POLLENS - TREES, COTTONWOOD, COMMON POPULUS DELTOIDES- cottonwood,
common populus deltoides injection, solution

POLLENS - TREES, CYPRESS, ARIZONA CUPRESSUS ARIZONICA- cypress, arizona
cupressus arizonica injection, solution

POLLENS - TREES, CYPRESS, BALD TAXODIUM DISTICHUM- cypress, bald taxodium
dis tichum injection, solution

POLLENS - TREES, ELM, AMERICAN ULMUS AMERICANA- elm, american ulmus
americana injection, solution

POLLENS - TREES, ELM, CHINESE ULMUS PARVIFOLIA- elm, chinese ulmus
parvifolia injection, solution

POLLENS - TREES, EUCALYPTUS, EUCALYPTUS GLOBULUS- eucalyptus

globulus injection, solution

POLLENS - TREES, GUM, SWEET LIQUIDAMBAR STYRACIFLUA- gum, sweet
liquidambar s tyraciflua injection, solution

POLLENS - TREES, HACKBERRY CELTIS OCCIDENTALIS- hackberry celtis
occidentalis injection, solution

POLLENS - TREES, HICKORY, SHAGBARK CARYA OVATA- hickory, shagbark carya
ovata injection, solution

POLLENS - TREES, LINDEN BASSWOOD TILIA AMERICANA- linden basswood tilia
americana injection, solution

POLLENS - TREES, MAPLE, HARD ACER SACCHARUM- maple, hard acer
saccharum injection, solution

POLLENS - TREES, MELALEUCA PUNK TREE MELALEUCA QUINQUENERVIA-
melaleuca, melaleuca quinquenervia injection, solution

POLLENS - TREES, MESQUITE, PROSOPIS JULIFLORA- mesquite, prosopis

juliflora injection, solution

POLLENS - TREES, MULBERRY MIX- mulberry mix injection, solution

POLLENS - TREES, OAK MIX- oak mix injection, solution

Jubilant Hollis terStier LL.C

INSTRUCTIONS ALLERGENIC EXTRACTS FOR SCRATCH, PRICK OR PUNCTURE
TESTING

WARNINGS

This product is intended for use only by licensed medical personnel experienced in administering
allergenic extracts and trained to provide immediate emergency treatment in the event of a life-
threatening reaction. Allergenic extracts may potentially elicit a severe life threatening systemic
reaction, rarely resulting in death.7 Therefore, emergency measures and personnel trained in their
use must be available immediately in the event of such a reaction. Patients should be instructed to
recognize adverse reaction symptoms and cautioned to contact the physician's office if symptoms
occur. Patients on non-selective beta blockers may be more reactive to allergens given for testing
or treatment and may be unresponsive to the usual doses of epinephrine used to treat allergic
reactions. This product should never be injected intravenously. Refer also to the WARNINGS,
PRECAUTIONS, and ADVERSE REACTIONS Sections for further discussion.

DESCRIPTION

Sterile extracts for scratch, prick or puncture testing are supplied in dropper vials containing, in
addition to the extract allergens and antigens, 50% (v/v) glycerin as preservative, 0.5% sodium chloride
and 0.275% sodium bicarbonate. The strength of these extracts may be expressed in terms of



Weight to Volume (w/v)

Protein Nitrogen Units/mL (PNU/mL)

Amb a 1 Units/mL (Amb a 1/mL)

Allergy Units/mL (AU/mL)

Bioequivalent Allergy Units/mL (BAU/mL)
Concentrate

1. Weight to volume (w/v).

For regular extracts this describes the extractionratio, i.e., the amount of crude allergen added to the
extracting fluid. A 1:10 extract, therefore, indicates that the solution contains the extracted material from
one gram of raw material added to each 10 mL of extracting fluid. The amount and composition of
extracted materials will vary with the kind of antigen, the extracting fluid, duration of extraction, pH,
temperature, and other variables. AP™ (acetone precipitated) extracts, if present, are prepared by
reconstituting dry, allergenically active concentrates produced by precipitation process from extracts
of raw materials. For those AP™ extracts labeled on a weight per volume (w/v) basis, the strength
designation indicates the dry weight of finished (acetone) precipitate per volume of reconstituting fluid.
For example, 1:50 (w/v) means that each gram of dry precipitate obtained from the original extract is
reconstituted in 50 mL of solution.

2. Protein Nitrogen Units per mL (PNU/mL).

One protein nitrogen unit represents 0.00001 mg phosphotungstic acid-precipitable protein nitrogen
dissolved in one mL of antigen extract. The PNU content of extracts of the same antigen may vary
according to the method of measuring the PNU. Thus, the PNU content of extracts from different
manufacturers is not comparable unless the PNU method is known to be the same and reproducible from
lot to lot. Also, the amount of protein nitrogen extracted from an antigen is influenced by the same
variables as the weight to volume extract. Allergenic materials make up a variable proportion of the
total protein of an extract.

3. Amb a 1. Of the many allergens which have been purified and characterized from Short Ragweed
(Amb a 112, Amb a 213, Ra314, Ra4(BPA-R)!>, Ra516, Ra6, Ra7, and Ra817, and cytochrome C18), Amb
a 1 (also known as Antigen E) is considered the most important and has been selected as the basis for
standardization. Extracts of Short Ragweed containing Amb a 1 are diffused in agar against standard anti-
serumto Amb a 1, and compared to the diffusion of standard Amb a 1 solutions. The amount of Amb a 1
is expressed as units of Amb a 1 per mL of extract.

If an extract is diluted with a diluent or other allergenic extracts, the Amb a 1 concentration must be
determined by calculation.

4. Allergy Units per mL (AU/mL).

The potency of extracts labeled in Allergy Units per mL (AU/mL) is determined by in vitro comparison
to a reference standard established by the Center for Biologics Evaluation and Research (CBER) of the
Food and Drug Administration (FDA).

