HOUSE DUST- house dust injection, solution

BLATELLA GERMANICA- german cockroach injection, solution
ACREMONIUM STRICTUM- acremonium strictum injection, solution
ALTERNARIA TENUIS- alternaria tenuis a alternata injection, solution
ASPERGILLUS FUMIGATUS- aspergillus fumigatus injection, solution
ASPERGILLUS NIGER VAR NIGER- aspergillus niger injection, solution
AUREOBASIDIUM PULLULANS VAR PULLULANS- pullularia pullulans injection,
solution

BOTRYTIS CINEREA- botrytis cinerea injection, solution

CANDIDA ALBICANS- candida albicans injection, solution

CHAETOMIUM GLOBOSUM- chaetomium globosum injection, solution
CLADOSPORIUM CLADOSPORIOIDES- cladosporium cladosporioides
hormodendrum clad injection, solution

CLADOSPORIUM SPHAEROSPERMUM- cladosporium sphaerospermum
hormodendrum hordei injection, solution

COCHLIOBOLUS SATIVUS- helminthosporium sorokinianum injection, solution
EPICOCCUM NIGRUM- epicoccum nigrum injection, solution

FUSARIUM OXYSPORUM VASINFECTUM- fusarium spp injection, solution
HELMINTHOSPORIUM SOLANI- helminthosporium solani
spondylocladium injection, solution

MUCOR PLUMBEUS- mucor spp injection, solution

NEUROSPORA INTERMEDIA- neurospora spp injection, solution
KHUSKIA ORYZAE- nigrospora spp injection, solution

PHOMA EXIGUA VAR EXIGUA- phoma herbarum injection, solution
RHIZOPUS ARRHIZUS VAR ARRHIZUS- rhizopus spp injection, solution
RHODOTORULA RUBRA- rhodotorula rubra injection, solution

USTILAGO MAYDIS- corn smut injection, solution

USTILAGO TRITICI- wheat smut injection, solution

STEMPHYLIUM SOLANI- stemphylium spp injection, solution
TRICHOPHYTON MENTAGROPHYTES- trichophyton mentagrophytes injection,
solution

KARAYA GUM- karaya gum bassora injection, solution

BOS TAURUS SKIN- cattle epithelium injection, solution

COTTON FIBER- cattle epithelium injection, solution

COTTON SEED- cottonseed injection, solution

CANIS LUPUS FAMILIARIS SKIN- dog epithelium injection, solution
CAVIA PORCELLUS SKIN- guinea pig epithelium injection, solution
EQUUS CABALLUS SKIN- horse epithelium injection, solution

CEIBA PENTANDRA FIBER- kapok injection, solution

MUS MUSCULUS SKIN- mouse epithelium injection, solution

ORRIS- iris x germanica root injection, solution

PYRETHRUM CINERARIIFOLIUM- pyrethrum injection, solution

RABBIT- rabbit epithelium injection, solution

SOLENOPSIS INVICTA- fire ant injection, solution

PERIPLANETA AMERICANA- american cockroach injection, solution
PENICILLIUM CHRYSOGENUM VAR CHRYSOGENUM- yeast saccharomyces
cerevisiae injection, solution

ACACIA- acacia injection, solution

ALNUS INCANA SSP RUGOSA POLLEN- white alder injection, solution
MEDICAGO SATIVA POLLEN- alfalfa injection, solution



FRAXINUS AMERICANA POLLEN- white ash injection, solution
PASPALUM NOTATUM POLLEN- bahia grass injection, solution
MORELLA CERIFERA POLLEN- bayberry wax myrtle injection, solution
FAGUS GRANDIFOLIA POLLEN- beech injection, solution

BETULA LENTA POLLEN- black birch injection, solution

BETULA NIGRA POLLEN- river birch red injection, solution

ACER NEGUNDO POLLEN- box elder ash leaf maple injection, solution
AMARANTHUS PALMERI POLLEN- carelessweed injection, solution
JUNIPERUS ASHEI POLLEN- mountain cedar injection, solution
JUNIPERUS VIRGINIANA POLLEN- red cedar injection, solution
XANTHIUM STRUMARIUM VAR CANADENSE POLLEN- cocklebur injection,
solution

POPULUS DELTOIDES POLLEN- eastern cottonwood common injection,
solution

CUPRESSUS ARIZONICA POLLEN- arizona cypress injection, solution
TAXODIUM DISTICHUM POLLEN- bald cypress injection, solution
RUMEX ACETOSELLA POLLEN- sour dock sheep sorrel injection, solution
RUMEX CRISPUS POLLEN- yellow dock injection, solution

ULMUS AMERICANA POLLEN- american elm injection, solution
SOLIDAGO CANADENSIS POLLEN- goldenrod injection, solution

CELTIS OCCIDENTALIS POLLEN- hackberry injection, solution

CARYA OVATA POLLEN- shagbark hickory injection, solution
SORGHUM HALEPENSE POLLEN- johnson grass injection, solution
JUNIPERUS CALIFORNICA POLLEN- western juniper injection, solution
KOCHIA SCOPARIA POLLEN- kochia firebush injection, solution
CHENOPODIUM ALBUM POLLEN- lambs quarters injection, solution
ACER RUBRUM POLLEN- red maple injection, solution

ACER SACCHARUM POLLEN- sugar maple injection, solution

IVA XANTHIFOLIA POLLEN- burweed marshelder injection, solution
IVA ANNUA VAR ANNUA POLLEN- rough marshelder injection, solution
PROSOPIS JULIFLORA POLLEN- mesquite injection, solution
ARTEMISIA VULGARIS POLLEN- common mugwort injection, solution
MORUS RUBRA POLLEN- red mulberry injection, solution

MORUS ALBA POLLEN- white mulberry injection, solution

QUERCUS RUBRA POLLEN- red oak injection, solution

QUERCUS VIRGINIANA POLLEN- virginia live oak injection, solution
QUERCUS ALBA POLLEN- white oak injection, solution

OLEA EUROPAEA POLLEN- olive pollen injection, solution

SYAGRUS ROMANZOFFIANA POLLEN- queen palm coco palm injection,
solution

CARYA ILLINOINENSIS POLLEN- pecan pollen injection, solution
AMARANTHUS RETROFLEXUS POLLEN- rough pigweed injection, solution
PINUS STROBUS POLLEN- white pine injection, solution

PLANTAGO LANCEOLATA POLLEN- english plantain injection, solution
POPULUS ALBA POLLEN- white poplar injection, solution

LIGUSTRUM VULGARE POLLEN- privet injection, solution

ELYMUS REPENS POLLEN- quack grass injection, solution

AMBROSIA TRIFIDA POLLEN- tall ragweed giant injection, solution
SALSOLA KALI POLLEN- russian thistle injection, solution

ARTEMISIA TRIDENTATA POLLEN- common sagebrush injection, solution



LIQUIDAMBAR STYRACIFLUA POLLEN- sweetgum injection, solution
PLATANUS OCCIDENTALIS POLLEN- american sycamore injection, solution
JUGLANS NIGRA POLLEN- black pollen walnut injection, solution
AILANTHUS ALTISSIMA POLLEN- ailanthus tree of heaven injection, solution
POPULUS TREMULOIDES POLLEN- aspen injection, solution

POA ANNUA POLLEN- annual bluegrass injection, solution

BROMUS INERMIS POLLEN- brome grass injection, solution

ZEA MAYS POLLEN- corn pollen injection, solution

POPULUS FREMONTII POLLEN- fremont cottonwood injection, solution
POPULUS DELTOIDES SSP MONILIFERA POLLEN- western

cottonwood injection, solution

EUPATORIUM CAPILLIFOLIUM POLLEN- dog fennel injection, solution
ULMUS CRASSIFOLIA POLLEN- cedar elm injection, solution

ULMUS PUMILA POLLEN- chinese elm injection, solution

EUCALYPTUS GLOBULUS POLLEN- eucalyptus injection, solution

CORYLUS AMERICANA POLLEN- hazelnut pollen injection, solution
ROBINIA PSEUDOACACIA POLLEN- black locust injection, solution
MELALEUCA QUINQUENERVIA POLLEN- melaleuca pollen injection, solution
CHENOPODIUM AMBROSIOIDES POLLEN- mexican tea injection, solution
QUERCUS AGRIFOLIA POLLEN- california live oak coast injection, solution
SCHINUS MOLLE POLLEN- california pepper tree injection, solution
AMARANTHUS SPINOSUS POLLEN- spiny pigweed injection, solution
CASUARINA EQUISETIFOLIA POLLEN- australian pine beefwood injection,
solution

PINUS ECHINATA POLLEN- yellow pine injection, solution

AMBROSIA ACANTHICARPA POLLEN- false ragweed bur injection, solution
AMBROSIA TENUIFOLIA POLLEN- slender ragweed injection, solution
AMBROSIA BIDENTATA POLLEN- southern ragweed injection, solution
AMBROSIA PSILOSTACHYA POLLEN- western ragweed injection, solution
LOLIUM PERENNE SSP MULTIFLORUM POLLEN- italian rye grass injection,
solution

ARTEMISIA FRIGIDA POLLEN- prairie sage injection, solution

DISTICHLIS SPICATA POLLEN- salt grass injection, solution

HOLCUS LANATUS POLLEN- velvet grass injection, solution

JUGLANS REGIA POLLEN- english walnut pollen injection, solution
TRITICUM AESTIVUM POLLEN- wheat pollen injection, solution

ARTEMISIA ANNUA POLLEN- common wormwood annual injection, solution
AMARANTHUS TUBERCULATUS POLLEN- water hemp injection, solution
ACREMONIUM STRICTUM- acremonium cephalosporium injection, solution
SACCHAROMYCES CEREVISIAE- yeast saccharomyces cerevisiae injection,
solution

FRAXINUS VELUTINA POLLEN- arizona ash injection, solution

SALIX NIGRA POLLEN- black willow injection, solution
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FOR DIAGNOSTIC USE ONLY
DIRECTIONS FOR USE

WARNING

This product is intended for use by physicians who are experienced in the
administration of allergenic extracts and the emergency care of anaphylaxis, or for
use under the guidance of an allergy specialist.

As with all allergenic extracts, severe systemic reactions may occur. In certain
individuals these life-threatening reactions may result in death. Fatalities associated
with skin testing have been reported. Patients should be observed for at least 20 -
30 minutes following testing. Emergency measures and adequately trained
personnel should be immediately available in the event of a life-threatening reaction.

Patients with unstable asthma or steroid dependent asthmatics and patients with
underlying cardiovascular disease are at greater risk to a fatal outcome from a
systemic allergic reaction.

Sensitive patients may experience severe anaphlactic reactions resulting in
respiratory obstruction, shock, coma and/or death. Adverse events are to be
reported to MedW atch (1-800-FDA-1088), Adverse Event Reporting, Food and
Drug Administration, 5600 Fishers Lane, Rockville, MD 20852-9787. This product
should not be injected intravenously. Patients receiving beta blockers may not be
responsive to epinephrine or inhaled bronchodilators. Respiratory obstruction not
responding to parenteral or inhaled bronchodilators may require theophyliine,
oxygen, intubation and the use of life support systems. Parenteral fluid and/or
plasma expanders may be utilized for the treatment of shock.
Adrenocorticosteroids may be administered parenterally or intravenously. Refer to
WARNINGS, PRECAUTIONS, and ADVERSE REACTIONS sections below.

Port Washington, NY 11050

U.S. Government License No. 1256

DESCRIPTION

Sterile diagnostic extracts are supplied in either phenol-saline diluent for Intradermal
Testing or in diluent containing glycerin 50% (v/v) for Percutaneous Testing and phenol
0.4% (preservative). Inactive ingredients may include: sodium chloride for isotonicity,
glycerin, and sodium bicarbonate as a buffer.

Pollens are individually extracted from pure pollen extracted in a phenol-preserved
sodium bicarbonate solution. Short Ragweed and Mixed (Tall and Short) Ragweed
extracts are standardized by Antigen E content and so labeled. The Antigen E content of
extracts containing Short Ragweed at a concentration more dilute than a weight/volume
ratio of 1:10 are obtained by calculating the Antigen E content based on the assay value
of more concentrated extract. Pollen extracts are filtered aseptically and after final
packaging, they are tested for sterility and safety. Molds are individwually extracted from
pure powdered inactivated mold source material extracted in phenol preserved



saline. Mold extracts are filtered aseptically and after final packaging are tested for
sterility and safety.

Molds (fungi) are present in all inhabited places at all seasons of the year; they are so
ubigquitous that they are prevalent at times when common allergic pollens and other
inhalants are not. In the home and surroundings, molds are found in upholstered
furniture, mattresses, drapes, cellar and storage room dust, woolens, leather goods,
fruits, meats, cheeses, garden soil and on plants. Spores, mycelial fragments and mold
residues are thus inhaled, contacted and ingested continuously.

Foods, miscellaneous inhalants and epidermals are individually extracted in phenol
preserved saline or glycerin, filtered aseptically and after final packaging are tested for
sterility and safety.

CLINICAL PHARMACOLOGY

Diagnostically (for skin testing) the allergen combines with IgE antibodies fixed to mast
cells in the skin. This complexing causes an increase in cellular permeability and
degranulation of the mast cells releasing chemical mediators. These mediators (such as
histamine) are responsible for a local inflammatory response of wheal and erythema
typical of a positive skin test reaction and also, the symptoms commonly associated with
allergic disease.l The more mediator release, the larger the reaction (wheal and
erythema).

INDICATIONS AND USAGE

These products are for diagnostic use only. Diagnostic allergenic extracts are indicated
for use in skin testing to establish the clinical relevance of specific allergens to which the
patient has been exposed. By measuring skin test response, the physician may assess
the degree of sensitivity that patients have to the allergens. For extracts standardized in
AU and BAU, see individual directions for use. Allergenic extracts for diagnostic
use only of coffee, mosquito, cottonseed, and flaxseed have not been shown
by adequate data to be safe and effective for therapeutic use.

CONTRAINDICATIONS

Patients on beta blockers can be non-responsive to beta agonists that may be required
to reverse a systemic reaction (also, see boxed WARNING statement and ADVERSE
REACTIONS). The physician should carefully weigh the benefit derived from skin testing
vs. the risk to the patient should a systemic reaction arise.

Patients with unstable asthma or steroid dependent asthmatics and patients with
underlying cardiovascular disease are at greater risk to a fatal outcome from a systemic
allergic reaction?:3. See also PRECAUTIONS and ADVERSE REACTIONS.

WARNINGS
Severe Allergic Reactions:

Patients should always be observed for at least 20 - 30 minutes after skin testing. In the



event of a marked systemic reaction such as urticaria, angioedema, wheezing, dyspnea,
respiratory obstruction, hypotension, coma and death (see ADVERSE REACTIONS),
applications of a tourniquet above the injection site and administration of 0.2 mL to 1 mL
(0.01 mg/kg) of epinephrine injection (1:1,000) are recommended. Maximal
recommended dose for children between 2 and 12 years of age is 0.5 mL. The
tourniquet is then gradually released at 15-minute intervals. Patients under treatment
with beta blockers may be refractory to the usual dose of epinephrine.

Volume expanders and vasopressor agents may be required to reverse hypotension,
inhalation bronchodilators and parenteral aminophylline may be required to reverse
bronchospasm. In case of respiratory obstruction, oxygen and intubation may be
necessary. Life-threatening reactions unresponsive to the above may require
cardiopulmonary resuscitation.

Anaphylaxis Following False Negative Food Allergen Skin Test Results:

False negative skin test results associated with anaphylaxis from subsequent exposure
to the allergen have been reported during postmarketing diagnostic use of some food
allergenic extracts. Based on the patient’s clinical history and the index of suspicion,
healthcare providers should consider confirming negative skin testing with serologic
testing by measuring specific serum IgE or with a medically-supervised oral food
challenge.

PRECAUTIONS

INFORMATION FOR PATIENTS:

Patients should be instructed to describe any active allergic symptoms such as rhinitis,
wheezing, dyspnea, etc. prior to testing. Also, see ADVERSE REACTIONS and
WARNINGS Sections.

Patients should always be observed 20 to 30 minutes after testing.

General:

1. In the presence of active symptoms such as rhinitis, wheezing, dyspnea, etc., the
indications for skin testing must be weighed carefully against the risk of temporarily
aggravating the symptoms by the testing itself. Objective assessment of pulmonary
function such as Peak Expiratory Flow Rate (PEFR) before allergen administration and
prior to discharge may be useful in unstable asthmatics to reduce the chances of
exacerbation of the patient’s asthma. Patients should be instructed to describe any
active allergic symptoms as described above prior to skin testing and encouraged to
report any late reactions from this testing. Also, see ADVERSE REACTIONS and
WARNING sections.

2. Store allergenic extracts between 2°-8°C at all times, even during use.

3. Care must be taken to avoid drawing blood.

A. For percutaneous testing, if blood is observed, immediately wipe the allergen from
the site.

B. For intradermal skin testing, pull gently on the syringe plunger and note if any
blood enters the syringe. If blood is obtained, reposition the needle and repeat
before injecting (see DOSAGE AND ADMINISTRATION).



4. Allergenic extracts become less potent with age. Allergenic extracts containing
glycerin 50% v/v are relatively stable. Non-glycerinated aqueous extracts, particularly
dilute forms as used for intradermal skin testing, have been shown to be extremely
unstable. Until such time as stability studies are complete with dilute allergens, new
intradermal strength materials should be prepared every few weeks.

5. Use standard aseptic precautions if making dilutions from stock concentrates to
intradermal strength.

6. For intradermal testing: Extracts in glycerin 50% v/v must be diluted with a non-
glycerinated diluent and must be diluted at least 25-fold to less than 2% glycerin by
volume, as glycerin above this level can cause false positive intradermal skin test
results.

Pregnancy - Category C:

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.

Controlled studies of hyposensitization with moderate to high doses of allergenic
extracts during conception and all trimesters of pregnancy have failed to demonstrate
any risk to the fetus or to the mother4. However, on the basis of histamine’s known
ability to contract the uterine muscle, the release of significant amounts of histamine
from allergen exposure to skin test overdose should be avoided on theoretical grounds.
Therefore, allergenic extracts should be used cautiously in a pregnant woman and only if
clearly needed.

Pediatric Use:

Allergenic extracts for diagnostic use have been given safely in infants and young
children. Infants have lower skin test reactivity to histamine, as well as common

allergens. Skin test reactivity gradually increases to age 6 and plateaus to age 60.
Therefore, small skin test reactions should be anticipated in children under age 6.

Geriatric Use:

Skin test reactivity gradually decreases after age 60. Therefore, smaller skin test
reactions should be anticipated in adults over age 60.

Nursing Mothers:

It is not known if allergens administered subcutaneously appear in human milk. Because
many drugs are excreted in human milk, caution should be exercised when allergenic
extracts are administered to a nursing woman.

Carcinogenesis, mutagenesis, impairment of fertility:

Studies in animals have not been performed.

Drug Interactions:
Drugs can interfere with the performance of skin tests>.

Antihistamines: Response to mediator (histamine) released by allergens is suppressed



by antihistamines. The length of suppression varies and is dependent on individual
patient, type of antihistamine and length of time the patient has been on antihistamines.
The duration of this suppression may be as little as 24 hours (chlorpheniramine) and can
be as long as 40 days (astemizole).

Tricyclic Antidepressants: These exert a potent and sustained decrease of skin reactivity
to histamine which may last for a few weeks.

