ARMOUR® THYROID MANUFACTURED BY FOREST
PHARMACEUTICALS, INC. CONTAINS:

Thyroid Powder, USP (active ingredient)

Dextrose, Anhydrous (inactive ingredient)

Microcrystalline Cellulose, NF (inactive ingredient)

Sodium Starch Glycolate, NF (inactive ingredient)

Calcium Stearate, NF (inactive ingredient)

Opadry White
(titanium dioxide used as a whitening agent - inactive ingredient)




THYROID USP GUIDELINES

Thyroid USP _is the cleaned, dried, and powdered thyroid gland
previously deprived of connective tissue & fat. Description: Yellowish to
buff-colored, amorphous powder, having a slight, characteristic, meat
like odor. It is obtained by domesticated animals that are used for food by
humans. It meets the USP microbial requirements for the tests {USP “61”}
of absence of Salmonella & Escherichia coli. Thyroid USP must meet loss
on drying tests {USP “731”} with loss of not more than 6% of its weight.
Thyroid USP must meet inorganic iodide testing with a limit of 0.01%.
Thyroid USP desiccated powder must yield not less than 90% and not more
than 110% of the labeled amounts of levothyroxine and liothyronine.

Thyroid Tablets USP contain the labeled amounts of levothyroxine
and liothyronine, within +/- 10%, the labeled amounts being 38 mcg
levothyroxine and 9 mcg of liothyronine for each 65 mg (1 grain) of the
labeled content of thyroid. They must meet the microbial requirements
{USP “61”} for absence of Salmonella & Escherichia coli. They must
meet disintegration testing (15 minutes), uniformity of dosage unit testing,
and limit of organic iodide testing (not more than 0.08%). Store in a tight
container as defined by the USP.

Note: All information obtained from 7995 USP 23 NF 18, pp. 2684-2685 & 1997 USPDI-Volume
1II- 17th Edition., p. IV/518. Please see these references for more detail.




ACTIVE INGREDIENTS IN ARMOUR THYROID AND THYROLAR

ARMOUR® THYROID'":

13 T4
1/4 Grain (15mg) 2.25 mcg 9.5 mcg
1/2 Grain (30mg) 4.50 mcg 19.0 mcg
1 Grain (60mg) 9.00 mcg 38.0 mcg
1 & 1/2 Grains (90mg) 13.50 mcg 57.0 mcg
2 Grains (120mg) 18.0 mcg 76.0 mcg
3 Grains (180mg) 27.0 mcg 114.0 mcg
4 Grains (240mg) 36.0 mcg 152.0 mcg
5 Grains (300mg) 45.0 mcg 190.0 mcg
THYROLAR®:
1/4 3.10 mcg 12.5 mcg
1/2 6.25 mcg 25.0 mecg
1 12.50 mcg 50.0 mcg
2 25.00 mcg 100.0 mcg
3 37.50 mcg 150.0 mcg

' T3 = Liothyronine, T4 = Levothyroxine
Note: T3 has approximately 4 tines the biological potency of T4.




10.

11.

12.

FULL STRENGTH THYROID PROCESSING PROCEDURE

The raw Pork Thyroid is collected at slaughterhouses, which operate under
U.S.D.A. inspection to assure that the animals slaughtered are suitable for edible
purposes. Also, the proper ante and post mortem inspections have been
performed on the animals producing these raw materials.

The porcine Thyroid glands are held in a frozen state until delivered to the
processing laboratory, and processing is begun.

The slightly tempered, cold thyroid glands are minced using a 3/8” (inch)
diameter grinder plate.

The minced thyroid product is spread uniformly on stainless steel pans, which
are placed then on heated shelves in a vacuum dryer.

The product is dried under vacuum at a shelf temperature of 71 degrees
Centigrade.

The dried Thyroid product is defatted with hexane (GH,4) so the residual fat
content is less than 5%.

The defatted Thyroid product is poured through a magnetic separator positioned
in the hopper of a Fitz-mill, and milled to a coarse powder.

The Fitz-milled product is milled to a fine powder, using a ball mill containing
porcelain balls.