5. Bioequivalent Allergy Units per mL (BAU/mL).

When originally licensed, the Reference Preparations for standardized extracts were arbitrarily
assigned 100,000 Allergy Units (AU)/mL. Subsequently, quantitative skin testing by the ID5gEAL
method 13 was used to determine that some Reference Preparations should be assigned 10,000 AU/mL,
and others 100,000 AU/mL. To avoid possible confusion about this change in the method of allergy
unit assignment, the nomenclature changed for standardized extracts whose allergy units are assigned
based on quantitative skin testing, and such products are labeled in Bioequivalent Allergy Units
(BAU)/mL. References labeled 10,000 BAU/mL can be diluted one to a half million fold, and
references labeled 100,000 BAU/mL can be diluted one to 5 million fold and produce a sum of
erythema diameter of 50 mm when Intradermal testing highly reactive subjects.

6. Concentrate.
Concentrate label terminology applies to allergenic extract mixtures, where the individual allergens



being combined vary instrength or the designation of strength.

CLINICAL PHARMACOLOGY

Allergenic extracts for scratch, prick or puncture testing, used according to the DOSAGE AND
ADMINISTRATION section, produce erythema or erythema and wheal reactions in patients with
significant IgE-mediated sensitivity to the relevant allergen. This allergic inflammatory response,
although not completely understood, is thought to begin with reaction of antigen with IgE on the surface
of basophils or mast cells, which initiates a series of biochemical events resulting in the production of
histamine and other mediators. These, in turn, produce the immediate-type "wheal and flare" skin
reaction.

INDICATIONS & USAGE

Certain diagnostics carry labeling which states Allergenic Extract for Diagnostic Use Only. Data to
support the therapeutic use of products labeled with this statement have not been established. 14

In addition to a carefully taken history, the use of glycerin-containing extracts in scratch, prick or
puncture testing is an accepted method in the diagnosis of allergic conditions. 1, 2, 3 Extracts of all
allergens do not produce equivalent results in scratch, prick or puncture tests. The intensity of the skin
reactions produced will be determined by two factors: the degree of sensitivity of the patient, and the
nature of the allergenic extract applied.

Scratch, prick or puncture tests are not as sensitive as the intradermal test, but are safer and cause less
discomfort. They may, therefore, be the method of choice when a large number of tests are needed, or
when testing the pediatric patient. Insome cases, where the relatively insensitive scratch, prick or
puncture tests are negative or do not confirm the allergic history, follow-up intradermal tests may be
positive. However, ANTIGENS PRODUCING LARGE 3 to 4+ SCRATCH, PRICK OR PUNCTURE
TESTS SHOULD NOT BE TESTED INTRADERMALLY.

CONTRAINDICATIONS

There are no known absolute contraindications to allergy skin testing. Patients with cardiovascular
diseases or pulmonary diseases such as symptomatic asthma, and/or who are receiving cardiovascular
drugs such as beta blockers, may be at higher risk for severe adverse reactions. These patients may also
be more refractory to the normal anaphylaxis treatment regimen.

WARNINGS

Excessively large local reactions or systemic reactions are more likely to occur if the patient is skin
tested shortly after exposure to large amounts of antigen to which s/he is sensitive. Use caution when
skin testing patients during a season when pollenis present. Refer to boxed WARNINGS Section.

PRECAUTIONS

1. General

Always have injectable epinephrine and a tourniquet available when tests are being made. (See
ADVERSE REACTIONS section.) Generally 50 to 60 scratch, prick or puncture tests can be applied
safely at one sitting. Patients whose history suggests severe sensitivity should have only 5 to 10 tests
applied at a time and these tests applied to the volar surface of one arm. These tests should not all be of
the same type of antigen; that is, all grass pollens, all weed pollens, all danders, etc. One or two tests
fromseveral classes of antigens should be applied at a time. As soon as a large wheal begins to
develop, wipe the antigen from it with a damp cotton sponge. After 10 minutes wipe off all the antigens
with a damp cotton sponge, followed by a dry cotton sponge. Be careful not to wipe antigen from a



positive reaction onto an adjacent test site.

2 Information for Patients

Patients should be instructed in the recognition of adverse reactions to diagnostic testing. Patients
should be made to understand the importance of a 30 minute observation period, and be warned to return
to the office promptly if symptoms occur after leaving.

3. Drug Interactions

Patients on non-selective beta blockers may be more reactive to allergens given for testing or treatment
and may be unresponsive to the usual doses of epinephrine used to treat allergic reactions.6

Certain medications may lessen the skin test wheal and erythema responses elicited by allergens and
histamine for varying time periods. Conventional antihistamines should be discontinued at least 5 days
before skin testing. Long acting antihistamines should be discontinued for at least 3 weeks prior to skin
testing.9 Topical steroids should be discontinued at the skin test site for at least 2-3 weeks before skin
testing.9, 10 Tricyclic antidepressants such as Doxepin should be withheld for at least 7 days before
skin testing.11 Topical local anesthetics may suppress the flare responses and should be

avoided in skin test sites.12

4. Carcinogenesis, mutagenesis, Impairment of Fertility

Long-termstudies in animals have not been conducted with allergenic extracts to determine their
potential for carcinogenicity, mutagenicity or impairment of fertility.

5. Pregnancy

4,5

Animal reproduction studies have not been conducted with allergenic extracts. It is also not known
whether allergenic extracts can cause fetal harm when administered to a pregnant woman or can affect
reproduction capacity. Allergenic extracts should be given to a pregnant woman only if clearly needed.

6. Nursing Mothers

There are no current studies on secretion of the allergenic extract components in human milk or effect
on the nursing infant. Because many drugs are excreted in human milk, caution should be exercised when
allergenic extracts are administered to a nursing woman.

7. Pediatric Use

Wheal sizes inresponse to allergen skin testing can be smaller in infants than in adults. The skin
response to histamine parallels that for allergens; therefore, appropriate positive control skin tests
should always be performed.1

8. Geriatric Use

Skin test wheal size decreases with age. The decrease in allergen-induced skin test reaction parallels
that to histamine; therefore, appropriate positive skin test controls should always be performed.1

ADVERSE REACTIONS

1. Local Reactions
If a severe local reaction occurs during scratch, prick or puncture testing, WIPE OFF test antigen.
Large, persistent local reactions or minor exacerbations of the patient's allergic symptoms may be



treated by local cold applications and/or the use of oral antihistamines, but they should be considered a
warning of possible severe systemic reactions.