Beta, Agonists: Oral terbutaline and parenteral ephedrine, in general, have been shown
to decrease allergen induced wheal.

Dopamine: Intravenous infusion of dopamine may inhibit skin test responses.
Beta Blocking Agents: Propranolol can significantly increase skin test reactivity.

Other Drugs: Short acting steroids, inhaled beta, agonists, theophylline and cromolyn
do not seem to affect skin test response.

ADVERSE REACTIONS

Fatalities from skin testing in the United States have been extensively reviewed by
Lockey.? Six fatalities were associated with intradermal testing without previous
percutaneous testing, and one was associated with a combination of percutaneous
(scratch) and intradermal skin testing. With careful attention to dosage and
administration, fatal reactions occur infrequently, but it must be remembered that
allergenic extracts are highly potent to sensitive individuals and overdosage could result
in anaphylactic symptoms. Therefore, it is imperative that physicians administering
allergenic extracts for skin testing understand, and be prepared for the treatment of
severe reactions.

Local:

Immediate wheal and erythema reactions are to be expected; but if very large, may be
the first manifestation of a systemic reaction. In such cases, immediately wipe the test
site(s) with sterile gauze or cotton to remove excess allergen.

Systemic Reactions:

Systemic reactions are characterized by one or more of the following symptoms:
sneezing, mild to severe generalized urticaria, itching (other than at the skin test site),
extensive or generalized edema, wheezing, asthma, dyspnea, cyanosis, hypotension,
syncope, and upper airway obstruction. Symptoms may progress to shock and death.
Patients should always be observed for at least 20 - 30 minutes after testing.

Volume expanders and vasopressor agents may be required to reverse hypotension.
Inhalational bronchodilators and parenteral aminophylline may be required to reverse
bronchospasm. Severe airway obstruction unresponsive to bronchodilator may require
tracheal intubation and use of oxygen. In the event of a marked systemic reaction,
application of a tourniquet above the injection site and the administration of 0.2 mL to
1.0 mL of epinephrine injection (1:1,000) is recommended. Maximum recommended
dose for children between 2 and 12 years of age is 0.3 mL. The tourniquet should not be
left in place without loosening for 90 seconds every 15 minutes.

Adverse events should be reported via MedWatch (1-800-FDA-1088), Adverse Event



Reporting, Food and Drug Administration, 5600 Fishers Lane, Rockville, MD 20852-9787.

OVERDOSAGE

Signs and symptoms of overdose are typically large local and systemic reactions. For
management of overdose reactions, refer to the ADVERSE REACTIONS section above.

DOSAGE AND ADMINISTRATION

Parenteral drug products should be inspected visually for particulate matter and
discoloration prior to administration, whenever solution and container permit.

Skin test techniques for immediate (Type I) hypersensitivity testing fall into two major
categories: percutaneous, and intracutaneous.

Percutaneous techniques:

For percutaneous testing, in general, skin is scratched, punctured or pricked just before
the allergen is applied or through a drop of test allergen. There are several devices
available for this technique. Refer to the manufacturer or distributor’s circular for
specific directions for their use.

In General:

1. Itis recommended that the test areas should be placed no closer than 4 - 5 cm apart
to avoid interference of reactions when several tests are applied.

2. Skin test areas should be cleansed with alcohol and air dried.

3. Preferably, the allergen should be placed on the volar surface of the forearm, upper
arm, or the patient’s back. The patient should be placed in a comfortable position
prior to testing.

4. For scratch testing, a sharp, clean, sterile instrument is used to abrade the skin, but
not to draw blood. Each scratch should be about 2 - 4 mm in length. A small drop of
extract is placed on the surface of the skin.

5. Prick testing: For prick testing, a sharp, sterile instrument is used to puncture the
skin slightly, applying it at a 15 - 20° angle to the skin. The instrument is gently raised,
“tenting” the skin until it pops out, generally pricking through the drop of allergen. Do
not draw blood.

6. For puncture testing, a sharp, clean, sterile instrument must be used. Puncture the
skin, through the drop of allergen, perpendicular to the skin. Do not draw blood.

For all of the above techniques, a separate instrument must be used for each patient; if
the instrument is to be used to pass through the allergen, to avoid cross-contamination,
a separate instrument is to be used for each allergen. The test should be read in 15
minutes, measuring both wheal size and erythema.

Intracutaneous (intradermal) testing:

General: Intradermal testing is more sensitive than percutaneous testing and its
specificity is dependent on dose. Intradermal testing is not intended as an initial screen
unless used in highly dilute solutions. Intradermal testing is usually reserved for allergens
that have demonstrated either negative or equivocal percutaneous skin test response in
the face of positive or unclear history.



Intradermal testing of one allergen in several serial dilutions (beginning with the weakest
to the more concentrated dilutions) may also be useful in assessing degree of patient
sensitivity for the establishment of a safe starting dose for immunotherapy.

Bulk extracts must be diluted for intradermal testing. Use of Sterile Diluent for Allergenic

Extracts or Sterile Diluent for Allergenic Extracts Normal Saline with HSA (albumin saline)

is recommended. Dilutions should be made with sterile disposable syringes using aseptic

technique. Commonly 10 fold dilutions are used to achieve a desired concentration for

intradermal testing and continuation of immunotherapy. For example, transferring 0.5

mL of a 10,000 PNU/mL extract into 4.5 mL of diluent will yield 5 mL of extract at 1,000

PNU/mL. For weight volume products, a 1:100 w/v dilution may be prepared from a 1:10

w/v by transferring 0.5 mL of the 1:10 w/v to 4.5 mL of diluent. Prepare as many

additional serial dilutions as necessary to reach the appropriate concentration. As a

general rule intradermal strength should begin at no higher than 1/100 to 1/1000 of the

percutaneous strength that resulted in a negative skin test reaction.

1. Itis recommended that the test areas should be spaced no less than 5 cm apart to
avoid interference with adjacent allergen or control.

2. Skin should be cleansed with alcohol and air dried.

3. A sterile 1 mL or 1/2 mL syringe with a 26 - 30 gauge needle should be used. A
separate sterile syringe should be used for each extract and each patient.

4. Care should be taken to eliminate air bubbles from the syringe prior to injecting the
test dose. It is suggested that not more than 6 - 10 allergens of each different type
be used at any one time. Very sensitive patients may show rapid response.

5. The skin is held tensely, and the needle is inserted almost parallel to the skin, beveled
side up far enough to cover the beveled portion. Slowly inject sufficient extract to
make a small bleb of approximately 5 mm in diameter (0.01 - 0.02 mL).

6. Read the test results in 15 minutes.

Selection of the proper strength for intracutaneous testing: A general rule for the
prevention of untoward reactions, particularly in extremely sensitive patients, is to
screen by percutaneous methods initially, and begin intradermal testing at a strength
not more than 1/100 of a negative or equivocal percutaneous reaction.

Controls:

In both percutaneous and intracutaneous tests, a negative control test with diluent
alone should be performed because some patients exhibit dermographia, and/or other
non-specific irritant responses.

As a positive control in the evaluation of allergenic skin testing, histamine 1 mg/mL
(histamine base) should be used for percutaneous testing, and histamine 0.1 mg/mL
(histamine base) should be used for intradermal testing.

Interpretation of results:

Patient’s response is graded on the basis of the size of erythema or wheal.® General
guidelines follow for percutaneous testing, different devices and/or techniques influence
the size of the reaction, therefore it is important to refer to the device manufacturer’s or
distributor’s instructions when grading reactions.

Percutaneous (prick or scratch) test:

0 No reaction or less than control.



+
++

Erythema greater than control, smaller than a nickel (21 mm diameter).

Erythema greater than a nickel in diameter, no wheal.

+++ Wheal and erythema without pseudopods.

++++ Wheal and erythema with pseudopods.

Intradermal test:

0 No reaction or less than negative control.

+ 3-4 mm wheal with erythema, or erythema alone larger than a nickel (21 mm
diameter).

++ 4-8 mm wheal and erythema, without pseudopods.

+++ Over 8 mm wheal and erythema without pseudopods.

++++4+ Wheal and erythema with pseudopods.

HOW SUPPLIED

For scratch and prick testing: 5 mL dropper applicator vials in 50% v/v glycerin or
10mL stoppered vial in 50% v/v glycerin. Available individually and in a complete set of
the most common allergens. Available in either Protein Nitrogen Units (PNU/mL) or
weight to volume (w/v).

For intracutaneous testing: 5 mL sterile vials, aqueous based, individually and in a
complete set of the most common allergens. Available in either Protein Nitrogen Units
(PNU/mL) or weight to volume (w/v).

Histatrol® Positive skin test control - histamine. 1 mg/mL and 0.1 mg/mL histamine
base.

See Product Catalog for specific diagnostic concentrations available.

STORAGE

To maintain stability of allergenic extracts, proper storage conditions are essential. Bulk
concentrates and diluted extracts are to be stored at 22 to 82C even during use. Bulk or
diluted extracts are not to be frozen. Do not use after the expiration date shown on the
vial label.
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HOUSE DUST
house dust injection, solution
Product Information
Product Type NON-STANDARDIZED ALLERGENIC Item Code (Source) NDC:0268-6000

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
HOUSE DUST (UNII: EYO007VX98) (HOUSE DUST - UNI:EYO007VX98) HOUSE DUST 10000 [PNUT in 1 mL



Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C00X)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6000-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

BLATELLA GERMANICA

german cockroach injection, solution

Product Information

Product Type

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name

BLATTELLA GERMANICA (UNIl: G9067I0A8Q) (BLATTELLA GERMANICA -

UNIl:G906710A8Q)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C00X)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)

NON-STANDARDIZED ALLERGENIC

Strength
0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1mL

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

01/01/1965

Marketing End
Date

06/30/2013

Item Code (Source) NDC:0268-6405

Basis of

Strength Strength
BLATTELLA 0.05g
GERMANICA in 1 mL

Strength

0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1mL



SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description

NDC:0268-
6405-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

1 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

ACREMONIUM STRICTUM

acremonium strictum injection, solution

Product Information
Product Type

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name

SAROCLADIUM STRICTUM (UNII: 3F36V0451W) (SAROCLADIUM STRICTUM -

UNII:3F36V0451W)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNIl: PDC6A3C00X)
PHENOL (UNIl: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6500-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

s Combination Product

NON-STANDARDIZED ALLERGENIC

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

01/01/1965

Marketing End
Date

Item Code (Source) NDC:0268-6500

Basis of

Strength Strength
SAROCLADIUM 0.10 g
STRICTUM in1mL

Strength

0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1 mL

Marketing Start Marketing End
Date Date



Marketing Information

Marketing Application Number or Monograph
Category Citation

BLA BLA103753

ALTERNARIA TENUIS

alternaria tenuis a alternata injection, solution

Product Information

Product Type NON-STANDARDIZED ALLERGENIC

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Marketing Start Marketing End
Date Date

01/01/1965 05/22/2023

Item Code (Source) NDC:0268-6502

. Basis of

Ingredient Name Strength Strength
ALTERNARIA ALTERNATA (UNII: 52B29REC7H) (ALTERNARIA ALTERNATA - ALTERNARIA 0.10 g
UNII:52B29REC7H) ALTERNATA in 1 mL
Inactive Ingredients

Ingredient Name Strength

GLYCERIN (UNII: PDC6A3CO00OX)

PHENOL (UNII: 339NCG44TV)

SODIUM CHLORIDE (UNII: 451WA7IQ8X)
SODIUM BICARBONATE (UNIl: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging

# Item Code Package Description

1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6502-06 Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

BLA BLA103753

ASPERGILLUS FUMIGATUS

aspergillus fumigatus injection, solution

0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date

Marketing Start Marketing End
Date Date

01/01/1965 05/22/2023



Product Information
Product Type

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name

ASPERGILLUS FUMIGATUS (UNII: X88DF51T48) (ASPERGILLUS FUMIGATUS -

UNII: X88DF51T48)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNIIl: PDC6A3C0OX)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6504-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

ASPERGILLUS NIGER VAR NIGER

aspergillus niger injection, solution

Product Information
Product Type

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety
Ingredient Name

ASPERGILLUS NIGER VAR. NIGER (UNII: 910A40ANG6) (ASPERGILLUS NIGER

VAR. NIGER - UNII:910A40ANG6)

NON-STANDARDIZ ED ALLERGENIC

NON-STANDARDIZED ALLERGENIC

Item Code (Source) NDC:0268-6504

Basis of

Strength Strength
ASPERGILLUS 0.10 g
FUMIGATUS in 1 mL

Strength

0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1 mL

Marketing Start Marketing End
Date Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6507

Basis of Strength Strength

ASPERGILLUS NIGER 0.10 g
VAR. NIGER in 1 mL



Inactive Ingredients

Ingredient Name Strength
GLYCERIN (UNII: PDC6A3C00X) 0.5mL in1mL
PHENOL (UNII: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39Q0) 0.00275¢g in1mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description rleraElle) s arerlig) Ee
Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6507-06 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965 05/22/2023

AUREOBASIDIUM PULLULANS VAR PULLULANS

pullularia pullulans injection, solution

Product Information

Product Type NON-STANDARDIZED ALLERGENIC Item Code (Source) NDC:0268-6509
Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
AUREOBASIDIUM PULLULANS VAR. PULLUTANS (UNIl: D1A2NG69CK) ﬁﬂﬁf&&ﬁsﬂga" 0.10 g
(AUREOBASIDIUM PULLULANS VAR. PULLUTANS - UNI:D1A2NG69CK) P OLoTANe R in 1 mL

Inactive Ingredients

Ingredient Name Strength
GLYCERIN (UNIl: PDC6A3C00OX) 0.5mL in1mL
PHENOL (UNIl: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39Q0) 0.00275g in 1 mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)



SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description

NDC:0268-
6509-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

1 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

BOTRYTIS CINEREA

botrytis cinerea injection, solution

Product Information
Product Type

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name

BOTRYTIS CINEREA (UNII: TBW53313S7) (BOTRYTIS CINEREA -
UNI:TBW53313S7)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNIl: PDC6A3C00X)
PHENOL (UNIl: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6512-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

s Combination Product

NON-STANDARDIZED ALLERGENIC

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6512

Basis of

Strength Strength
BOTRYTIS CINEREA 0109
in1 mL
Strength

0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1 mL

Marketing Start Marketing End
Date Date



Marketing Information

Marketing Application Number or Monograph
Category Citation

BLA BLA103753

CANDIDA ALBICANS

candida albicans injection, solution

Product Information

Product Type NON-STANDARDIZED ALLERGENIC

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name

CANDIDA ALBICANS (UNII: 4D7G21HDBC) (CANDIDA ALBICANS -
UNII:4D7G21HDBC)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C00X)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6514-06

5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

Marketing Information

Marketing
Category

Application Number or Monograph
Citation

BLA BLA103753

CHAETOMIUM GLOBOSUM

chaetomium globosum injection, solution

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6514

Basis of
Strength Strength
CANDIDA ALBICANS ~ 0-109
in1mL
Strength

0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023



Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6516
Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety
Basis of

Ingredient Name Strength Strength
CHAETOMIUM GLOBOSUM (UNII: 5016WB8B8A) (CHAETOMIUM GLOBOSUM - CHAETOMIUM 0.10 g
UNII:5016WB8B8A) GLOBOSUM in 1 mL
Inactive Ingredients

Ingredient Name Strength
GLYCERIN (UNIl: PDC6A3COO0X) 0.5mL in1mL
PHENOL (UNII: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39QO0) 0.00275 g in1mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6516-06 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965 05/22/2023

CLADOSPORIUM CLADOSPORIOIDES

cladosporium cladosporioides hormodendrum clad injection, solution

Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6518
Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength

CLADOSPORIUM CLADOSPORIOIDES (UNII: 4ZWY20GTGO) (CLADOSPORIUM CLADOSPORIUM 0.10 g
CLADOSPORIOIDES - UNII:4ZWY20GTGO) CLADOSPORIOIDES in1 mL



Inactive Ingredients

Ingredient Name Strength
GLYCERIN (UNII: PDC6A3C00X) 0.5mL in1mL
PHENOL (UNII: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39Q0) 0.00275¢g in1mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description rleraElle) s arerlig) Ee
Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6518-06 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965 05/22/2023

CLADOSPORIUM SPHAEROSPERMUM

cladosporium sphaerospermum hormodendrum hordei injection, solution

Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6520
Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
CLADOSPORIUM SPHAEROSPERMUM (UNII: P87YCALU8R) (CLADOSPORIUM CLADOSPORIUM 0.10 g
SPHAEROSPERMUM - UNII:P87YCA1US8R) SPHAEROSPERMUM in 1 mL

Inactive Ingredients

Ingredient Name Strength
GLYCERIN (UNII: PDC6A3C00OX) 0.5mL in1mL
PHENOL (UNII: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39Q0) 0.00275¢g in1mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)



Packaging
# Item Code Package Description

NDC:0268-
6520-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

1 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

COCHLIOBOLUS SATIVUS

helminthosporium sorokinianum injection, solution

Product Information
Product Type

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name

COCHLIOBOLUS SATIVUS (UNIl: 3LN5B70U4W) (COCHLIOBOLUS SATIVUS -

UNII:3LN5B70U4W)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNIl: PDC6A3C0OX)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNIl: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description

NDC:0268-
6524-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

NON-STANDARDIZED ALLERGENIC

Marketing Start Marketing End
Date Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6524

Basis of

Strength Strength
COCHLIOBOLUS 0.10 g
SATIVUS in 1 mL

Strength

0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date



Marketing Information

Marketing
Category

Application Number or Monograph
Citation

BLA BLA103753

EPICOCCUM NIGRUM

epicoccum nigrum injection, solution

Product Information

Product Type NON-STANDARDIZ ED ALLERGENIC

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety
Ingredient Name

EPICOCCUM NIGRUM (UNII: 87U156LEN7) (EPICOCCUM NIGRUM -
UNII:87U156LEN7)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C0OX)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6526-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

Marketing Information

Marketing
Category

Application Number or Monograph
Citation

BLA BLA103753

FUSARIUM OXYSPORUM VASINFECTUM

fusarium spp injection, solution

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6526

Basis of

Strength DG

0.10 g

EPICOCCUM NIGRUM *
in 1 mL

Strength
0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1 mL

Marketing Start Marketing End
Date Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023



Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6529
Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
FUSARIUM OXYSPORUM VASINFECTUM (UNIl: 6M98DC08TZ) (FUSARIUM FUSARIUM OXYSPORUM 0.10 g
OXYSPORUM VASINFECTUM - UNII:6M98DCO08TZ) VASINFECTUM in 1 mL
Inactive Ingredients

Ingredient Name Strength

GLYCERIN (UNIl: PDC6A3C0O0X) 0.5mL in1mL
PHENOL (UNII: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39QO0) 0.00275g in1mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6529-06 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965 05/22/2023
HELMINTHOSPORIUM SOLANI
helminthosporium solani spondylocladium injection, solution
Product Information
Product Type NON-STANDARDIZED ALLERGENIC Item Code (Source) NDC:0268-6533
Route of Administration PERCUTANEOUS
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
HELMINTHOSPORIUM SOLANI (UNIl: U6Z259H815) (HELMINTHOSPORIUM HELMINTHOSPORIUM  0.10 g

SOLANI - UNII:U6Z 259H815) SOLANI in 1 mL



Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C00X)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6533-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

