (0) | (1)
ACTIONS TAKEN No. | NO | YES NEEDED No. | NO | YES
V. C. AND D. 16 | x General Inspection 26 X
EMBARGO 17 X Embargo Disposition 34 X
EMBARGO DISPOSITION 18 Lab Chem. Anal. 36 X
CITATION 19 Lab Micro. Anal. 38 X
LAB SAMPLE 20 X Adm. Rev. Label 40 X
LABEL 21 X Obtain Sample 42 | x
ADVERTISING 22 X Letter 44 | x
OTHER EVIDENCE 23 X Hearing 46 | %
NONE 24 | x Citation 48 | %
OTHER 25 x Other 50 X
COMMODITIES COVERED BY ACTIONS TAKEN:
Name Col. No. | Commodity Code
1. Drug Manufacturing License 52-54 9 1 1
2, 55-57
3. 58-60
4, 61-63
5. 64-66
6. 67-69
See attached report,
Inspector’s Name Ky Stephen Suh Inspector’s I.D. No. ol 4 7 (Col. 70-72)
Joint Inspector’s Name Joint Inspector’s I.D. No. [ (Col. 73-75)

Original;: L,A,
c:

Sacramento
er .

1B ok _Freta.

(Rev. 7/72) Form 446-140



Westpro Labs, Inc. 12791 Main Street, and
10422-10428 Stanford Avenue,
Garden Grove, CA 92640

On March 26, 1974, at approximately 08:30 hours, the inspection of Westpro
Labs, Inc. at 12791 Main Street, and 10422-10428 Stanford Avenue, Garden Grove,
California 92640, was made to do the following:

Westpro Labs, Inc. was instructed to initiate drug recalls on the following products
to the retail level:

l. Prescription drug, labeled as " Magnesium, Potassium & Vitamin B-6", lot
number 731106, identified as I.S. number A-67726, 24,754 tablets, actually
manufactured on November 14, through November 15, 1973. (See Exhibit 9)

a. Production work orders (packaging and labeling records) showed that
24,700 tablets of "Magnesium, Potassium & Vitamin B-6", lot number
731106, packaged and labeled as follows:

i. 72 bottles of "Magnesium, Potassium & Vitamin B-6", 100 tablets per
bottle, packaged from lot number 731106, and labeled under the Star
Brand label on November 2, through November 23, 1973.

ii. 12 bottles of "Magnesium, Potassium & Vitamin B-6", 100 tablets per
bottle, packaged from lot number 731106, and labeled under the Dr. S.
Chess & Dr. V. Rao label on January 15, through January 16, 1974.

iii. 163 bottles of "Magnesium, Potassium & Vitamin B-6", 100 tablets per
bottle, packaged from lot number 731106, and labeled under the Westpro
Labs, Inc. label on March 20, through March 21, 1974.

b. Invoices (distribution records) showed that 3,000 tablets (30 bottles, 100
tablets per bottle) of "Magnesium, Potassium & Vitamin B-6", lot number
731106, had been distributed from December 27, 1973 to February 12, 1974.

c. 16,100 tablets (161 bottles, 100 tablets per bottle) of "Magnesium, Potassium
& Vitamin B-6", lot number 731106, placed under embar go on March 26, 1974
as per attached "Embargo Notice". (See attached)

d. 200 tablets (2 bottles, 100 tablets per bottle) of "Magnesium, Potassium &
Vitamin B-6", lot number 731106, sampled on March 26, 1974 as per attached
"Official Sample Receipt". (See attached) '

e. Westpro Labs, Inc. failed to show whether 5,400 tablets (54 bottles, 100 tablets
per bottle) had been distributed. Mr. Bushong stated that 5,400 tablets
may have been distri buted as a sample by Dr. Kurt W, Donsbach.
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f. Prescription drug, labeled as "Magnesium, Potassium & Vitamin B-6",
lot number 731106, was recalled, and placed under embar go because of
the following reasons:

i.

ii,

iii,

iv.

vi.

"Magnesium, Potassium & Vitamin B-6", lot number 731106, was
adulterated in that laboratory results on the samples disclosed
205 mg. of magnesium per four tablets (equivalent to 51.25 mg. of
magnesium per tablet), whereas the label claimed as 400 mg. of
magnesium per four tablets (equivalent to 100 mg. of magnesium per
tablet) as defined in Section 26617, Division 21, Sherman Food, Drug,
and Cosmetic Law, California Health and Safety Code. (See
Attachment 7)
"Magnesium, Potassium & Vitamin B-6", lot number 731106, was
adulterated in that the methods used in, or the facilities or controls used
for, the manufacture, processing, packing, or holding of a drug
not in conformity with the Current Good Manufacturing Practice
Regulations to assure the appropriate standards of safety, identity,
strength, qual ity and purity which it purports or is represented to
possess as defined in Section 26612, Division 21 Sherman Food, Drug,
and Cosmetic Law, California Health and Safety Code. (See
Attachment 7)
"Magnesium, Potassium & Vitamin B-6", lot number 731106, was
manufactured by Westpro Labs, Inc. without the benefit of register ed
pharmacists or exemptees as defined in Sections 4050 and 4050.5,
Business and Professions Code, State of California. (See Attachment 2)
"Magnesium, Potassium & Vitamin B-6", lot number 731106, was
misbranded in that labels and all other labeling associated with the
drug product failed to include the following: '

(a) Prescription legend,

(b) Adequate direction for use,
and (c) Appropriate warning or caution statement, as defined in
Sections 26638 and 26664, Division 21, Sherman Food, Drug, and
Cosmetic Law, Califor nia Health and Safety Code. (See Attachment 7)
"Magnesium, Potassium & Vitamin B-6", lot number 731106, was
misbranded in that labels and all other labeling associated with the
drug product appeared to be false and misl eading as defined Section
26630, Division 21, Sherman Food, Drug, and Cosmetic Law, California
Health and Safety Code. (See Attachment 7)
"Magnesium, Potassium & Vitamin B-6", lot number 731106, was
misbranded in that this prescription dr ug was manufactured in unlicensed
premises as defined in Section 26648, Division 21, Sherman Food,
Drug, and Cosmetic Law, California Health and Safety Code. (See
Attachment 7)
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2. Prescfiption drug, labeled as "Magnesium, Potassium & Vitamin B-6", lot
number 740122, identified as I.S. number A-67750, 25,090 tablets, actually
manufactured on January 28, through February 6, 1974. (See Exhibit 24)

. Production work order (packaging and labeling record) showed that 25,500

tablets (255 bottles, 100 tablets per bottle) of "Magnesium, Potassium &
Vitamin B-6" packaged from lot number 740122, and labeled under the
Westpro Labs, Inc. label on February 12, through February 13, 1974,

. Invoices (distribution records) showed that 17,100 tablets (171 bottles,

100 tablets per bottle) of "Magnesium, Potassium & Vitamin B-6", lot
number 740122, had been distributed from February 14, 1974 to March 26,
1974,

. 5,100 tablets (51 bottles, 100 tablets per bottle) of "Magnesium, Potassium

& Vitamin B-6", lot number 740122, placed under embargo on March 26,
1974 as per attached "Embargo Notice'. (See attached)

. 200 tablets (2 bottles, 100 tablets per bottle) of "Magnesium, Potassium

& Vitamin B-6", lot number 740122, sampled on March 26, 1974 as per
attached "Official Sample Receipt". (See attached)

Westpro Labs, Inc. had no records to show whether 3,100 tablets (31 bottles,
100 tablets per bottle) of "Magnesium, Potassium & Vitamin B-6", lot number
740122, had been distributed. Mr. Bushong thought that 3,100 tablets may
have been distributed by Dr. Kurt W, Donsbach as a sample, as he always
did.

Prescription drug, labeled as "Magnesium, Potassium & Vitamin B-6", lot
number 740122, was recalled, and placed under embar go because of the
following reasons:

i. "Magnesium, Potassium & Vitamin B-6", lot number 740122, was
adulterated in that laboratory result on the sample disclosed 208 mg.
of magnesium per four tablets (equivalent to 52 mg. of magnesium per
tablet), whereas the label claimed as 400 mg. of magnesium per four
tablets (equivalent to 100 mg. of magnesium per tablet) as defined in
Section 2661 7, Division 21, Sherman Food, Drug, and Cosmetic Law,
California Health and Safety Code. (See Attachment 7)

ii. "Magnesium, Potassium & Vitamin B-6", lot number 740122, was
adulterated in that the methods used in, or the facilities or controls
used for, the manufacture, processing, packing, or holding of a drug
not in conformity with the Current Good Manufacturing Practice
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iv,

vi.

Regulations to assure the appropriate standards of safety, identity,
strength, qual ity and purity which it pur ports or is represented to
possess as defined in Section 26612, Division 21, Sherman Food, Drug,
and Cosmetic Law, California Heal th and Safety Code. (See
Attachment 7)

. "Magnesium, Potassium & Vitamin B-6", lot number 740122, was

manufactured by Westpro Labs, Inc. without the benefit of registered
pharmacists or exemptees as defined in Sections 4050 and 4050.5,
Business and Professions Code, State of California. (See Attachment 2)
"Magnesium, Potassium & Vitamin B-6", lot number 740122, was
misbranded in that this prescription drug was manufactured in
unlicensed premises as defined in Section 26648, Division 21,
Sherman Food, Drug, and Cosmetic Law, Cal ifornia Health and Safety
Code. (See Attachment 7)
"Magnesium, Potassium & Vitamin B-6", lot number 740122, was
misbranded in that labels and all other labeling associated with the
drug product failed to include the following:

(@) Prescription legend,

(0 Adequate direction for use,
and (c) Appropriate warning or caution statement, as defined in
Sections 26638 and 26664, Division 21, Sherman Food, Drug, and
Cosmetic Law, California Health and Safety Code. (See Attachment 7)
"Magnesium, Potassium & Vitamin B-6", lot number 740122, was
misbranded in that labels and all other labeling associated with the
drug product appeared to be fal se and misl eadi ng as defined in
Section 26630, Division 21, Sherman Food, Drug, and Cosmetic Law,
California Health and Safety Code. (See Attachment 7)
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3. Drug, labeled as "Pro-Go Super Derma-E Balm", lot number 50422, identified
as I.S. number A-67748, 280 ounces, actually manufactured on Febmary 4,
1974. (See Exhibit 28)

. Production work order (packaging and labeling record) showed that 96 ounces

(48 jars, 2 ounces per jar) of "Pro-Go Super Derma-E Balm" packaged
from lot number 50422, and labeled under the Pro-Go Products, Inc. label
on January 29, through February 4, 1974,

. Invoices (di stribution records) failed to include the appropriate lot or

control numbers by which the distribution of each lot of drug can be readily
determined to facilitate its recall.

. 4 ounces (2 jars, 2 ounces per jar) of "Pro-Go Super Derma-E Balm", lot

number 50422, sampled on March 26, 1974, as per attached "Official
Sample Receipt". (See attached)

. 48 ounces (24 jars, 2 ounces per jar) of "Pro-Go Super Derma-E Balm",

lot number 50422, placed under embargo on March 26, 1974, as per attached
"Embargo Notice". (See attached)

4, Drug, labeled as "Pro-Go Super Derma-E Balm", lot number 50207, 288 ounces,
actual ly manufactured on June 15, 1973. (See Exhibit 25)

a.

Production work order (packaging and labeling record) showed that 24 ounces
(12 jars, 2 ounces per jar) of "Pro-Go Super Derma-E Balm" packaged from
lot number 50207, and labeled under the Pro-Go Products, Inc. label on

July 18, 1973.

. Invoices (distribution records) failed to include the appropriate lot or

control numbers by which the distribution of each lot of drug can be readily
determined to facilitate its recall.

5. Drug, labeled as "Pro-Go Super Derma-E Balm", lot number 50262, 262
ounces, actually manufactured on July 27, 1973. (See Exhibit 11)

a.

Production work order (packaging and labeling record) showed that 262 ounces
(131 jars, 2 ounces per jar) packaged from lot number 50262, but that

only 72 ounces (36 jars, 2 ounces per jar) labeled under the Pro-Go
Products, Inc. label on July 26, through July 30, 1973.
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b. Production work order (packaging and labeling record), work order # 50371,
showed that 80 ounces (40 jars, 2 ounces per jar) of "Pro-Go Super Derma-E
Balm", lot number 50262, identified as I.S. number A-67731, labeled under
the Pro-Go Products, Inc. label from unlabeled 95 jars on November 26,
through November 29, 1973. (See Exhibit 23)

c. Production work order (packaging and labeling record), work order # 50282,
showed that 90 ounces (45 jars, 2 ounces per jar) of "Pro-Go Super Derma-E
Balm", lot number 50262, identified as I.S. number A-67731, labeled under
the Pro-Go Products, Inc. label from unlabeled 45 jars on August 14, through
August 15, 1973. (See Exhibit 26)

d. Invoices (distribution records) failed to include the appropriate lot or control
numbers by which the distribution of each lot of drug can be readily
determined to facilitate its recall.

e. 12 ounces (6 jars, 2 ounces per jar) of "Pro-Go Super Derma-E Balm", lot
number 50262, identified as I.S. number A-67731, placed under embargo
on March 26, 1974, as per attached "Embargo Notice". (See attached)

f. 4 ounces (2 jars, 2 ounces per jar) of "Pro-Go Super Derma-E Balm", lot
number 50262, identified as I.S. number A-67731, sampled on March 26,
1974, as per attached "Official Sample Receipt". (See attached)

6. Drug, labeled as "Pro-Go Super Derma-E Balm", lot number 50137, 30 6 ounces,
actually manufactured on April 10, 1973. (See Exhibit 29)

a. Production work order (packaging and labeling record) showed that 178 ounces
(89 jars, 2 ounces per jar) of "Pro-Go Super Derma-E Balm" packaged from
lot number 50137, and labeled under the Pro-Go Products, Inc. label on
April 10, through April 17, 1973.

b.Invoices (distribution records) failed to include the appropriate lot or
control numbers by which the distribution of each lot of drug can be
readily determined to facilitate its recall.
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Drug, labeled as "Pro-Go Super Derma-E Balm", lot numbers 50137, 50207,
50262, and 50422, were recal led because of the following reasons: (See # 3,
# 4, #5, and # 6 above)

1. Drug, labeled as "Pro-Go Super Derma-E Balm", lot numbers 50137, 50207,
50262, and 50422, were adulterated in that the me thods used in, or the
facilities or controls used for, the manufacture, processing, packing, or
holding of a drug not in conformity with the Current Good Manufacturing
Practice Regulations to assure the appropriate standards of safety, identity,
strength, quality, and purity which they purport to possess as defined in
Section 26612, Division 21, Sherman Food, Drug, and Cosmetic Law,
California Health and Safety Code. (See Attachment 7)

2. Drug, labeled as "Pro-Go Super Derma-E Balm", lot numbers 50137, 50207,
50262, and 50422, were manufactured by Westpro Labs, Inc. without the
benef it of registered pharmacists or exemptees as defined in Sections
4050 and 4050.5, Business and Professions Code, State of Cal ifornia. (See
‘Attachment 2)

3. Westpro Labs, Inc. caused to be manufactured new drugs for which the firm
had no new drug approval as defined in Sections 2602] and 26670, Division
21 , Sherman Food, Drug, and Cosmetic Law, California Health and Safety
Code. (See Attachments 13 and 23)

4, Drug, labeled as "Pro-Go Super Derma-E Balm", lot numbers 50137, 50207,
50262, and 50422, were misbrandedinthat these products wer e manufactured
in unlicensed premises as defined in Section 26648, Division 21, Sherman
Food, Drug, and Cosmetic Law, California Heal th and Safety Code. (See
Attachment 7)

5. Drug, labeled as "Pro-Go Super Derma-E Balm", lot numbers 50137, 50207,
50262, and 50422, were misbranded in that labels and all other labeling
associated with these products failed to include the following:

(@) Adequate direction for use,

(b) Appropriate warning or caution statement,
and (c) General warning re accidental ingestion by children, as defined in
Section 26638, Division 21, Sherman Food, Drug, and Cosmetic Law, California
Health and Safety Code. (See Attachment 7)

6. Drug, labeled as "Pro-Go Super Derma-E Balm", lot numbers 50137, 50207,
50262, and 50422, were misbranded in that labels and all other labeling
associated with these products appeared tc be fal se and misleading as def ined
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in Section 26630, Division 21, Sherman Food, Drug, and Cosmetic Law,
California Health and Safety Code. (See Attachment 7)

The following dr ug pr oducts were placed under embargo on this date: (See attached)

1. 24 jars (2 ounces per jar) of "Pro-Go Super Derma-E Balm", lot number 50422,

2. 6 jars (2 ounces per jar) of "Pro-Go Super Derma-E Balm", lot number 50262,

3. 161 bottles, 100 tablets per bottle, of "Magnesium, Potassium & Vitamin B-6",
lot number 731106.