Routinely, several batches of approximately 200 pounds each are combined by
blending in a V-blender to create a lot of Full Strength Thyroid powder.

The blended Full Strength Thyroid powder is packaged in 50 kilo quantities, and
usually a balance quantity in poly-lined drums, then statistically sampled using
the relationship S=VN + 1, where S = number of samples and N = number of
drums of product.

Full Strength Thyroid samples are tested for chemical and microbiological
characteristics.

The Full Strength Thyroid is then released for sale, provided the test results
indicate the product satisfactorily meets established specifications.



APPROXIMATE EQUIVALENT STRENGTHS OF VARIOUS THYROID PREPARATIONS,
BASED ON CLINICAL RESPONSES AS TAKEN FROM THE USP-DI.

Drug - Thyroid tablets, USP Liotrix Liothyronine Levothyroxine tablets, USP | Thyroglobulin tablets, USP
(Armour® Thyroid) tablets, USP | tablets, USP | (Levothroid®, Synthroid®, | (not commercially available
(Thyrolar®) | (Cytomel®) ) in the US)
Approx. Dose Equivalent 1/4 grain (15 mg) Va 6.25 mcg 25 mcg (.025 mg) 15 mg
Approx. Dose Equivalent 1/2 grain (30 mg) e 12.5 mcg 50 mcg (.05 mg) 30 mg
Approx. Dose Equivalent 1 grain (60 mg) 1 25 mcg 100 mcg (.1 mg) 60 mg
Approx. Dose Equivalent 1 & 1/2 grains (90mg) 1 &1/2 37.5 mcg 150 mcg (.15 mg) 90 mg
Approx. Dose Equivalent 2 grain (120 mg) 2 50 meg 200 mcg (.2 mg) 120 mg
Approx. Dose Equivalent 3 grain (180 mg) 3 75 mcg 300 mcg (.3 mg) 180 mg

Note: These estimated daily doses are based on clinical evaluations. Please keep in mind that a dose adjustment may be required. Thyroid
dosing is highly patient specific and must always be individualized to achieve maximum benefit and optimal patient health.

! United States Pharmacopoeia — Drug Information 1997, 17" Edition, Drug Information for the Health Care Professional; Vol. 1, pp. 2860-2867. Rand McNally, Taunton,

MA 02780

BRODA O. BARNES, M.D.

RESEARCH FOUNDATION, INC.
P.O. BOX 98 « TRUMBULL, CT 06611 USA
(203) 261-2101 PHONE - (203) 261-3017 FAX

September 27, 1991
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Dear International Customer,

Regarding your recent difficulty in obtaining Armour Thyroid Tablets, please be advised that an
agreement has been made between Rhone-Poulenc Rorer, Forest Pharmaceutical and the Broda
O. Barnes, M.D. Research Foundation, Inc., stating that all international orders for Armour
Thyroid must now be handled through the Broda O. Barnes, M.D. Research Foundation.

To more efficiently serve your needs we have enclosed Forest Pharmaceuticals current price list for
Armour Thyroid products. Prices are in U.S. dollars.

Instructions for placing orders:

1. All orders must be placed through the Barnes Foundation by 24-hour fax, telephone or
in writing.

2. All first-time orders must be accompanied by a current medical or pharmaceutical
license.

3. All orders will be priced using the current international price list plus freight and
collection charges.

4. Forest Pharmaceuticals will not accept orders for less than $250.00 US.
5. Orders will be charged actual freight and collection fees only.

6. Payment terms on all orders shall be payment-in-full, thirty days from invoice date
(Net 30). Payment shall be made via bank wire transfer using the following
information:

BANK OF AMERICA

100 NORTH BROADWAY

ST. LOUIS, MO 63201

FOR THE ACCOUNT OF FOREST PHARMACEUTICALS, INC.
ROUTING NUMBER 081000032

ACCOUNT NUMBER 350100158576

SWIFT# BOFAUS3N

If you have any questions please contact the Barnes Foundation by phone at 203-261-2101 or by
fax at 203-261-3017.