1 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

MUCOR PLUMBEUS

mucor spp injection, solution

Product Information
Product Type

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name

MUCOR PLUMBEUS (UNIl: D7401PWY6E) (MUCOR PLUMBEUS -
UNII:D7401PWYG6E)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNIl: PDC6A3C0O0X)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

NON-STANDARDIZED ALLERGENIC

Strength
0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1 mL

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

01/01/1965

Marketing End
Date

11/30/2021

Item Code (Source) NDC:0268-6536

Basis of
Strength Strength
MUCOR PLUMBEUS ~ 2:109
in 1 mL
Strength

0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1mL



Packaging
# Item Code Package Description

NDC:0268-
6536-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

1 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

NEUROSPORA INTERMEDIA

neurospora spp injection, solution

Product Information
Product Type

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name

NEUROSPORA INTERMEDIA (UNII: 2072U60DUI) (NEUROSPORA INTERMEDIA -

UNII:2072U60DUI)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNIl: PDC6A3C00X)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451\W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6538-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

1 Combination Product

Marketing Information

NON-STANDARDIZED ALLERGENIC

Marketing Start Marketing End
Date Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6538

Basis of
Strength Strength
NEUROSPORA 0.10 g
INTERMEDIA in1mL
Strength

0.5mL in1mL
0.004 mL in1mL
0.009g inl1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date



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

BLA BLA103753 01/01/1965 11/30/2021

KHUSKIA ORYZAE

nigrospora spp injection, solution

Product Information

Product Type NON-STANDARDIZED ALLERGENIC Item Code (Source) NDC:0268-6540
Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
KHUSKIA ORYZAE (UNII: VK8C112WTS) (KHUSKIA ORYZAE - UNII:VK8C112WTS) KHUSKIA ORYZ AE 0.10g in1mL

Inactive Ingredients

Ingredient Name Strength
GLYCERIN (UNIl: PDC6A3C00X) 0.5mL in1mL
PHENOL (UNIl: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451\W471Q8X) 0.009 g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39QO0) 0.00275 g in1mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6540-06 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965 11/30/2021

PHOMA EXIGUA VAR EXIGUA

phoma herbarum injection, solution

Product Information

Product Type NON-STANDARDIZED ALLERGENIC Item Code (Source) NDC:0268-6543



Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
PHOMA EXIGUA VAR. EXIGUA (UNII: 8JAG41IE4M) (PHOMA EXIGUA VAR. EXIGUA - PHOMA EXIGUA VAR.  0.10 g
UNII:8JAG41IE4M) EXIGUA in 1 mL
Inactive Ingredients

Ingredient Name Strength
GLYCERIN (UNIl: PDC6A3C0O0X) 0.5mL in1mL
PHENOL (UNII: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39QO0) 0.00275 g in1mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a
6543-06 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965 05/22/2023
RHIZOPUS ARRHIZUS VAR ARRHIZUS
rhizopus spp injection, solution
Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6545
Route of Administration PERCUTANEOUS
Active Ingredient/Active Moiety
. Basis of
Ingredient Name Strength Strength

RHIZOPUS ARRHIZUS (UNIl: 8476849N1Y) (RHIZOPUS ARRHIZUS - 0.10g
UNII:8476849N1Y) RAlZOIALS SRRRIZTE g



Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3CO00X)
PHENOL (UNIl: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6545-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

RHODOTORULA RUBRA

rhodotorula rubra injection, solution

Product Information
Product Type

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name

RHODOTORULA RUBRA (UNIl: 15W81V867R) (RHODOTORULA RUBRA -

UNII:15W81V867R)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C00X)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

NON-STANDARDIZED ALLERGENIC

Strength
0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1mL

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6548

Basis of
Strength Strength
RHODOTORULA 0.10 g
RUBRA in 1 mL
Strength

0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1mL



Packaging
# Item Code Package Description

NDC:0268-
6548-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

s Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

USTILAGO MAYDIS

corn smut injection, solution

Product Information
Product Type

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name

USTILAGO MAYDIS (UNII: 4K7Z7K7SWG) (USTILAGO MAYDIS -
UNII:4K7Z 7K7SWG)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNIIl: PDC6A3C0OOX)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6550-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

Marketing Information

Marketing Application Number or Monograph

01/01/1965

NON-STANDARDIZ ED ALLERGENIC

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6550

Basis of
Strength Strength
USTILAGO MAYDIS ~ 0:029
in1 mL
Strength

0.5mL in1mL
0.004 mL in1mL
0.009g inl1mL
0.00275g in1 mL

Marketing Start Marketing End
Date Date

Marketing Start Marketing End



Category Citation

BLA BLA103753

USTILAGO TRITICI

wheat smut injection, solution

Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety
Ingredient Name

USTILAGO TRITICI (UNII: BV820L21Z8) (USTILAGO TRITICI - UNII:BV820L21Z8) USTILAGO TRITICI

Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C00X)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNIl: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6552-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

1 Combination Product

Marketing Information

Marketing
Category

Application Number or Monograph
Citation

BLA BLA103753

STEMPHYLIUM SOLANI

stemphylium spp injection, solution

Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC

Route of Administration PERCUTANEOUS

Date
01/01/1965

Date
11/30/2021

Item Code (Source) NDC:0268-6552

Basis of Strength Strength
0.05g in1mL

Strength
0.5mL in1mL
0.004 mL in1mL
0.009g inl1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6553



Active Ingredient/Active Moiety

Ingredient Name

STEMPHYLIUM SOLANI (UNII: 1IEK4UDP5M) (STEMPHYLIUM SOLANI -

UNII:1IEK4UDP5M)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3CO00X)
PHENOL (UNIl: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6553-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

TRICHOPHYTON MENTAGROPHYTES

trichophyton mentagrophytes injection, solution

Product Information
Product Type

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety
Ingredient Name

TRICHOPHYTON MENTAGROPHYTES (UNII: 19917)3]JIV) (TRICHOPHYTON

MENTAGROPHYTES - UNII:19917])3)IV)

Inactive Ingredients

NON-STANDARDIZED ALLERGENIC

Basis of
Strength Strength
STEMPHYLIUM 0.10 g
SOLANI in1mL
Strength

0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6556

Basis of Strength Strength

TRICHOPHYTON 0.10 g
MENTAGROPHYTES in 1 mL



Ingredient Name
GLYCERIN (UNIl: PDC6A3CO0X)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451\W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6556-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

1 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

KARAYA GUM

karaya gum bassora injection, solution

Product Information
Product Type

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name
KARAYA GUM (UNII: 73WOIQY50Q) (KARAYA GUM - UNII:73WOIQY50Q)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C00X)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNIl: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging

NON-STANDARDIZ ED ALLERGENIC

Strength
0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6143

Basis of Strength
KARAYA GUM

Strength
0.005g in1mL

Strength
0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1mL

RAE_ _i__a'_ __ M~ mnAa_ _i__a*___ w=__1



# Item Code Package Description

NDC:0268-
6143-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

1 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

BOS TAURUS SKIN

cattle epithelium injection, solution

Product Information
Product Type

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety
Ingredient Name

BOS TAURUS SKIN (UNII: 7J12CD609L) (BOS TAURUS SKIN - UNII:7J12CD609L) BOS TAURUS SKIN

Inactive Ingredients

Ingredient Name
GLYCERIN (UNIl: PDC6A3C00X)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451\W471Q8X)
SODIUM BICARBONATE (UNIl: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6300-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

1 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

NON-STANDARDIZED ALLERGENIC

viarkeunyg >uartc
Date

viarkeunyg cna
Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6300

Basis of Strength Strength
0.05g in1mL

Strength
0.5mL in1mL
0.004 mL in1mL
0.009g inl1mL
0.00275g in1mL

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

01/01/1965

Marketing End
Date



COTTON FIBER

cattle epithelium injection, solution

Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6302
Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
COTTON FIBER (UNII: 70LDW53R0O0) (COTTON FIBER - UNII:70LDW53RO0)  COTTON FIBER 0.05g in1mL

Inactive Ingredients

Ingredient Name Strength
GLYCERIN (UNIl: PDC6A3CO0X) 0.5mL in1mL
PHENOL (UNIl: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451\W471Q8X) 0.009 g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39QO0) 0.00275g in1mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6302-06 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965 05/22/2023
COTTON SEED
cottonseed injection, solution
Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6304

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety



Ingredient Name
COTTON SEED (UNII: DIOZ RJOMXN) (COTTON SEED - UNII:DIOZ RJOMXN)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNIl: PDC6A3COO0X)
PHENOL (UNIl: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNIl: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging

# Item Code Package Description

1 NDC:0268- 5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a
6304-06 Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

BLA BLA103753

CANIS LUPUS FAMILIARIS SKIN

dog epithelium injection, solution

Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety
Ingredient Name

Basis of Strength Strength
COTTON SEED 0.05g in1mL

Strength
0.5mL in1mL
0.004 mL in1mL
0.009g inl1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date

Marketing Start Marketing End
Date Date

01/01/1965 05/22/2023

Item Code (Source) NDC:0268-6306

Basis of Strength Strength

CANIS LUPUS FAMILIARIS SKIN (UNIl: X2W7CLE97T) (CANIS LUPUS FAMILIARIS CANIS LUPUS 0.05¢g

SKIN - UNII: X2W7CLE97T)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNIl: PDC6A3COO0X)
PHENOL (UNIl: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451\W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)

FAMILIARIS SKIN in 1 mL

Strength
0.5mL in1mL
0.004 mL in1mL
0.009g inl1mL
0.00275g in1 mL



HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description

NDC:0268-
6306-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

CAVIA PORCELLUS SKIN

guinea pig epithelium injection, solution

Product Information

Product Type

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name

CAVIA PORCELLUS SKIN (UNIl: GM3H4U6QS8) (CAVIA PORCELLUS SKIN -

UNI:GM3H4U6QS8)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNIIl: PDC6A3C0OX)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

1 NDC:0268-
6309-06

5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a
Combination Product

NON-STANDARDIZED ALLERGENIC

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

01/01/1965

Marketing End
Date

Item Code (Source) NDC:0268-6309

Basis of
Strength Strength
CAVIA PORCELLUS 0.05¢
SKIN in 1 mL
Strength

0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1 mL

Marketing Start Marketing End
Date Date



Marketing Information

Marketing Application Number or Monograph
Category Citation

BLA BLA103753

EQUUS CABALLUS SKIN

horse epithelium injection, solution

Product Information

Product Type NON-STANDARDIZED ALLERGENIC

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Marketing Start Marketing End
Date Date

01/01/1965

Item Code (Source) NDC:0268-6311

Basis of

Ingredient Name Strength Strength
EQUUS CABALLUS SKIN (UNIl: 88VZV9HGT4) (EQUUS CABALLUS SKIN - EQUUS CABALLUS  0.05g
UNII:88VZ VOHGT4) SKIN in 1 mL
Inactive Ingredients

Ingredient Name Strength

GLYCERIN (UNII: PDC6A3CO00X)

PHENOL (UNII: 339NCG44TV)

SODIUM CHLORIDE (UNII: 451WA7IQ8X)
SODIUM BICARBONATE (UNIl: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging

# Item Code Package Description

1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6311-06 Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

BLA BLA103753

CEIBA PENTANDRA FIBER

kapok injection, solution

0.5mL in1mL
0.004 mL in1mL
0.009g inl1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date

Marketing Start Marketing End
Date Date

01/01/1965



Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name

CEIBA PENTANDRA FIBER (UNIl: 758Z9H9WV9) (CEIBA PENTANDRA FIBER -

UNII: 758Z 9H9W9)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3CO00X)
PHENOL (UNIl: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6312-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

Marketing Information

Marketing
Category

Application Number or Monograph
Citation

BLA BLA103753

MUS MUSCULUS SKIN

mouse epithelium injection, solution

Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

N 1 = Py o Y I

Item Code (Source) NDC:0268-6312

Basis of

Strength Strength
CEIBA PENTANDRA  0.05 g
FIBER in1 mL

Strength

0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1mL

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6314

Basis of

o~ . . __al_



nmyircuiciiL nNnaiice

MUS MUSCULUS SKIN (UNIl: 390AN9GB09) (MUS MUSCULUS SKIN -
UNII:390AN9GB09)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNIl: PDC6A3C0OX)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W47IQ8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging

# Item Code Package Description

1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6314-06 Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

BLA BLA103753

ORRIS

iris x germanica root injection, solution

Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name

IRIS X GERMANICA ROOT (UNII: 8N6VTJ9IVW) (IRIS X GERMANICA ROOT -

UNII:8N6VTJ9IVW)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C00OX)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)

Strength ey
MUS MUSCULUS 0.054¢
SKIN in1 mL
Strength

0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1mL

Marketing Start Marketing End

Date Date

Marketing Start Marketing End

Date Date

01/01/1965

Item Code (Source) NDC:0268-6317

Basis of
Strength Strength
IRIS X GERMANICA 0.05g
ROOT in1mL
Strength

0.5mL in1mL
0.004 mL in1 mL
0.009g in1mL



SODIUM BICARBONATE (UNIl: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6317-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

s Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

PYRETHRUM CINERARIIFOLIUM

pyrethrum injection, solution

Product Information
Product Type

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety
Ingredient Name

TANACETUM CINERARIIFOLIUM FLOWER (UNIl: CGF76TP7X6) (TANACETUM

CINERARIIFOLIUM FLOWER - UNII:CGF76TP7X6)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C00X)
PHENOL (UNIl: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6318-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

NON-STANDARDIZ ED ALLERGENIC

0.00275g in1mL

Marketing Start Marketing End
Date Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6318

Basis of Strength Strength

TANACETUM
CINERARIIFOLIUM Oihoi ?nl_
FLOWER

Strength

0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date



Marketing Information

Marketing Application Number or Monograph
Category Citation

BLA BLA103753

RABBIT

rabbit epithelium injection, solution

Product Information

Product Type NON-STANDARDIZ ED ALLERGENIC

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name
RABBIT (UNIl: O5VOF26RUW) (RABBIT - UNII:O5VOF26RUW)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C00X)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging

# Item Code Package Description

1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6320-06 Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

BLA BLA103753

SOLENOPSIS INVICTA

fire ant injection, solution

Marketing Start Marketing End
Date Date

01/01/1965 11/30/2021

Item Code (Source) NDC:0268-6320

Basis of Strength Strength
RABBIT 0.059g in1lmL
Strength

0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date

Marketing Start Marketing End
Date Date

01/01/1965



Product Information

Product Type NON-STANDARDIZ ED ALLERGENIC

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name

SOLENOPSIS INVICTA (UNIl: 507CR4P444) (SOLENOPSIS INVICTA -
UNII:507CR4P444)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C0OX)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6400-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

Marketing Information

Marketing
Category

Application Number or Monograph
Citation

BLA BLA103753

PERIPLANETA AMERICANA

american cockroach injection, solution

Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name

Item Code (Source) NDC:0268-6400

Basis of

Strength Strength

SOLENOPSIS INvicTA 2:01 9
in 1 mL

Strength
0.5mL in1mL
0.004 mL in1mL
0.009g inl1mL
0.00275g in1 mL

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

01/01/1965

Marketing End
Date

Item Code (Source) NDC:0268-6403

Basis of

Strength Strength



PERIPLANETA AMERICANA (UNIl: 2RQ1L9N089) (PERIPLANETA AMERICANA - PERIPLANETA 0.05 g
UNII:2RQ1L9N089) AMERICANA in 1 mL
Inactive Ingredients

Ingredient Name Strength
GLYCERIN (UNII: PDC6A3C00X) 0.5mL in1mL
PHENOL (UNIl: 339NCG44TV) 0.004 mL in 1 mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009 g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39Q0) 0.00275¢g in1mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description el S
Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6403-06 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start
Category Citation Date
BLA BLA103753 01/01/1965

PENICILLIUM CHRYSOGENUM VAR CHRYSOGENUM

yeast saccharomyces cerevisiae injection, solution

Product Information

Product Type NON-STANDARDIZED ALLERGENIC  Item Code (Source)

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Marketing End
Date

Marketing End
Date

NDC:0268-6558

Ingredient Name Basis of Strength Strength
PENICILLIUM CHRYSOGENUM VAR. CHRYSOGENUM (UNII: 3Y1PE1GCIG) Ei"F'{'YCS'%'GUE'V'NUM VAR 0.10 g
(PENICILLIUM CHRYSOGENUM VAR. CHRYSOGENUM - UNII:3Y1PE1GCIG) R in 1 mL
Inactive Ingredients

Ingredient Name Strength

GLYCERIN (UNIl: PDC6A3C00X) 0.5 mL in1mL
PHENOL (UNII: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNIl: 451W47IQ8X) 0.009 g in1mL

SODIUM BICARBONATE (UNIIl: 8MDF5V39QO0) 0.00275g in1 mL



HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description

NDC:0268-
6558-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

BLA BLA103753

ACACIA

acacia injection, solution

Product Information
Product Type

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name
ACACIA (UNIl: 5C5403N260) (ACACIA - UNII:5C5403N260)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C00OX)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6600-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

8 Combination Product

NON-STANDARDIZ ED ALLERGENIC

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6600

Basis of Strength
ACACIA

Strength
0.05g in1mL

Strength
0.5mL in1mL
0.004 mL in1mL
0.009g inl1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date



Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965

ALNUS INCANA SSP RUGOSA POLLEN

white alder injection, solution

Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6601
Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ALNUS INCANA SUBSP. RUGOSA POLLEN (UNIIl: 605T96G8Y5) (ALNUS ALNUS INCANA SUBSP. 0.05 g
INCANA SUBSP. RUGOSA POLLEN - UNI:605T96G8Y5) RUGOSA POLLEN in 1 mL

Inactive Ingredients

Ingredient Name Strength
GLYCERIN (UNII: PDC6A3CO00X) 0.5mL in1mL
PHENOL (UNII: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39Q0) 0.00275g in 1 mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6601-06 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965

MEDICAGO SATIVA POLLEN

alfalfa injection, solution



Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Item Code (Source) NDC:0268-6602

Basis of

Ingredient Name Strength Strength
MEDICAGO SATIVA POLLEN (UNIl: G515RAI9FY) (MEDICAGO SATIVA POLLEN -  MEDICAGO SATIVA 0.05g
UNII:G515RAI9FY) POLLEN in1mL
Inactive Ingredients

Ingredient Name Strength

GLYCERIN (UNII: PDC6A3C00OX)

PHENOL (UNII: 339NCG44TV)

SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNIl: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging

# Item Code Package Description

1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6602-06 Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

BLA BLA103753

FRAXINUS AMERICANA POLLEN

white ash injection, solution

Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety
Ingredient Name

0.5mL in1mL
0.004 mL in1mL
0.009g inl1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date

Marketing Start Marketing End
Date Date

01/01/1965

Item Code (Source) NDC:0268-6603

Basis of Strength Strength

FRAXINUS AMERICANA POLLEN (UNIl: G684LX721Q) (FRAXINUS AMERICANA FRAXINUS AMERICANA 0.05 g

POLLEN - UNII:G684LX721Q)

POLLEN in 1 mL



Inactive Ingredients

Ingredient Name Strength
GLYCERIN (UNII: PDC6A3C00X) 0.5mL in1mL
PHENOL (UNII: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39QO0) 0.00275g in1mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6603-06 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965
PASPALUM NOTATUM POLLEN
bahia grass injection, solution
Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6605
Route of Administration PERCUTANEOUS
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
PASPALUM NOTATUM POLLEN (UNII: VOO3SHB7VK) (PASPALUM NOTATUM PASPALUM NOTATUM 0.05 g
POLLEN - UNII:VOO3SHB7VK) POLLEN in 1 mL
Inactive Ingredients
Ingredient Name Strength
GLYCERIN (UNII: PDC6A3C00X) 0.5mL in1mL
PHENOL (UNII: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39Q0) 0.00275¢g in1mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)