4. 5] bottles, 100 tablets per bottle, of "Magnesium, Potassium & Vitamin B-6",
lot number 740122.

Samples obtained as an evidence per attached "Official Sample Receipt". (See
attached)

Management of Westrpo Labs, Inc. and Rich Life, Inc. was instructed to
provide the following on this date:

1. A proposed drug recall letter for "Magnesium, Potassium, & Vitamin B-6",
including the returnable questionaire or reply, whichever is appropriate.

2. A proposed drug recall letter for "Pro-Go Super Derma-E Balm", including
the retur nable questionaire or reply, whichever is appropriate. Advised
management at this time that a drug recall letter for "Pro-Go Super Derma-E
Balm" can be proposed by either party since Westpro Labs, Inc. and Pro-Go
Products, Inc. are mutually responsible.

3. Two separate envelopes for each product as per Section 3.501, Parts 1 to 119,
Title 21, Code of Federal Regulations, revised as of January 1, 1971. (See
Attachment 24)

4. Management was also instructed to submit proposed drug recall letter to
Food and Drug Section in order to be reviewed,
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Inspector’s L.D. No. 0
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Joint Inspector’s L.D. No. D:] (Col. 73-75)
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Westpro Labs, Inc. 12791 Main Street, and
10422-10428 Stanford Avenue,
Garden Grove, CA 92640

On March 21, 1974, at approximately 08:30 hours, this inspection was made as
a follow-up.

Interviewed the following personnel at Westpro Labs, Inc.

l. William W, Ward
2. Jake Bushong
3. Richard Hundley

A follow-up inspection on this date reveal ed that Westpro Labs, Inc. at 12791
Main Street, and 10422-10428 Stanford Avenue, Garden Grove, California 92640,
had manufactured the following drug products on the premises:

1. Prescription drug, labeled as "Magnesium, Potassium & Vitamin B~6", lot number
731106, sampled from bulk, identified as I.S., number A-67726, 25,000 tablets
manufactured on November 14, through November 15, 1973. (See Exhibit 9)

a. Production work orders (packaging and labeling records) showed the following:

i. 72 bottles of "Magnesium, Potassium & Vitamin B-6", 100 tablets per
bottle, packaged and labeled from lot number 731106 under the Star
Brand label on November 2, through November 23, 1973.

ii. 12 bottles of "Magnesium, Potassium & Vitamin B-6", 100 tablets per
bottle, packaged and labeled from lot number 731106 under the Dr, S.
Chess & Dr. V. Rao label on January 15, through January 16, 1974.

iii, 163 bottles of "Magnesium, Potassium & Vitamin B-6", 100 tablets per
bottle, packaged and labeled from lot number 731106 under the Westpro
Labs, Inc. label on March 20, through March 21, 1974,

b. Production order (batch production and control record) indicated that
"Magnesium, Potassium & Vitamin B-6", lot number 731106, identified as
I.S. number A-67726, contained 500 mg. of potassium bitartrate as an
ingredient (also known as cream of tartar) which supplied at least 103.9 mg.
of potassium per tablet. (See Attachments 9 and 10)

c. Laboratory results on the samples, identified as I.S. number A-67726,

- showed that "Magnesium, Potassium & Vitamin B-6" , lot number 731106,
disclosed 103.75 mg. to 106.25 mg. of potassium per tablet containing
potassium bitar trate as a salt. (See Attachments 9 and 10, and I.S. slip,
identified as I.S. number A-67726)

d. "Magnesium, Potassium & Vitamin B-6", lot number 731106, identified as
I.S. number A-67726, considered as a Rx-drug because of the following
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reason in that Section 3.15 "Potassium salt preparations intended for oral
ingestion by man.", Part1 to 119, Title 21 , Code of Federal Regulations,
revised as of January 1, 1971, states that "(b) The Food and Drug Administration
may initiate regul atory proceedings after 30 days from the date of

publication of this section, with respect to the marketing of uncoated tablets
containing potassium chloride or other potassium salts which supply 100
milligrams or more of potassium per tablet or with respect to liquid preparations
containing potassium chloride or other potassium sal ts which supply 20
milligrams or more of potassium permilliliter , labeled or intended for human
use, unless all the following conditions are met:

(1) The labeling of the drug bear s the prescription caution statement quoted in
section 503 (b) (4) of the Federal Food, Drug, and Cosmetic Act; and

(2) The labeling on or within the package from which the drug is to be
dispensed bears adequate information for its use by practitioners in accord
with the "full disclosure" labeling requirements of section 1.106 (b) of this
chapter, including a recommendation that patients be directed to dissl ove
any such tablets in an appropriate amount of liquid and to dilute any such
liquid preparations adequately to assure against gastrointes tinal injury
associated with the oral ingestion of concentrated potassium salt preparations."
(See Attachments 4, 5, and 9)

Production order {master production and control record) for "Magnesium,
Potassium & Vitamin B-6" was prepared by Mr. William Rueckert on November
8, 1973, and checked, reconciled, and approved by Mr. Kurt W, Donsbach
on November 18, 1973, as required per Section 133.7 (@) , Current Good
Manufacturing Practice Regulations under Federal Food, Drug, and Cosmetic
Act, Part 133, Title 21, Code of Federal Regulations, as defined in Section
26209, Division 21, Sherman Food, Drug, and Cosmetic Law, California
Health and Safety Code. (See Attachments 11, and 12)

Production order (batch production and control record) for "Magn esium,

Potassium & Vitamin B-6", lot number 731106, showed that the appropriate
Production order (master production and control record) was prepared by

Mr. William Rueckert on November 8, 1973, and checked, reconciled, and
approved by Mr. Kurt W, Donsbac h on November 18, 1973, as required per

Section 133.7 (@), and (b) (1), Current Good Manufacturing Practice Regulations
under Federal Food, Drug, and Cosmetic Act, Part 133, Title 21, Code of

Federal Regulations, as defined in Section 26209, Division 21, Sherman Food, Drug,
and Cosmetic Law, California Health and Safety Code. (See Exhibit 9, and
Attachments 1l and 12)

Label for "Magnesium, Potassium & Vitamin B-6" failed to include the
following:

i. Prescription legend.

ii. Adequate direction for use
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iii. Appropr iate warning or caution statement. (See Attachment 9)
iv. General warning re accidental in gestion by children,
if applicable.

h. "Magnesium, Potassium & Vitamin B-6", lot number 731106, identified as
I. S. number A-67726, also considered as drug as defined in Section 26010,
Division 21, Sherman Food, Drug, and Cosmetic Law, California Health
and Safety Code. (See Attachment 3)

2. Drug, labeled as "PAN ENZ 500" or "PANCREATIN", lot number 2702, identified
as I.S. number A-67729, 50,000 tablets manufactured on December 22, 1972.
(See Exhibit 10)

a. Production work orders (packaging and labeling records) showed the
following:

i. 144 bottles of "PAN ENZ 500", 100 tablets per bottle, packaged and
labeled from lot number 2702 under the Metabolic Products label on
May 7, through May 8, 1973.

ii. 5,000 tablets in bulk from lot number 2702 packaged and labeled
under Restoration label on July 12, 1973.

iii. 66 bottles of "PANCREATIN (4X) 500 Mg. A DIGESTIVE AID", 100 tablets
per bottle, packaged and labeled from lot number 2702 under the
Westpro Labs, Inc. label on December 7, 1973.

iv. Production work orders failed to show whether approximately 21,586
tablets from lot number 2702 have been packaged and labeled.

v. Production work order indicated that the batch of this drug product
was being identified and assigned as lot number 730534 . However,
the identical product with the assigned lot number 730534 was not

manufactured until May 8, 1973. (See #4, below)

b. Label claims, such as "Each tabl et provides 500 milligrams of pancreatin....
"Provides digestive enzymes of pancreatin for improved digestion of starch,
fat and protein." or "Use: One or more tablets with each meal as desired, as
a preventive in minor indigestion", for "PANCREATIN (4X) 500 Mg. A DIGESTIVE
AID", lot number 2702, made this product a drug as defined in Sections
26002, 26010, 26016, and 26017, Division 21, Sherman Food, Drug, and
Cosmetic Law, California Health and Safety code. (See Attachment 3)

c. "Pancreatin" used as an ingredient has been recognized in an official
compendium; the latest edition of the National Formul ary as defined in
Sections 26010 and 26022, Division 21 Sherman Food, Drug, and Cosmetic
law, California Health and Safety Code. (See Attachments 3, 13, and 14)
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d. "PANCREATIN (4X) 500 Mg. A DIGESTIVE AID" used as the name of the
product has been recognized in an official compendium; the latest edition
of the National Formulary, as defined in Sections 26010 and 26022,
Division 21, Sherman Food, Drug, and Cosmetic Law, California Health
and Safety Code. (See Attachments 3, 13, and 14)

e. Production order (master production and control record) for "PAN ENZ 500"
or "PANCREATIN (4X) 500 Mg. A DIGESTIVE AID" was checked, reconciled,
and approved by Mr. Kurt W, Donsbach on December 28, 1973, (See
Exhibit 10), as required per Section 133.7 (a), Current Good Manufacturing
Practice Regulations under the Federal Food, Drug, and Cosmetic Act,
Part 133, Title 21 , Code of Federal Regulations, as defined in Section
26209, Division 21, Sherman Food, Drug, and Cosmetic Law, California
Health and Safety Code. (See Attachments 11, and 12)

f. Label for "PAN ENZ 500" or "PANCREATIN (4X) 500 Mg. A DIGESTIVE AID"
failed to include the following:
i. Appropriate warning or caution statement.
ii. General warning re accidental ingestion by children.

3. Drug,labeled as "Pro-Go Super Derma-E Balm", lot number 50262, identified
as I.S. number A-67731, 300 ounces, manufactured on July 27, 1973. (See
Exhibit 11)

a. Production work order (packaging and labeling record) showed that 36 jars
of "Pro-Go Super Derma-E Balm", 2 ounces per jar, packaged and labeled
from lot number 50262 under the Pro-Go Products, Inc. label on July 26,
through July 30, 1973.

b. Production work order (packaging and labeling record) showed that 131 jars,
2 ounces per jar, packaged for Pro-Go Products, Inc. from lot number
50262, but that 95 jars, 2 ounces per jar, retained unlabeled at 12791 Main
Street, Garden Grove, on July 26, through July 30, 1973.

c. Production work order (packaging and labeling record) failed to show whether
95 jars, 2 ounces per jar, retained unlabeled have been labeled.

d. Label for "Pro-Go Super Derma-E Balm" states that "Super Derma - E contains
5750 I.U. of Vitamin E per ounce in a base of natural oils. It may be
applied to cuts, wounds, bruises and burns to help relieve discomfort
and to promote rapid healing. Helps reduce the development of scar tissue.
It may be helpful in certain skin conditions where other therapy has not been
successful , but consult your physician for directions and usage."
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e. Label claims, such as "It may be applied to cuts, wounds, bruises and
burns to help relieve di scomfort and to promote rapid healing.","Helps
reduce the development of scar tissue.", or "It may be helpful in certain
skin conditions where other therapy has not been successful, but consult
your physician for directions and usage.", made "Pro-Go Super Derma-E
Balm", lot number 50262, a drug as defined in Sections 26002, 26010,
26016 ,and 26017, Division 21, Sherman Food, Drug, and Cosmetic Law,
California Health and Safety Code. (See Attachment 3)

f. "Pro-Go Super Derma-E Balm", lot number 50262, identified as I.S. number
A-67731, may be considered as a "New Drug" as defined in Section 26021,
Division 21, Sherman Food, Drug, and Cosmetic Law, California Health
and Safety Code, in that the safety and effectiveness of the drug, which
is used or intended for use by man, under the conditions prescribed,
recommended or suggested in the label ing or advertising are not generally
recognized. (See Attachment 13)

g. Label for "Pro-Go Super Derma-E Balm" failed to include the following:
i. Adequate direction for use
ii. Appropriate warning or caution statement, if any.
iii, General warning re accidental ingestion by children.

4, Drug, labeled as " PAN ENZ 500", or "PANCREATIN (4X) 500 Mg. A DIGESTIVE
AID", lot number 730534, identified as I. S. number A-67732, 100,000 tablets,
manufactured on May 10, through May 17, 1973. (See Exhibit 12)

a. Production work orders (packaging and labeling records) showed the
following:

i. 72 bottles of "PAN ENZ 500", 250 tablets per bottle, packaged and
labeled from lot number 730534 under the Metabolic Products label
on July 12, through July 13, 1973.

ii. 432 bottles of "PANCREATIN (4X) 500 Mg. A DIGESTIVE AID", 100 tablets
per bottle, packaged and labeled from lot number 730534 under the
Westpro Labs, Inc. label on October 12, 1973.

iii. 144 bottles of "PANCREATIN (4X) 500 Mg. A DIGESTIVE AID", 100 tablets
per bottle, packaged and labeled from lot number 730534 under the
Westpro Labs, Inc. label on November 15, 1973.

iv. 6 bottles of "PANCREATIN (4X) 500 Mg. A DIGESTIVE AID", 100 tablets
per bottle, packaged and labeled from lot number 730534 under the
Westpro Labs, Inc. label on December 7, 1973.

v. 12 Dbottles of "PANCREATIN (4X) 500 Mg. A DIGESTIVE AID", 100 tablets
per bottle, packaged and labeled from lot number 730534 under the
Westpro Labs, Inc. label on January 4, 1974.

vi. 121bottles of "PANCREATIN (4X) 500 Mg. A DIGESTIVE AID", 100 tablets
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per bottle, packaged and labeled from lot number 730534 under the
the Westpro Labs, Inc. label on January 22, 1974.

b. Label claims, such as "Each tablet provides 500 milligrams of pancreatin..... "
"Provides digestive enzymes of pancreatin for improved digestion of starch,
fat and protein." or "Use: One or more tablets with each meal as desired, as
a preventive in minor indigestion", made "PANCREATIN (4X) 500 Mg. A DIGESTIVE
AID", lot number 730534, a drug as defined in Sections 26002, 26010,
26016, and 26017, Division 21, Sherman Food, Drug, and Cosmetic Law,

California Health and Safety Code. (See Attachment 3)

c. "Pancreatin" used as an ingredient in "PAN ENZ 500" has been recognized
in an official compendium; the latest edition of the National Formulary, as
defined in Sections 26010 and 26022, Division 21, Sherman Food, Drug,
and Cosmetic Law, California Health and Safety Code. (See Attachments
3,13, and 14)

d. "PANCREATIN (4X) 500 Mg. A DIGESTIVE AID" used as the name of the
product has been recognized in an official compendium; the latest edition
of the National Formulary, as defined in Sections 26010 and 26022 ,
Division 21, Sherman Food, Drug, and Cosmetic Law, California Health
and Safety Code. (See Attachments 3, 13, and 14)

e. Production order (master production and control record) for "PAN ENZ 500"
or "PANCREATIN (4X) 500 Mg. A DIGESTIVE AID" was chekced, reconciled,
and approved by Mr, Kurt W. Donsbach on December 28, 1973, as required per
Section 133.7 (a), Current Good Manufacturing Practice Regul ations under
the Federal Food, Drug, and Cosmetic Act, Part 133, Title, 2], Code of
Federal Regulations, as defined in Section 26209, Division 21, Sherman
Food, Drug, and Cosmetic Law, California Health and Safety Code. {See
Attachments 11 and 12)

f. Labeling review - See # 2, f, above.