2. Systemic Reactions

With careful attention to dosage and administration, such reactions occur infrequently, but it must be
remembered that allergenic extracts are highly potent in sensitive individuals and OVERDOSE could
result in anaphylactic symptoms. Therefore, it is imperative that physicians administering allergenic
extracts understand and be prepared for the treatment of severe reactions.

Adverse reaction frequency data for allergenic extract administration for testing and treatment show that
riskis low.7, 8

It cannot be overemphasized that, under certain unpredictable combinations of circumstances,
anaphylactic shockis a possibility. Other possible systemic reaction symptoms include fainting, pallor,
bradycardia, hypotension, angioedema, cough, wheezing, conjunctivitis, rhinitis and urticaria. If a
systemic or anaphylactic reaction does occur, WIPE OFF test antigen, apply a tourniquet above
the site of injection, if tests are performed on the arms, and inject the 1:1,000 epinephrine-
hydrochloride intramus cularly or subcutaneously into the opposite arm. Loosen the tourniquet at
least every 10 minutes. Do not obstruct arterial blood flow with the tourniquet.

EPINEPHRINE:

ADULT DOSAGE: 0.3 to 0.5 mL should be injected. Repeat in 5 to 10 minutes if necessary.
PEDIATRIC DOSAGE: The usual initial dose is 0.01 mg (mL) per kg body weight or 0.3 mg (mL) per
square meter of body surface area. Suggested dosage for infants to 2 years of age is 0.05 mL to 0.1 mL;
for children 2 to 6 years, 0.15 mL; and children 6 to 12 years, 0.2 mL. Single pediatric doses should not
exceed 0.3 mg (mL). Doses may be repeated as frequently as every 20 minutes, depending on the
severity of the condition and the response of the patient. After administration of epinephrine, profound
shock or vasomotor collapse should be treated with intravenous fluids, and other appropriate drugs.
Oxygen should be given by mask. Intravenous antihistamine, theophylline or corticosteroids may be
used if necessary after adequate epinephrine and circulatory support have been given. Emergency
resuscitation measures and personnel trained in their use should be available immediately in the event of
a serious systemic or anaphylactic reaction not responsive to the above measures (Ref. J. Allergy Clin.
Immunol. 77 (2): 271-273, 1986). Rarely are all of the above measures necessary; the tourniquet and
epinephrine usually produce prompt responses. However, the physician should be prepared in advance
for all contingencies. Promptness in beginning emergency treatment measures is of utmost importance.

3. Adverse Event Reporting

Report all adverse events to Jubilant HollisterStier LLC Customer Technical Services Department at 1
(800) 992-1120. A voluntary adverse event reporting system for health professionals is available
through the FDA MEDWATCH program. Preprinted forms (FDA Form 3500) are available from the
FDA by calling 1 (800) FDA-1088. Completed forms should be mailed to MEDWATCH, 5600 Fisher
Lane, Rockville, MD 20852-9787 or Fax to: 1 (800) FDA-0178.

OVERDOSAGE
See ADVERSE REACTIONS Section.

DOSAGE & ADMINISTRATION

1. General
Parenteral Drug Products should be inspected visually for particulate matter and discoloration prior to
administration, whenever solution and container permit.

2. Scratch, Prick or Puncture Testing Methods
There are two general methods of skin testing. (1) The skinis scarified first, and the extract is then
applied. (2) A drop of extract is put onto the skin, and a prick or puncture is made through the drop.



Avoid touching tip of dropper to skin. Either method is satisfactory, but the second requires that the
instrument be cleansed between tests or that separate needles be used.

The extracts for scratch, prick or puncture testing are supplied in dropper vials and should be keptina
rack or box inrows of 10 vials corresponding to the rows of tests to be applied to the skin.

All skin tests should be validated by appropriate positive control tests (e.g., histamine) and negative
control tests (e.g., Glycerin, Albumin Saline with Phenol (0.4%), or Buffered Saline with Phenol). The
negative control test should be the same material as is used as a diluting fluid in the tested extracts.
Diluting fluid is used in the same way as an active test extract.

Test sites should be examined at 15 and 30 minutes. To prevent excessive absorption, wipe off antigens
producing large reactions as soon as the wheal appears. Record the size of the reaction. Delayed
reactions may rarely occur fromtests, so it may be helpful to examine the test sites in 24 hours.

Use of Scarifiers and Spacing. Make scarifications at least 2.5 cm apart. Use more space between
pollen tests to prevent smearing into adjacent sites. Hold the scarifier between the thumb and index
finger, press the sharp edge of the instrument against the skin and twirl instrument rapidly. The scratch
should disrupt only the outer layers of epidermis but should not produce immediate oozing of blood.
The amount of pressure needed to produce a satisfactory scratch will vary between patients according
to the thickness or fragility of their skin. Experience will indicate the proper amount of pressure to
exert in making the scratch. If the scarifier is kept sharp and the scratch made quickly, discomfort to the
patient is minimized.

Use of Prick Test Needles. The skinis cleaned and single drops of each extract applied to the
properly identified test sites. A small, sterile disposable needle, such as a 1/2-inch 26 gauge needle
(with the bevel up), a bifurcated vaccinating needle, or a Prick Lancetter™ is inserted through the drop
superficially into the skin, the skin lifted slightly and the needle withdrawn. No bleeding should be
produced. After about 1 minute the extract may be wiped away.

3. Most Satisfactory Sites for Testing

Prior to testing, clean the skin area to be tested with ether or alcohol and allow to dry. Use a sterile
instrument for each patient. The back or the volar surface of the arms are the most satisfactory sites for
testing. Skin of the posterior thighs or abdomen may be used if necessary. Avoid very hairy areas

where possible, since the reactions will be smaller and more difficult to interpret. The most satisfactory
areas of the back are fromthe posterior axillary fold to 2.5 cm from the spinal column, and from the top
of the scapula to the lower rib margins. The best areas of the arms are the volar surfaces from the axilla
to 2.5 or 5 cmabove the wrist, skipping the anti-cubital space.

4. Use of Antigen Mixes

The use of complicated mixes of unrelated pollens for testing is not recommended since in the case of a
positive reaction, it does not indicate which pollen(s) are responsible, and, in the case of a negative
reaction, it fails to indicate whether the individual pollens at full concentration would give a positive
reaction.