Packaging

# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6605-06 Combination Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965

MORELLA CERIFERA POLLEN

bayberry wax myrtle injection, solution

Product Information

Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6606
Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name SBta:'csel:g‘::I\ Strength
MORELLA CERIFERA POLLEN (UNIl: LC8MEV9S89) (MORELLA CERIFERA POLLEN - MORELLA CERIFERA  0.05 g
UNII:LC8MEV9S 89) POLLEN in 1 mL
Inactive Ingredients

Ingredient Name Strength
GLYCERIN (UNIl: PDC6A3COO0X) 0.5mL in1mL
PHENOL (UNII: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39QO0) 0.00275 g in1mL
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)
Packaging
# Item Code Package Description Marketing Start Marketing End

Date Date
1 NDC:0268- 5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a
6606-06 Combination Product

Marketing Information



Marketing Application Number or Monograph
Category Citation

BLA BLA103753

FAGUS GRANDIFOLIA POLLEN

beech injection, solution

Product Information

Product Type NON-STANDARDIZED ALLERGENIC

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety
Ingredient Name

Marketing Start Marketing End
Date Date

01/01/1965

Item Code (Source) NDC:0268-6607

Basis of Strength Strength

FAGUS GRANDIFOLIA POLLEN (UNII: 34X886W1H4) (FAGUS GRANDIFOLIA FAGUS GRANDIFOLIA  0.05 g

POLLEN - UNII:34X886W1H4)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C00X)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451WA471Q8X)
SODIUM BICARBONATE (UNIl: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging

# Item Code Package Description

1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6607-06 Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

BLA BLA103753

BETULA LENTA POLLEN

black birch injection, solution

Product Information

POLLEN in 1 mL

Strength
0.5mL in1mL
0.004 mL in1mL
0.009g inl1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date

Marketing Start Marketing End
Date Date

01/01/1965



Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6608
Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety
Basis of

Ingredient Name Strength Strength
BETULA LENTA POLLEN (UNII: JQ5HI5004M) (BETULA LENTA POLLEN - BETULA LENTA 0.05 g
UNII:JQ5HI5004M) POLLEN in1mL
Inactive Ingredients

Ingredient Name Strength
GLYCERIN (UNII: PDC6A3CO00OX) 0.5mL in1mL
PHENOL (UNIl: 339NCG44TV) 0.004 mL in 1 mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009 g in1mL
SODIUM BICARBONATE (UNIl: 8MDF5V39Q0) 0.00275¢g in1mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a
6608-06 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965
BETULA NIGRA POLLEN
river birch red injection, solution
Product Information
Product Type NON-STANDARDIZED ALLERGENIC Item Code (Source) NDC:0268-6609
Route of Administration PERCUTANEOUS
Active Ingredient/Active Moiety
q Basis of
Ingredient Name Strength Strength
BETULA NIGRA POLLEN (UNII: 93963RFO1P) (BETULA NIGRA POLLEN - BETULA NIGRA 0.05 g

UNII:93963RFO1P) POLLEN in 1 mL



Inactive Ingredients

Ingredient Name Strength
GLYCERIN (UNIl: PDC6A3C0OO0X) 0.5mL in1mL
PHENOL (UNII: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451\W471Q8X) 0.009 g in1mL
SODIUM BICARBONATE (UNIl: 8MDF5V39Q0) 0.00275¢g in1mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a
6609-06 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965
BETULA LENTA POLLEN
white birch injection, solution
Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6610
Route of Administration PERCUTANEOUS
Active Ingredient/Active Moiety
. Basis of
Ingredient Name Strength Strength
BETULA LENTA POLLEN (UNII: JQ5HI5004M) (BETULA LENTA POLLEN - BETULA LENTA 0.05 g
UNII;JQ5HI5004M) POLLEN in 1 mL
Inactive Ingredients
Ingredient Name Strength
GLYCERIN (UNIl: PDC6A3CO0X) 0.5mL in1mL
PHENOL (UNII: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNIl: 451W471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39Q0) 0.00275g in 1 mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)



Packaging
# Item Code Package Description

NDC:0268-
6610-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

Marketing Information

Marketing
Category

Application Number or Monograph
Citation

BLA BLA103753

ACER NEGUNDO POLLEN

box elder ash leaf maple injection, solution

Product Information

Product Type NON-STANDARDIZED ALLERGENIC

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name

ACER NEGUNDO POLLEN (UNIl: P6KO70AR8V) (ACER NEGUNDO POLLEN -

UNII:P6KO70AR8V)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C00X)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

1 NDC:0268-
6612-06

5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a
Combination Product

Marketing Information

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

01/01/1965

Marketing End
Date

Item Code (Source) NDC:0268-6612

Basis of
Strength Strength
ACER NEGUNDO 0.05g
POLLEN in 1 mL
Strength

0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date



Marketing Application Number or Monograph
Category Citation

BLA BLA103753

AMARANTHUS PALMERI POLLEN

carelessweed injection, solution

Product Information

Product Type NON-STANDARDIZ ED ALLERGENIC

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety
Ingredient Name

Marketing Start Marketing End
Date Date

01/01/1965

Item Code (Source) NDC:0268-6613

Basis of Strength Strength

AMARANTHUS PALMERI POLLEN (UNIl: 1GH3W23KH) (AMARANTHUS PALMERI ~ AMARANTHUS PALMERI 0.025 g

POLLEN - UNIl:1GH3WW23KH)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNIIl: PDC6A3C0OOX)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging

# Item Code Package Description

1 NDC:0268- 5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a
6613-06 Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

BLA BLA103753

JUNIPERUS ASHEI POLLEN

mountain cedar injection, solution

Product Information

POLLEN in 1 mL

Strength
0.5mL in1mL
0.004 mL in1mL
0.009g inl1mL
0.00275g in1 mL

Marketing Start Marketing End
Date Date

Marketing Start Marketing End
Date Date

01/01/1965



Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6614
Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Basis of

Ingredient Name Strength Strength
JUNIPERUS ASHEI POLLEN (UNII: 544F8MEYOY) (JUNIPERUS ASHEI POLLEN - JUNIPERUS ASHEI 0.05 g
UNII:544F8MEYQY) POLLEN in 1 mL
Inactive Ingredients
Ingredient Name Strength
GLYCERIN (UNIl: PDC6A3C00X) 0.5mL in1mL
PHENOL (UNII: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39QO0) 0.00275g in1mL
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a
6614-06 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965
JUNIPERUS VIRGINIANA POLLEN
red cedar injection, solution
Product Information
Product Type NON-STANDARDIZED ALLERGENIC Item Code (Source) NDC:0268-6615
Route of Administration PERCUTANEOUS
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
JUNIPERUS VIRGINIANA POLLEN (UNIl: PYOJA16R2G) (JUNIPERUS VIRGINIANA JUNIPERUS VIRGINIANA 0.05 g

POLLEN - UNII:PYQJA16R2G) POLLEN in 1 mL



Inactive Ingredients

Ingredient Name Strength
GLYCERIN (UNII: PDC6A3C00OX) 0.5mL in1mL
PHENOL (UNII: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39Q0) 0.00275¢g in1mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6615-06 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965

XANTHIUM STRUMARIUM VAR CANADENSE POLLEN

cocklebur injection, solution

Product Information
Product Type NON-STANDARDIZED ALLERGENIC Item Code (Source) NDC:0268-6616

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
XANTHIUM STRUMARIUM VAR. CANADENSE POLLEN (UNIl: 0ZK6G3W3BI) XANTHIUM STRUMARIUM 0.05¢
(XANTHIUM STRUMARIUM VAR. CANADENSE POLLEN - UNII:0ZK6G3W3BI) VAR. CANADENSE POLLEN in 1 mL

Inactive Ingredients

Ingredient Name Strength
GLYCERIN (UNIl: PDC6A3COO0X) 0.5mL in1mL
PHENOL (UNII: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451\W471Q8X) 0.009 g in1mL
SODIUM BICARBONATE (UNIl: 8MDF5V39Q0) 0.00275¢g in1mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)



Packaging

# Item Code Package Description
1 NDC:0268- 5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a
6616-06 Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

BLA BLA103753

POPULUS DELTOIDES POLLEN

eastern cottonwood common injection, solution

Product Information

Product Type NON-STANDARDIZED ALLERGENIC

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety
Ingredient Name

Marketing Start Marketing End
Date Date

Marketing Start Marketing End
Date Date

01/01/1965

Item Code (Source) NDC:0268-6618

Basis of Strength Strength

POPULUS DELTOIDES POLLEN (UNIIl: 476DVV63WP) (POPULUS DELTOIDES POPULUS DELTOIDES 0.05g

POLLEN - UNII:476DVV63WP)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C00X)
PHENOL (UNIl: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging

# Item Code Package Description

1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6618-06 Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

POLLEN in 1 mL

Strength
0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date

Marketing Start Marketing End
Date Date



BLA BLA103753 01/01/1965
CUPRESSUS ARIZONICA POLLEN
arizona cypress injection, solution

Product Information

Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6619
Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
CUPRESSUS ARIZONICA POLLEN (UNII: 232DMHOXVF) (CUPRESSUS ARIZONICA CUPRESSUS ARIZONICA 0.05 g
POLLEN - UNII:232DMHOXVF) POLLEN in1mL
Inactive Ingredients

Ingredient Name Strength
GLYCERIN (UNIl: PDC6A3COO0X) 0.5mL in1mL
PHENOL (UNIl: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009 g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39QO0) 0.00275 g in1mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a
6619-06 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965
TAXODIUM DISTICHUM POLLEN
bald cypress injection, solution
Product Information
Product Type NON-STANDARDIZED ALLERGENIC Item Code (Source) NDC:0268-6620

Route of Administration PERCUTANEOUS



Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
TAXODIUM DISTICHUM POLLEN (UNIl: 012H03B41R) (TAXODIUM DISTICHUM TAXODIUM DISTICHUM 0.05 g
POLLEN - UNIl:012H03B41R) POLLEN in 1 mL
Inactive Ingredients

Ingredient Name Strength
GLYCERIN (UNIl: PDC6A3C0O0X) 0.5mL in1mL
PHENOL (UNII: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39QO0) 0.00275g in1mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6620-06 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965
RUMEX ACETOSELLA POLLEN
sour dock sheep sorrel injection, solution
Product Information
Product Type NON-STANDARDIZED ALLERGENIC Item Code (Source) NDC:0268-6621
Route of Administration PERCUTANEOUS
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
RUMEX ACETOSELLA POLLEN (UNIl: N52MIQ81ZW) (RUMEX ACETOSELLA RUMEX ACETOSELLA 0.05¢
POLLEN - UNII:N52MIQ81Z W) POLLEN in 1 mL

Inactive Ingredients
Ingredient Name Strength



GLYCERIN (UNIl: PDC6A3C0OX)

PHENOL (UNII: 339NCG44TV)

SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNIl: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description

NDC:0268-
6621-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

RUMEX CRISPUS POLLEN

yellow dock injection, solution

Product Information

Product Type

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name

RUMEX CRISPUS POLLEN (UNII: V825X]G64G) (RUMEX CRISPUS POLLEN -

UNII:V825X]G64G)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C00X)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging

NON-STANDARDIZED ALLERGENIC

0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1 mL

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

01/01/1965

Marketing End
Date

Item Code (Source) NDC:0268-6622

Basis of
Strength Strength
RUMEX CRISPUS 0.05g
POLLEN in 1 mL
Strength

0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1 mL

RA_ . & .. M~a_ . RA_ . _at .. F™._1



. - viarkeunyg >uartc viarkeunygy cna
# Item Code Package Description Date Date
1 NDC:0268- 5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a
6622-06 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965
ULMUS AMERICANA POLLEN
american elm injection, solution
Product Information
Product Type NON-STANDARDIZED ALLERGENIC Item Code (Source) NDC:0268-6623
Route of Administration PERCUTANEOUS
Active Ingredient/Active Moiety
q Basis of
Ingredient Name Strength Strength
ULMUS AMERICANA POLLEN (UNIl: 89BAT511BD) (ULMUS AMERICANA POLLEN - ULMUS AMERICANA  0.05 g
UNII:89BAT511BD) POLLEN in 1 mL
Inactive Ingredients
Ingredient Name Strength
GLYCERIN (UNIl: PDC6A3C0O0X) 0.5mL in1mL
PHENOL (UNII: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39QO0) 0.00275 g in1mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description Marketlng:starts = MarketingfEnd
Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6623-06 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date

BLA BLA103753 01/01/1965



SOLIDAGO CANADENSIS POLLEN

goldenrod injection, solution

Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6625
Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
SOLIDAGO CANADENSIS POLLEN (UNII: 644CZ16IR5) (SOLIDAGO CANADENSIS SOLIDAGO CANADENSIS 0.05 g
POLLEN - UNII:644CZ 16IR5) POLLEN in1mL
Inactive Ingredients

Ingredient Name Strength
GLYCERIN (UNIl: PDC6A3C00X) 0.5mL in1mL
PHENOL (UNIl: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451\W471Q8X) 0.009 g in1mL
SODIUM BICARBONATE (UNIl: 8MDF5V39Q0) 0.00275¢g in1mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description PRGBGSR e
Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6625-06 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965
CELTIS OCCIDENTALIS POLLEN
hackberry injection, solution
Product Information
Product Type NON-STANDARDIZED ALLERGENIC Item Code (Source) NDC:0268-6626

Route of Administration PERCUTANEOUS



Active Ingredient/Active Moiety
Ingredient Name

CELTIS OCCIDENTALIS POLLEN (UNII: 68R9X9Y96X) (CELTIS OCCIDENTALIS

POLLEN - UNII:68R9X9Y96X)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C00X)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6626-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

CARYA OVATA POLLEN

shagbark hickory injection, solution

Product Information
Product Type

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name

CARYA OVATA POLLEN (UNIIl: 54UN9R2798) (CARYA OVATA POLLEN -

UNII:54UN9R2798)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C00X)

NON-STANDARDIZED ALLERGENIC

Basis of Strength Strength

CELTIS OCCIDENTALIS 0.05 g
POLLEN in1mL

Strength
0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1mL

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

01/01/1965

Marketing End
Date

Item Code (Source) NDC:0268-6627

Basis of

Strength Strength
CARYA OVATA 0.05 g
POLLEN in 1 mL

Strength

0.5mL in1mL



PHENOL (UNII: 339NCG44TV)

SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNIl: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description

NDC:0268-
6627-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

1 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

SORGHUM HALEPENSE POLLEN

johnson grass injection, solution

Product Information
Product Type

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety
Ingredient Name

SORGHUM HALEPENSE POLLEN (UNII: 577VA5B4HP) (SORGHUM HALEPENSE

POLLEN - UNII:577VA5B4HP)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNIl: PDC6A3COO0X)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451\W471Q8X)
SODIUM BICARBONATE (UNIl: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging

# Item Code Package Description

NON-STANDARDIZED ALLERGENIC

0.004 mL in1 mL
0.009g in1mL
0.00275g in1 mL

Marketing Start Marketing End
Date Date

Marketing Start
Date

01/01/1965

Marketing End
Date

Item Code (Source) NDC:0268-6629

Basis of Strength Strength

SORGHUM HALEPENSE 0.05 g
POLLEN in1 mL

Strength
0.5mL in1mL
0.004 mL in1mL
0.009g inl1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date



1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6629-06 Combination Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965

JUNIPERUS CALIFORNICA POLLEN

western juniper injection, solution

Product Information

Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6630
Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
JUNIPERUS CALIFORNICA POLLEN (UNII: OH1V4V5V9L) (JUNIPERUS CALIFORNICA JUNIPERUS CALIFORNICA 0.05 g
POLLEN - UNII:0H1V4V5V9L) POLLEN in 1 mL
Inactive Ingredients

Ingredient Name Strength

GLYCERIN (UNIl: PDC6A3C00X) 0.5mL in1mL
PHENOL (UNII: 339NCG44TV) 0.004 mL in1 mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNIl: 8MDF5V39Q0) 0.00275g in1mL
HYDROCHLORIC ACID (UNIl: QTT17582CB)

SODIUM HYDROXIDE (UNIl: 55X04QC32l)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6630-06 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date

BLA BLA103753 01/01/1965



KOCHIA SCOPARIA POLLEN

kochia firebush injection, solution

Product Information
Product Type

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name

BASSIA SCOPARIA POLLEN (UNIl: 07A108ZKW5) (BASSIA SCOPARIA POLLEN -

UNI:07A108Z KW5)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C0OX)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6631-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

1 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

CHENOPODIUM ALBUM POLLEN

lambs quarters injection, solution

Product Information
Product Type

Route of Administration PERCUTANEOUS

NON-STANDARDIZED ALLERGENIC

NON-STANDARDIZED ALLERGENIC

Item Code (Source) NDC:0268-6631

Basis of
Strength Strength
BASSIA SCOPARIA 0.05g
POLLEN in1mL
Strength

0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1 mL

Marketing Start Marketing End
Date Date

Marketing Start
Date

01/01/1965

Marketing End
Date

Item Code (Source) NDC:0268-6632



Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
CHENOPODIUM ALBUM POLLEN (UNIl: 098LKX5NCN) (CHENOPODIUM ALBUM CHENOPODIUM ALBUM 0.05 g
POLLEN - UNII:098LKX5NCN) POLLEN in 1 mL
Inactive Ingredients

Ingredient Name Strength
GLYCERIN (UNII: PDC6A3C00X) 0.5mL in1mL
PHENOL (UNIl: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451\W471Q8X) 0.009 g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39Q0) 0.00275¢g in1mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a
6632-06 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965
ACER RUBRUM POLLEN
red maple injection, solution
Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6634
Route of Administration PERCUTANEOUS
Active Ingredient/Active Moiety
. Basis of
Ingredient Name Strength Strength
ACER RUBRUM POLLEN (UNIl: 700NK45C76) (ACER RUBRUM POLLEN - ACER RUBRUM 0.05 g
UNII: 700NK45C76) POLLEN in 1 mL
Inactive Ingredients
Ingredient Name Strength
GLYCERIN (UNIl: PDC6A3C00X) 0.5mL in1mL

PHENOL (UNII: 339NCG44TV) 0.004 mL in1 mL



SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description

NDC:0268-
6634-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

ACER SACCHARUM POLLEN

sugar maple injection, solution

Product Information
Product Type

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name

ACER SACCHARUM POLLEN (UNII: V38QUQ7861) (ACER SACCHARUM POLLEN -

UNII:V38QUQ7861)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C00X)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging

# Item Code Package Description

NON-STANDARDIZED ALLERGENIC

0.009g in1mL
0.00275g in1mL

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

01/01/1965

Marketing End
Date

Item Code (Source) NDC:0268-6635

Basis of
Strength Strength
ACER SACCHARUM 0.05g
POLLEN in 1 mL
Strength

0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date



NDC:0268-
6635-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

s Combination Product

Marketing Information

Marketing
Category

BLA

Application Number or Monograph
Citation

BLA103753

IVA XANTHIFOLIA POLLEN

burweed marshelder injection, solution

Product Information
Product Type

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety
Ingredient Name

CYCLACHAENA XANTHIFOLIA POLLEN (UNII: VBOTPZO0T6)) (CYCLACHAENA

XANTHIFOLIA POLLEN - UNII:VBOTPZ0T6))