5. Drug, labeled as "Dr. Donsbach's Formula ENZ", "Master Formula Metazyme",
or "Vitafare Digest:, lot number 731112, identified as I. S. number A-67733,
100,000 tablets, manufactured on November 19, through December 6, 1973.
(See Exhibit 13)

a. Production work orders (packaging and labeling records) showed the
foll' owing:

i. 12 bottles of "Vitafare Digest", 100 tablets per bottle, packaged and
labeled from lot number 731112 under the Vitafare label on January 29,

: through January 31, 1974.

ii. 30 bottles of "Dr. Donsbach's Formula ENZ", 250 tablets per bottle,
packaged and labeled from lot number 731112 under the Westpro Labs, Inc.
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label on February 5, trhough February 6, 1974.

iii, 24 bottles of "Master Formula Metazyme", 250 tablets per bottle,
packaged from lot number 731112 and labeled under the Nutritional Products
Company label on February 5, through February 11, 1974.

iv., 20,000 tablets in bulk packaged from lot number 731112 for Dr. Alsleben
on February 11, through February 14, 1974.

v. 48 bottles of "Master Formula Metazyme", 250 tablets per bottle,
packaged from lot number 731112, and labeled under the Nutritional
Products Company label on February 21, through February 25, 1974.

vi. 144 packs of "Pak-A-Day", 50 tablets per pack, packaged from lot
number 731112, and labeled under the Westpro Labs, Inc. label on
February 14, through February 26, 1974.

vii, 200 bottles, 30 tablets per bottle, packaged from lot number 731112,
and labeled for Jon Cole on February 22, through February 27, 1974.

viii. 12 bottles of "Dr. Donsbach's Formula ENZ", 1,000 tablets per bottle,
packaged from lot number 731112, and labeled under the Westpro Labs,
Inc. label on February 27, through February 28, 1974.

b. Labels for "Dr. Donsbach's Formula ENZ", "Master Formula Metazyme", or
"Vitafare Digest", state that "Supplies digestants as supplements to
body secretions to aid in digesting fats, proteins and carbohydrates." ,
"Caution: If gastric distress continues, consult your doctor." , and "Suggested
Use: 1-2 tablets after each meal as an aid to the digestion of fats, carbohydrates
and proteins."

c. Label claims, such as "Supplies digestants as supplements to body secretions
to aid in digesting...... e, gastric distress ...... ,or ..., as
‘an aid to the digestion...... ", made "Dr. Donsbach's Formula ENZ",
"Master Formula Metazyme", and "Vitafare Digest", packaged from lot
number 731112, drugs as defined in Sections 26002, 26010, 26016, and 26017,
Division 21, Sherman Food, Drug, and Cosmetic Law, California Health and

Safety - Code. (See Attachment 3)

d. "Pancreatin" used as an ingredient in "Dr. Donsbach's Formula ENZ",
"Master Formula Metazyme", and "Vitafare Digest", has been recognized
in an official compendium; the latest edition of the National Formulary, NF
XIII, as defined in Sections 26010 and 26022, Division 21, Sherman Food,
Drug, and Cosmetic Law, California Health and Safety Code. (See
Attachments 3, 13 and 14)

e. Production orders (master production and control records; batch production
and control records) wer e checked, reconciled, and approved by Mr. Kurt
W. Donsbach on December 20, 1972.

f. Newly revised production order (master formula and records) for "ENZ
Tablet F.C.T.", Formula No. 129, was prepared by Mr. William Rueckert
on December 5, 1973, and checked, reconciled, and approved by Mr. Kurt
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W. Donsbach on December 5, 1973, as required per Section 133.7 (a),

Current Good Manufacturing Practice Regulations under the Federal

Food, Drug, and Cosmetic Act, Part 133, Title 21, Code of Federal Regulations,
as defined in Section 26209, Division 21, Sherman Food, Drug, and

Cosmetic Law, California Health and Safety Code. (See Exhibit 13, and
Attachments 11 and 12)

g. Label failed to include general warning re accidental ingestion by children,

6. Drug, labeled as "Dr. Donsbach's Formula ENZ", "ENZAID", or "Vital Life
Digestive Enzymes", lot number 730934, 100,000 tablets, identified as I. S.
number A-67734, manufactured on October 2, through October 8, 1973. (See

Exhibit

14)

a.Production work orders (packaging and labeling records) showed the
following:

ii,

iii,

iv.

vi,

vii.
viii.

ix,

Xi.

500 packs, 30 tablets per pack, packaged from lot number 730934,
and labeled for Ken Ander son on October 25, through October 31,
1973.

36 kits, 30 tablets per kit, packaged from lot number 730934, and
labeled under the Bragg label on October 30, through November 1,
1973.

36 kits, 90 tablets per kit, packaged from lot number 730934, and
labeled under the Bragg label on October 30, through November 1,
1973.

48 packs, 30 tablets per pack, packaged from lot number 730934, and
labeled under the Pak-A-Day label for Hadley on November 2, through
November 6, 1973.

144 bottles of "ENZAID", 250 tablets per bottle, packaged from lot
number 730934, and labeled under the Metabolic Products label on
November 5, through November 6, 1973.

144 packs of "Pak-A-Day", 50 tablets per pack, packaged from lot
number 730934, and labeled under the Westpro Labs, Inc. label on
November 7, through November 14, 1973.

12 bottles, 30 tablets per bottle, packaged from lot number 730934,
and labeled for Del Mac on November 13, through November 19, 1973.
20,000 tablets in bulk from lot number 730934 packaged and labeled
for Dr. Alsleben on November 20, 1973.

36 packs, 30 tablets per pack, packaged and labeled from lot number
730934 for Hadley on November 26, through November 27, 1973.
5,000 tablets in bulk from lot number 730934 packaged and labeled
for Dr. Fram on December 6, through December 7, 1973.

48 bottles of "Vital Life Digestive Enzymes", 180 tablets per bottle,
packaged from lot number 730934, and labeled under the Vital Life
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label on December 7, through December 10, 1973.

b. Labels for "Dr. Donsbach's Formula ENZ", "ENZAID", or "Vital Life Digestive
Enzymes", state that "Supplies digestants as supplements to body secretions
to aid in digesting fats, proteins, and carbohydrates.", "Caution: If
gastric distress continues, consultyour doctor.", and "Suggested Use:

1-2 tablets after each meal as an aid to the digestion of fats, carbohydrates
and proteins."

c. Label claims, such as "Supplies digestants as supplements to body secretions
to aid in digesting....... e gastric distress....... “Lor ..., as
an aid to the digestion...... ", made "Dr. Donsbach's Formula ENZ",
"ENZAID", and "Vital Life Digestive Enzymes", packaged from lot number
730934, drugs as defined in Sections 26002, 26010, 26016, and 26017,
Division 21, Sherman Food, Drug, and Cosmetic Law, California Health

and Safety Code. (See Attachment 3)

d. "Pancreatin" used as an ingredient in "Dr. Donsbach's Formula ENZ",
"ENZAID", and "Vital Life Digestive Enzymes", has been recognized
in an official compendium; the latest edition of the National Formulary,
NF XIII, as defined in Sections 26010 and 26022, Division 21, Sherman
Food, Drug, and Cosmetic Law, California Health and Safety Code.
(See Attachments 3, 13 and 14)

e. Production orders (master production and control records; batch production
and control records) were checked, reconciled, and approved by Mr. Kurt
W. Donsbach on December 20, 1972.

f. Newly revised production order (master formula and records) for "ENZ:
Tablet F.C.T.", Formula No. 129, was prepared by Mr. William Rueckert
on December 5, 1973, and checked, reconciled, and approved by Mr. Kurt
W. Donsbach on December 5, 1973, as required per Section 133.7 @),
Current Good Manuf acturing Practice Regulations under the Federal Food,
Drug, and Cosmetic Act, Part 133, Title 21, Code of Federal Regulations,
as defined in Section 26209, Division 21, Sherman Food, Drug, and Cosmetic
Law, California Health and Safety Code. (See Exhibit 14, and Attachments
11 and 12)

g. Label failed to include general warning re accidental ingestion by children.

7. Prescription drug, labeled as "Megavitamin AC Plus E" or "Vitamins AC and E",
lot number 2989, identified as I. S. number A-67735, 100,000 tablets,
manufactured on March 5, through March 6, 1973. (See Exhibit 15)
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a. Production work orders (packaging and labeling records) showed the
fcllowing:

i. 144 bottles of Vitamins A C and E" , 120 tablets per bottle, packaged
from lot number 2989, and labeled under the Elysee label on March
27, through March 28, 1973.

ii. 850 bottles of "Megavitamin A-C Plus E", 100 tablets per bottle,
packaged from lot number 2989, and labeled under the Star Brand
label on September 24, 1973.

b. Production order (batch production and control record) indicated that
"Megavitamin A-C Plus E" and "Vitamins A C and E", lot number 2989,
identified as I. S. number A-67735, contained the total quantity of
16,500 U.S.P. units of Vitamin A Palmitate per tablet, including 1,500
U.S.P. units of Vitamin A Palmitate used as the calculated excess of
an ingredient per tablet, that equivalent to the overage of 10 %. (See
Exhibit 15)

c. Labels for "Megavitamin A-C Plus E" and "Vitamins A C and E" state
in part that "Suggested Use: One or more tablets daily." or "Each
tablet contains Vitamin A 15,000 USP units....... "

d. Labels for "Megavitamin A-C Plus E" and "Vitamins A C and E" implicate
in such a manner that 4 tablets, 15,000 U.S.P. units of Vitamin A Palmitate
per tablet, that are orally administered daily as suggested in the labeling,
will supply at least 60,000 U.S.P. units of Vitamin A Palmitate daily,
excluding 6,000 U.S.P. units of Vitamin A Palmitate used as the calculated
excess per four tablets. (See Attachment 15)

e. Federal Register, Volume 36, No. 161, published on Thursday, August 19,
1971, B. "Conditions for approval and marketing." states that "The Food
and Drug Administration is prepared to approve abbreviated new drug
applications and abbreviated supplements to previously approved new
drug applications under the conditions described herein.

1. Form of Drug. These preparations are in capsule form suitable
for oral administration of 50,000 U.S.P. units per capsule.
2. Labeling conditions.

a. The labels bear the statement "Caution : Federal law
prohibits dispensing wit hout prescription"

b. Each drug is labeled to comply with all requirements of the Act
and Regul ations. Its labeling bears adequate information for
safe and effective use of the drug and is in accord with the
guidelines for uniform labeling published in the Federal
Register of February 6, 1970. "

(See Attachment 15)
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f. "Megavitamin A-C Plus E" and "Vitamins A C and E" , lot number 2989,
identified as I. S. number A-67735, considered as Rx-drugs.

g. Labels for "Megavitamin A-C Plus E" and "Vitamins A C and E" failed to
include the following: '
i. Prescription legend.
ii. Adequate direction for use.
iii. Adequate information for safe and effective use.
iv. Adequate labeling.
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8. Drug, labeled as "Soft-Lax", lot number 87165, identified as I. S. Number
A-67742, repackaged and relabeled as follows: (See Exhibit 16)

a. Production work order (repackaging and labeling record) showed the
following:

i. 48 bottles of "Soft-Lax", 100 tablets per bottle, repackaged from
lot number 87165, and labeled under the Elysee label on May 22,
1973.

ii. 85 bottles of "Soft-Lax", 100 tablets per bottle, repackaged from
lot number 87165, and labeled under the Westpro Labs, Inc. label
on November 1, through November {1, 1973.

iii. 12 bottles of "Soft-Lax", 100 tablets per bottle, repackaged from
lot number 87165, and labeled under the California Health Foods
label on November 19, through November 20, 1973.

iv. 14] bottles of "Soft-Lax", 100 tablets per bottle, repackaged from
lot number 87165, and labeled under the Westpro Labs, Inc. label
on December 10, 1973. |

v. 24 bottles of "Soft-Lax", 100 tablets per bottle, relabeled under
the California Health Foods label on January 24, 1974,

b.Labels used for "Soft -Lax" state that "Recommend Use: As a laxative
take 2 tablets with a full glass of water at bedtime.", "Warning:
Not to be used when abdominal pain, (stomach ache, cramps, coliqg ,
NAUSEA, VOMITING (stomach sickness) or other symptoms of appendicitis
are present. Frequent or continued use of this preparation may result
in dependence on laxatives. ", or "Keep this and all medicines out of
children's reach", " Each tablet contains ..... Senna Pwd. 100 mg. ....
Dioctyl Sodium Sulfosuccinate 50 mg. ........ "

c. "Dioctyl Sodium Sulfosuccinate" used as an ingredient has been recognized
in an of ficial compendium; the latest edition of the United States
Pharmacopoeia, U.S.P. XVIII, as defined in Sections 26010 and 26022,
Division 21 , Sherman Food, Drug, and Cosmetic Law, California Health
and Safety Code. (See Attachments 3, 13, and 16)

d. "Senna" used as an ingredient has been recognized in an offical compendium;
the latest edition of the National Formulary, NF XIII, as defined in
Sections 26010 and 26022, Division 21, Sherman Food, Drug, and Cosmetic
Law, California Health and Safety Code. (See Attachments 3, 13, and 14 )

e. Mr. Jake Bushong, Production Manager of Westpro Labs, Inc. stated that
"Soft-Lax" , lot number 87165, identified as I. S. number A-67742, was
manufactured and supplied by Linwilco in Costa Mesa.
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f.

"Soft-Lax", lot number 871 65, considered as a drug as defined Section

26010, Division 21, Sherman Food, Drug, and Cosmetic Law, California
Health and Safety Code.

. Labels used for "Soft-Lax" failed to indicate the active ingredi ents

intended for use as laxatives.

Remington's Pharmaceutical Sciences, Fourteenth Edition, Chapter 44
"Gastrointestinal Drugs", pages 787 through 814, states the following:

i. "Gastrointestinal drugs"- "Drugs appropriate for this chapter include
gastric antacids, digestants, cathartics, emetics, antiemetics,
adsorbents, and some miscellaneous agents which act on the gastro -
intestinal tract!

ii. "Cathartics are drugs that facilitate the passage and elimination of feces
from the colon and rectum."

iii."The cathartics are so numerous that they require classification. This
has been done in a variety of ways. The drugs very considerably in
their intensity of action, and thus, have been classified as "Laxatives',
"purgati ves", and "drastics", in the order of incresing potency."

iv. "Senna, NF" has been classified under "Irritant (Stimulant) Cathartics"

v. ".... they are usual ly divided into four group: irritant (stimulant)
cathartics, bulk cathartics, emol lient cathartics, and fecal softners."

vi. "Dioctyl Sodium Sulfosuccinate, USP" has been classified under
f ecal softners. (See Attachment 20)

Section 26019, Division 21, Sherman Food, Drug, and Cosmetic Law,
California Health and Safety Code, states that "Manufacture means

the preparation, compounding, porpagation, processing, or fabrication of
any food, drug, device, or cosmetic. The term "manufacture" includes
repackaging or otherwise changing the container, wrapper, or labeling of
any food, drug, device, or cosmetic. The term "manufacture" does not
include repackaging from a bul k container by a retailer at the time of sale
to its ul timate consumer." (See Attachment 21)
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9. Drug, labeled as "Dr. Donsbach's Formula ENZ", "Vitafare Digest", or
"Pak-A-Day", lot number 730807, identified as I. S. number A-67736,
100,000 tablets, manufactured on August 10, through August 15, 1973.
(See Exhibit 17)

a. Production work orders (packaging and labeling records) showed the
following:

i. 288 bottles of "Dr. Donsbach's Formula ENZ", 100 tablets per bottle,
packaged from lot number 730807, and labeled under the Westpro Labs,
Inc. label on August 30, 1973.

ii. 144 bottles of "Dr. Donsbach's Formula ENZ", 250 tablets per bottle,
packaged from lot number 730807, and labeled under the Westpro Labs,
Inc. label on August 30, 1973.

iii. 430 packs of "Pak-A-Day", 30 tablets per pack, packaged from lot
number 730807, and labeled under the Westpro Labs, Inc. label on
September 6, through September 31, 1973. (It was very interesting
to point out that the month of September never consisted of thirty one
days) (See Attachment 17)

iv.20,000 tablets in two bulk containers, 10,000 tablets each, packaged
from lot number 730807, and labeled for Dr. Alsl eben on September
12, 1973.

v. 12 bottles of "Vitafare Digest", 100 tablets per bottle, packaged from
lot number 730807, and labeled under the Vitafare label on September
13, 1973.

vi. 103 bottles of " Dr. Donsbach's Formula ENZ", 250 tablets per bottle,
packaged from lot number 730807, and labeled under the Westpro Labs,
Inc. label on October 3, 1973.

b. Labels for "Dr. Donsbach's Formula ENZ", or "Vitafare Digest" state
that "Supplies digestants as supplements to body secretions to aid in digesting..
e gastric di stress ...... ",or M., ..., as an aid to the digestion
....... ", made these products packaged from lot number 730807 drugs
as defined in Sections 26002, 26010, 26016, and 26017, Division 21,
Sherman Food, Drug, and Cosmetic Law, California Health and Safety Code.
(See Attachment 3)

c. "Pancreatin" used as an ingredient in "Dr. Donsbach's Formula ENZ", "Vita-
fare Digest", or "Pak-A-Day", has been recognized in an official compendium;
. the latest edition of the National Formulary, NF XIII, as defined in Sections
26010 and 26022, Division 21, Sherman Food, Drug, and Cosmetic Law,
California Health and Safety Code. (See Attachments 3, 13, and 14)

d. Production order s (master production and control records; batch production
and control records) were checked, reconciled, and approved by Mr. Donsbach
on December 20, 1972.

e. Newly revised production order (master formula & records) for "ENZ Tablet



Westpro Labs, Inc.