5. Reading Skin Test Reactions

A positive reaction consists of an urticarial wheal with surrounding erythema (resembling somewhat a
mosquito bite reaction) larger than the control site. The smallest reaction considered positive is
erythema with a central papule at least 5 mm in diameter. In some instances with no reaction at the control
site, erythema may be considered an indication of sensitivity. In general, the size of wheal and erythema
response correlates directly with the patient’s sensitivity to that allergen.

Standardized Products

(a) Mites:

The skin test concentration of 30,000 AU/mL in dropper vials is used for scratch, prick or puncture
testing. Puncture tests performed on 12 highly sensitive subjects showed the following:
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Species lvi€dll Sulll Ul vviiedllviedil oulll vl oryuieiid

+ Std. Dev. (mm) + Std. Dev. (mm)
D. farinae 22.4 £10.7 82.2+£21.7
D. pteronyssinus 24.0 £ 9.9 89.3+£24.5

The sum of a skinresponse is the sum of the longest diameter and the mid-point orthogonal diameter.

(b) Cat Hair and Cat Pelt: The skin test concentration of 10,000 BAU/mL (10-19.9 Fel d 1 Units/mL)
indropper vials is used for prick or puncture testing. Puncture tests performed on 15 highly sensitive
subjects showed the following:

Mean Sum of WhealMean Sum of Erythema
Product

* Std. Dev (mm) + Std. Dev (mm)
Standardized
Cat Hair 15.1+ 3.8 73.3+14.3
Standardized
Cat Pelt 13.9+4.3 67.3+13.3

The sum of a skinresponse is the sum of the longest diameter and the mid-point orthogonal diameter.

(c) Ragweed pollen (Short Ragweed or Giant and Short Ragweed Mixture) Antigen E Assayed: Short

Ragweed extract at 1:20 w/v in 50% glycerin containing approximately 100 to 300 units of Amb a 1/mL
or Giant and Short Ragweed Mix at 1:20 w/v in 50% glycerin containing approximately 50 to 150 units

of Amb a 1/mL are usually used for scratch, prick or puncture testing.

Refer to the following table to determine the skin test sensitivity grade. The corresponding Y E (sum of
the longest diameter and the mid-point orthogonal diameters of erythema) is also presented.

Erythema Papule or Wheal Corresponding

Grade m m mm YE
0 <5 <5 <10

+ 5-10 5-10 10-20
1+ 11-20 5-10 20-40
2+ 21-30 5-10 40-60
3+ 31-40 10-15 (a) 60-80
4+ >40 >15 (b) >80

(a) or with pseudopods (b) or with many pseudopods

A positive skinreaction to any allergen must be interpreted in light of the patient’s history of symptoms,
time of the year, and known exposures.

THE SKIN TESTS ARE IN NO WAY A SUBSTITUTE FOR A CAREFUL ALLERGIC HISTORY.
THEY SERVE AS ADDITIONAL INFORMATION TO AID IN IDENTIFYING CAUSATIVE
ALLERGENS IN PATIENTS WITH ALLERGIC DISORDERS.

6. Geriatric Use

The dose is the same in patients of all age groups. Because the wheal size inresponse to allergen skin
testing decreases with age, appropriate histamine positive control skin tests must be performed.1

7. Pediatric Use

The dose is the same in patients of all age groups. Wheal size inresponse to allergen skin testing can be



smaller in infants than in adults. Appropriate histamine positive control skin tests must be performed.1

HOW SUPPLIED

In 5 mL dropper bottles of extract at 1:10 w/v except pollen at 1:20, AP™ extracts at 1:50 w/v, except
AP™ Dog Hair-Dander at 1:100 w/v, AP™ House Dust at 20,000 PNU/mL, some mixes as
Concentrate, and Standardized products at AU/mL (Mite extracts at 30,000 AU/mL) or BAU/mL (Cat
Hair and Pelt extracts at 10,000 BAU/mL) value. Strengths are listed on product labels.

STORAGE

The expiration date of the diagnostic extracts is listed on the container label. The extract should be
stored at 2° - 8°C and kept at this temperature range during office use.

LIMITED WARRANTY

A number of factors beyond our control could reduce the efficacy of this product or evenresultin an
ill effect following its use. These include storage and handling of the product after it leaves our hands,
diagnosis, dosage, method of administration, and biological differences inindividual patients. Because
of these factors, it is important that this product be stored properly, and that the directions be followed
carefully during use. No warranty, express or implied, including any warranty of merchantability or
fithess, is made. Representatives of the Company are not authorized to vary the terms or the contents of
any printed labeling, including the package insert, for this product except by printed notice from the
Company’s headquarters. The prescriber and user of this product must accept the terms hereof.
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Cottonwood, Common, 5 mL 1:20 w/v Carton Label
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Cottonwood, Common, 5 mL 1:20 w/v Vial Label
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ALLERGENIC EXTRACT

CYPRESS, BALD 5
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Jubilant HollisterStier LLC Spokane, WA 99207

Elm, American, 5 mL 1:20 w/v Carton Label

ELM, AMERICAN
Preservative:
50 % Glycerin wv E'- 1.
P
Inactive Ingredients: : .h:
0.5% Sodium chloride U. americana 'F 1~|:I--.l|'.-
I}_.E?S% Sodium (01)C0365044154110
bicarbonate (17RMmm
(10jT0000227
(21)000000020051
1:20 WiV
ltem: 1541ED No U.5. Standard of Potency
Lot: T0000227 Dose/Route: 1 drop topically NDC: 65044-1541-1
Exp: 2020 Nov01 US Licanse Mo, 1272
5 mlL ltem: 1541ED N
Store at 2-8°C
Mon-Returnable R Qnly Sterile Until Opened
\_ 50000000099 - HOT /

Elm, American, 5 mL 1:20 w/v Vial Label



 ALLERGENIC EXTRACT

ELM, AMERICAN :
ULMUS AMERICANA &
U. americana g
5mL 1:20 WIV mﬁﬁﬁﬂe
DosefRoute: 1 drop Lopically Store a1 2-8°C 2
T T
LS. License Mo, 1272 Exp: 2020Nov0) 8