Inactive Ingredients

Ingredient Name
GLYCERIN (UNIIl: PDC6A3C0OOX)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6636-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

Marketing Information

Marketing
Category

Application Number or Monograph
Citation

BLA BLA103753

NON-STANDARDIZ ED ALLERGENIC

Marketing Start
Date

01/01/1965

Marketing End
Date

Item Code (Source) NDC:0268-6636

Basis of Strength Strength

CYCLACHAENA 0.054¢
XANTHIFOLIA POLLEN in 1 mL

Strength
0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1 mL

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

01/01/1965

Marketing End
Date



IVA ANNUA VAR ANNUA POLLEN

rough marshelder injection, solution

Product Information

Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6637
Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

. Basis of

Ingredient Name Strength Strength
IVA ANNUA POLLEN (UNII: Y2U5S5PF22) (IVA ANNUA POLLEN - 0.05 g
UNIL:Y2U5S5PF22) IVA ANNUA POLLEN in1mL
Inactive Ingredients

Ingredient Name Strength

GLYCERIN (UNIl: PDC6A3C0O0X) 0.5mL in1mL
PHENOL (UNIl: 339NCG44TV) 0.004 mL in 1 mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009 g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39QO0) 0.00275g in1mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6637-06 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965
PROSOPIS JULIFLORA POLLEN
mesquite injection, solution
Product Information
Product Type NON-STANDARDIZED ALLERGENIC Item Code (Source) NDC:0268-6638

Route of Administration PERCUTANEOUS



Active Ingredient/Active Moiety
Ingredient Name

PROSOPIS JULIFLORA POLLEN (UNII: 6El)J3D04MR) (PROSOPIS JULIFLORA

POLLEN - UNII:6EI)3D04MR)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNIl: PDC6A3C00X)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451\W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6638-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

1 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

ARTEMISIA VULGARIS POLLEN

common mugwort injection, solution

Product Information
Product Type

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety
Ingredient Name

ARTEMISIA VULGARIS POLLEN (UNIl: ANT994T71D) (ARTEMISIA VULGARIS

POLLEN - UNII:ANT994T71D)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNIl: PDC6A3C00X)
PHENOL (UNII: 339NCG44TV)

NON-STANDARDIZED ALLERGENIC

Basis of Strength Strength

PROSOPIS JULIFLORA  0.05¢
POLLEN in 1 mL

Strength
0.5mL in1mL
0.004 mL in1mL
0.009g inl1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date

Marketing Start
Date

01/01/1965

Marketing End
Date

Item Code (Source) NDC:0268-6639

Basis of Strength Strength

ARTEMISIA VULGARIS  0.05 g
POLLEN in 1 mL

Strength
0.5mL in1mL
0.004 mL in1 mL



SODIUM CHLORIDE (UNII: 451WA7IQ8X) 0.009g in1mL
SODIUM BICARBONATE (UNIl: 8MDF5V39QO0) 0.00275g in1mL
HYDROCHLORIC ACID (UNIl: QTT17582CB)

SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6639-06 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965
MORUS RUBRA POLLEN
red mulberry injection, solution
Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6640
Route of Administration PERCUTANEOUS
Active Ingredient/Active Moiety
. Basis of
Ingredient Name Strength Strength
MORUS RUBRA POLLEN (UNII: 9LYI4RTZ52) (MORUS RUBRA POLLEN - MORUS RUBRA 0.05 g
UNII:9LYI4RTZ52) POLLEN in1mL
Inactive Ingredients
Ingredient Name Strength
GLYCERIN (UNIl: PDC6A3C0O0X) 0.5mL in1mL
PHENOL (UNII: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39QO0) 0.00275g in1mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging

Marketing Start Marketing End

# Rktem Code Package Description Date Date



NDC:0268-
6640-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

s Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

MORUS ALBA POLLEN

white mulberry injection, solution

Product Information

Product Type

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety
Ingredient Name

MORUS ALBA POLLEN (UNII: 319T68187H) (MORUS ALBA POLLEN -
UNII:319T68187H)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C0OX)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6641-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

NON-STANDARDIZ ED ALLERGENIC

Marketing Start
Date

01/01/1965

Marketing End
Date

Item Code (Source) NDC:0268-6641

Basis of

Strength Strength

0.05¢

MORUS ALBA POLLEN
nlmL

Strength
0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1 mL

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

01/01/1965

Marketing End
Date



QUERCUS RUBRA POLLEN

red oak injection, solution

Product Information
Product Type

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name

QUERCUS RUBRA POLLEN (UNIIl: SVWI9ET93C) (QUERCUS RUBRA POLLEN -

UNII:SVW19ET93C)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C00X)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging

# Item Code Package Description

5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a

1 NDC:0268-
Combination Product

6642-06

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

QUERCUS VIRGINIANA POLLEN

virginia live oak injection, solution

Product Information
Product Type

Route of Administration PERCUTANEOUS

NON-STANDARDIZED ALLERGENIC

NON-STANDARDIZED ALLERGENIC

Item Code (Source) NDC:0268-6642

Basis of
Strength SASHoL
QUERCUS RUBRA 0.05 ¢
POLLEN in 1 mL
Strength

0.5mL in1mL
0.004 mL in1mL
0.009g inl1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date

Marketing Start
Date

01/01/1965

Marketing End
Date

Item Code (Source) NDC:0268-6643



Active Ingredient/Active Moiety
Ingredient Name

QUERCUS VIRGINIANA POLLEN (UNIIl: 8KDG09A4GO) (QUERCUS VIRGINIANA

POLLEN - UNII:8KDG09A4GO)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNIl: PDC6A3C00X)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451\W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6643-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

1 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

QUERCUS ALBA POLLEN

white oak injection, solution

Product Information
Product Type

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name

QUERCUS ALBA POLLEN (UNIl: Z4Y9ZSV4KK) (QUERCUS ALBA POLLEN -

UNII:Z4Y9Z SV4KK)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNIl: PDC6A3C00X)
PHENOL (UNII: 339NCG44TV)

NON-STANDARDIZED ALLERGENIC

Basis of Strength Strength

QUERCUS VIRGINIANA 0.05 g
POLLEN in1mL

Strength
0.5mL in1mL
0.004 mL in1mL
0.009g inl1mL
0.00275g in1mL

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

01/01/1965

Marketing End
Date

Item Code (Source) NDC:0268-6644

Basis of
Strength S
QUERCUS ALBA 0.05 g
POLLEN in 1 mL
Strength

0.5mL in1mL
0.004 mL in1 mL



SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description

NDC:0268-
6644-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

OLEA EUROPAEA POLLEN

olive pollen injection, solution

Product Information
Product Type

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name

OLEA EUROPAEA POLLEN (UNIIl: 43R41XZ627) (OLEA EUROPAEA POLLEN -

UNII:43R41XZ627)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C00X)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging

# Item Code Package Description

NON-STANDARDIZED ALLERGENIC

0.009g in1mL
0.00275g in1mL

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

01/01/1965

Marketing End
Date

Item Code (Source) NDC:0268-6646

Basis of
Strength DL
OLEA EUROPAEA 0.05g
POLLEN in 1 mL
Strength

0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date



NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

s 6646-06 Combination Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965

SYAGRUS ROMANZOFFIANA POLLEN

queen palm coco palm injection, solution

Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6647
Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
SYAGRUS ROMANZOFFIANA POLLEN (UNII: 84ZOM591BB) (SYAGRUS gg@iﬁ%%FHANA 0.05 g
ROMANZ OFFIANA POLLEN - UNII:84Z OM591BB) e in 1 mL
Inactive Ingredients

Ingredient Name Strength
GLYCERIN (UNII: PDC6A3COOX) 0.5mL in 1 mL
PHENOL (UNII: 339NCG44TV) 0.004 mL in 1 mL
SODIUM CHLORIDE (UNIl: 451W471Q8X) 0.009 g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39Q0) 0.00275 g in 1 mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6647-06 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date

BLA BLA103753 01/01/1965



CARYA ILLINOINENSIS POLLEN

pecan pollen injection, solution

Product Information
Product Type

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety
Ingredient Name

CARYA ILLINOINENSIS POLLEN (UNII: PYO4)JR720Y) (CARYA ILLINOINENSIS

POLLEN - UNII:PYO4JR720Y)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNIIl: PDC6A3C0OOX)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6648-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

s Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

AMARANTHUS RETROFLEXUS POLLEN

rough pigweed injection, solution

Product Information
Product Type

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

NON-STANDARDIZ ED ALLERGENIC

NON-STANDARDIZ ED ALLERGENIC

Item Code (Source) NDC:0268-6648

Basis of Strength Strength

CARYA ILLINOINENSIS  0.05 g
POLLEN in 1 mL

Strength
0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1 mL

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

01/01/1965

Marketing End
Date

Item Code (Source) NDC:0268-6649



Ingredient Name Basis of Strength Strength

AMARANTHUS RETROFLEXUS POLLEN (UNII: 73B14PX5FW) (AMARANTHUS AMARANTHUS 0.05¢
RETROFLEXUS POLLEN - UNII:73B14PX5FW) RETROFLEXUS POLLEN in 1 mL

Inactive Ingredients

Ingredient Name Strength
GLYCERIN (UNII: PDC6A3C00X) 0.5mL in1mL
PHENOL (UNII: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451WA471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNIl: 8MDF5V39Q0) 0.00275g in1mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description O e
Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6649-06 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965
PINUS STROBUS POLLEN
white pine injection, solution
Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6651
Route of Administration PERCUTANEOUS
Active Ingredient/Active Moiety
. Basis of
Ingredient Name Strength Strength
PINUS STROBUS POLLEN (UNIl: TX1IER5UV3T) (PINUS STROBUS POLLEN - PINUS STROBUS 0.05 g
UNII:TX1ER5UV3T) POLLEN in 1 mL
Inactive Ingredients
Ingredient Name Strength
GLYCERIN (UNII: PDC6A3C00OX) 0.5mL in1mL
PHENOL (UNII: 339NCG44TV) 0.004 mL in1mL

SODIUM CHLORIDE (UNII: 451WA7IQ8X) 0.009g in1mL



SODIUM BICARBONATE (UNIl: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description

NDC:0268-
6651-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

1 Combination Product

Marketing Information

Application Number or Monograph
Citation

Marketing
Category

BLA BLA103753

PLANTAGO LANCEOLATA POLLEN

english plantain injection, solution

Product Information
Product Type

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety
Ingredient Name

PLANTAGO LANCEOLATA POLLEN (UNIl: DO87T1U2CI) (PLANTAGO LANCEOLATA PLANTAGO

POLLEN - UNII:DO87T1U2Cl)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C00X)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6652-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

1 Combination Product

NON-STANDARDIZED ALLERGENIC

0.00275g in1 mL

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

01/01/1965

Marketing End
Date

Item Code (Source) NDC:0268-6652

Basis of Strength Strength

0.05¢

LANCEOLATA POLLEN in 1 mL

Strength
0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1 mL

Marketing Start Marketing End
Date Date



Marketing Information

Marketing
Category

Application Number or Monograph
Citation

BLA BLA103753

POPULUS ALBA POLLEN

white poplar injection, solution

Product Information

Product Type

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name

POPULUS ALBA POLLEN (UNII: VU8C8SB23P) (POPULUS ALBA POLLEN -

UNII:VUBC8SB23P)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNIl: PDC6A3C00X)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451\W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6654-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

1 Combination Product

Marketing Information

Marketing
Category

Application Number or Monograph
Citation

BLA BLA103753

LIGUSTRUM VULGARE POLLEN

NON-STANDARDIZED ALLERGENIC

Marketing Start
Date

01/01/1965

Item Code (Source)

Basis of

Marketing End

Date

NDC:0268-6654

Strength S
POPULUS ALBA 0.05g
POLLEN in 1 mL

Strength

0.5mL in1mL
0.004 mL in1mL
0.009g inl1mL
0.00275g in1mL

Marketing Start
Date

Marketing Start
Date

01/01/1965

Marketing End

Date

Marketing End

Date



privet injection, solution

Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety
Ingredient Name

LIGUSTRUM VULGARE POLLEN (UNII: Y3FRX92Z0OE) (LIGUSTRUM VULGARE

POLLEN - UNII:Y3FRX92Z OE)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C00X)
PHENOL (UNIl: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6656-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

Marketing Information

Marketing
Category

Application Number or Monograph
Citation

BLA BLA103753

ELYMUS REPENS POLLEN

quack grass injection, solution

Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

lmmvasdiawme Rama~

Item Code (Source) NDC:0268-6656

Basis of Strength Strength

LIGUSTRUM VULGARE 0.05 g
POLLEN in 1 mL

Strength
0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1mL

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

01/01/1965

Marketing End
Date

Item Code (Source) NDC:0268-6657

Basis of

Chunsacadela



nmiyircuiciiLt nailiice

ELYMUS REPENS POLLEN (UNIl: ON2T85TA20) (ELYMUS REPENS POLLEN -
UNII:ON2T85TA20)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNIl: PDC6A3C0OX)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W47IQ8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description

NDC:0268-
6657-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

Marketing Information

Marketing Start
Date

Lyl

Strength
ELYMUS REPENS 0.05 g
POLLEN in 1 mL
Strength

0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1mL

Marketing End
Date

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965 05/22/2023

AMBROSIA TRIFIDA POLLEN

tall ragweed giant injection, solution

Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name

AMBROSIA TRIFIDA POLLEN (UNIl: KU1V1898XX) (AMBROSIA TRIFIDA POLLEN -
UNII:KU1V1898XX)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C00X)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)

Item Code (Source)

NDC:0268-6658

Basis of
Strength Strength
AMBROSIA TRIFIDA 0.05g
POLLEN in 1 mL
Strength

0.5mL in1mL
0.004 mL in1 mL
0.009g in1mL



SODIUM BICARBONATE (UNIl: 8MDF5V39Q0) 0.00275g in1mL
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description PUERLEEEE) SEGE ARG e
Date Date
1 NDC:0268- 5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a
6658-06 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965
SALSOLA KALI POLLEN
russian thistle injection, solution
Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6659
Route of Administration PERCUTANEOUS
Active Ingredient/Active Moiety
. Basis of
Ingredient Name Strength Strength
SALSOLA KALI POLLEN (UNIl: 2MH135KC6G) (SALSOLA KALI POLLEN - SALSOLA KALI 0.05g
UNII:2MH135KC6G) POLLEN in1mL
Inactive Ingredients
Ingredient Name Strength
GLYCERIN (UNIl: PDC6A3CO0X) 0.5mL in1mL
PHENOL (UNIl: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009 g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39QO0) 0.00275 g in1mL
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a

6659-06 Combination Product



Marketing Information

Marketing Application Number or Monograph
Category Citation

BLA BLA103753

ARTEMISIA TRIDENTATA POLLEN

common sagebrush injection, solution

Product Information

Product Type NON-STANDARDIZED ALLERGENIC

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety
Ingredient Name

Marketing Start Marketing End
Date Date

01/01/1965

Item Code (Source) NDC:0268-6670

Basis of Strength Strength

ARTEMISIA TRIDENTATA POLLEN (UNII: YILORB8YFD) (ARTEMISIA TRIDENTATA  ARTEMISIA TRIDENTATA 0.05 g

POLLEN - UNII:YI19RB8YFD)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C00X)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging

# Item Code Package Description

1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6670-06 Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

BLA BLA103753

LIQUIDAMBAR STYRACIFLUA POLLEN

POLLEN in1 mL

Strength
0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date

Marketing Start Marketing End
Date Date

01/01/1965



sweetgum injection, solution

Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety
Ingredient Name

Item Code (Source) NDC:0268-6671

Basis of Strength Strength

LIQUIDAMBAR STYRACIFLUA POLLEN (UNIl: 5Q246DS5BS) (LIQUIDAMBAR LIQUIDAMBAR 0.05 ¢

STYRACIFLUA POLLEN - UNII:5Q246DS5BS)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C00X)
PHENOL (UNIl: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging

# Item Code Package Description

1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6671-06 Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

BLA BLA103753

PLATANUS OCCIDENTALIS POLLEN

american sycamore injection, solution

Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety
Ingredient Name

STYRACIFLUA POLLEN in 1 mL

Strength
0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date

Marketing Start Marketing End
Date Date

01/01/1965

Item Code (Source) NDC:0268-6672

Basis of Strength Strength



PLATANUS OCCIDENTALIS POLLEN (UNIl: EO3U1KO3LK) (PLATANUS
OCCIDENTALIS POLLEN - UNII:E03U1KO03LK)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3CO00OX)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging

# Item Code Package Description

1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6672-06 Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

BLA BLA103753
JUGLANS NIGRA POLLEN
black pollen walnut injection, solution

Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC
Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

PLATANUS 0.05¢
OCCIDENTALIS POLLEN in1 mL

Strength
0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date

Marketing Start Marketing End
Date Date

01/01/1965

Item Code (Source) NDC:0268-6674

. Basis of
Ingredient Name Strength Strength
JUGLANS NIGRA POLLEN (UNII: 1BV28146ZR) (JUGLANS NIGRA POLLEN - JUGLANS NIGRA 0.05¢
UNII:1BV28146ZR) POLLEN in 1 mL
Inactive Ingredients
Ingredient Name Strength

GLYCERIN (UNII: PDC6A3CO00OX)

PHENOL (UNII: 339NCG44TV)

SODIUM CHLORIDE (UNII: 451WA7IQ8X)
SODIUM BICARBONATE (UNIl: 8MDF5V39Q0)

0.5mL in1mL
0.004 mL in1mL
0.009g inl1mL
0.00275g in1mL



HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging

# Item Code Package Description

NDC:0268-
6674-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

AILANTHUS ALTISSIMA POLLEN

ailanthus tree of heaven injection, solution

Product Information
Product Type

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety
Ingredient Name

AILANTHUS ALTISSIMA POLLEN (UNIl: 2A64U810Q3) (AILANTHUS ALTISSIMA

POLLEN - UNII:2A64U810Q3)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C0OX)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging

# Item Code Package Description

1 NDC:0268-
6677-06

5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a
Combination Product

NON-STANDARDIZED ALLERGENIC

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

01/01/1965

Marketing End
Date

Item Code (Source) NDC:0268-6677

Basis of Strength Strength

AILANTHUS ALTISSIMA 0.05 g
POLLEN in1mL

Strength
0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1 mL

Marketing Start Marketing End
Date Date



Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965 11/30/2021

POPULUS TREMULOIDES POLLEN

aspen injection, solution

Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6681

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
POPULUS TREMULOIDES POLLEN (UNII: 9280C2TJDA) (POPULUS TREMULOIDES POPULUS 0.05 g
POLLEN - UNII:9280C2T)DA) TREMULOIDES POLLEN in1mL
Inactive Ingredients

Ingredient Name Strength
GLYCERIN (UNIl: PDC6A3C0O0X) 0.5mL in1mL
PHENOL (UNII: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39QO0) 0.00275g in1mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description PUELEEIE) SR RG] e
Date Date
1 NDC:0268- 5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a
6681-06 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965 11/30/2021

POA ANNUA POLLEN

annual bluegrass injection, solution



Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6689
Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