"F.C.T.", Formula No. 129, was prepared by Mr. William Rueckert on
December 5, 1973, and checked, reconciled, and approved by Mr. Kurt

W. Donsbach on December 5, 1973, as required per Section 133.7 (a),
Current Good Manufacturing Practice Regulations under the Federal Food,
Drug, and Cosmetic Act, Part 133, Title 21, Code of Federal Regulations,

as defined in Section 26209, Division 21, Sherman Food, Drug, and Cosmetic
Law, Ca)lifornia Health and Safety Code. (See Exhibit 17, and Attachments
11 and 12

g. Label failed to include general warning re accidental ingestion by
children.

10. Drug, labeled as "Dr. Donsbach's Formula ENZ", "ENZAID", lot number
731111, identified as I. S. number A-67737, 100,000 tablets, manufactured
on November 19, through December 5, 1973. (See Exhibit 18)

a. Production work orders (packaging and labe ling records) showed the
following:

i. 20,000 tablets in bulk, 10,000 tablets each, packaged from lot number
731111, and labeled for Dr. Alsleben on January 18, through January 21,
1974.

ii. 116 bottles 30 tablets each, packaged from lot number 73111l and
labeled for Ken Anderson on January 23, 1974,

iii. 177 bottles of "Dr. Donsbach's Formula ENZ", 100 tablets per bottle,
packaged from lot number 731111, and labeled under the Westpro Labs,
Inc. label on January 25, through January 29, 1974.

iv. 72 bottles of "Dr. Donsbach's Formula ENZ", 250 tablets per bottle,
packaged from lat number 73lill, and labeled under the Westpro Labs,
Inc. label on January 25, through January 30, 1974.

v. 114 bottles of "Dr. Donsbach's Formula ENZ", 250 tablets per bottle,
packaged from lot number 731111, and labeled under the Westpro Labs,
Inc. label on February 5, through February 6, 1974.

vi. 41 bottles of "ENZAID", 250 tablets per bottle, packaged from lot number
731111, packaged and labeled under the Metabolic Products label on
March 7, through March 12, 1974,

b. Label claims, such as "Supplies digestants as supplements to body
secretions to aid in digesting..... e gastric distress........ .
o) S as an aid to the digestion ......... ", made these products
packaged from lot number 73l1lll drugs as defined in Sections 26002, 26010,
26016 and 26017, Division 21, Sherman Food, Drug, and Cosmetic Law,

California Health and Safety Code. (See Attachment 3)

c. "Pancreatin" used as an ingredient in these products has been recognized
in an official compendium; the latest edition of the National Formulary,



Westpro Labs, Inc.

Food, Drug, and Cosmetic Law, California Health and Safety Code. (See
Attachments 3, 13, and 14)

d. Production order (master production and control record; batch production
and control record) checked, reconciled, and approved by Mr. Kurt W,
Donsbach on December 20, 1972.

e. Newly revised production order (Master formula and records) for "ENZ

- Tablet, F.C.T. ", Formula No. 129, was prepared by William Rueckert on
December 5, 1973, and checked, reconciled, and approved by Mr. Kurt
W. Donsbach on December 5, 1973, as required per Section 133.7 (@),
Current Good Manufacturing Practice Regulations under the Federal Food,
Drug, and Cosmetic Act, Part 133, Title 21, Code of Federal Regulations,
as defined in Section 26209, Division 21, Sherman Food, Drug, and Cosme tic
Law, California Health and Safety Code. (See Exhibit 18, and Attachments

11 and 12)

1l. Drug, labeled as "REN-EZ", or "Formula K", lot number 47210, identified
as I. S. number A-67738, suggested for use as a mild diuretic, repackaged
relabeled on the dates indicated as follows: (See Exhibit 19)

a. Production work orders (repackaging and labeling records) showed the
following:

i. 72 bottles of "REN-EZ", 90 tablets per bottle, repackaged from lot
number 47210, and labeled under the Metabolic Products label on April
26, through April 27, 1973.

ii. 144 bottles of "Formula K", 90 tablets per bottle, repackaged from lot
number 47210, and labeled under the Westpro Labs, Inc. label on
May 1, through May 2, 1973.

iii. 12 bottles of "Walt Deland's Formula K", 90 tablets per bottle, repackaged
from lot number 47210, and labeled under the Walt Deland's Nutrition Center

! label on July 9, through July 10, 1973.

iv. 72 bottles of "REN-EZ", 90 tablets per bottle, repackaged from lot
number 47210, and labeled under the Metabolic Products label on
August 21, through August 27, 1973.

v. 12 bottles of "Walt Deland's Formula K", 90 tablets per bottle,
repackaged from lot number 47210, and labeled the Walt Deland's
Nutrition Center 1 abel on October 29, 1973.

vi. 72 bottles of "REN-EZ", 90 tablets per bottle, repackaged from lot
number 47210, and labeled under the Metabolic Froducts label on

October 30, 1973.

b. Labels used for "REN-EZ" and "Formula K"state in part that "This product
contains Carbamide (Urea N.F.) which may act as a mild diuretic.",".....
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....Each tablet contains: ....... 200 mg. Carbamide (Urea N.F.).....
.5 Gr. Extract of Ox Bile (NF XI) "

. Remington's Pharmaceutical Sciences, Fourteenth Edition,53 "Diuretic Drugs",
Pages 936 through 950, states that "Urea is used orally as a diuretic.",

and that "Diuretics are drugs used to increase the volume of urine excreted

by the kidneys." (See Attachment 18)

. "Urea (Carbamide)", used as an ingredient, has not been recognized in

the National Formulary, NF XIII, as labeled, but has been recognized in

an official compendium; the latest edition of the United States Pharmacopoeia,
U.S.P. XVIII, as defined in Sections 26010 and 26022, Division 21,

Sher man Food, Drug, and Cosmetic Law, California Health and Safety Code.
(See Attachments 3, 13 and 19)

. Mr. Jake Bushong, Production Manager of Westpro Labs, Inc. stated that
He was not quite certain as to whether this product labeled as "REN-EZ"

"Formula K", suggested for use as a diuretic, manufactured and supplied
by Linwilco in Costa Mesa or by Birch Laboratories, Inc. in Anaheim.

. "REN-EZ" and "Formula K", suggested for use as a diuretic in the labeling,
considered drugs as defined in Section 26010, Division 21, Sherman Food,
Drug, and Cosmetic Law, California Health and Safety Code. (See Attachment
3)

. Labels used for "REN-EZ" and "Formula K" failed to include general
warning re accidental ingestion by children.

. Section 26019, Division 21, Sherman Food, Drug, and Cosme tic Law,
California Health and Safety Code, states that "Manufacture means the
preparation, compounding, propagation, processing, or fabrication of any
food, drug, device, or cosmetic. The term "manufacture " includes
repackaging or otherwise changing the container, wrapper, or labeling of
any food, drug, device, or cosmetic. The term "manufacture" does not
include repackaging from a bulk container by a retailer at the time of sale
to its ul timate consumer." (See Attachment 21)
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12. Drug, labeled as "ENZ", "Gastro-Aid", or "ENZAID", lot number 730933,
identified as I. S. number A-67740, 100,000 tablets, manufactured on
October 2, through October 14, 1973. (See Exhibit 20)

a. Production work orders (packaging and labeling records) showed the
following:

i. 48 bottles of "ENZ", 100 tablets g=r bottle, packaged from lot number
730933, andla beled under the Hadley Fruit Orchards label on
October 11, through October 12, 1973,

ii. 48 bottles of "ENZ', 250 tablets per bottle, packaged from lot number
730933, and labeled under the Hadley Fruit Orchards label on October
11, through October 12, 1973.

iii, 5,000 tablets in bulk from lot number 730933 packaged and labeled for Dr.
Fram on October 15, 1973.

iv. 72 bottles of "Gastro-Aid", 250 tablets per bottle, packaged from lot
number 730933, and labeled under the Restoration label on October
15, 1973.

v. 20,000 tablets in bulk containers, 10,000 tabl ets each, from lot
number 730933, packaged and labeled for Dr. Alsleben on October
19, 1973.

vi. 160 bottles of "ENZAID", 250 tablets per bottle, packaged from lot
number 730933, and labeled under the Metabolic Products label on
October 26, 1973.

b. Label claims, such as "Supplies digestants as supplements to body secretions
to aid in digesting..... e . gastric distress....... ",or"....... as
an aid to the digestion......... ", made these products packaged from lot
number 730933 drugs as defined in Sections 26002, 26010, 26016 and 26017,
Division 21, Sherman Food, Drug, and Cosmetic Law, California Health
and Safety Code. (See Attachment 3)

c."Pancreatin" used as an ingredient in these products has been recognized
in an official compendium; the latest edition of the National Formulary,
NF XIII, as defined in Sections 26010 and 26022, Division 21, Sherman
Food, Drug, and Cosmetic Law, Califomia Health and Safety Code.
(See Attachments 3, 13 and 14)

d. Produ ction order (master formula and records) checked, reconciled, and
approved by Mr. Kurt W, Donsbach on December 20, 1972,

e. Newly revised production order (Master formula and records) for "ENZ Tablet
F.C.T", Formula No. 129, was prepared by Mr. William Rueckert on
December 5, 1973, and checked, reconciled, and approved by Mr. Kurt
W. Donsbach on December 5, 1973, as required per Section 133.7 (a),
Current Good Manufacturing Practice Regulations, under the Federal Food,
Drug, and Cosmetic Act, Part 133, Title 21, Code of Federal Regulations,
as defined in Section 26209, Division 21, Sherman Food, Drug,and Cosmetic
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Law, California Health and Safety Code. (See Exhibit 20, and Attachments
11 and 12) _

13. Drug, labeled as "ENZ", "ENZAID", "Dr, Donsbach's Formula ENZ" or
"Digest ", lot number 730521, identified as I. S. number A-67746, 100,000
tabl ets, manufactured on May 15, through May 25, 1973. (See Exhibit 21)

a. Production work orders (packaging and labeling records) showed the
following:

i 144 bottles of "ENZAID", 100 tablets per bottle, packaged from lot
number 730521, and labeled under the Metabolic Products label
on June 11, 1973.

ii. 72 bottles of "ENZAID", 250 tablets per bottle, packaged from lot
number 730521, and labeled under the Metabolic Products label
on June 11, 1973.
iii. 144 bottles of "Di-Gest", 100 tablets per bottle, packaged from lot
number 730521 , and labeled under the Elysee label on June 13, 1973.
iv, 144 bottles of "Dr. Donsbach's Formula ENZ", 100 tablets per bottle,
packaged from lot number 730521, and labeled under the Westpro Labs,
Inc. label on June 13, 1973.

v. 143 bottles of "ENZ" , 250 tablets per bottle, packaged from lot
number 730521 , and labeled under the Westpro Labs, Inc. label
on June 13, 1973.

b. Labels for "ENZ", "ENZAID", "Dr., Donsbach's Formula ENZ", or "Di-Gest"
state in part that "Supplies digestants as supplements to body secretions
to aid in digesting fats, proteins, and carbohydrates.", "Caution: If
gastric distress continues, consult your doctor.", "Suggested Use: 1-2
tablets after each meal as an aid to the digestion of fats, carbohydrates
and proteins." or "Each tablet contains: ..... Pancreatin (4X) 75 mg.

c. Label claims, such as "Supplies digestants as supplements to body
secretions to aid in digesting...... e e gastric distress....... .
or"....... as an aid to the digestion......... ", made these products
drugs as defined in Sections 26002, 26010, 26016, and 26017, Division
21 , Sherman Food, Drug, and Cosmetic Law, Cal ifornia Health and Safety

Code. (See Attachment 3)

d."Pancreatin" used as an ingredient in these products has been recognized
in an official compendium; the latest edition of the National Formul ary,
NF XIII,as defined in Sections 26010 and 26022, Division 21, Sherman
Food, Drug, and Cosmetic Law, California Health and Safety Code.
(See Attachments 3, 13, and 14)
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e. Production orders (master production and control records; batch
production and control records) were chekced, reconciled, and
approved by Mr. Kurt W, Donsbach on December 20, 1972,

f. Newly revised production order (master formula and records) for
"ENZ Tablet F.C.T", Formula No. 129, was prepared by Mr. William
Rueckert on December 5, 1973, and checked, reconciled, and approved
by Mr. Kurt W, Donsbach on December 5, 1973, as required per
Section 133.7 (&) , Current Good Manufactur ing Practice Regul ations
under the Federal Food, Drug, and Cosmetic Act, Part 133, Title 21,
Code of Federal Regulations, as defined in Section 26209, Division
21 , Sherman Food, Drug, and Cosmetic Law, Califronia Health and
Safety Code. (See Exhibit 21, and Attachments 1l and 12)

Remington's Pharmaceutical Sciences, Fourteenth Edition, Chapter 44 "Gastro-
intestinal Drugs", pages 793 through 795, states, in part, that "Digestants

are drugs which promote the process of digestion in the gastrointes tinal

tract, They have limited usefulness in the treatment of conditions characterized by
a deficiency of one or more of the specific substances essential for the digestion
of foodstuf fs in the alimentary canal. Thus, in general way, they may be
classified as drugs used for replacement therapy in the deficiency states."

All the products suggested for use as digestants,which were manufactured by
Westpro Labs, Inc. according to the production order (Master formula and records),
Formula No. 129, of "ENZ Tablet F.C.T", described and reviewed herein

are, therefore, drugs as defined in Section 26010, Division 21, Sherman Food,
Drug, and Cosmetic Law, California Health and Safety Code. (See Attachments

3 and 22)
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4. Drug, labeled as "Pro-Go Super Derma-E Balm", lot number 50207, 300
ounces, manufactured on June 15, 1973. (See Exhibit 25)

a.

b.

Production work order (packaging and labeling record) showed that |12 jars
of "Pro -Go Super Derma-E Balm", 2 ounces per jar, packaged from lot
number 50207, and labeled under the Pro-Go Products, Inc. label on July
18, 1973.

Production work order (packaging and labeling record) showed that 132 jars
of Vitamin E Ointment, 2 ounces per jar, packaged from lot number 50207,
and labeled under the Westpro Labs, Inc. label on June 15, through July
18, 1973.