FOREST PHARMACEUTICALS
INTERNATIONAL PRICE LIST
November 1, 1999

FOREST

PRODUCT UNIT
NUMBER DESCRIPTION SIZE PRICE
401 Armour Thyroid % grain 100 $ 9.13
402 Armour Thyroid % grain 10x 10 $ 18.81
403 Armour Thyroid % grain 100 $ 10.73
405 Armour Thyroid % grain 1000 $ 85.57
406 Armour Thyroid 1 grain 10x 10 $ 20.00
407 Armour Thyroid 1 grain 100 $ 11.90
410 Armour Thyroid 1 grain 1000 $115.06
408 Armour Thyroid 1 grain 5000 $ 447.03
411 Armour Thyroid 1.5 grain 100 $ 18.81
412 Armour Thyroid 2 grain 10x 10 $ 2495
413 Armour Thyroid 2 grain 100 $ 22.03
415 Armour Thyroid 2 grain 1000 $220.28
416 Armour Thyroid 3 grain 100 $ 34.96
417 Armour Thyroid 3 grain 1000 $ 349.90
418 Armour Thyroid 4 grain 100 $ 52.39
419 Armour Thyroid 5 grain 100 $ 64.95



Forest Pharmaceuticals, Inc.
Subsidiary of Forest Laboratories, Inc.
13600 Shoreline Drive Tel. (800)678-1605
St. Louis, MO 63045 Fax (314) 493-7455

ACCOUNT INFORMATION FORM

Corporation  Proprietorship  Partnership  Other Account Rep. Broda
Barnes

BILL TO:

Complete Name:

Main Office Address:

Billing Address: (if different)

Telephone: ( ) Federal 1.D. #: DEA #

If you are a subsidiary, branch, or division of a corporation or other entity, please list the name and address of such
corporation or entity.

SHIP TO:

Name:

Address 1:

If more than one ship to, please attach a separate listing. If only one ship to, but additional branches at separate locations,
please attach a separate listing of branches.

Buyer: Telephone # ( )

Accts. Payable: Telephone # ( )

PRINCIPAL OWNERS AND OFFICERS:



Name Home Address

Telephone # ( )

2.

Telephone # ( )

CREDIT INFORMATION: YOU ARE REQUIRED TO SEND US A COPY OF YOUR FINANCIAL STATEMENTS
FOR YOUR LAST FISCAL YEAR.

Name of Bank:

Address:

Acct.

Bank Officer to Contact: Bank Phone #: ( )

Years in Business: Years at Present Location:

Names, Addresses and Phone Numbers of Principal Suppliers:

L. ( )
2. ( )
3. ( )

4. ( )

I HEREBY CERTIFY THAT THE ABOVE INFORMATION IS TRUE AND ACCURATE AN[) HEREBY
ACKNOWLEDGE THAT FOREST PHARMACEUTICALS, INC. IS RELYING ON SUCH INFORMATION IN
OPENING THIS ACCOUNT AND EXTENDING CREDIT. SHOULD AN ACCOUNT BE OPENED, I
ACKNOWLEDGE THAT ALL RIGHTS, OBLIGATIONS, AND LIABILITIES THEREUNDER SHALL BE
GOVERNED BY MISSOURI LAW. 1 AGREE THAT ANY SUIT, ACTION OR PROCEEDING ARISING OUT OF OR
RELATING TO SAID ACTION SHALL BE INSTITUTED IN A STATE OR FEDERAL COURT IN THE STATE OF
MISSOURI AND I AGREE TO SUBMIT TO THE JURISDICTION OF ANY SUCH COURT.

RE: COMPANY POLICIES

I have been advised ...
1. That no allowances will be honored, or returns accepted, without prior written authorization.
2. Terms of Sale — Net 30 days — F.O.B. Forest Pharmaceuticals, Inc. Warehouse
3. Payments are due at Forest Pharmaceuticals, Inc., P>O> Box 18821-B, St Louis, MO 63160

Date Title

Signature




	ACTIVE INGREDIENTS IN ARMOUR THYROID AND THYROLAR
	403				Armour Thyroid ½ grain			100		$   10.73
	405			Armour Thyroid ½ grain			1000		$   85.57
	406				Armour Thyroid 1 grain			10 x 10	$   20.00
	408 				Armour Thyroid 1 grain			5000		$ 447.03