. Basis of
Ingredient Name Strength Strength
POA ANNUA POLLEN (UNII: 7U437HHU5C) (POA ANNUA POLLEN - 0.05g
UNII:7U437HHU5C) POA ANNUA POLLEN =073 i
Inactive Ingredients
Ingredient Name Strength
GLYCERIN (UNII: PDC6A3CO00OX) 0.5mL in1mL
PHENOL (UNIl: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451\W471Q8X) 0.009 g in1mL
SODIUM BICARBONATE (UNIl: 8MDF5V39Q0) 0.00275¢g in1mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6689-06 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965 05/22/2023
BROMUS INERMIS POLLEN
brome grass injection, solution
Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6691
Route of Administration PERCUTANEOUS
Active Ingredient/Active Moiety
. Basis of
Ingredient Name Strength Strength

BROMUS INERMIS POLLEN (UNIl: 766QT72BK6) (BROMUS INERMIS POLLEN - BROMUS INERMIS 0.05¢g



UNII:766QT72BK6)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C00X)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6691-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

ZEA MAYS POLLEN

corn pollen injection, solution

Product Information
Product Type

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety
Ingredient Name

ZEA MAYS POLLEN (UNII: 74PD8)J616H) (ZEA MAYS POLLEN - UNII:74PD8J616H) ZEA MAYS POLLEN

Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C00X)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

NON-STANDARDIZ ED ALLERGENIC

POLLEN in 1 mL

Strength
0.5mL in1mL
0.004 mL in1mL
0.009g inl1mL
0.00275g in1 mL

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

01/01/1965

Marketing End
Date

Item Code (Source) NDC:0268-6697

Basis of Strength Strength
0.05g in1mL

Strength
0.5mL in1mL
0.004 mL in1mL
0.009g inl1mL
0.00275g in1mL



Packaging
# Item Code Package Description

NDC:0268-
6697-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

1 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

POPULUS FREMONTII POLLEN

fremont cottonwood injection, solution

Product Information
Product Type

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety
Ingredient Name

POPULUS FREMONTII POLLEN (UNII: 426RHB4302) (POPULUS FREMONTII

POLLEN - UNII:426RHB4302)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNIl: PDC6A3C0O0X)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6700-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

1 Combination Product

Marketing Information

NON-STANDARDIZED ALLERGENIC

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

01/01/1965

Marketing End
Date

Item Code (Source) NDC:0268-6700

Basis of Strength Strength

POPULUS FREMONTII  0.05 g
POLLEN in 1 mL

Strength
0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date



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

BLA BLA103753 01/01/1965 11/30/2021

POPULUS DELTOIDES SSP MONILIFERA POLLEN

western cottonwood injection, solution

Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6701

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
POPULUS DELTOIDES

POPULUS DELTOIDES SUBSP. MONILIFERA POLLEN (UNIl: 5928LJ1441) /ot MONILIFERA 0.05g
(POPULUS DELTOIDES SUBSP. MONILIFERA POLLEN - UNII:5928L)1441) POLLEN in1mL
Inactive Ingredients

Ingredient Name Strength
GLYCERIN (UNIl: PDC6A3C00X) 0.5 mL in 1 mL
PHENOL (UNIl: 339NCG44TV) 0.004 mL in 1 mL
SODIUM CHLORIDE (UNII: 451\W471Q8X) 0.009 g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39Q0) 0.00275¢g in1mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC321)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6701-06 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965

EUPATORIUM CAPILLIFOLIUM POLLEN

dog fennel injection, solution

Product Information



Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6706
Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
EUPATORIUM CAPILLIFOLIUM POLLEN (UNIl: B67NF86HF0) (EUPATORIUM EUPATORIUM 0.05 g
CAPILLIFOLIUM POLLEN - UNII:B67NF86HFO) CAPILLIFOLIUM POLLEN  in1 mL

Inactive Ingredients

Ingredient Name Strength
GLYCERIN (UNII: PDC6A3CO00X) 0.5mL in1mL
PHENOL (UNIl: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39Q0) 0.00275g in 1 mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a
6706-06 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965
ULMUS CRASSIFOLIA POLLEN
cedar elm injection, solution
Product Information
Product Type NON-STANDARDIZED ALLERGENIC Item Code (Source) NDC:0268-6709
Route of Administration PERCUTANEOUS
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
ULMUS CRASSIFOLIA POLLEN (UNIIl: G82398SD3I) (ULMUS CRASSIFOLIA ULMUS CRASSIFOLIA  0.05 g

POLLEN - UNII:G82398SD3l) POLLEN in 1 mL



Inactive Ingredients

Ingredient Name Strength
GLYCERIN (UNII: PDC6A3C00X) 0.5mL in1mL
PHENOL (UNII: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39QO0) 0.00275g in1mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6709-06 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965
ULMUS PUMILA POLLEN
chinese elm injection, solution
Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6710
Route of Administration PERCUTANEOUS
Active Ingredient/Active Moiety
q Basis of
Ingredient Name Strength Strength
ULMUS PUMILA POLLEN (UNIl: 030R993R8E) (ULMUS PUMILA POLLEN - ULMUS PUMILA 0.05g
UNII:030R993R8E) POLLEN in1mL
Inactive Ingredients
Ingredient Name Strength
GLYCERIN (UNII: PDC6A3C00X) 0.5mL in1mL
PHENOL (UNII: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39Q0) 0.00275¢g in1mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)



Packaging
Marketing Start Marketing End

# Item Code Package Description Date Date
1 NDC:0268- 5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a
6710-06 Combination Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End

Category Citation Date Date
BLA BLA103753 01/01/1965
EUCALYPTUS GLOBULUS POLLEN
eucalyptus injection, solution
Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6712
Route of Administration PERCUTANEOUS
Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
EUCALYPTUS GLOBULUS POLLEN (UNIl: 7XW7TB10X9) (EUCALYPTUS EUCALYPTUS 0.05 g
GLOBULUS POLLEN - UNII: 7XW7TB10X9) GLOBULUS POLLEN in 1 mL
Inactive Ingredients
Ingredient Name Strength

GLYCERIN (UNIl: PDC6A3CO0X) 0.5mL in1mL
PHENOL (UNII: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009¢g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39QO0) 0.00275 g in1mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a
6712-06 Combination Product

Marketing Information

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



BLA BLA103753

CORYLUS AMERICANA POLLEN

hazelnut pollen injection, solution

Product Information
Product Type

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety
Ingredient Name

CORYLUS AMERICANA POLLEN (UNIl: ZGS382Y3AV) (CORYLUS AMERICANA

POLLEN - UNIl:ZGS382Y3AV)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C00X)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

1 NDC:0268-
6714-06

5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a
Combination Product

Marketing Information

Marketing
Category

Application Number or Monograph
Citation

BLA BLA103753

ROBINIA PSEUDOACACIA POLLEN

black locust injection, solution

Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC

Route of Administration PERCUTANEOUS

NON-STANDARDIZED ALLERGENIC

01/01/1965

Item Code (Source) NDC:0268-6714

Basis of Strength Strength

CORYLUS AMERICANA 0.05 g
POLLEN in 1 mL

Strength
0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date

Marketing Start
Date

01/01/1965

Marketing End
Date

11/30/2021

Item Code (Source) NDC:0268-6722



Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ROBINIA PSEUDOACACIA POLLEN (UNIl: 8003NOJ82F) (ROBINIA PSEUDOACACIA ROBINIA PSEUDOACACIA 0.05 g
POLLEN - UNII:8003NO)J82F) POLLEN in 1 mL
Inactive Ingredients

Ingredient Name Strength
GLYCERIN (UNII: PDC6A3C00X) 0.5mL in1mL
PHENOL (UNII: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNIl: 8MDF5V39Q0) 0.00275g in1mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6722-06 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965 11/30/2021
MELALEUCA QUINQUENERVIA POLLEN
melaleuca pollen injection, solution
Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6728
Route of Administration PERCUTANEOUS
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
MELALEUCA QUINQUENERVIA POLLEN (UNIl: NX974IRT8E) (MELALEUCA MELALEUCA 0.05 g
QUINQUENERVIA POLLEN - UNII:NX974IRT8E) QUINQUENERVIA POLLEN in 1 mL

Inactive Ingredients
Ingredient Name Strength



GLYCERIN (UNIl: PDC6A3C0OX)

PHENOL (UNII: 339NCG44TV)

SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNIl: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging

# Item Code Package Description

1 NDC:0268- 5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a
6728-06 Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

BLA BLA103753

CHENOPODIUM AMBROSIOIDES POLLEN

mexican tea injection, solution

Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC
Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name

CHENOPODIUM AMBROSIOIDES POLLEN (UNII: WIB701MW2H)
(CHENOPODIUM AMBROSIOIDES POLLEN - UNI:WB701MW2H)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C00X)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging

FTy nan M ada NPaalrmana Mamawimbinam.

0.5mL in1mL
0.004 mL in1mL
0.009g inl1mL
0.00275g in1 mL

Marketing Start Marketing End
Date Date

Marketing Start Marketing End
Date Date

01/01/1965

Item Code (Source) NDC:0268-6731

Basis of Strength Strength

CHENOPODIUM 0.05¢g
AMBROSIOIDES POLLEN  in 1 mL

Strength
0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1 mL

Marketing Start Marketing End



+H ILCIIl WUuUC rFraLuRayc wvesuiipuuil

Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6731-06 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965 06/30/2013
QUERCUS AGRIFOLIA POLLEN
california live oak coast injection, solution
Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6736
Route of Administration PERCUTANEOUS
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
QUERCUS AGRIFOLIA POLLEN (UNIl: VOT5MA71M7) (QUERCUS AGRIFOLIA QUERCUS AGRIFOLIA  0.05 g
POLLEN - UNI::VOT5MA71M7) POLLEN in 1 mL
Inactive Ingredients
Ingredient Name Strength
GLYCERIN (UNIl: PDC6A3CO0X) 0.5mL in1mL
PHENOL (UNII: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39QO0) 0.00275g in1mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description PUEELEEEE) SEGE ARG e
Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6736-06 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date

BLA BLA103753 01/01/1965 11/30/2021



QUERCUS ALBA POLLEN

wild pollen oat injection, solution

Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC
Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Item Code (Source) NDC:0268-6741

Basis of

Ingredient Name Strength Strength
QUERCUS ALBA POLLEN (UNIl: Z4Y9ZSV4KK) (QUERCUS ALBA POLLEN - QUERCUS ALBA 0.05¢
UNII:Z 4Y9Z SVAKK) POLLEN in 1 mL
Inactive Ingredients

Ingredient Name Strength

GLYCERIN (UNIIl: PDC6A3CO00X)

PHENOL (UNII: 339NCG44TV)

SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNIl: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNIl: 55X04QC32l)

Packaging

# Item Code Package Description

1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6741-06 Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

BLA BLA103753

SCHINUS MOLLE POLLEN

california pepper tree injection, solution

Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC
Route of Administration PERCUTANEOUS

0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date

Marketing Start Marketing End
Date Date

01/01/1965 11/30/2021

Item Code (Source) NDC:0268-6743



Active Ingredient/Active Moiety

Ingredient Name

SCHINUS MOLLE POLLEN (UNIl: MOG28FH9K1) (SCHINUS MOLLE POLLEN -

UNII:MOG28FH9K1)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNIIl: PDC6A3C0OX)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6743-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

AMARANTHUS SPINOSUS POLLEN

spiny pigweed injection, solution

Product Information
Product Type

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety
Ingredient Name

AMARANTHUS SPINOSUS POLLEN (UNII: 380W4AHYR6N) (AMARANTHUS

SPINOSUS POLLEN - UNII:380WAHYR6N)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNIIl: PDC6A3C0OOX)

NON-STANDARDIZ ED ALLERGENIC

Basis of
Strength Strength
SCHINUS MOLLE 0.05 g
POLLEN in1mL
Strength

0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1 mL

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

01/01/1965

Marketing End
Date

Item Code (Source) NDC:0268-6744

Basis of Strength Strength

AMARANTHUS 0.05¢
SPINOSUS POLLEN in 1 mL

Strength
0.5mL in1mL



PHENOL (UNII: 339NCG44TV) 0.004 mL in1 mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNIl: 8MDF5V39QO0) 0.00275g in1mL
HYDROCHLORIC ACID (UNIl: QTT17582CB)

SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description PURELEEE) SEE RG] e
Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6744-06 Combination Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End

Category Citation Date Date
BLA BLA103753 01/01/1965
CASUARINA EQUISETIFOLIA POLLEN
australian pine beefwood injection, solution
Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6745
Route of Administration PERCUTANEOUS
Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
CASUARINA EQUISETIFOLIA POLLEN (UNIl: OZJ40E173N) (CASUARINA CASUARINA 0.05 g
EQUISETIFOLIA POLLEN - UNII:0ZJ40E173N) EQUISETIFOLIA POLLEN  in 1 mL
Inactive Ingredients
Ingredient Name Strength

GLYCERIN (UNIl: PDC6A3COO0X) 0.5mL in1mL
PHENOL (UNII: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451\W471Q8X) 0.009 g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39Q0) 0.00275¢g in1mL
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)
Packaging
# Item Code Package Description Marketing Start Marketing End

Date Date



NDC:0268-
6745-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

s Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

PINUS ECHINATA POLLEN

yellow pine injection, solution

Product Information

Product Type

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name

PINUS ECHINATA POLLEN (UNIl: 96LRW14765) (PINUS ECHINATA POLLEN -

UNII:96LRW14765)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNIIl: PDC6A3C0OX)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6748-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

NON-STANDARDIZ ED ALLERGENIC

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6748

Basis of

Strength Strength
PINUS ECHINATA 0.05 g
POLLEN in 1 mL

Strength

0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1 mL

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

01/01/1965

Marketing End
Date



AMBROSIA ACANTHICARPA POLLEN

false ragweed bur injection, solution

Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC
Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name

AMBROSIA ACANTHICARPA POLLEN (UNII: U2AI3H2J5Y) (AMBROSIA
ACANTHICARPA POLLEN - UNII:U2AI3H2)5Y)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C00OX)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging

# Item Code Package Description

1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6749-06 Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

BLA BLA103753
AMBROSIA TENUIFOLIA POLLEN
slender ragweed injection, solution

Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Item Code (Source) NDC:0268-6749

Basis of Strength Strength

AMBROSIA 0.05¢
ACANTHICARPA POLLEN  in 1 mL

Strength
0.5mL in1mL
0.004 mL in1mL
0.009g inl1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date

Marketing Start Marketing End
Date Date

01/01/1965

Item Code (Source) NDC:0268-6750



Ingredient Name

AMBROSIA TENUIFOLIA POLLEN (UNII: 57W550585B) (AMBROSIA TENUIFOLIA

POLLEN - UNIl:57W550585B)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C00X)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6750-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

1 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

AMBROSIA BIDENTATA POLLEN

southern ragweed injection, solution

Product Information
Product Type

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety
Ingredient Name

AMBROSIA BIDENTATA POLLEN (UNIl: M3S672G750) (AMBROSIA BIDENTATA

POLLEN - UNIl:M35672G750)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNIIl: PDC6A3C0OX)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)

NON-STANDARDIZED ALLERGENIC

Basis of Strength Strength

AMBROSIA TENUIFOLIA 0.05 g
POLLEN in1 mL

Strength
0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1 mL

Marketing Start Marketing End
Date Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6751

Basis of Strength Strength

AMBROSIA BIDENTATA 0.05 g
POLLEN in1mL

Strength
0.5mL in1mL
0.004 mL in1mL
0.009g in1mL



SODIUM BICARBONATE (UNIl: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description

NDC:0268-
6751-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

AMBROSIA PSILOSTACHYA POLLEN

western ragweed injection, solution

Product Information

Product Type NON-STANDARDIZED ALLERGENIC

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name

AMBROSIA PSILOSTACHYA POLLEN (UNIl: RX18M46K8L) (AMBROSIA
PSILOSTACHYA POLLEN - UNII:RX18M46K8L)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C00X)
PHENOL (UNIl: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6752-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

01/01/1965

0.00275g in1mL

Marketing Start Marketing End
Date Date

Marketing Start
Date

Marketing End
Date

11/30/2021

Item Code (Source) NDC:0268-6752

Basis of Strength Strength

AMBROSIA 0.05 g
PSILOSTACHYA POLLEN in 1 mL

Strength
0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date



Marketing Information

Marketing
Category

BLA BLA103753

Citation

Application Number or Monograph

Marketing Start
Date

01/01/1965

Marketing End
Date

LOLIUM PERENNE SSP MULTIFLORUM POLLEN

italian rye grass injection, solution

Product Information
Product Type

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety
Ingredient Name

LOLIUM MULTIFLORUM POLLEN (UNII: VJIOWKK736) (LOLIUM MULTIFLORUM

POLLEN - UNII:VJIOWKK736)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNIl: PDC6A3C00X)
PHENOL (UNIl: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451\W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6754-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

s Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

ARTEMISIA FRIGIDA POLLEN

prairie sage injection, solution

NON-STANDARDIZED ALLERGENIC

Item Code (Source) NDC:0268-6754

Basis of Strength Strength

LOLIUM MULTIFLORUM  0.05 g
POLLEN in1 mL

Strength
0.5mL in1mL
0.004 mL in1mL
0.009g inl1mL
0.00275g in1mL

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

01/01/1965

Marketing End
Date

11/30/2021



Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name

ARTEMISIA FRIGIDA POLLEN (UNIl: 5AN5LR8L3F) (ARTEMISIA FRIGIDA POLLEN -

UNII:5AN5LR8L3F)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C00X)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging

# Item Code Package Description

1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6755-06 Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

BLA BLA103753

DISTICHLIS SPICATA POLLEN

salt grass injection, solution

Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety
Ingredient Name

Item Code (Source) NDC:0268-6755

Basis of

Strength ST
ARTEMISIA FRIGIDA 0.05 g
POLLEN in1 mL

Strength

0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1mL

Marketing Start Marketing End

Date Date

Marketing Start Marketing End

Date Date

01/01/1965 11/30/2021

Item Code (Source) NDC:0268-6757

Basis of Strength Strength

DISTICHLIS SPICATA POLLEN (UNIl: GOA51670YV) (DISTICHLIS SPICATA POLLEN DISTICHLIS SPICATA  0.05 g



- UNIl:GOA51670YV)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C00X)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6757-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

HOLCUS LANATUS POLLEN

velvet grass injection, solution

Product Information

Product Type

Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name

HOLCUS LANATUS POLLEN (UNIl: 7001TP6H01) (HOLCUS LANATUS POLLEN -

UNIl:7001TP6HO01)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNII: PDC6A3C00X)
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNII: QTT17582CB)

NON-STANDARDIZ ED ALLERGENIC

POLLEN in 1 mL

Strength
0.5mL in1mL
0.004 mL in1mL
0.009g inl1mL
0.00275g in1 mL

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6760

Basis of
Strength Strength
HOLCUS LANATUS 0.05 g
POLLEN in 1 mL
Strength

0.5mL in1mL
0.004 mL in1mL
0.009g in1mL
0.00275g in1 mL



SODIUM HYDROXIDE (UNII: 55X04QC321)

Packaging
# Item Code Package Description reraElle) s Rreriig) e
Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6760-06 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965 05/22/2023
JUGLANS NIGRA POLLEN
california walnut black pollen injection, solution
Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6761
Route of Administration PERCUTANEOUS
Active Ingredient/Active Moiety
. Basis of
Ingredient Name Strength Strength
JUGLANS NIGRA POLLEN (UNII: 1BV28146ZR) (JUGLANS NIGRA POLLEN - JUGLANS NIGRA 0.05g
UNII:1BV28146ZR) POLLEN in 1 mL
Inactive Ingredients
Ingredient Name Strength
GLYCERIN (UNII: PDC6A3C00X) 0.5mL in1mL
PHENOL (UNIl: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451\W471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39Q0) 0.00275¢g in1mL
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)
Packaging
# Item Code Package Description PURLEEE) SR RG] e
Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