Jubilam HolfisterStier LLC Spokane, WA 93207

Elm, Chinese, 5 mL 1:20 w/v Carton Label

- = =
[ |‘
LY
| “wJ L

ELM, CHINESE
Preservative:
50% Glycerin viv
Inactive Ingredients: U. parvifolia
0.5% Sodium chloride P
0.275% Sodium
bicarbonate
1:20 WiV
ltem: 154 7ED Mo U.S. Standard of Potency
Lot: TOOO0230 Dose/Route: 1 drop topically
Exp: 2020Now01
5 mL ltem: 1547ED
Store at 2-8°C
Mon-Returnable RX Only Sterile Until Opened

e,

{01100365044154714
{171201101
{10/T0000230
{211000000020051

NDC: 65044-1547-1
U5 License No. 1272

3MH000GAS - HI

50000000055 - Hm_’/

Elm, Chinese, 5 mL 1:20 w/v Vial Label



 ALLERGENIC EXTRACT
| ~ ELM, CHINESE o
ULMUS PARVIFOLIA

&
U. parvifolia g

MR Store a1 2-8°C %
Preservalive S0% Glycerin viv fem: 154760 %‘

_ Lot: TD000230
U.S. License No. 1272 Exp: 2020Nov(1

Jubilant HollisterStier LLC Spokane. WA 98207

Gum, Sweet, 5 mL 1:20 w/v Carton Label

GUM, SWEET

Preservative:
50% Glycerin wiv
Inactive Ingredients: :
0.5% Sodium chloride L. styraﬂflua
0.275% Sodium {01)00365044166113
bicarbonate {17000
(10]T0000 235
{21)000000020051
1:20 WiV
ltem: 166 1ED Mo U.S. Standard of Potency
Lot: T0000235 Dose/Route: 1 drop topically NDC: 65044-1661-1
Exp: 2020Nov01 US License No, 1272
5 mlL fem: 166 1ED
ST00000B64S - HO
Store at 2-8°C
Mon-Returnable RX Only Sterile Until Opened
l\\_ S0000000099 - Hﬂl1-/

Gum, Sweet, 5 mL 1:20 w/v Vial Label



~ ALLERGENIC EXTRACT

T GUM, SWEET 5
LIQUIDAMBAR STYRACIFLUA =
L. styracifiua g
. RX Only Sterile
5 mL 1:20WHV Until Opened
Dose/Route: 1 drop topically Store at 2-8°C 2
2
) , Item: 1661ED s
Preservative 50% Glycerin viv L::':‘TMUIJZE!S
LS. License Mo. 1273 Exp: 2020Nov0!

Jubilam HollisterStier LLC Spokane, WA 99207

Hackberry, 5 mL 1:20 w/v Carton Label

HACKBERRY
Preservative:
50 % Glycerin wv
Inactive Ingredients: . .
0.5% Sodium chloride C. occidentalis
0.275% Sodium
bicarbonate
1:20 WiV
Item: 1664ED Mo U.S. Standard of Potency
Lot: TOODOZ37 Dose/Route: 1 drop topically
Exp: 2020Novi
5mlL ltem: 1664ED
Store at 2-8°C
Hon-Returnable RX Only Sterile Until Opened

e

{01100365044166410
(171201101
(1010000237
{211000000020081

MNDC: 65044-1664-1
U5 License Mo, 1272

S OF0000G642 - HIY

50000000089 - I-I{H_/I

Hackberry, 5 mL 1:20 w/v Carton Label



I

 ALLERGENIC EXTRACT

HACKBERRY 5
CELTIS OCCIDENTALIS e
C. occidentalis g

5 mlL 1:20 WV ﬁtg'g’ Stevlle

Dose/Route: 1 drop lopically Slore al 2-8°C
]
Preservative 50% Glycerin vlv 115?]1;3335?? 2
LS. License No, 1272 EIP: 2020Nov01 g

Jubilant HollisterStier LLC Spokane, WA 99207

Hickory, Shagbark, 5 mL 1:20 w/v Carton Label

HICKORY, SHAGBARK
Preservative:
509% Glycerin vy
Inactive Ingredients:
0.5% Sodium chloride C. ovata
0.275% Sodium (0100365044170318
bicarbonate (175201101
(10000238
(21)000000020051
1:20 WiV
ltem: 1703ED Ne U.S. Standard of Potency
Lot: TOO00239 Dose/Route: 1 drop topically NDC: 65044-1703-1
Exp: 2020NovD1 LS License No, 1272
Lm Item:; 1703ED
SO000000643 - Hi
Store at 2-8°C
Mon-Returna ble RX Only Sterile Until Opened
50000000095 - HH
My o

Hickory, Shagbark, 5 mL 1:20 w/v Vial Label



N e R L e et B |
HICKORY, SHAGBARK g
CARYA OVATA a
C. ovata g
; R Only Sterile
5 ml 1:20 WiV Until Opened
Dose/Route: 1 drop topically Siore al 2-8°C
o]
Preservative 50% Glycerin wv Ig:n Tﬁ;gg g
U.S. License No. 1272 Exp: 2020Nov01  § -

Jubilant HollisterStier LLC Spokane, WA 99207

Maple, Hard-Sugar, 5 mL 1:20 w/v Carton Label

MAPLE, HARD/SUGAR

Presemvative;
50 % Glycerin wy

Inactive Ingredients:

0.5% Sedium chloride A. saccharum

D_.E 75% Sodium (Maat0dd123 g
bicarbonate 7RO
(10iT0000249

(2100000020051

1:20 WV
Item: 183 2ED Mo U.S. Standard of Potency
Lot: 0000249 Dose/Route: 1 drop topically NDC; 65044-1832-1
Exp: 2020Novi US License Mo, 1272
S5m ltem: 1832ED
50000000649 - HO1
Store at 2-8°C
Mon-Returnable RX Only Sterile Until Opened
50000000099 - HO1
N F

Maple, Hard-Sugar, 5 mL 1:20 w/v Vial Label



ALLERGENIC EXTRACT

MAPLE,HARD/SUGAR §
ACER SACCHARUM >
A. saccharum g
: RX Only Sterile
Smi 1:20WN Until Opened
Dose/Route: 1 drop topically Store a1 2-8°C §
Preservative 50% Glycerin viv E;mi{}g%g? :
U.S. License No. 1272 Exp: 2020Nov01 §