. Production order (batch production and control record) issued for "Pro-Go

Super Derma-E Balm" , lot number 50242, showed that a record of each
significant step in the manufacturing and processing, such as the selection,
weighing, and measuring of components, the addition of ingredients during
the process, had been checked and initialed by the individual(s) actively
performing or directly supervising. However, complete review of the
distribution records (invoices) revealed that "Pro-Go Super Derma- E Balm",
lot number 50242, 300 ounces, never been manufactured on the premises.
(See Exhibits 25 and 22)

. Label used for "Prc - Go Super Derma- E Balm" states that "Super Derma -E

contains 5750 I. U. of Vitamin E per ounce in a base of natural oils. It may
be applied to cuts, wounds, bruises and burns to help relieve discomfort
and to promote rapid healing. Helps reduce the devel opment of scar tissue.
It may be helpful in certain skin conditions where other therapy has not been
successful, but consult your physician for directions and usage."

Label claims, such as "It may be applied to cuts, wounds, bruises and

burns to help relieve discomfort and to promote rapid healing.", "Helps

reduce the development of scar tissue.", or ""It may be helpful in certain

skin conditions where other therapy has not been successful, but consult

your physician for directions and usage. " made this product a drug as defined in
Sections 26002, 26010, 26016, and 26017, Division 21, Sherman Food, Drug,
and Cosmetic Law, California Health and Safety Code. (See Attachment 3)

"Pro-Go Super Derma- E Balm", lot number 50207, may be considered as

a "new drug" as defined in Section 26021, Division 21, Sherman Food, Drug,
and Cosmetic Law, California Health and Safety Code, in that the safety

and effectiveness of the drug, which is used or intended for use by man,
under the conditions prescribed, recommended or suggested in the labeling
or advertising are not general ly recognized. (See Attachment 13)
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. 15. Drug, labeled as "Pro-Go Super Derma-E Balm", lot number 50262 , identified
as I.S. number A-67731, 300 ounces, manufactured on July 27, 1973. (See
Exhibit 1)

a. Production work order (packaging and labeling record), work order # 50371,
showed that 40 jars of "Pro-Go Super Derma-E Balm", 2 ounces per jar,
lot number 50262, from 95 jars packaged on July 26, through July 30, 1973,
and retained unlabeled, labeled under the Pro-Go Products, Inc. label on
November 26, through November 29, 1973. (See # 3, c, above) (See Exhibit 23)

b. Production work order (packaging and labeling record) failed to show whether
45 jars, 2 ounces per jar, lot number 50262, retained unlabeled at 12791
Main Street, Garden Grove, have been labeled.

c. Label claims, as mentioned in # 3 and # 14 above, made "Pro- Go Super
Derma-E Balm", lot number 50262, labeled on this date, a drug as defined
in Sections 26002, 26010, 26016, and 26017, Division 21, Sherman Food,
Drug, and Cosmetic Law, California Health and Safety Code. (See
Attachment 3)

16. Prescription drug, labeled as "Magnesium, Potassium & Vitamin B-6", lot
number 740122, identified as I.S. number A-67750, 25,000 tablets, manufactured
on January 28, through February 6, 1974. (See Exhibit 24)

a. Production work order (packaging and labeling record) showed that 255 bottles
of "Magnesium, Potassium & Vitamin B-6", 100 tablets per bottle, packaged
from lot number 740122, and labeled under the Westpro Labs, Inc. label
on February 12, through February 13, 1974.

b. Production order (master production and control record) for "Magnesium,
Potassium & Vitamin B-6" was prepared by Mr. William Rueckert on
November 8, 1973, and checked, reconciled, and approved by Mr. Kurt
W. Donsbach on November 18, 1973, as required per Section 133.7 @),
Current Good Manufactur ing Practice Regulations under the Federal Food,
Drug, and Cosmetic Act, Part 133, Title 21, Code of Federal Regulations,
as defined in Section 26209, Division 21, Sheman Food, Drug, and Cosmetic

- Law, California Health and Safety Code. (See Attachments 1l and 12)

c. Production order (batch production and control record) indicated that
"Magnesium, Potassium & Vitamin B-6", lot number 740122, identified as
I.S. number A-67750, contained 500 mg. of potassium bitartrate as an
ingredient (also known as cream of tartar) which supplied at least 103.9 mg.
of potassium per tablet. (See Exhibit 24, and Attachments 9 and 10)
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d. Laboratory result on the sample, identified as I.S. number A-67750,
showed that "Magnesium, Potassium & Vitamin B-6", lot number 740122,
disclosed 103.00 mg. of potassium per tablet containing potassium
bitartrate as a salt. (See Attachments 9 and 10, and I.S. slip, identified
as I.S. number A-67750)

e. "Magnesium, Potassium & Vitamin B-6", lot number 7401 22, identified
as I.S. number A-67750, considered as a Rx-drug according to Section
3.15 "Potassium salt preparations intended for oral ingestion by man.",
Part 1 to 119, Title 21, Code of Federal Regulations, revised as of January
1, 1971. (See Attachments 4, 5, and 9)

17. Drug, labeled as "Pro-Go Super Derma- E Balm", lot number 50262, identified
as I.S. number A-67731, 300 ounces, manufactured on July 27, 1973, (See
Exhibit 11)

a. Production work order (packaging and labeling record), work order # 50282,
showed that 45 jars of "Pro-Go Super Derma- E Balm", 2 ounces per jar,
lot number 50262, from 95 jars packaged on July 26, through July 30, 1973,
and retained unlabeled, labeled under the Pro-Go Products, Inc. label
on August 14, through Agust 15, 1973. (See # 3, c, and # 15 above, and
Exhibit 26)

b. Label claims, as indicated in # 3, # 14, and # 15 above, made "Pro-Go
Super Derma-E Balm", lot number 50262, labeled on this date, a drug as
defined in Sections 26002, 26010, 26016, and 26017, Division 21, Sherman
Food, Drug, and Cosmetic Law, California Health and Safety Code. (See
Attachment 3)
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The inspection on this date obtained the following:

1. Production orders (master production and control records), production orders
(batch production and control records), production work orders (packaging
and labeling records), invoices and inventory control cards (distribution
and components control records obtained as requested. (See Exhibits)

2. Samples obtained as per attached Official Sample Receipts, dated March
21, 1974, (See attached I.S. slips)

3. Copies of labels and all other labeling associated with the products manufactured
by Westpro Labs, Inc. obtained as requested. (See Exhibit 4)

4, A copy of "Passport To Good Health" written by Kurt W. Donsbach obtained
as a sample. (See Official Sample Receipt, and Exhibit 7, identified as I.S.
number A-67744)

5. A copy of "Westpro-Gram, As-It-Is" published by Westpro Labs, Inc. obtained
as requested. (See Exhibit 8)

6. A copy of Drug Manufacturing License, # 40299, expired on January 17, 1974,
obtained as requested. (See Exhibit 5)

7. An attempt was made to obtain the appropriate laboratory control records for
all the components and finished drug products, including numerous dietary
sunplements, manufactured by Westpro Labs, Inc. Mr. Bushong stated that
Westpro Labs, Inc. did not have an adequate laboratory facility in order to
test components, in-processed drugs, and finished products to assure their
conformance with appropriate specifications of identity, safety, strength,
quality, and purity. :

8. Mr. Bushong also provided the following information:

a. Westpro Labs, Inc. failed to obtain gurantees from the manufacturers or
suppliers.

b. Westpro Labs, Inc. had no labeling or labeling exemption agr eements.

c. Labels used for "Pro-Go Super Derma-E Balm" were provided by Pro-Go.
Products, Inc. However, Mr. H. O. Stanford, President of Pro-Go
Products, Inc., stated in his letter, dated April 23, 1974, that "all labels
were submitted to Dr. K. W. Donsbach for his review and approval before
printing." (See Exhibit 27)
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Advised the management of Rich Life, Inc. to do the following immediately:

1. Rx-drugs, OTC drugs, dietary supplements, and cosmetic products previously
manufactured by Westpro Labs, Inc. be voluntarily quarantined, and tested
to assure their conf ormance with the appropriate standards of safety, identity,
strength, quality, and purity prior to the distribution because Westpro Labs,
Inc. failed to provide the appropriate laboratory controls.

2. Labels and all other labeling associated with the products previously
manufactured by Westpro Labs, Inc. be reviewed to comply with the Fair
Packaging and Labeling Act, and Amendments published in the Federal Register
because nearly all products appeared to be misbranded to some degree by
false and misleading claims.

The inspection of this date al so revealed that numerous products were disintegrated
or decomposed due to prolonged storage. Voluntary Condemnation and Destruction
covered the destruction of these products listed as per attached. (See attached

VC & D, dated March 21, 1974)

A follow-up inspection may be deemed necessary at this time.
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Date_ MARCH 21st, 1974

o License
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OFFICIAL SAMPLE RECEIPT
MARCH 21st, 1974

Date
License
Firm Name____WESTPRO LABS, INC. Number___40299
Address________ 12791 MAIN STREET City. GARDEN GROVE, CA. 92640
MARSHALL TURLEY PRODUCTION MANAGER
Person Interviewed JACOB BUSHONG Position__._ PRODUCTION MANAGER
SIEU UNG QUALITY CONTROL

The following material was this day taken as official samples under provisions of the Health and Safety
Code, Division 21, Chapfer 2, Article 3, Section 26232. “An authorized agent of the department may
secure any sumple or: spemmen of any food, drug, device, or cosmetic. If the agent obtains any samples
prior to leaving the ‘premises, he shall’ leave a receipt describing any sample obtained.” .

Quantity S of e A Material - LS. No.

el 2 L 06 A4772
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,‘ 7 i, ,._,, Y/ L r il 2 4. ,_‘ Mf;zﬁ& .ﬂ'/772
/MW /%4/%%5‘53 W# 27&2 A67737
60:24 %w Ww m# 7305/3 A-47730
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A—£7732
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- Abthorized Agent ’

-446-118 (REV.12:70)
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The following material was this day taken as official samples under provisions of the Health and Safety

e Code, Division 21, Chapter 2, Article 3, Section 26232. “An authorized agent of the department may

| . secure any sample or specimen of any food, drug, device, or cosmetic. If the agent obtains:any samples
. prior to leaving the premises, he shall leave a receipt describing any sample obtained.”
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OFFICIAL SAMPLE RECEIPT
Date._ MARCH 21st, 1974

L]

License

Firm Name___ WESTPRO_LABS, INC, Number_._40299

Address 12791 HMAIN STREET City_GARDEN GROVE, CA. 92640
MARSHALL TURLEY PRODUCTION MANAGER

Person Interviewed_.__JACOB_BUSHONG Position___ PRODUCTION MANAGER
SIEU UNG QUALITY CONTROL

The following material was this day taken as official samples under provisions of the Health and Safety
Code, Division 21, Chupfer 2, Article 3, Section 26232. “An authorized agent of the department may
secure any sample or specimen of any food, drug, device, or cosmetic. If the agent obtains any samples
prior to leaving the premises, he shall leave a receipt describing any sample obtained.”

Quantity Si;:“of Material ) LS. No.
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OFFICIAL SAMPLE RECEIPT

Date
o License
Firm Name ik Number
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MARSHALL )
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SIEL. UKG
The following material was this day taken as official samples under provisions of the Health and Safety
Code, Division 21, Chapter.2, Article 3, Section 26232. “An authorized agent of the department may
secure any sample or specimen of any food, drug, device, or cosmetic. If the agent obtains any samples
) prior to leaving the premises, he shall leave a receipt describing any sample obtained.”
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Westpro Labs, Inc. 12791 Main Street, and
10422-10428 Stanford Avenue,
Garden Grove, CA 92640

On March 15, 1974, the inspection of Westpro Labs, Inc., at 12791 Main Street,
10422 and 10428 Stanford Avenue, Garden Grove, was made as a follow-up.

Interviewed the following personnel on this date:

l. Gary Macomber, Vice President of Rich Life, Inc.

2. Marshall E. Turley, Production Manager of Rich Life, Inc.

3. Sieu Ung, Quality Control Manager of Rich Life, Inc., and an exemptee
at Rich Life, Inc.

4. Jake Bushong

This inspection obtained the following information:

1. Mr. Macomber stated the following:

a. The manufacturing facilities of Westpro Labs, Inc., except the
manufacturing facility of cosmetic products at 12791 Main Street,
10422-10428 Stanford Avenue, Garden Grove, will be moved
completely to Rich Life, Inc. in El Monte, somtime between March 29,
and April 1, 1974.

b. The manufacturing facility for cosmetic products will be remained at
12791 Main Street, Garden Grove, for at least next 2 to 3 months.

c. Moxie Industries, Inc. had leased the building at 12791 Main Street,
Garden Grove, from "Doctor" Donsbach for cosmetic product manufacturing.

d. The buildings located at 10422 and 10428 Stanford Avenue, Garden Grove,
will be vacated as soon as the manufacturing facilities and warehouse
stocks be removed to Rich Life, Inc. in El Monte.

e. Moxie Industries, Inc. had acquired the manufacturing facilities, brand
names, the securities and all other escrow condition of Westpro Labs, Inc.
as of December 28, 1974.

f. Moxie Industries, Inc. had paid the sum of approximately $500,000.00
for the manufacturing facilities, brand names, the securities and escrow
condition of Westpro Labs, Inc. Mr. Macomber thought that $500,000.00
was reasonable for Westpro Labs, Inc. with the annual gross sales of
approximately $1,200,000.00 in 1973. (See Exhibit 6)

g. Mr. Macomber stated that the versatile and energetic "Doctor" Kurt W,
Donsbach has been well known to the health food industries, and that
"Doctor" Donsbach will be employed by Rich Life, Inc. as a sales consultant
to provide lectures extensively on nutrition and the practical application
of nutrition to the conventions, church groups, social clubs and
organizations.

h. Moxie Industries, Inc. also had acquired the distributorship of "Passport
to Good Health" written by "Doctor" Donsbach.

Mr. Donsbach was an author of "Passport to Good Health", ( Your
Nutritional Guide to Good Living), which he extols the virtues of various
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nutritional products in what he considered as Preventive Organic Medicine,
which coincidentally, are being marketed by Westpro Labs, Inc. (See
Exhibit 7, identified as I.S. No. A-67744)

i. Mr. Donsbach will retain the editing right of a book called "Passport
To Good Health"

j. Mr., William W, Ward will be also employed by Rich Life, Inc.

2. Westpro Labs, Inc. had regularly published an editorial called "Westpro-Gram", -
"As-It-Is" in which Westpro Labs, Inc. also extols the virtues of various
information relative to nutrition and preventive organic medicine. (See Exhibit 8)
Westpro Labs, Inc. had sold a copy of this editorial for ten cents directly
to the consumers in conjunction with the Westpro Labs, Inc. products. (See
Exhibit 1)

Mr. Macomber stated that Moxie Industries, Inc. also had acquired the
distributorship of an editorial.

This inspection revealed the following on this date:

1. Westpro Labs, Inc. had moved the manufacturing facility of protein powder
(mixing, packaging and labeling operation) to 10428 Stanford Avenue, Garden
Grove. Mr, Bushong stated that this change had made to prevent the
possibility of cross contamination caused by protein powder, and as the result
of an inspection made on March 6, 1973.

2. Drug products were being manufactured on the premises without the benefit
of registered pharmacists or exemptees as defined in Sections 4050, and
4050.5, Business and Professions Code, State of California. { 3ee Attachment
2, and Exhibits 9 through 24)

3. Drug products, as defined in Section 26010, Division 21, Sherman Food, Drug,
and Cosmetic Law, California Health and Safety Code, were being manufactured
on the premises. (See Attachments 3,4, and 5, and Exhibits 9 through 24)

This inspection of Westpro Labs, Inc. at 12791 Main Street, and 10422-10428
Stanford Avenue, Garden Grove, California 92640, revealed the deviations from

the Current Good Manufacturing Practice Regulations under the Federal Food, Drug,
and Cosmetic Act, Part 133, Title 21, Code of Federal Regulations, as defined in
Section 26209, Division 21, Sherman Food, Drug, and Cosmetic Law, California
Health and Safety Code, for drugs, among others,as follows: (See Exhibits 1, and 9
through 24)

Section 133.3 Buildings,

1. The buildings not maintained in a clean and orderly manner.

2. The buildings failed to provide suitable storage conditions for drug components,
in-process materials, and finished drug products. '

3. The buildings failed to provide adequate ventilation facilities to minimize
contamination of products by extraneous adulterants, including cr oss-contaminatior
by dust or particles of ingredients arising from the manufacture, storage,
or handling of another products.