6761-06 Combination Product



Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965 05/22/2023

JUGLANS REGIA POLLEN

english walnut pollen injection, solution

Product Information

Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6762
Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name :t?‘zl:g:; Strength
JUGLANS REGIA POLLEN (UNIIl: ARWA308711) (JUGLANS REGIA POLLEN - JUGLANS REGIA 0.05 g
UNII:ARWA3087I1) POLLEN in1mL
Inactive Ingredients

Ingredient Name Strength
GLYCERIN (UNII: PDC6A3C00X) 0.5mL in1mL
PHENOL (UNIl: 339NCG44TV) 0.004 mL in 1 mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009 g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39QO) 0.00275¢g in1mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNIl: 55X04QC32l)

Packaging
# Item Code Package Description Marketlng:starts = MarketingfEnd
Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6762-06 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965 11/30/2021

TRITICUM AESTIVUM POLLEN

wheat pollen injection, solution



Product Information

Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6763
Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
TRITICUM AESTIVUM POLLEN (UNII: F1IKAH8374D) (TRITICUM AESTIVUM POLLEN TRITICUM AESTIVUM  0.05 g
- UNII:F1KAH8374D) POLLEN in 1 mL
Inactive Ingredients

Ingredient Name Strength
GLYCERIN (UNIl: PDC6A3C00X) 0.5mL in1mL
PHENOL (UNIl: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451\W471Q8X) 0.009 g in1mL
SODIUM BICARBONATE (UNIl: 8MDF5V39Q0) 0.00275¢g in1mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description PRGBGSR e
Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6763-06 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965 11/30/2021
ARTEMISIA ANNUA POLLEN
common wormwood annual injection, solution
Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6764
Route of Administration PERCUTANEOUS
Active Ingredient/Active Moiety
. Basis of
Ingredient Name Strength Strength

ARTEMISIA ANNUA POLLEN (UNII: 36R82U4DL6) (ARTEMISIA ANNUA POLLEN - ARTEMISIA ANNUA 0.05a



UNII:36R82U4DL6) POLLEN in 1 mL

Inactive Ingredients

Ingredient Name Strength
GLYCERIN (UNIl: PDC6A3C00OX) 0.5mL in1mL
PHENOL (UNIl: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39Q0) 0.00275g in 1 mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a
6764-06 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date

BLA BLA103753 01/01/1965 05/22/2023
AMARANTHUS TUBERCULATUS POLLEN

water hemp injection, solution

Product Information

Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6771
Route of Administration PERCUTANEOUS

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
AMARANTHUS TUBERCULATUS POLLEN (UNIIl: 92N6W6KO2G) (AMARANTHUS ~ AMARANTHUS 0.025 g
TUBERCULATUS POLLEN - UNII:92N6W6KO2G) TUBERCULATUS POLLEN in1 mL
Inactive Ingredients
Ingredient Name Strength

GLYCERIN (UNIl: PDC6A3COO0X) 0.5mL in1mL

PHENOL (UNII: 339NCG44TV) 0.004 mL in1mL

SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL

SODIUM BICARBONATE (UNII: 8MDF5V39QO0) 0.00275g in1mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)



SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description

NDC:0268-
6771-06

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

1 Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

BLA BLA103753

HOUSE DUST

house dust injection, solution

Product Information
Product Type

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety
Ingredient Name

HOUSE DUST (UNII: EYO007VX98) (HOUSE DUST - UNI:EYO007VX98)

Inactive Ingredients

Ingredient Name
PHENOL (UNIl: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6001-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

1 Combination Product

Marketing Information

NON-STANDARDIZ ED ALLERGENIC

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

01/01/1965

Marketing End
Date

Item Code (Source) NDC:0268-6001

Basis of Strength
HOUSE DUST

Strength
1000 [PNU] in 1 mL

Strength
0.004 mL in1 mL
0.009g in1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date



Marketing Application Number or Monograph
Category Citation

BLA BLA103753

BOS TAURUS SKIN

cattle epithelium injection, solution

Product Information

Product Type NON-STANDARDIZED ALLERGENIC

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name

BOS TAURUS SKIN (UNII: 7)J12CD609L) (BOS TAURUS SKIN -
UNII:7J12CD609L)

Inactive Ingredients

Ingredient Name
PHENOL (UNIl: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging

# Item Code Package Description

1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6301-05 Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

BLA BLA103753
COTTON FIBER
cotton linters injection, solution

Product Information

Product Type NON-STANDARDIZED ALLERGENIC

Marketing Start

Date
01/01/1965

Marketing End
Date

06/30/2013

Item Code (Source) NDC:0268-6301

Basis of

Strength

BOS TAURUS SKIN

Strength

1000 [PNU]
in1mL

Strength

0.004 mL in1mL
0.009g in1mL
0.00275g in1 mL

Marketing Start Marketing End

Date

Marketing Start
Date

01/01/1965

Date

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6303



Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
COTTON FIBER (UNIl: 70LDW53RO0) (COTTON FIBER - UNII:70LDW53RO0O) COTTON FIBER 0.001g in1mL

Inactive Ingredients

Ingredient Name Strength
PHENOL (UNII: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39QO0) 0.00275g in1 mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6303-05 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965 05/22/2023
CANIS LUPUS FAMILIARIS SKIN
dog epithelium injection, solution
Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6305
Route of Administration INTRADERMAL
Active Ingredient/Active Moiety
. Basis of
Ingredient Name Strength Strength
CANIS LUPUS FAMILIARIS SKIN (UNIIl: X2W7CLE97T) (CANIS LUPUS FAMILIARIS CANIS LUPUS 1000 [PNU]
SKIN - UNII:X2W7CLE97T) FAMILIARIS SKIN in 1 mL

Inactive Ingredients
Ingredient Name Strength



PHENOL (UNII: 339NCG44TV)

SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description

NDC:0268-
6305-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

CAVIA PORCELLUS SKIN

guinea pig epithelium injection, solution

Product Information

Product Type

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name

CAVIA PORCELLUS SKIN (UNIl: GM3H4U6QS8) (CAVIA PORCELLUS SKIN -

UNIl:GM3H4U6QS8)

Inactive Ingredients

Ingredient Name
PHENOL (UNIl: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNIl: 55X04QC32I)

Packaging

# Item Code Package Description

NON-STANDARDIZED ALLERGENIC

0.004 mL in 1 mL
0.009g in1mL
0.00275g in1mL

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6308

Basis of

Strength Strength
CAVIA PORCELLUS 1000 [PNU]
SKIN in 1 mL

Strength

0.004 mL in1mL
0.009g in1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date



1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6308-05 Combination Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965 05/22/2023

EQUUS CABALLUS SKIN

horse epithelium injection, solution

Product Information

Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6310
Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name SBt?':I:g:II Strength
EQUUS CABALLUS SKIN (UNII: 88VZV9HGT4) (EQUUS CABALLUS SKIN - EQUUS CABALLUS 1000 [PNU]
UNII:88VZVIHGTA4) SKIN in 1 mL
Inactive Ingredients
Ingredient Name Strength
PHENOL (UNII: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNIIl: 8MDF5V39QO0) 0.00275g in1 mL
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNIl: 55X04QC32l)
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6310-05 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date

BLA BLA103753 01/01/1965 11/30/2021



MUS MUSCULUS SKIN

mouse epithelium injection, solution

Product Information

Product Type NON-STANDARDIZED ALLERGENIC

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name

MUS MUSCULUS SKIN (UNIl: 390AN9GB09) (MUS MUSCULUS SKIN -
UNII:390AN9GB09)

Inactive Ingredients

Ingredient Name
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNIl: 55X04QC32I)

Packaging

# Item Code Package Description

NDC:0268-
6316-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

s Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

BLA BLA103753

RABBIT

rabbit epithelium injection, solution

Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

01/01/1965

Item Code (Source) NDC:0268-6316

Basis of
Strength Strength
MUS MUSCULUS 1000 [PNU]
SKIN in 1 mL
Strength

0.004 mL in1mL
0.009g in1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date

Marketing Start
Date

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6319



Ingredient Name
RABBIT (UNIl: O5VOF26RUW) (RABBIT - UNIl:05VOF26RUW)

Inactive Ingredients

Ingredient Name
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451WA471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging

# Item Code Package Description

1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6319-05 Combination Product

Marketing Information

Basis of Strength
RABBIT

Strength
1000 [PNU] in 1 mL

Strength
0.004 mL in1mL
0.009g in1mL
0.00275g in1 mL

Marketing Start Marketing End
Date Date

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965 05/22/2023

SOLENOPSIS INVICTA

fire ant injection, solution

Product Information

Product Type NON-STANDARDIZED ALLERGENI

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety
Ingredient Name

SOLENOPSIS INVICTA (UNIl: 507CR4P444) (SOLENOPSIS INVICTA -
UNII:507CR4P444)

Inactive Ingredients

Ingredient Name
PHENOL (UNIl: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)

C Item Code (Source) NDC:0268-6401

Basis of

Strength Strength
SOLENOPSIS 10 [PNU]
INVICTA in 1 mL

Strength

0.004 mL in1 mL
0.009g in1mL
0.00275g in1 mL



SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6401-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

1 Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

BLA BLA103753

PERIPLANETA AMERICANA

american cockroach injection, solution

Product Information
Product Type

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name

PERIPLANETA AMERICANA (UNII: 2RQ1L9N089) (PERIPLANETA AMERICANA -

UNII:2RQ1L9N089)

Inactive Ingredients

Ingredient Name
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451\W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6402-05

5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a

8 Combination Product

NON-STANDARDIZED ALLERGENIC

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6402

Basis of

Strength Strength
PERIPLANETA 100 [PNU]
AMERICANA in 1 mL

Strength

0.004 mL in1mL
0.009g in1mL
0.00275g in1 mL

Marketing Start Marketing End
Date Date



Marketing Information

Marketing Application Number or Monograph
Category Citation

BLA BLA103753
BLATELLA GERMANICA
german cockroach injection, solution

Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC
Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Marketing Start
Date

01/01/1965

Marketing End
Date

11/30/2021

Item Code (Source) NDC:0268-6407

. Basis of
Ingredient Name Strength Strength
BLATTELLA GERMANICA (UNIl: G9067I0A8Q) (BLATTELLA GERMANICA - BLATTELLA 100 [PNU]
UNI:G9067I0A8Q) GERMANICA in 1 mL
Inactive Ingredients
Ingredient Name Strength

PHENOL (UNIl: 339NCG44TV)

SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNIl: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging

# Item Code Package Description

1 NDC:0268- 5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a
6407-05 Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

BLA BLA103753

ACREMONIUM STRICTUM

acremonium cephalosporium injection, solution

Product Information

0.004 mL in1 mL
0.009g in1mL
0.00275g in1 mL

Marketing Start Marketing End

Date

Marketing Start
Date

01/01/1965

Date

Marketing End
Date

05/22/2023



Product Type

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name

ACREMONIUM STRICTUM (UNII: 3F36V0451W) (ACREMONIUM STRICTUM -

UNII:3F36V0451W)

Inactive Ingredients

Ingredient Name
PHENOL (UNIl: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6501-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

1 Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

BLA BLA103753

ALTERNARIA TENUIS

alternaria tenuis a alternata injection, solution

Product Information

Product Type NON-STANDARDIZED ALLERGENIC

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name

ALTERNARIA ALTERNATA (UNII: 52B29REC7H) (ALTERNARIA ALTERNATA -

UNII:52B29REC7H)

NON-STANDARDIZED ALLERGENIC

Item Code (Source) NDC:0268-6501

Basis of
Strength Strength
ACREMONIUM 1000 [PNU]
STRICTUM in 1 mL
Strength

0.004 mL in1mL
0.009g in1mL
0.00275g in1 mL

Marketing Start Marketing End
Date Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6503

Basis of

Strength Strength
ALTERNARIA 1000 [PNU]
ALTERNATA in 1 mL



Inactive Ingredients

Ingredient Name
PHENOL (UNIl: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6503-05

5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

ASPERGILLUS FUMIGATUS

aspergillus fumigatus injection, solution

Product Information

Product Type

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name

ASPERGILLUS FUMIGATUS (UNII: X88DF51T48) (ASPERGILLUS FUMIGATUS -

UNII:X88DF51T48)

Inactive Ingredients

Ingredient Name
PHENOL (UNIl: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

NON-STANDARDIZED ALLERGENIC

Strength
0.004 mL in 1 mL
0.009g in1mL
0.00275g in1 mL

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6506

Basis of

Strength Strength
ASPERGILLUS 1000 [PNU]
FUMIGATUS in 1 mL

Strength

0.004 mL in 1 mL
0.009g in1mL
0.00275g in1mL



Packaging

# Item Code Package Description

NDC:0268-
6506-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

Marketing Information

Marketing
Category

BLA

Application Number or Monograph
Citation

BLA103753

ASPERGILLUS NIGER VAR NIGER

aspergillus niger injection, solution

Product Information
Product Type

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety
Ingredient Name

ASPERGILLUS NIGER VAR. NIGER (UNII: 910A40ANG6) (ASPERGILLUS NIGER

VAR. NIGER - UNII:910A40ANG6)

Inactive Ingredients

Ingredient Name
PHENOL (UNIl: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging

# Item Code Package Description
5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a

1 NDC:0268-
Combination Product

6508-05

Marketing Information

Marketing

Application Number or Monograph
Category

Citation

BLA BLA103753

NON-STANDARDIZED ALLERGENIC

Marketing Start Marketing End
Date Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6508

Basis of Strength Strength

ASPERGILLUS NIGER 1000 [PNU]
VAR. NIGER in1 mL
Strength

0.004 mL in1mL
0.009g in1mL
0.00275g in1 mL

Marketing Start Marketing End
Date Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023



AUREOBASIDIUM PULLULANS VAR PULLULANS

aureobasidium pullularia pullulans injection, solution

Product Information

Product Type NON-STANDARDIZED ALLERGENIC Item Code (Source) NDC:0268-6511
Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
AUREOBASIDIUM PULLULANS VAR. PULLUTANS (UNIl: D1A2NG69CK) ﬁﬂﬁfﬁ&ﬁ;?}g&" 1000 [PNU]
(AUREOBASIDIUM PULLULANS VAR. PULLUTANS - UNII:D1A2NG69CK) : in 1 mL

PULLUTANS
Inactive Ingredients
Ingredient Name Strength

PHENOL (UNII: 339NCG44TV) 0.004 mL in 1 mL
SODIUM CHLORIDE (UNII: 451W47IQ8X) 0.009 g in 1 mL
SODIUM BICARBONATE (UNIl: 8MDF5V39Q0) 0.00275 g in 1 mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description PRELEEEE) SEGE AR e
Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6511-05 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965 05/22/2023
BOTRYTIS CINEREA
botrytis cinerea injection, solution
Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6513

Route of Administration INTRADERMAL



Active Ingredient/Active Moiety
Ingredient Name

BOTRYTIS CINEREA (UNII: TBW53313S7) (BOTRYTIS CINEREA -
UNI: TBW53313S7)

Inactive Ingredients

Ingredient Name
PHENOL (UNIl: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6513-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

1 Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

BLA BLA103753

CANDIDA ALBICANS

candida albicans injection, solution

Product Information
Product Type

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety
Ingredient Name

CANDIDA ALBICANS (UNII: 4D7G21HDBC) (CANDIDA ALBICANS -
UNII:4D7G21HDBC)

Inactive Ingredients

Ingredient Name
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)

NON-STANDARDIZED ALLERGENIC

Basis of
Strength Strength
BOTRYTIS CINEREA 1000 [PNU]
in1 mL
Strength

0.004 mL in1mL
0.009g in1mL
0.00275g in1 mL

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6515

Basis of
Strength Strength
CANDIDA ALBICANS 1000 [PNU]
in 1 mL
Strength

0.004 mL in1 mL
0.009g in1mL



SODIUM BICARBONATE (UNIl: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNIl: 55X04QC32l)

Packaging
# Item Code Package Description

NDC:0268-
6515-05

5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

Marketing Information

Marketing
Category

Application Number or Monograph
Citation

BLA BLA103753

CHAETOMIUM GLOBOSUM

chaetomium globosum injection, solution

Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name

CHAETOMIUM GLOBOSUM (UNII: 5016\WB8B8A) (CHAETOMIUM GLOBOSUM -

UNII:5016WB8B8A)

Inactive Ingredients

Ingredient Name
PHENOL (UNIl: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6517-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

0.00275g in1mL

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6517

Basis of
Strength Strength
CHAETOMIUM 1000 [PNU]
GLOBOSUM in 1 mL
Strength

0.004 mL in 1 mL
0.009g in1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date



Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965 05/22/2023

CLADOSPORIUM CLADOSPORIOIDES

cladosporium cladosporioides hormodendrum clad injection, solution

Product Information
Product Type NON-STANDARDIZED ALLERGENIC Item Code (Source) NDC:0268-6519

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
CLADOSPORIUM CLADOSPORIOIDES (UNII: 4ZWY20GTGO) (CLADOSPORIUM  CLADOSPORIUM 1000 [PNU]
CLADOSPORIOIDES - UNII:4ZWY20GTGO) CLADOSPORIOIDES in 1 mL

Inactive Ingredients

Ingredient Name Strength
PHENOL (UNII: 339NCG44TV) 0.004 mL in 1 mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39Q0) 0.00275¢g in1mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description rEraElle) SEE RG] e
Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6519-05 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965 05/22/2023

CLADOSPORIUM SPHAEROSPERMUM

cladosporium sphaerospermum hormodendrum hordei injection, solution



Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety
Ingredient Name

Item Code (Source) NDC:0268-6521

Basis of Strength Strength

CLADOSPORIUM SPHAEROSPERMUM (UNII: P87YCALU8R) (CLADOSPORIUM  CLADOSPORIUM 1000 [PNUI

SPHAEROSPERMUM - UNII:P87YCA1US8R)

Inactive Ingredients

Ingredient Name
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging

# Item Code Package Description

1 NDC:0268- 5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a
6521-05 Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

BLA BLA103753
COCHLIOBOLUS SATIVUS
drechslera helminthosporium injection, solution

Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

SPHAEROSPERMUM in1 mL

Strength
0.004 mL in1 mL
0.009g in1mL
0.00275g in1 mL

Marketing Start Marketing End
Date Date

Marketing Start Marketing End
Date Date

01/01/1965 05/22/2023

Item Code (Source) NDC:0268-6525

. Basis of
Ingredient Name Strength Strength
COCHLIOBOLUS SATIVUS (UNII: 3LN5B70U4W) (COCHLIOBOLUS SATIVUS -  COCHLIOBOLUS 1000 [PNU]

UNII:3LN5B70U4W)

SATIVUS in 1 mL



Inactive Ingredients

Ingredient Name
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description

NDC:0268-
6525-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

s Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

EPICOCCUM NIGRUM

epicoccum nigrum injection, solution

Product Information

Product Type

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety
Ingredient Name

EPICOCCUM NIGRUM (UNII: 87U156LEN7) (EPICOCCUM NIGRUM -
UNII:87U156LEN7)