Jubilant HollisterStier LLC Spokane, WA 99207

Mes quite Tree, 5 mL 1:20 w/v Carton Label

I"."IESQUITE TREE
Preservative:
50% Glycerin vy
Inactive Ingredients: < ol
0.5% Sodium chloride P. JUIIﬂ ora
0.275% Sodium (01)00365044187712
bicarbonate (17)20110
(10470000255
{21)000000020051
1:20 WiV
ltem: 187 7ED No U.S. Standard of Potency
Lot: TOOD0255 Dose/Route: 1 drop topically NDC: 65044-1877-1
Exp: 2020 NovO US License No. 1272
5mlL ltem: 1877ED
SOB00000649 - HO1
Store at 2-8°C
Mon-Returnable RX Only Sterile Until Opened
l\\_ 50000000099 - HEII-‘/)

Mes quite Tree, 5 mL 1:20 w/v Vial Label



ALLERGENIC EXTRACT
MESQUITETREE 5
PROSOPIS JULIFLORA

P. julifiora

SO0OMMIE 1 - HO1

RX Only Sterile
Unitil Opened
Slore ar 2-8°C

Preservative 50% Glycerin viv {‘Si“régﬂéf gs

LL5. License No. 1272 Exp: 2020N0v0!
Jubilant HollisterStier LLC Spokane, Wa 99207

SmlL 1:20 Wiy
Dose/Route: 1 drop topically

50000009143 Ho1

Mulberry Mix RW, 5 mL 1:20 w/v Carton Label

Pressrvative:
50% Glycerin vy
Inactive Ingredients: 0
0.5% Sodium chloride 50% each of M. mhra’
0.275% Sodium M. alba
bicarbonate (1701108
(1oroannas?
(2100000002005
1:20 WiV
ltem: 1910ED No U.5. Standard of Potency
Lot: T000257 Dose/Route: 1 drop topically NDC: 65044-1910-1
Exp: 2020 NovD1 Us License No. 1272
5 mL [tem: 1910ED
S0000000649 - HM
Store at 2-8°C
Han-Returnahble RX Only Sterile Until Opened
l\\ SDD[IIJIJ{I]I[!EI'EI--HN//'

Mulberry Mix RW, 5 mL 1:20 w/v Vial Label



B

 ALLERGENICEXTRACT

 MULBERRY MIXRW 5 |
(RED,WHITE) .
50% each of M. rubra, M. alba §

s5ml 1:20 WV mﬁgﬁﬂ" |
Dose/Route: 1 drop topically Store at 2-8°C 1
_ . ltem: 1910ED g

Preservative 50% Glycerin wiv :

US. License No. 1272 il g

Jubilant HollisterStier LLC Spokane, WA 99207

Oak Mix RVW, 5 mL 1:20 w/v Carton Label

NIC EXTRAC

OAK MIX RVW

Presemative:
50 % Glycerin wy

Inactive Ingredients:
0.5% Sodium chloride 33.3% each of Q.

0.275% Sedium rubra, Q. virginiana, (01 100365044203610
bicarbonate Q. alba (7anm
(10170000264

(2100000000201 01

1:20 WV
[temn: 2 036ED No U.5. Standard of Potency
Lot: TOOQ0264 Dose/Route: 1 drop topically NDC: 65044-2036-1
Exp: 2020Novi 1S License Mo, 1272
Sl ltem: 2036ED
SO00000064% - HIM
Store at 2-8°C
Mon-Returnable RX Only Sterile Until Opened
\ 50000000099 - HUT /I

Oak Mix RVW, 5 mL 1:20 w/v Vial Label



ALLERGENIC EXTRACT

OAK MIX RVW
(RED,VIRGINIA LIVE,WHITE)

33.3% each of Q. rubra, Q. virginiana, Q.

S0000007619 - HO

alba
B 120 WIV RX Only Sterile
: g g Until Opened
Dose/Route: 1 drop topically Store at 2-8°C &
Preservative 50% Glycerin viv :hl;:ﬂr[z}g{];g;gd é
U.5. License No. 1272 Exp: 2020Nov0’ 2

Jubilant HollisterStier LLC Spokane, WA 29207

POLLENS - TREES, COTTONWOOD, COMMON POPULUS DELTOIDES

cottonwood, common populus deltoides injection, solution

Product Information

Product Type NON-STANDARDIZED ALLERGENIC Item Code (Source) NDC:65044-1436

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
POPULUS DELTOIDES POLLEN (UNI: 476 DVV63WP) (POPULUS DELTOIDES POLLEN - POPULUS DELTOIDES 0.05¢g
UNIL:476 DVV6 3WP) POLLEN in 1mL
Inactive Ingredients
Ingredient Name Strength

GLYCERIN (UNII: PDC6A3C00X)
SODIUM CHLORIDE (UNII: 451W471Q8 X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:65044-1436-1 5 mL in 1 VIAL; Type 0: Nota Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
BLA BLA103888 04/19/1941

POLLENS - TREES, CYPRESS, ARIZONA CUPRESSUS ARIZONICA



cypress, arizona cupressus arizonica injection, solution

Product Information
Product Type NON-STANDARDIZED ALLERGENIC Item Code (Source) NDC:65044-1451

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
CUPRESSUS ARIZONICA POLLEN (UNI: 232DMHO0 XVF) (CUPRESSUS ARIZONICA CUPRESSUS ARIZONICA 0.05¢g
POLLEN - UNI:232DMH0 XVF) POLLEN in 1 mL
Inactive Ingredients
Ingredient Name Strength

GLYCERIN (UNII: PDC6A3C00X)
SODIUM CHLORIDE (UNII: 451W471Q8 X)
SODIUM BICARBONATE (UNIl: 8MDF5V39QO)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:65044-1451-1 5 mL in 1 VIAL; Type 0: Nota Combination Product

Marketing Information
Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
BLA BLA103888 04/19/1941

POLLENS - TREES, CYPRESS, BALD TAXODIUM DISTICHUM

cypress, bald taxodium distichum injection, solution

Product Information
Product Type NON-STANDARDIZED ALLERGENIC Item Code (Source) NDC:65044-1454