Section 133.4 Equipment.
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1.

2.

Equipment used for the manufacture, processing, packing, labeling, holding or
control of drugs not maintained in a clean and orderly manner,

The equipment not adequately cleaned in that all surfaces that come into
contact with a drug product not be reactive, additive, or absorptive so as to
alter the safety, identity, strength, quality, and purity of the drug or its
components.

. The equipment not adequately installed to facilitate adjustment, disassembly.

cleaning and maintenance to assure the reliability of control procedures uniformity
of production and exclusion from the drugs of contaminants from previous and
current operations that might affect the safety, identity, strength, quality,

or purity of the drug.

Section 133.5 Personnel.

1.

2.

The personnel responsible for directing the manufacture and control of the drug not

adequate in number .
The personnel responsibl e for directing the manufacture and control of the drug

not adequate in background of education, training, and experience.

Section 133.6 Components.
1. All components and other materials used in the manufacture, processing, and

2-

3.

4.

packaging of the drug products not stored and handled in a safe, sanitary, and orderly
manner,

Control of components failed to include adequate provision in order to take

a representative number of component containers from each lot, and to have

one or more tests to establish the specific identity.

Representative samples of components liable to contamination or microbial
contamination not appropriately examined.

Representative samples of all components intended for use as an active ingredient
not tested to determine the strength to assure conformance with appropriate

specifications.

5. Components not retested as necessary to assure that they conform to appropriate

8.

7.

specifications of identity, strength, quality, and purity purport to possess.
Appropriate records failed to maintain the following:
a. The identity and quantity of the component, the name of the suppliers,
the supplier's lot number, and the date of receipt not accurate. .
b. Exmainations and tests not performed at all.
c. An individual inventory and record for each component used in each
batch of drug manufactured or processed not accurately retained.
An appropriately identified reserve sample of all active ingredients not retained .

Section 133.7 Master production and control records; Batch production and

control records.

1. Master production and control records , and batch production and control
records not adequately reviewed to assure the products meet the appropriate
specifications, and failed to include the following:

a.A specimen or copy of each label and all other labeling associated with
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the products not included, and failed to review adequately by the
person or persons responsible for approval of such labeling.
b. A description of the container, closures, and packaging and finishing

materials not adequate.
c. Manufacturing and control instructions, procedures, specifications

not adequately described.
2. The batch production and control record prepared for the batch that was

not manufactured at all.

3. The batch production and control record failed to identify lot or control
number assigned on the batch that was not manufactured at all.

4. A record of each significant step in the manufacturing, processing, packing,
labeling, and controlling of the batch not checked adequately.

Section 133.8 Production and control procedures.

1. Production and control procedures failed to provide all reasonbale precautions,
including the following to assure thatthe drugs produced aave the safety,
identity, strength, quality, and purity they purport to possess:

a. Each significant step in the process, such as the selection, weighing,
and measuring of components, the addition of ingredients during the
process, weighing, and measuring during various steps of the processing,
and the determination of the finished yield not adequately checked by
a competent and responsible individual .

b. To minimize contamination and prevent mixups, the equipment, utensils,
and containers not thoroughly and appropriately cleaned, and properly

stored.
c. Appropriate precautions not taken to minimize contamination or cross-

contamination in the production.
d. Adequate in-process controls and sampling procedures not established
at all to assure the uniformity and integrity of the products.
2. Representative samples of all dosage form drugs not tested to determine
their conformance with the specifcations for the products.
3. Adequate procedures not established to do the following:

a. Review and approval of all production.
b. A thorough investigation of any unexplained discrepancy or the failure

of a batch to meet any of its specifications.
c. A wrritten record of the investigation not made at all.

Section 133.9 Product containers and their components.

1. Suitable specifications, test methods, and procedures not used to assure
that containers, closures, and other components are suitable for intended
use.

2. Suitable specifications, test methods, and procedures not established to
assure that containers, closures, and other components not be reactive,
additive, or absorptive so as to alter the safety, identity, strength,
quality, or purity of the drug or its components.
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Section 133,10 Packaging and labeling.

Packaging and labeling operation not adequately controlled to assure that
corrent labels and labeling are used for the drugs, and failed to include

the following:

1. The holding of labels and package labeling upon receipt pending review
and proofing against an approved final copy by a competent and responsible
individual not made to assure that they are accurate regarding identity,
content, and conformity with the approved copy.

2. Restriction of access to labels and packaging labeling only to authorized
personnel.

3. Labeling controls failed to provide strict control of the package labeling
issued for use with the drug.

4, The appropriate records failed to identify the labeling, and the quantities
issued and used.

5. The appropriate records failed to reconcile any discrepancy between the
quantity of drug finished, and the quantity of labeling issued.

6. The appropriate records failed to show the quantities of all excess
package labeling bearing lot or control numbers being destroyed.

7. Packaging and labeling operations failed to provide for adequate
examination or laboratory testing of representative samples of finished
products af ter packaging and labeling to safeguard against any errors
in the finishing operations, and to prevent distribution of any batch until
all specified tests have been met.

Section 133.11 Laboratory controls.

Labo;a,torg controls failed to include the establishment of appropriate
specifications, standards, and test procedures to assure tha t components,

in-processed drugs, and finished products conform to appropriate
standards of identity, strength, quality, and purity as foll ows:

1.The establishment of master records containi ng appropriate specifications

for the acceptance of each lot of drug components, product containers,
and their components used in drug production and packaging and a
description of the sampling and testing procedures used for them.

2. The establ ishment of master records containing specifications and
a description of sampling and testing procedures for in-process drug
preparations.

3. The establ ishment of master records containing a descr iption of
sampling procedures, and appropriate specifications for finished drug
products.

4. Adequate provisions for checking the identity and strength of drug

products for all active ingredients.

5. Adequate provisions for auditing the reliability, accuracy, precision,
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and performance of laboratory test procedures and laboratory
instruments used.

6. A properly identified reserve sample of the finished drug products
(stored in the same immediate container-closure system in which
the drug is marketed) consisting of at least twice the quantity
necessary to perform all the required tests not retained at all.

Section 133.12 Distribution records.

1. Finished goods warehouse control and distribution procedures failed to
include a system by which the distribution of each lot of drug can readily
deter mined to facilitate its recall if necessary.

2. Distribution records failed to include the appropriate lot or control numbers
of the drugs.

3. Finished goods warehouse control failed to include a system whereby the
oldest stock is distributed first whenever possible to assure the quality
of the drug products.

Section 133.13 Stability.

The assurance of the stability of finished drug products not established
at all.

Section 133.14 Expiration dating.

The drugs failed to have suitable expiration dates, if applicable, which

relate to stability tests performed on the products to assure that drug

products liable to deterioration meet appropriate standards of identity, strength,
quality, and purity at the time of use.

This inspection of Westpro Labs, Inc. at 12791 Main Street, and 10422-10428

Stanf ord Avenue, Garden Grove, California 92640, also revealed the deviations

from the B ir Packaging and Labeling Act and Amendments published in Federal Register,
Part 1, Title 21, Code of Federal Regulations, as defined in Section 26438, Division

21, Sherman Food, Drug, and Cosmetic Law, Cal ifornia Health and Safety Code,

for drugs, among others, as follows: (See Exhibits 4, and 9 through 24)

Labels and all other labeling associated with drug products failed to include
the following:
1. Adequate direction for use. (See Attachments 6 and 7)
2. Inconspicuous name of the products.
3. The quantities of all the active ingredients.
4, Appropriate war ning or caution statement.
5. A qualifying phrase, such as "Distributed by...." or "Manufactured
for and distributed by...."
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No attempt was made during this inspection to provide the Report of Observations
since the management stated that the manufacturing facilities of Westpro Labs, Inc.
will be moved to Rich Life, Inc. in El Monte. However, the aforementioned
deviations were verbally discussed with the management.

Management stated the following relative to the deviations cited:

1. All the drug products, including dietary supplements, previously
manufactured by Westpro Labs, Inc. will be volutarily quarantined, and
tested to assure the safety, identity, strength, quality, and purity of
the products purport to possess prior to the distribution as soon as
the manufacturing facilities of Westpro Labs, Inc. are relocated.

2. Numerous deviations from the Current Good Manufacturing Practice Regulations
will be corrected to comply. (See Attachment 7)

3. Labels and all other labeling associated with the Westpro Labs, Inc.
products will be reviewed immediately to comply.

4, Ms. Nana Kraus, complainant, will be contacted immediately. (See
Attachment 8)

Management was requested to provide the following: (See Exhibits)

1. A copy of Drug Manufacturing License retained by Westpro Labs, Inc. at
12791 Main Street, Garden Grove, Cal ifornia 92640, that had expired
on January 17, 1974.

2. A copy of application for consent to transfer securities subject to legend
or escrow condition, and certification from the Secretary of Westpro Labs,
Inc.

3. Appropr iate master production and control records.

4, Appropr iate batch production and control records.

5. Appropriate packaging and labeling records.

6. Representative samples.

7. Appropriate inventory records.

8. Appropriate distribution records.

9. Appropr iate laboratory control records, if any.

10. Appropriate gurantees issued by the suppliers, if any.

11. Appropriate labeling or labeling exemption agreements, if any.

12. Appropriate labels and all other labeling associated with the products
to be sampled.

13. Brochures, catalogs, circulars, or price lists, if any.

14. A book called "Passport To Good Health" written by Kurt W. Donsbach.

15. A copy of an editorial called "Westpro-Gram", "As-It-Is",published by
Westpro Labs, Inc.



Westpro Labs, Inc,
Mr. Bushong stated that all the records as listed above will be photocopied , and
ready in approximately two to three days.

A follow-up inspection was tentatively scheduled to be made on Thursday,
March 21, 1974.
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Westpro Labs, Inc. 12791 Main Street, and
10422-10428 Stanford Avenue,
Garden Grove, CA 92640

On March 13, 1974, at approximately 10:00 hours, this inspection was made as
the result of an "Assignment Memorandum", dated January 30, 1974.
(See Attachment 1)

Westpro Labs, Inc. had manufactured products at three separate buildings located
at 12791 Main Street, 10422 and 10428 Stanford Avenue, Garden Grove, California.
(See Exhibit 1)

l. The building located at 12791 Main Street, Garden Grove, primarily consisted
of the following:
. Office
. Component storage
. Weighing room
. Granulation process
. Drying process
Tableting or compressing process
. Coating process
. Packaging and labeling operation
i. Cosmetic product manufacturing process
j. Finished product storage
k. Shipping and receiving
2. The building located at 10422 Stanford Avenue, Garden Grove, consisted
of the following:
a. Office (warehouse control and sales)
b. Labeling storage
c. Finished goods warehouse
d. Returned goods warehouse
e. Shipping and receiving
f. Cosmetic goods warehouse
3. The building located at 10428 Stanford Avenue, Garden Grove, consisted
of the following:
a. Component storage
b. Protein powder packaging and labeling operation
¢. Shipping and receiving

TQ 0 0T

Westpro Labs, Inc. was registered as a California Corporation. Products had
been marketed under the Westpro Labs, Inc., the Metabolic Products, Star
Brand, and Exquisite (cosmetic products) labels. This firm was also a private-
label manufacturer, and had distributed products under numerous other labels.
(See Exhibits 2, 3, and 4)
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Interviewed the following personnel on this date at 12791 Main Street, Garden
Garden Grove:
l. Mrs. Elyse M. Donsbach, formerly Vice President of Westpro Labs, Inc.
2. William W, Ward, formerly Secretary and Treasurer of Westpro Labs, Inc.,
and currently with Rich Lfe, Inc., a subsidiary of Moxie
Industries, Inc.
3. Jake Bushong, formerly Production Manager of Westpro Labs, Inc., and
currently with Rich Life, Inc., a subsidiary of Moxie
Industries, Inc.

The inspection at 12791 Main Street, Garden Grove, obtained the following
information:

l. On the above date, at approximately 10:30 hours, Mrs. Elyse M. Donsbach
stated that Westpro Labs, Inc. had been legally acquired by Moxie Industries,
Inc. as of December 28, 1973. She further stated that Mr. John P. King, Jr.,
of Nagel, Regan & Davidson Inc., at MacArthur Plaza, 4299 MacArthur Boulevard,
Newport Beach, California 92660, (Telephone: (714) 833-8151), was an attorney
and had involved in the preparation of an application for consent on transfer of
the securities or escrow condition of Westpro Labs, Inc.

Mrs. Donsbach was quite receptive to this inspection, and stated that she

was not certain at this time as to whether the cosmetic products previously
manufactured and the brand name used by Westpro Labs, Inc. had been

acquired by Moxie Industries, Inc.

Mrs. Donsbach also stated that she did not have anything to do with Westpro
Labs, Inc. any more, and Mrs. Donsbach had left the premises at approximately
11:00 hours. (See Exhibit 2)

2. Mr. Jake Bushong stated that Mr. Sieu Ung was an exemptee, State Board of
Pharmacy Exemption Certificate # 1106, of Rich Life, Inc., and actually working
at Rich Life, Inc., 4441 North Baldwin Avenue, El Monte, California 91734,
and that Mr. Ung occasionally, probably once every two to three days, came
to Westpro Labs, Inc. since Moxie Industries, Inc. had acquired the manufacturing
facilities of Westpro Labs, Inc. in December last year.

This information was al so obtained directly from both Mr. Marshall E. Turley,
Production Manager, and Mr. Sieu Ung, Qual ity Control Manager of Rich Life,
Inc. when they were contacted by phone.

This information was, however, quite contrary to what the application, submitted
to Food and Drug Section on January 18, 1974 by Moxie Industries, Inc., had
indicated in that Mr. Ung was as an exemptee, and a person responsible for
drug manufacturing operation at Westpro Labs, Inc., 12791 Main Street,

Garden Grove, California 92640. (See Exhibit 5 and Attachment 1)

3. Mr. Bushong also stated that Moxie Industries, Inc. was a parent corporation
of Rich Life, Inc., and that the manufacturing facilities of Westpro Labs, Inc.
at 12791 Main Street, and 10422-10428 Stanford Avenue, Garden Grove, except
the manufacturing facility of cosmetic products, will be moved to Rich Life, Inc.,
444] North Baldwin Avenue, El Monte, sometime between March 29, 1974
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and April 1, 1974,

In the view of this situation, no attempt was made during this inspection to
provide the Report of Observations nor to verify any of the improvements which
management claimed to have made in production procedures at this time.

4, Mr. William W. Ward was a former corporate Secretary and Treasurer of Westpro
Labs, Inc., and currently joined Rich Life, Inc. in Whi ttier Office as a part of
business transaction between Rich Life, Inc., a subsidiary of Moxie Industries,
Inc. and Westpro Labs, Inc. Mr. Ward stated that he did not have any corporate
position or title with Rich Life, Inc. at this time, but that he had owned approximately
ten per cent of stocks in both Westpro Labs, Inc. and the building located at
12791 Main Street, Garden Grove.

Mr. Ward further stated that as far as he knew as a Corporate Secretary and Treasurer
of Westpro Labs, Inc., there was no corporate or corporate officer changes had
been made until Moxie Industries, Inc. had acquired the manufacturing facilities
of Wespro Labs, Inc. on December 28, 1973. (See Exhibits 2, and 3)
A certified copy of statement by domestic corporation, provided by Secretary of
State of the State of California, indicated that Westpro Labs, Inc, had the following
corporate officers , (See Exhibit 3) , as of January 25, 1973:
1. Kurt W, Donsbach, President .
2. Elyse M. Donsbach, Vice President
3. William W, Ward, Secretary and Treasurer

5. Mr. Ward also stated that the manufacturing facilities of Westpro Labs, Inc.,
except the manufacturing facility of cosmetic products, will be moved to Rich
Life, Inc. in El Monte, and that Rich Life, Inc. had leased the building located
at 12791 Main Street, Garden Grove, temporarily from "Doctor" Donsbach for
cosmetic product manufacturing.

A follow-up inspection may be deemed necessary at this time.