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
TAXO DIUM DISTICHUM PO LLEN (UNIE: O12H03B41R) (TAXODIUM DISTICHUM POLLEN TAXODIUM DISTICHUM  0.02 g
- UNILO12H03B41R) POLLEN in 1 mL

Inactive Ingredients



Ingredient Name Strength
GLYCERIN (UNIL: PDC6A3C00X)
SODIUM CHLORIDE (UNII: 451W471Q8 X)
SODIUM BICARBONATE (UNI: 8MDF5V39QO0O)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:65044-1454-1 5 mL in 1 VIAL; Type 0: Nota Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
BLA BLA103888 04/19/1941

POLLENS - TREES, ELM, AMERICAN ULMUS AMERICANA

elm, american ulmus americana injection, solution

Product Information

Product Type NON-STANDARDIZED ALLERGENIC Item Code (Source) NDC:65044-1541

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ULMUS AMERICANA POLLEN (UNI: 89 BAT511BD) (ULMUS AMERICANA POLLEN - ULMUS AMERICANA 0.05¢g
UNIL89BAT511BD) POLLEN in 1 mL
Inactive Ingredients
Ingredient Name Strength

GLYCERIN (UNII: PDC6A3C00X)
SODIUM CHLORIDE (UNII: 451W471Q8 X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:65044-1541-1 5 mL in 1 VIAL; Type 0: Nota Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
BLA BLA103888 04/19/1941



POLLENS - TREES, ELM, CHINESE ULMUS PARVIFOLIA

elm, chinese ulmus parvifolia injection, solution

Product Information
Product Type NON-STANDARDIZED ALLERGENIC Item Code (Source) NDC:65044-1547

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ULMUS PARVIFOLIA POLLEN (UNII: [U0Z41653U) (ULMUS PARVIFOLIA POLLEN - ULMUS PARVIFOLIA 0.05¢g
UNIL:IU0Z416 53U) POLLEN in 1 mL
Inactive Ingredients
Ingredient Name Strength

GLYCERIN (UNII: PDC6A3C00X)
SODIUM CHLORIDE (UNII: 451W471Q8 X)
SODIUM BICARBONATE (UNI: 8MDF5V39QO0O)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:65044-1547-1 5 mL in 1 VIAL; Type 0: Nota Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
BLA BLA103888 04/19/1941

POLLENS - TREES, EUCALYPTUS, EUCALYPTUS GLOBULUS

eucalyptus globulus injection, solution

Product Information
Product Type NON-STANDARDIZED ALLERGENIC Item Code (Source) NDC:65044-1565

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength

EUCALYPTUS GLOBULUS POLLEN (UNI: 7XW7TB10X9) (EUCALYPTUS GLOBULUS EUCALYPTUS GLOBULUS 0.05¢g
POLLEN - UNIL7XW7TB10X9) POLLEN in 1mL



Inactive Ingredients
Ingredient Name Strength
GLYCERIN (UNII: PDC6A3C00X)
SODIUM CHLO RIDE (UNIE: 451W471Q8X)
SODIUM BICARBONATE (UNI: 8 MDF5V39QO)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:65044-1565-1 5 mL in 1 VIAL; Type 0: Nota Combination Product

Marketing Information
Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
BLA BLA103888 04/19/1941

POLLENS - TREES, GUM, SWEET LIQUIDAMBAR STYRACIFLUA

gum, sweet liquidambar styraciflua injection, solution

Product Information
Product Type NON-STANDARDIZED ALLERGENIC Item Code (Source) NDC:65044-1661

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
LIQUIDAMBAR STYRACIFLUA POLLEN (UNI: 5Q246DS5BS) (LIQUIDAMBAR LIQUIDAMBAR 0.05g
STYRACIFLUA POLLEN - UNI:5Q246 DS5BS) STYRACIFLUA POLLEN in 1 mL
Inactive Ingredients
Ingredient Name Strength

GLYCERIN (UNII: PDC6A3C00X)
SODIUM CHLORIDE (UNII: 451W471Q8 X)
SODIUM BICARBONATE (UNI: 8MDF5V39QO)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:65044-1661-1 5 mL in 1 VIAL; Type 0: Nota Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date



BLA BLA103888 04/19/1941

POLLENS - TREES, HACKBERRY CELTIS OCCIDENTALIS

hackberry celtis occidentalis injection, solution

Product Information
Product Type NON-STANDARDIZED ALLERGENIC Item Code (Source) NDC:65044-1664

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
CELTIS OCCIDENTALIS POLLEN (UNIl: 68R9X9Y96X) (CELTIS OCCIDENTALIS CELTIS OCCIDENTALIS 0.05¢g
POLLEN - UNIL:6 8R9 X9 Y96 X) POLLEN in 1 mL
Inactive Ingredients
Ingredient Name Strength

GLYCERIN (UNII: PDC6A3C00X)
SODIUM CHLORIDE (UNIIL: 451W471Q8 X)
SODIUM BICARBONATE (UNIl: 8MDF5V39QO)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:65044-1664-1 5 mL in 1 VIAL; Type 0: Nota Combination Product

Marketing Information
Marketing Category  Application Number or Monograph Citation =~ Marketing Start Date Marketing End Date
BLA BLA103888 04/19/1941

POLLENS - TREES, HICKORY, SHAGBARK CARYA OVATA

hickory, shagbark carya ovata injection, solution

Product Information
Product Type NON-STANDARDIZED ALLERGENIC Item Code (Source) NDC:65044-1703

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
CARYA OVATA POLLEN (UNI: 54UN9R2798) (CARYA OVATA POLLEN - CARYA OVATA 0.05g



UNII:54UN9R2798) POLLEN in 1 mL

Inactive Ingredients
Ingredient Name Strength
GLYCERIN (UNI: PDC6A3C00X)
SODIUM CHLO RIDE (UNIE: 451W471Q8X)
SODIUM BICARBONATE (UNIE: 8 MDF5V39QO)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:65044-1703-1 5 mL in 1 VIAL; Type 0: Nota Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
BLA BLA103888 04/19/1941

POLLENS - TREES, LINDEN BASSWOOD TILIA AMERICANA

linden basswood tilia americana injection, solution

Product Information

Product Type NON-STANDARDIZED ALLERGENIC Item Code (Source) NDC:65044-1802

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength  Strength
TILIA AMERICANA POLLEN (UNI: E2B4Q4BXJG) (TILIA AMERICANA POLLEN - TILIA AMERICANA 0.05¢g
UNILE2B4Q4BXJG) POLLEN in 1 mL
Inactive Ingredients
Ingredient Name Strength

GLYCERIN (UNII: PDC6A3C00X)
SODIUM CHLORIDE (UNII: 451W471Q8 X)
SODIUM BICARBONATE (UNIl: 8MDF5V39QO)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:65044-1802-1 5 mL in 1 VIAL; Type 0: Nota Combination Product



Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
BLA BLA103888 04/19/1941 05/21/2016

POLLENS - TREES, MAPLE, HARD ACER SACCHARUM

maple, hard acer saccharum injection, solution

Product Information
Product Type NON-STANDARDIZED ALLERGENIC Item Code (Source) NDC:65044-1832

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ACER SACCHARUM POLLEN (UNI: V38QUQ7861) (ACER SACCHARUM POLLEN - ACER SACCHARUM 0.05¢g
UNI:V38QUQ7861) POLLEN in 1 mL
Inactive Ingredients
Ingredient Name Strength

GLYCERIN (UNII: PDC6A3C00X)
SODIUM CHLORIDE (UNII: 451W471Q8 X)
SODIUM BICARBONATE (UNI: 8MDF5V39QO0O)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:65044-1832-1 5 mL in 1 VIAL; Type 0: Nota Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
BLA BLA103888 04/19/1941

POLLENS - TREES, MELALEUCA PUNK TREE MELALEUCA
QUINQUENERVIA

melaleuca, melaleuca quinquenervia injection, solution

Product Information
Product Type NON-STANDARDIZED ALLERGENIC Item Code (Source) NDC:65044-1874

Route of Administration PERCUTANEOUS



Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
MELALEUCA QUINQUENERVIA POLLEN (UNI: NX974IRT8E) (MELALEUCA MELALEUCA 0.05¢g
QUINQUENERVIA POLLEN - UNI:NX9 74IRT8 E) QUINQUENERVIA POLLEN  in 1mL
Inactive Ingredients
Ingredient Name Strength

GLYCERIN (UNII: PDC6A3C00X)
SODIUM CHLORIDE (UNII: 451W471Q8 X)
SODIUM BICARBONATE (UNIl: 8MDF5V39QO)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:65044-1874-1 5 mL in 1 VIAL; Type 0: Nota Combination Product

Marketing Information
Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
BLA BLA103888 04/19/1941

POLLENS - TREES, MESQUITE, PROSOPIS JULIFLORA

mesquite, prosopis juliflora injection, solution

Product Information

Product Type NON-STANDARDIZED ALLERGENIC Item Code (Source) NDC:65044-1877

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
PROSOPIS JULIFLORA POLLEN (UNIL: 6 EJ3D04MR) (PROSOPIS JULIFLORA POLLEN - PROSOPIS JULIFLORA 0.05g
UNIL:6 EIJ3D04MR) POLLEN in 1 mL
Inactive Ingredients
Ingredient Name Strength

GLYCERIN (UNII: PDC6A3C00X)
SODIUM CHLORIDE (UNII: 451W471Q8 X)
SODIUM BICARBONATE (UNI: 8MDF5V39QO)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date



1 NDC:65044-1877-1 5 mL in 1 VIAL; Type 0: Nota Combination Product

Marketing Information
Marketing Category  Application Number or Monograph Citation
BLA BLA103888

POLLENS - TREES, MULBERRY MIX

mulberry mix injection, solution

Product Information

Product Type NON-STANDARDIZED ALLERGENIC

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name

MORUS ALBA POLLEN (UNII: 319T6818 7H) (MORUS ALBA POLLEN - UNII:319T68187H) MORUS ALBA POLLEN

MORUS RUBRA POLLEN (UNIL: 9LYI4RTZ52) (MORUS RUBRA POLLEN -
UNIL9LYI4RTZ52)

Inactive Ingredients
Ingredient Name
GLYCERIN (UNIEL: PDC6 A3C00X)
SODIUM CHL O RIDE (UNIL: 451W471Q8 X)
SODIUM BICARBONATE (UNIL: 8MDF5V39QO)

Packaging
# Item Code Package Description
1 NDC:65044-1910-1 5 mL in 1 VIAL; Type 0: Nota Combination Product

Marketing Information
Marketing Category  Application Number or Monograph Citation
BLA BLA103888

POLLENS - TREES, OAK MIX

oak mix injection, solution

Product Information

Marketing Start Date Marketing End Date
04/19/1941

Item Code (Source) NDC:65044-1910

Basis of Strength Strength

0.05g
in 1 mL

MORUS RUBRA 0.05¢g
POLLEN in 1mL
Strength

Marketing Start Date Marketing End Date

Marketing Start Date Marketing End Date
04/19/1941



Product Type NON-STANDARDIZED ALLERGENIC Item Code (Source) NDC:65044-2036

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
QUERCUS RUBRA POLLEN (UNI: SVWI19ET93C) (QUERCUS RUBRA POLLEN - QUERCUS RUBRA 0.05g
UNIESVWISET93C) POLLEN in 1 mL
QUERCUS VIRGINIANA POLLEN (UNI: 8KDG09A4GO) (QUERCUS VIRGINIANA POLLEN QUERCUS VIRGINIANA 0.05g
- UNI:8 KDG09 A4GO) POLLEN in 1mL
QUERCUS ALBA POLLEN (UNI: Z4Y9ZSV4KK) (QUERCUS ALBA POLLEN - 0.05¢g
UNIL:Z4Y9 ZS V4KK) QUERCUS ALBA POLLEN in 1 mL

Inactive Ingredients
Ingredient Name Strength
GLYCERIN (UNII: PDC6A3C00X)
SODIUM CHLO RIDE (UNIE: 451W471Q8X)
SODIUM BICARBONATE (UNI: 8 MDF5V39QO)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:65044-2036-1 5 mL in 1 VIAL; Type 0: Nota Combination Product

Marketing Information
Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
BLA BLA103888 04/19/1941

Labeler - jubilant HollisterStier LLC (069263643)

Registrant - Jubilant HollisterStier LLC (069263643)

Revised: 11/2019 Jubilant HollisterStier LLC
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