STATE OF CALIFORNIA—DEPARTMENT OF PUBLI~ "{EALTH
BUREAU OF FOOD AND DRUG

I.S. N? A 67746

Sold as OTC drug

Obtainedon_______March 21 1974  at 1630  ¥¥X

p.m.

Label (copied in part)ENZAID, A digestive Aid, 100 tablets, Lot No, 730521, Distributed

by Mmx Metabolic Porducts 12975 Main St., Garden Grove, Celif, 92640

Dealer Westpro Labs, Inc./ Legal Status_COTPe

Address 12791 Main St., and 10422-10428 Sranford Ave,, City_Garden Grove, CA 92640
I

License No.___40299 County___Orange
Salesman Marshall E. Turley _Price Paid__None, Payment Refused Togo
Guarantor. own
Name (Make three copies of Invoice and attach)
Address ditto above Cﬂgy__
Inventory on Hand _Undetermined __Amount Sampled_8_bottle, 100 tablets/btl, |

Quarantine Established None, )
( Amount, size of container and codes)

Reason for Quarantine Ll et e
Where Stored mooan , .
oro Store JUN T Z 1574
@@},‘/ MEMORANDUM TO LABORATORY OR FOR CHIEF'S CITATION
4 AU Laboratory No M@Zq‘f Chief’s Citation No

A
W Amount of Sample Submitted 1 _bottle, 100 tabs o /Rkal and Hold for Evidence__YeSe

Reasons for Sampling Compliance sample, Check for the concentration of declared

ingredients that can be readily determined,

Adulteration x Misbranding X False Advertising X
Analysis Requested: Chemical x Microscopic Macroscopic
Insect Infestation Other Filth
Bacteriological | Serological Organoleptic

. Immediate Attention Yes, Product Is Perishable No.

Co]]ected bV ;t‘ A M/ _— LOA.

i
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STATE OF C}ALIFO,RN!A--’-DEPARTMENT OF PUBLIC HE*J TH
*  REAU OF FOOD AND DRUG

l.S. N? A 66451

Sold as____Dietary supplement

Obtained on___March 6 1973 at 1300 ?“g
? ? p.m.

Label (copied in part)Formula LB, “Food for special dietary uses", 200 tablets, Lot No.

127157, Hestpro Labs, Inc. Gerden 8@z Grove, Calif, 92640
Dealer______Westpro Laboratories, Inc. Legal Status_COrPs
Address—_ 12791 Main Sta, ar City_Garden Grove 92640
License No.____40299 4 County. Orange
Salesman ____Kurt W. Donsbach Price Paid_Nonea  Payment Refused _Tefe

Guarantor_ X¥¥muX Linwilco.Laboratories, Inc. See attached invoice No, 11941

Name (Make three copies of Invoice and attach)

Address

s

] 1 bottle, 100 tabs./btl. Amount Sampl 1 e, 20 b. btl
120 btls., 200 tabs./btl,
Quarantine Established _ Noneo

Inventory on Han

(Amount, size of container and codes)

n for tine e - -
Reazon for Quacen TITTRIET

- Where Stored — LU ¢ oo
; @M" MEMORANDUM TO LABORATORY OR FOR CHIEF’S CITATION -~ < I/
7//’1 3 Laboratory NO.M Chief’s Citation No
A

Amount of Sample Submitted 1 bottle,200 tabs./ltdkeal and Hold for Evidence____YeSe

Reasons for Sampling Compliance sample, Check for the concentration of declared

ingredients that can be readily determined,

Adulteration X Misbranding X False Advertising
Analysis Requested: Chemical S Microscopic Macroscopic.
Insect Infestation Other Filth

Bacteriological | Serological Organoleptic
Immediate Attention Yes, Product Is Perishable _No,

Collected by. . / ,A‘Z/

L‘A.

xupuurxx 2168 Newport Blvd., City__Costa Mesa, Calif, 92627



SOUTHERN CALIFORNIA LABORATORY

STATE OF CALIFORNIA (213) 620-4610 1449 Temple Street, Room 101
HEATTH AND WELFARE AGENCY P, 0. Box 30327, Terminal Annex
DEPARTMENT OF HEALTH __Los Angeles, Czlifornia 90030

Lab. No. LA-__ 7999
I.S. No. A 66451
FOOD AND DRUG REPORT

Date Samples Received by Lab: 3/12/73 Number of Samples Received: 1

Sold as : Dietary Supplement

Formula IB "Food for Special Dietary Uses'", 200 Tablets, Lot # 127157

Label Westpro Labs., Garden Grove, California 92640

Dealer : Westpro Laboratories, Inc.
12791 Main Street and/or 10422-10428 Stznford Ave, Garden Grove, CA

Inspector: x. sun’

Contents - 218 tablets

Vitemin B, - 3.2 mg/2 tablets =
Vitamin C - 80.3% mg/?2 tablets

Manganese ~ 21.6 mg/2 tablets = J8B/p

DEP: T}
7/26/13

FORMULA LB

o Mlnlmum dally requlremant notestablished. \
*‘* Naed lmhuman nutritlon not. estabushed 4

“FOOD FOR sgsclAL
DIETARY USES”

200 TABLETS $7.00




STATE OF CALIFORNJA—DEPARTMENT OF PUBLIC  ALTH
BUREAU OF FOOD AND DRUG

.S, N? A 66456

Sold as Dietary supplement

Obtained on March 6 19.73, gt 1300
, , o,

Label (copied in part) One«Per, An all Natural Multiple Vitamin & Mineral Complex, 90 tablets,

Lot No., 37218, Westpro Labs,, Inc., Garden Grove, Calif. 92640

Dealer Westpro Laboratories , Inc, Legal Status__COIPs

Address_ 12791 Main St., and/or 1042210428 Stanford Ave,, City_Garden Grove 92640

License No 40299 County._Orange
Salesman Kurt ¥, Donsbach Price Paid None. ___ Payment Refused _LaSa
an Austra Chemicals, Ince See attached Invoice No, 282
G tor. Name . ’ (Make thres copies of Invoice and attach)
Add 18130 Mt, Washington, : City_Fountain Valley 92708
97 btls,, 30 tabs./bkl,
Inventory on Hand 69 btls., 90 tabs./btls. _ Amount Sampled 2 bottles, 90 tabs./btl.
3 i No Iy T -
Qua‘xanhne Established fone (Amount, size of container and codes) I :\T‘a f-: v
f uarantine__=== B B
Reason for Q JUTTE iﬁ_g
Where Stored — Lol
W 5 MEMORANDUM TO LABORATORY OR FOR CHIEF'S CITATION
\ | 4 /{ Laboratory No.____m Chief’s Citation No
%

Amount of Sample Submitted? bt15.,90 tabs,/btiReseal and Hold for Evidence_Yes.

Reasons for Sampling Compliance sample,

declared ingredients that can be readily determined.
Adulteration. X Misbranding %X False Advertising
Analysis Requested: Chemical x Microscopic Macroscopic
Insect Infestation Other Filth
Bacteriological Serological Organoleptic
Immediate Attention Yes. Product Is Perishable No.

Collected by — ,/ w

L.Ae




SOUTHERN CALIFORNIA LABORATORY

STATE OF CALIFORNIA (213) 620-4610 1449 Temple Street, Room 101
HEATTH AND WELFARE AGENCY P. 0. -Box 30327, Terminal Annex
DEPARTMENT OF HEALTH Los Angeles, California 90030

I.S. No. A;___§§i§§
FOOD AND DRUG REPORT

Date Samples Received by Lab: 3/12/73 Number of Samples Received: 2

Sold as : Dietary Supplement
One-Per, An All Natural Multiple Vitamin & Mineral Compleg - 90 Tablets

Label : Lot # 37218 Westpro Labs., Inc., Garden Growe, California 92640

Westpro Laboratories

L 12791 Main Street, and/or 10422-10428 Stanford Avenue, Garden Grove, CA
Inspector: K. Suh

Contents - 90 tablets (2 chipped)

Vitamin A - 19,000 USP units per tablet ©

Vitamin C - 4 mllllgrams per tablet ww

Iron -

,{za; o i
DEP—FEK%;\
6/29/73
vnwm@mumm
y COMPLE X
37218 ° :

67;01:!. L4 @nnln/
90 TABLETS $9.00




STATE O~ CALIFORNIA“—DEPARTMENT OF PUBLIC  ‘ALTH
BUREAU OF FOOD AND DRUG

l.S. N9 A 66459

Sold as Dietary supplement

Obtained on March _ 6 , 1973 at 1300 %ﬁ

Label (copied in part) Complete

Labs.g InCo, Garden Gtovg;a_cﬂlif_am

Dealer Westpro Laboratories, Inc. Legal Status___Corpa.

Address_ 12791 Main St,, and/or 10422-10428 Stanford Ave., City Garden Grove 92640

License No 40299 CountyQOrange
Salesman Kurt W, Donsbach Price Paid _None. _ Payment Refused raga
Guarantor Linden Laboratories, Inc, Se
Name . (Make three copies of Invoice and attach)
Address 3353 Grosvenor Blvd,, City_LeAa, Cao 90066

26 btls., 360 caplets/btl, .

Amount Sampled 1 Ptles 180 caplets/btl.

Inventory on Hand

»

Quarantine Established ___"0nee — FIOTIFIED
Reason for Quarantine — UL 121073
Where Stored -os
‘ MEMORANDUM TO LABORATORY OR FOR CHIEF'S CITATION
@ﬁl ' / /; Laboratory No M ?900'7 Chief’s Citation No._
v

2" Amount of Sample Submitted L btles180 caps./btlxeseal and Hold for Evidence___YeSo

Reasons for Sampling ___Co®mpliance sample, Check for the concentrations of

declared ingredients that can be readily determined,

Adulteration x Misbranding X False Advertising
Analysis Requested: Chemical ¥ ___ Microscopic Macroscopic
Insect Infestation Other Filth

Bacteriological Serological Orgémolepﬁc
Immediate Attention Yes. Product Is Perishable No.
Collected by /‘8 x\;éj — [ ,/4—.

T

Inspector District
(8-1.52) FORM 446-202 ATTACH ADDITIONAL DATA IF NECESSARY 65915-450 8-72 2M TRIP @ OsP



SOUTHERN CALIFORNIA LABORATORY

STATE OF CALIFORNIA (213) 620-4610 1449 Temple Street, Room 101
HEALTH AND WELFARE AGENCY P. 0. Box 30327, Terminal Annex
DEPARTMENT OF HEALTH Los Angeles, California 90030

Lab. No. LA~ 7987
I.S. No. A 66459
FOOD AND DRUG REPORT

Date Samples Received by Lab: 3/12/73 Number of Samples Received: 1

Sold as : Dietary Supplement
Label . Complete Food Supplement, 180 caplets - Lot # 214202 - Westpro Labs.,
abe * Garden Grove, California

Dealer : Westpro Laboratories, Inc.
12791 Main Street, and/or 10422-10428 Stanford Avenue, Garden Grove, CA
Inspector: . sun

Contents - 179% tablets

Iron - 28.5 mg/6 tablets
Vitamin A - 22,000 USP units/6 tablets w%% @{ 4 a
Vitamin C - 409 milligrams per 6 tablets . %@% %

it Al 4. Lmtaoe
6/29/73

COMPLETE ‘F0D
‘SUPPLENENT

A Natural Organic Vitamin Minera;
complex in a Base of Parsley, Rose
y Hips, Bone Meal, Alfalfa and .
Foenugreek.

180 CAPLETS $9.50



STATE OF “ALIFORNIA—DEPARTMENT OF PUBLIC  ALTH
BUREAU OF FOOD AND DRUG

LS. N? A 66463

Sold as Dietary supplement

Obtained on March 6 ,19_73 at 1300 m

Label (copied in part)_All,
Grove, Calif, 92640

Dealer_ ¥Westpro Laboratories, Inc, Legal Status__COTpPeo

Address_ 12791 Main St., and/or 10422-10428 Stanford Ave,, City_Garden Grove 92640

License No 40299 County_Orange
Salesman __¥urt W, Donsbach Price Paid None, Payment Refused _Tefe
Guarantor___O¥R
- Name (Make three copies of Invoice and attach)
Address ditto above City
19 btls,., 500 tabs./btl,
Inventory on Hand 62 btls., 100 tabs./btl. Amount Sampled 1 bottle, 250 tabs./btl.
Quarantine Established None. ey EED
(Amount, size of container and codes) LN L
Reason for Quarantine o=c JUL 181973
Where Stored i
@ 6 " MEMORANDUM TO LABORATORY OR FOR CHIEF'S CITATION
- Laboratory No Lﬁ? 77 ,/ Chief’s Citation No
Amount of Sample Submitted 1 bt1.,250 tabs./btlReseal and Hold for Evidence Yes.

Reasons for Sampling Compliance sample, Check for the concentrations of

declared ingredients that can be readily determined.

Adulteration X Misbranding X False Advertising
Analysis Requested: Chemical X Microscopic Macroscopic
Insect Infestation _ Other Filth

Bacteriological Serological Organoleptic
Immediate Attention Yes, Product Is Perishable No,

Collected by Al o / o ] [ A



SOUTHERN CALIFORNIA LABORATORY

STATE OF CALIFORNIA (213) 620-4610 1449 Temple Street, Room 101
HEALTH AND WELFARE AGENCY P. 0. Box 30327, Terminal Annex
DEPARTMENT OF HEALTH Los Angeles, California 90030

Leb. No. LA- 7991
I.S. No. A__66463

FOOD AND DRUG REPORT

Date Samples Received by Iab: 3/12/73 Number of Samples Received: 1
S0ld as : Dietary Supplement
Label . Al11, 250 Tablets, Lot # 2614, Westpro Labs, Icn., Garden Grove, CA
Westpro Laboratories, Inc.
Dealer : 15797 Main Street, and/or 10422-10428 Stanford Avenue, Garden Grove, CA
Inspector: K. Suh
Contents - 250 tablets
Vitemin C - 96 milligrams per 2 tablets
Iron - 23 mg/? tablets
Vitamin A - 8000 USP units per 2 table‘bse§§$

494 4
Pl gt~ %/Mw AZ Aporaonr

WRS-FEK-MAW: j
6/29/73

“Iron (Fumemte) . 15%
~«COpper. (Gluconate) 2 Mg.
05 ;

Natural, Organic Vitamins and .
Minerals In a Base of Rhubarb
Root, Parsley, Licorice, Foenu-
greek, Rose Hlip, Papaya Extract,
Bone Mea! and Atfaifa.

250 TABLETS  $7.50
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STATE OF CALIFORNIA—DEPARTMENT OF PUB! ‘C HEALTH
BUREAU OF FOOD AND DRUt

LS. N9 A 66464

Sold as OTC drug

Obtained on March 6 , 1973, at_1300 gfg&

Label (copied in Pm)Pan Enz 500, M P, 100 tablets, Lot No. 2702, H¥x Metabolic Products,

Division of Westpro Labs.,, Inc,, Garden Grove, Calif. 92640

Dealer Westpro Laboratories, Inc, Legal Status__COrPe

| Address. 12791 Main St., and/or 10422-10428 Stanford Ave,, City__Garden Grove 92640

License No 40699 County__Orange
Salesman Kurt ¥, Donsbach Price Paid__Noneo Payment Refused ___TFofe
own
G tor Name (Make three copies of Invoice and attach)
62 btls., 100 tabSo/btlo 1 btl 100 tabs,./btl,
Inventory on Hand 37 peiso5—250—tabssfbtis—Amount Sampled °9 /
. . None,
Quarantine Established : e —— ———— ISTIEIED
™ g = i‘a“v:l"") ARt
Reason for Quarantine
JUN 7 4
Where Stored_ L1573
) W MEMORANDUM TO LABORATORY OR FOR CHIEF'S CITATION
3 LATT92 Chiefs Citati
v Laboratory No Chief’s Citation No
Amount of Sample Submitted 1 Pt10,100 tabs./btigseal and Hold for Evidence  ¥x_Yes.
Reasons for Sampling ___Compliance sample, Check for the concentration of
Pancreatin,
Adulteration x Misbranding x False Advertising
Analysis Requested: Chemical X Microscopic Macroscopic
Insect Infestation Other Filth
Bacteriological Serological Organoleptic
Immediate Attention Yes., Product Is Perishable No.,

Collected by — 7( w _— _[. 4.




SOUTHERN CALIFORNIA LABORATORY

STATE OF CALIFORNIA (213) 6204610 1449 Temple Street, Room 101
HEALTH AND WELFARE AGENCY P. 0. Box 30327, Terminal Annex
DEPARTMENT OF HEALTH _ LgsAngeles1 California 90030

Lab. No. LA-__ 7992

IaSa NO. A____6_6£'_6__4

FOOD AND DRUG REPORT

Date Samples Received by Lab: 3/12/13 Number of Samples Received: 1
Sold as : OTC Drug

Pan Enz 500 - M P - 100 Tablets -~ Lot #2702 -Metabolic Products = Div.
Label :  of Westpro Labs., Inc., Garden Grove, California 92640
Dealer : VWestpro Laboratories

12791 Main Street and/or 10422-10428 Stanford Avenue, Garden Grove, CA
Inspector: K. Suh

Contents - 100 tablets/bottle

Lipase - 28 units/tablet

Amylase - 1900 units/tablet

Protease - 280 mg N.F. strength Pancreatin/tablet
Pancreatin - 280 mg N.F. strength Pancreatin

based on the protease activity/tablet

i (i

PTC:rj
5/31/7%




STATE QF CALIFORNIA—DEPARTMENT OF PUBL.C HEALTH
BUREAU OF FOOD AND DRUC

LS. N? A 67726

Obtained on March 21, ,1974 o 1630  m.
March 26, 1974 1630
Label (copied in part) Labeled as "Potassjum, Magnesium and B-6", "Lot #731106",sampled from
bulk, _ Manufactured by Westpro Labs; Inco, 12791 Main St,, Garden Grove, CA 92640
Dealer Westpro Labs, Inc, Legal Status_COTPe
Address 12791 Main St., and 10422-10428 Sganford Ave,, City_Garden Grove, CA 92640
License No 40299 County Orange
Salesman Marhsall Turley Price Paid__NoM®s __ Payment Refused _____TFe8e_
Guarantor. Own See attached
Name (Make three copies of Invoice and attach)
Address Ditto above City.
6

Inventory on Hand__@JD_t.tl;e_sa_lQ.Q_tﬂme_tl&Amount Sampled_Approx, 35 tabs. on 3/21/74

2 bottles, 100 tabs./btl. on 3/28/7
Quarantine Established 161 bottles, 100 tablets/btl,, Lot #731106,
(Amount, size of container and codes)
Reason for Quarantine Adulterated and misbranded
Westpro Labs, Inc,

Where Stored 12791 Main St., Garden Grove, CA 92640
@ ,(rﬂ"?‘f% MEMORANDUM TO LABORATORY OR FOR CHIEF’S CITATION o :
4,14’7 J Laboratory No._<#2 7275 Chiefs Citation No P 25197,
@ ' Approx, 35 tabs, and
Am uﬁ(of Sample Submitted2_bottles, 100 tabsHdedland Hold for Evidence__YesSe
Reasons for Sampling_____Compliance samples,  Check for the concentration of

declared ingredients; K (elemental), Mg, and B-6,
atch production and -control records, one tablet

n of Tartar),

Adulteration_ b4 Misbranding X False Advertising i
Analysis Requested: Chemical X Microscopic Macroscopic
Insect Infestation Other Filth .

- Bacteriological Serological Organoleptic

Immediate Attention ______ Yes. _Product Is Perishable No,

Collected by . X‘/, M/ — L.A.




¥

STATE OF CALIFORNIA
HEALTH AND WELFARE AGENCY

h]

SOUTHERK CALIPORNIA LABORATORY
1449 Temple Street, Room 101

DEPARTMENT OF HEALTH (21 3) 620-3376 P. 0. Box 3032Tm Terminal Annex
Los Angeles, Califormia 90030

FCOD 4RD DRUG REPORT

Lab. No. LA 9275

I, S. N0, A67726

Date Samples Received by Lab: 4/12 &4/15/74 Number of Samples Received: 1 and 2

Sold As : Rx-drug

Label : Labeled as "Potassium, Magnesium and B-6", Lot #731106, sampled from

bulk, Manufactured by Westpro Labs, Inc.

Dealer : Westpro Labs, Inc., 12791 Main Street, Garden Grove, California 92640

Inspector: K. Suh

Small Bulk Bottle:

Magnesium
Vitamin B-6
Large Bottle of 100: Potassium

Magnesium

Vitamin B-6

A phr—

WRS:MWC:dlj
4/25/74

425 4g/4 tablets
quivalent to 505 mg

" Potassium Bitartrate/tablets)

205 mg/4 tablets
56 mg/4 tablets
415 mg/4 tablets
(equivalent to 495 mg :
Potassium Bitartrate/tablets)

205 mg/4 tablets

53 mg/4 tablets



STA1 7 CALIFORNIA—DEPARTMENT OF PUE HEALTH
C BUREAU OF FOOD AND DRUG

Obtained on__March 21, 1976 441630 ihg
7 4 p.m.

Label (copied in part) Two Per, 180 tablets, Lot # 730428, Star Brand, 10428 Stanford Ave.,

Garden Grove, CA 92640

Dealer Hestpro Labs, Inc. Legal Status__ COTP.
Address 12791 Main St., and 10422-10428 Stanford Ave,, Cjty Garden Grove, CA 92640
License No 40299 County_Orange
Salesman Marshall fxex Turley Price Paid None. Payment Refused _ Te8e
Guarantor Own See attached.
Name (Make three copies of Invoice and attach)
Address Ditto above City
Inventory on Hand Undetermined _Amount Sampled 1 bottle, 180 tabs./btl.

Quarantine Established __Noneo -
(Amount, size of container and codes)

Reason for Quarantine it T
Where Stored == To T
@W YK MEMORANDUM TO LABORATORY OR FOR CHIEF'S CITATION  ~* ~ -
W v Laboratory No. LAAZT & Chief’s Citation No

Amount of Sample Submitted 1 btl.,180 tabs./btReseal and Hold for Evidence Yes.
oncentration of

Adulteration X Misbranding X False Advertising
Analysis Requested: Chemical X Microscopic. Macroscopic
Insect Infestation : Other Filth

Bacteriological | Serological Organoleptic
Immediate Attention Yes, Product Is Perishable No.

Collected by o //f/ . /jéizb - LoAo




i A
" N

SOUTHERN CALIFORNIA LABORATORY
STATE OF CALIFORNIA ('213) 620-3376 1449 Temple Street, Room 101
HEALTH AND WELFARE AGENCY : P, 0. Box 30327, Terminal Annex
DEPARTMENT OF HEALTH Los Angeles, Califormia 90030

I.S. No. A 67721
FOOD AND DRUG REPORT

Dete Samples Received by Lab:__ 4/12/74 Number of Samples Received: 1

Sold as : Drug

Label ¢ Two Per, 180 tablets, lot #730428, Star Brand

Dealer : Westpro Labs, Inc., 12791 Main St., and 10422-10428 Stanford Ave.,
Garden Grove, CA 92640

Inspector: K. Suh

181 tablets

\%’/ 110 mg per 2 tablets %
é/}!. {? ‘ } per 2 tablets @M

Contents:

Vitamin C:

Iodine (as KI) :

Iron: mg per 2 tablets

Gl A
| WWZ,W Harerlse

MWC: PTC:d1j
6/20/74

‘DIRECTIONS: ] - -
-As a dietary supplement two tablets daily. Glutamic Acid 25 mg.
EACH TWO TABLETS CONTAINS: Bone Meal 87 mg.
Vitamin® M.D.R. lrol; (I;fenomd Fumerate) . 7%

A-(Water Sol.) 25000 USP Units  625% ullcres . .7 mg.
D'(lrr. Ergost.) 400 USP Units  100% mzm:;em (((?mder)m S Zf mg. : .
BALANCED B COMPLEX FACTORS: CO"B‘ y Glu‘»mconm) 33 mg.
B-1 (Thiamine HCL) 25 mg. 2500% opper -25 mg.

h e Zinc (Gluconate) .18 mg.
B-2 (Riboflavin) 25 mg. 2083% " o

Pyridoxine HCL) 2 e lodine (Potassium

B6 (Pyridoxine 5 me. lodide) olmg  100%

B-12 (Cobal. Conc.) 50 meg. * * Phosphorus (Bone Meah) 13mg.  1.7%

C (Ascarbic Acid) 150 mg.  500% ) <alei ‘o
inositol . 2S0mg * o ) ! - » Calium (pone Meah) - 29 s
Cholinc Bitartrate . 150 mg. N . S ) ) . . Biotin 2meg ¢ .

Methionine dl . 50mg. ¢
Rutin 25mg. * L “ i
Niacinamide 100 mg. 1000% In a base g Alfalfs, Sl N
Pantothenic Acid 25 .s Parsley, Kelp and Lecithin, i
Ticami _ AR STAR BRAND M.D.R, - Minimum Daily Requisite.
Vitamin E (Water Sol.) 12.5 L.U. * Need in humen mutrition mat cseablished
‘] i ¥t .
Gitrus Bioflavonoid Con. 25 e 10428 Stanford Avenue o *MD R, not eomlished. -
Hesperidin Complex Smg * Garden Grove, California 92640 A special sugar free coating, with

Betaine HCL - - 25 o * excipients.




STAT F CALIFORNIA—DEPARTMENT OF PUEH HEALTH
BUREAU OF FOOD AND DRUG

LS. N°¢ A 67728 March 21, L1974

Obtained on 1630 s

» at p.m.

Sold as OTC drug

Label (copied in part) Brand of Acetaminophen with Time release plus Vitamin C potassium,

3
Magnesium, Zinc Analgesic, 100 tablets,Lot # 3230, Produced for Alacer Corp.,Buena Park,
calif. 90620

Dealer Westpro Labs, Inc. Legal Status Corp,
Address 12791 Main St., and 10422-10428 Stanford Ave.',City Garden Grove, Ca., 92640
License No 40299 County Orange
Salesman Marshall Tyuley _Price Paid__Noneo Payment Refused Fofo
Guarantor. Own See attached, N
Name (Make three copies of Invoice and attach) .
Address Ditto above City__.
Inventory on Hand Undetermined Amount Sampled 1 bottle, 100 tabs./btl,
i i None
Quarantine Established : e ———— IR
Reason for Quarantine____ ==~ A.P,f? e
Where Stored ==
Q i X MEMORANDUM TO LABORATORY OR FOR CHIEF'S CITATION
A (A2 iof's Citati
A v Laboratory No.. &=/ t & : Chief’s Citation No
/

ol Amount of Sample Submitted! bottle, 100 tabs,/Rédel and Hold for Evidence Yes,

Reasons for Sampling ____Compliance sample, Check for the concentration of declared

—ingredients that can be geadily determined,

Adulteration X Misbranding b4 False Advertising X
o Analysis Requested: Chemical X Microscopic Macroscopic

Insect Infestation Other Filth

Bacteriological Serological Organoleptic

Immediate Attention Yes. Product Is Perishable No.

Collected by .ol L.

L i | L
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STATE OF CALIFORNIA SOUTHEERF CALIFOENIA LABORATORY

HEALTH AND WELFARE AGENCY 1449 Temple Street, Room 101
DEPARTMENT OF HEALTH (213) 620-3376 P. 0. Box 3032Tm Terminal Annex

Los Angeles, California 90030

Lab, No. LA 9277

I. S. NO, A67728

FCOD AND DRUG REPORT

Date Semples Received by Lab: 4/12/T4 Number of Samples Received: 1 (one)
Sold As : OTC Drug
Label : Brand of Acetaminophen with Time release plus Vitamin C potassium,

Magnesium, Zinc Analgesic, 100 tablets, Lot #3230
Dealer : Westpro Labs, Inc., 12791 Main Street, and 10422-10428 Stanford Avenue
Garden Grove, California 92640

Inspector: K. Suh
T
/. \
\
[
| \_

b

!
Contents: § W ,3«%/ J00 tablets
LN

7
‘ Vitamin C: % @ 270 mg per tablet
AN
Potassuim: W 25 mg per tablet
Magnesium: 26 mg per tablet

MWC:WRS:d1l}j
4/24/74 SO,
- Ao W
! . ® D i R W O
= )| %35 ... §8 _ B%E2e g% 2388
1 p | ¥ a 20 .c;; € g g;hgg ‘.7“.’*»0 gesg 85 éoy’s“‘
R e e g 3 b of X @
2550 oo £ E 5 2 =5 € 383 §7 g8
BRAND OF ACETAMINOPHEN EEE EEE © £ e ﬁ.zlum< 4 JoZ - ’Lgogi
WITH TIMED RELEASE wg®e w©vL® > % gog = 38 %33 828 38209
pus  VITAMIN © ST. .22 f 2,589 = 380 S8 8533
Potassium, Magnesium, Zinc Do i 8 5 3 D= w ) 36 85 o352%
ANALGESIC SRR N JTE T P - 5 38 o5 3333
L @ 8= Fo =
Provides fast temporary relief for PR il a2 %’-vrl—fﬁi E'- § a2 gg aZgc!
simple headache, minor muscu- gg: i 522°8°0zY ..own & 38 =5 2331
lar pains, and for pains of arthri- ‘To - 11 89 g Z=saZs0Z 73 358 23 55al
"“tis or rheumatism. 508 i1 9%% 3 2 0% & ' 33 oo 055,
DOSE: Adults, 12 yrs and over— 8055 8o §52 E 82 g=zT 3 85 28 3°5
1-2 tablets. Children 5-11yrs %-  §c 86 52 598 < ZD quigt 3 3 32 23,
% tablet. Dose may be repeated €E2a3 37:55; 2TE 7 < E:«—O 3 s ®% ggx
at 4 4r intervals—but not more 88335 80§ 86355 oa S 5—53' S 25 55 <8¢
thar 3 times daily. 5208 SEES TR < 28apuQs B3 8% §3 9.2
Produced sEEc 2288 E€3SE EEW g 23 2o S 80
. 8SEo c88° Sfuir s R > = e &8< BZ o3
for i ESE 2250 £>82 < p W 5 8% 2§ &2
6253 808& 3533 EouwIIO 3 8% -3 328
100 tablets X7 ge2N #93 SQEEFEQ BT 8 55 2s%
~0 aw .



STAT™ 9F CALIFORNIA—DEPARTMENT OF PUF < HEALTH

BUREAU OF FOOD AND DRUG A ‘f

f A

4 b

0 I

l.S. N2 A 67729 Obtained on._ March 21, 19 Thar 1630 ik 27

Sold as OTC drug

Label (copied in part)_Pan Enz 500, 100 tablets, Lot # 2702, Distributed by Metabolic Products

Division of Westpro Labs, Inc., Garden Grove, Calif, 92640

Dealer Westpro Labs, Inc, Legal Status____COID.

Address 12791 Main St., and 10422-10428 Stanford Ave., _City_Garden Grove, CA 92640

License No 40299 County. Orange
Salesman___Marshall E, Turley Price Paid_None, __ Payment Refused . Te8o
Guarantor. own See attached
Name (Make three copies of Invoice and attach)

Address ditto above City
Inventory on Hand Undetermined Amount Sampled 1 bottle, 100 tablets./btl.
Quarantine Established None. PP

(Amount, size of container and codes) (SRR L
Reason for Quarantine__===

. 1074
Where Stored bed JU N6
W, : MEMORANDUM TO LABORATORY OR FOR CHIEF'S CITATION

N Laboratory No. M QZ'f g/ Chief’s Citation No

A
W Amount of Sample Submitted 1_bottle, 100 tabs/Bileal and Hold for Evidence__Yes.

Reasons for Sampling__Compliance sample. Check for the concentration of
Pancreatine.

Adulteration x‘ | Misbranding %X False Advertising x

Analysis Requested: Chemical X Microscopic Macroscopic

Insect Infestation Other Filth

Bacteriological Serological Organoleptic.

Immediate Attention Yes. 4. Product Is Perishable N..

Collected by — { M , — L.A,