Inactive Ingredients

Ingredient Name
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

NON-STANDARDIZ ED ALLERGENIC

Strength
0.004 mL in1mL
0.009g in1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6528

Basis of

Strength S

1000 [PNU]

EPICOCCUM NIGRUM -
in 1 mL

Strength
0.004 mL in 1 mL
0.009g in1mL
0.00275g in1mL



Packaging
Marketing Start Marketing End

# Item Code Package Description Date Date
1 NDC:0268- 5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a
6528-05 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date

BLA BLA103753 01/01/1965 05/22/2023
FUSARIUM OXYSPORUM VASINFECTUM
fusarium spp injection, solution

Product Information

Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6532
Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
FUSARIUM OXYSPORUM VASINFECTUM (UNIl: 6M98DC08TZ) (FUSARIUM FUSARIUM OXYSPORUM 1000 [PNU]
OXYSPORUM VASINFECTUM - UNII:6M98DCO08TZ) VASINFECTUM in 1 mL
Inactive Ingredients
Ingredient Name Strength

PHENOL (UNII: 339NCG44TV) 0.004 mL in1mL

SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL

SODIUM BICARBONATE (UNII: 8MDF5V39QO0) 0.00275 g in1 mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6532-05 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date

BLA BLA103753 01/01/1965 05/22/2023



HELMINTHOSPORIUM SOLANI

helminthosporium solani spondylocladium injection, solution

Product Information
Product Type

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name

HELMINTHOSPORIUM SOLANI (UNIl: U6Z259H815) (HELMINTHOSPORIUM

SOLANI - UNII:U6Z259H815)

Inactive Ingredients

Ingredient Name
PHENOL (UNIl: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6535-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

Marketing Information

Marketing
Category

Application Number or Monograph
Citation

BLA BLA103753

MUCOR PLUMBEUS

helminthmucor spp injection, solution

Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC

Route of Administration INTRADERMAL

NON-STANDARDIZED ALLERGENIC

Item Code (Source) NDC:0268-6535

Basis of
Strength

HELMINTHOSPORIUM
SOLANI

Strength

1000 [PNU]
in1 mL

Strength
0.004 mL in 1 mL
0.009g in1mL
0.00275g in1 mL

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6537



Active Ingredient/Active Moiety

. Basis of
Ingredient Nam trength

gredie ame Strength Streng
MUCOR PLUMBEUS (UNIl: D7401PWY6E) (MUCOR PLUMBEUS - 1000 [PNU]
UNII:D7401PWY6E) MUCOR PLUMBEUS in 1 mL
Inactive Ingredients

Ingredient Name Strength
PHENOL (UNII: 339NCG44TV) 0.004 mL in 1 mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39QO0) 0.00275 g in1mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNIl: 55X04QC32l)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a
6537-05 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965 05/22/2023
NEUROSPORA INTERMEDIA
neurospora spp injection, solution
Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6539
Route of Administration INTRADERMAL
Active Ingredient/Active Moiety
. Basis of
Ingredient Name Strength Strength
NEUROSPORA INTERMEDIA (UNIl: 2072U60DUI) (NEUROSPORA INTERMEDIA - NEUROSPORA 1000 [PNU]
UNII:2072U60DUI) INTERMEDIA in1mL
Inactive Ingredients
Ingredient Name Strength
PHENOL (UNII: 339NCG44TV) 0.004 mL in1 mL

SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL



SODIUM BICARBONATE (UNIl: 8MDF5V39Q0) 0.00275 g in1mL
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNIl: 55X04QC32l)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a
6539-05 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965 05/22/2023
PHOMA EXIGUA VAR EXIGUA
phoma herbarum injection, solution
Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6544
Route of Administration INTRADERMAL
Active Ingredient/Active Moiety
. Basis of
Ingredient Name Strength Strength
PHOMA EXIGUA VAR. EXIGUA (UNII: 8JAG41IE4M) (PHOMA EXIGUA VAR. PHOMA EXIGUA VAR. 1000 [PNU]
EXIGUA - UNII:8JAG41IE4M) EXIGUA in 1 mL
Inactive Ingredients
Ingredient Name Strength
PHENOL (UNII: 339NCG44TV) 0.004 mL in 1 mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009 g in1mL
SODIUM BICARBONATE (UNIl: 8MDF5V39Q0) 0.00275g in1mL
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a

6544-05 Combination Product



Marketing Information

Marketing Application Number or Monograph

Category Citation
BLA BLA103753

RHIZOPUS ARRHIZUS VAR ARRHIZUS

rhizopus spp injection, solution

Product Information

Product Type NON-STANDARDIZED ALLERGENIC

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name

RHIZOPUS ARRHIZUS (UNII: 8476849N1Y) (RHIZOPUS ARRHIZUS -
UNII:8476849N1Y)

Inactive Ingredients

Ingredient Name
PHENOL (UNIl: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNIl: 55X04QC32I)

Packaging

# Item Code Package Description

1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6547-05 Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

BLA BLA103753

RHODOTORULA RUBRA

rhodotorula rubra injection, solution

Marketing Start

Date
01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6547

Basis of
Strength

RHIZOPUS
ARRHIZ US

Strength

1000 [PNU]
in1mL

Strength

0.004 mL in1mL
0.009g in1mL
0.00275g in1mL

Marketing Start Marketing End

Date

Marketing Start
Date

01/01/1965

Date

Marketing End
Date

05/22/2023



Product Information

Product Type NON-STANDARDIZED ALLERGENIC

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name

RHODOTORULA RUBRA (UNII: 15W81V867R) (RHODOTORULA RUBRA -
UNII:15W81V867R)

Inactive Ingredients

Ingredient Name
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNIl: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging

# Item Code Package Description

1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6549-05 Combination Product

Marketing Information

Marketing
Category

Application Number or Monograph
Citation

BLA BLA103753

STEMPHYLIUM SOLANI

stemphylium spp injection, solution

Product Information

Product Type NON-STANDARDIZED ALLERGENIC

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name

STEMPHYLIUM SOLANI (UNII: 1IEK4UDP5M) (STEMPHYLIUM SOLANI -

Item Code (Source) NDC:0268-6549

Basis of
Strength S
RHODOTORULA 1000 [PNU]
RUBRA in 1 mL
Strength

0.004 mL in1mL
0.009g in1mL
0.00275g in1mL

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6555

Basis of
Strength

STEMPHYLIUM

Strength

1000 [PNU]



UNII:1IEK4AUDP5M)

Inactive Ingredients

Ingredient Name
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description

NDC:0268-
6555-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

1 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

TRICHOPHYTON MENTAGROPHYTES

trichophyton mentagrophytes injection, solution

Product Information
Product Type

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety
Ingredient Name

TRICHOPHYTON MENTAGROPHYTES (UNII: 19917)3JIV) (TRICHOPHYTON

MENTAGROPHYTES - UNII:19917)3JIV)

Inactive Ingredients

Ingredient Name
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

NON-STANDARDIZED ALLERGENIC

SOLANI in 1 mL

Strength
0.004 mL in1mL
0.009g in1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6557

Basis of Strength

TRICHOPHYTON
MENTAGROPHYTES

Strength

1000 [PNU]
in1 mL

Strength
0.004 mL in1 mL
0.009g in1mL
0.00275g in1 mL



Packaging
# Item Code Package Description

NDC:0268-
6557-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

SACCHAROMYCES CEREVISIAE

yeast saccharomyces cerevisiae injection, solution

Product Information
Product Type

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name

SACCHAROMYCES CEREVISIAE (UNIl: 978D8U419H) (SACCHAROMYCES

CEREVISIAE - UNII:978D8U419H)

Inactive Ingredients

Ingredient Name
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNIl: 55X04QC32l)

Packaging
# Item Code Package Description

NDC:0268-
6560-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

s Combination Product

Marketing Information

Marketing
Category

Application Number or Monograph
Citation

NON-STANDARDIZED ALLERGENIC

Marketing Start Marketing End
Date Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6560

Basis of

Strength Strength
SACCHAROMYCES 1000 [PNU]
CEREVISIAE in1 mL

Strength

0.004 mL in1mL
0.009g in1mL
0.00275g in1mL

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

Marketing End
Date



BLA BLA103753

ACACIA

acacia injection, solution

Product Information
Product Type

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name
ACACIA (UNII: 5C5403N260) (ACACIA - UNII:5C5403N260)

Inactive Ingredients

Ingredient Name
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNIl: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6676-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

1 Combination Product

Marketing Information

Marketing

Application Number or Monograph
Category

Citation

BLA BLA103753

ALNUS INCANA SSP RUGOSA POLLEN

white alder injection, solution

Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC

Route of Administration INTRADERMAL

NON-STANDARDIZED ALLERGENIC

Basis of Strength
ACACIA

01/01/1965 05/22/2023

Item Code (Source) NDC:0268-6676

Strength
1000 [PNU] in 1 mL

Strength
0.004 mL in1mL
0.009g in1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6678



Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ALNUS INCANA SUBSP. RUGOSA POLLEN (UNIIl: 605T96G8Y5) (ALNUS ALNUS INCANA SUBSP. 1000 [PNU]
INCANA SUBSP. RUGOSA POLLEN - UNII:605T96G8Y5) RUGOSA POLLEN in 1 mL

Inactive Ingredients

Ingredient Name Strength
PHENOL (UNII: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39QO0) 0.00275 g in1 mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a
6678-05 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965 05/22/2023
FRAXINUS VELUTINA POLLEN
arizona ash injection, solution
Product Information
Product Type NON-STANDARDIZED ALLERGENIC Item Code (Source) NDC:0268-6679
Route of Administration INTRADERMAL
Active Ingredient/Active Moiety
q Basis of
Ingredient Name Strength Strength
FRAXINUS VELUTINA POLLEN (UNII: LJT616Z 8FD) (FRAXINUS VELUTINA FRAXINUS VELUTINA 1000 [PNU]
POLLEN - UNII:LJT616Z 8FD) POLLEN in 1 mL
Inactive Ingredients
Ingredient Name Strength
PHENOL (UNII: 339NCG44TV) 0.004 mL in 1 mL

SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL



SODIUM BICARBONATE (UNII: 8MDF5V39QO)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description

NDC:0268-
6679-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

FRAXINUS AMERICANA POLLEN

white ash injection, solution

Product Information
Product Type

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name

FRAXINUS AMERICANA POLLEN (UNIl: G684LX721Q) (FRAXINUS AMERICANA

POLLEN - UNIl:G684LX721Q)

Inactive Ingredients

Ingredient Name
PHENOL (UNIl: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6680-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

1 Combination Product

NON-STANDARDIZED ALLERGENIC

0.00275g in1mL

Marketing Start Marketing End
Date Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6680

Basis of
Strength

FRAXINUS AMERICANA 1000 [PNU]
POLLEN in 1 mL

Strength

Strength
0.004 mL in1mL
0.009g in1mL
0.00275g in1 mL

Marketing Start Marketing End
Date Date



Marketing Information

Marketing Application Number or Monograph

Category Citation
BLA BLA103753

PASPALUM NOTATUM POLLEN

bahia grass injection, solution

Product Information

Product Type NON-STANDARDIZED ALLERGENIC

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name

Marketing Start Marketing End
Date Date

01/01/1965 05/22/2023

Item Code (Source) NDC:0268-6682

Basis of

PASPALUM NOTATUM POLLEN (UNIl: VOO3SHB7VK) (PASPALUM NOTATUM PASPALUM NOTATUM 1000 [PNU]

POLLEN - UNII:VOO3SHB7VK)

Inactive Ingredients

Ingredient Name
PHENOL (UNIl: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging

# Item Code Package Description

1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6682-05 Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

BLA BLA103753

MORELLA CERIFERA POLLEN

bayberry wax myrtle injection, solution

Strength Strength
POLLEN in 1 mL
Strength

0.004 mL in1 mL
0.009g in1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date

Marketing Start Marketing End
Date Date

01/01/1965 05/22/2023



Product Information

Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6683
Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Basis of

Ingredient Name Strength Strength
MORELLA CERIFERA POLLEN (UNII: LCBMEV9S89) (MORELLA CERIFERA MORELLA CERIFERA 1000 [PNU]
POLLEN - UNII:LC8MEV9S 89) POLLEN in 1 mL
Inactive Ingredients
Ingredient Name Strength
PHENOL (UNII: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451WA471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNIIl: 8MDF5V39QO0) 0.00275g in1 mL
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNIl: 55X04QC32l)
Packaging
# Item Code Package Description PURELEEEE) SR A e
Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6683-05 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965 05/22/2023
FAGUS GRANDIFOLIA POLLEN
beech injection, solution
Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6684
Route of Administration INTRADERMAL
Active Ingredient/Active Moiety
. Basis of
Ingredient Name Strength Strength
FAGUS GRANDIFOLIA POLLEN (UNIl: 34X886W1H4) (FAGUS GRANDIFOLIA FAGUS GRANDIFOLIA 1000 [PNU]

POLLEN - UNII:34X886W1H4) POLLEN in 1 mL



Inactive Ingredients

PHENOL (UNII: 339NCG44TV)

Ingredient Name

SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)

HYDROCHLORIC ACID (UNII:

QTT17582CB)

SODIUM HYDROXIDE (UNIl: 55X04QC32I)

Packaging
# Item Code

NDC:0268-

1 6684-05

Package Description

5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a
Combination Product

Marketing Information

Marketing
Category

Application Number or Monograph

Citation

BLA BLA103753

BETULA LENTA POLLEN

black birch injection, solution

Product Information
Product Type

Route of Administration

NON-STANDARDIZED ALLERGENIC
INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name

BETULA LENTA POLLEN (UNII: JQ5HI5004M) (BETULA LENTA POLLEN -

UNII:JQ5HI5004M)

Inactive Ingredients

PHENOL (UNII: 339NCG44TV)

Ingredient Name

SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNIl: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Marketing Start

Marketing Start

01/01/1965

Item Code (Source)

Strength
0.004 mL in1 mL
0.009g in1mL
0.00275g in1 mL

Marketing End

Date Date

Marketing End
Date Date

05/22/2023

NDC:0268-6686

Basis of
Strength Strength
BETULA LENTA 1000 [PNU]
POLLEN in1mL
Strength

0.004 mL in1mL
0.009g in1mL
0.00275g in1 mL



Packaging

# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a
6686-05 Combination Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965 05/22/2023

BETULA NIGRA POLLEN

river birch red injection, solution

Product Information

Product Type NON-STANDARDIZED ALLERGENIC Item Code (Source) NDC:0268-6687

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name SBt?':Ir?g:; Strength
BETULA NIGRA POLLEN (UNII: 93963RFO1P) (BETULA NIGRA POLLEN - BETULA NIGRA 1000 [PNU]
UNII:93963RFO1P) POLLEN in 1 mL
Inactive Ingredients
Ingredient Name Strength
PHENOL (UNII: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39QO0) 0.00275 g in1 mL
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a
6687-05 Combination Product

Marketing Information

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



BLA BLA103753

BETULA LENTA POLLEN

white birch injection, solution

Product Information
Product Type

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name

BETULA LENTA POLLEN (UNII: JQ5HI5004M) (BETULA LENTA POLLEN -

UNII:JQ5HI5004M)

Inactive Ingredients

Ingredient Name
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6688-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

8 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

ACER NEGUNDO POLLEN

box elder ash leaf maple injection, solution

Product Information
Product Type

Route of Administration INTRADERMAL

NON-STANDARDIZ ED ALLERGENIC

NON-STANDARDIZED ALLERGENIC

01/01/1965 05/22/2023

Item Code (Source) NDC:0268-6688

Basis of
Strength S
BETULA LENTA 1000 [PNU]
POLLEN in1mL
Strength

0.004 mL in1 mL
0.009g in1mL
0.00275g in1 mL

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6690



Active Ingredient/Active Moiety

- Basis of
Ingredient Name Strength Strength
ACER NEGUNDO POLLEN (UNII: P6KO70AR8V) (ACER NEGUNDO POLLEN - ACER NEGUNDO 1000 [PNU]
UNII:P6KO70AR8V) POLLEN in 1 mL
Inactive Ingredients
Ingredient Name Strength
PHENOL (UNII: 339NCG44TV) 0.004 mL in 1 mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39Q0) 0.00275 g in1mL
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a
6690-05 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965 05/22/2023
BROMUS INERMIS POLLEN
brome grass injection, solution
Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6692
Route of Administration INTRADERMAL
Active Ingredient/Active Moiety
. Basis of
Ingredient Name Strength Strength
BROMUS INERMIS POLLEN (UNIl: 766QT72BK6) (BROMUS INERMIS POLLEN - BROMUS INERMIS 1000 [PNU]
UNII:766QT72BK6) POLLEN in 1 mL

Inactive Ingredients
Ingredient Name Strength



PHENOL (UNII: 339NCG44TV) 0.004 mL in 1 mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNIl: 8MDF5V39Q0) 0.00275 g in1 mL
HYDROCHLORIC ACID (UNIl: QTT17582CB)

SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a
6692-05 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965 05/22/2023
AMARANTHUS PALMERI POLLEN
carelessweed injection, solution
Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6693
Route of Administration INTRADERMAL
Active Ingredient/Active Moiety
. Basis of
Ingredient Name Strength Strength
AMARANTHUS PALMERI POLLEN (UNIl: 1GH3VW?23KH) (AMARANTHUS PALMERI AMARANTHUS PALMERI 1000 [PNU]
POLLEN - UNII:1GH3W23KH) POLLEN in 1 mL
Inactive Ingredients
Ingredient Name Strength
PHENOL (UNII: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39QO0) 0.00275 g in1mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging

Marketing Start Marketing End

# Item Code Package Description Date Date



NDC:0268-
6693-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

s Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

JUNIPERUS ASHEI POLLEN

mountain cedar injection, solution

Product Information

Product Type

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name

JUNIPERUS ASHEI POLLEN (UNII: 544F8MEYQY) (JUNIPERUS ASHEI POLLEN -

UNII:544F8MEYQY)

Inactive Ingredients

Ingredient Name
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description

NDC:0268-
6694-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

1 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

NON-STANDARDIZ ED ALLERGENIC

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6694

Basis of
Strength SEngL
JUNIPERUS ASHEI 1000 [PNU]
POLLEN in1mL
Strength

0.004 mL in1 mL
0.009g in1mL
0.00275g in1 mL

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023



JUNIPERUS VIRGINIANA POLLEN

red cedar injection, solution

Product Information

Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6695
Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
JUNIPERUS VIRGINIANA POLLEN (UNII: PYOJA16R2G) (JUNIPERUS VIRGINIANA  JUNIPERUS VIRGINIANA 1000 [PNU]
POLLEN - UNII:PYO0JA16R2G) POLLEN in 1 mL

Inactive Ingredients

Ingredient Name Strength
PHENOL (UNII: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNIIl: 8MDF5V39QO0) 0.00275g in1 mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6695-05 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965 05/22/2023

XANTHIUM STRUMARIUM VAR CANADENSE POLLEN

cocklebur injection, solution

Product Information

Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6696
Route of Administration INTRADERMAL

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength



XANTHIUM STRUMARIUM VAR. CANADENSE POLLEN (UNIl: 0ZK6G3W3Bl)
(XANTHIUM STRUMARIUM VAR. CANADENSE POLLEN - UNII:0ZK6G3W3BI)

Inactive Ingredients

Ingredient Name
PHENOL (UNIl: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6696-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

1 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

POPULUS DELTOIDES POLLEN

eastern cottonwood common injection, solution

Product Information
Product Type

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name

POPULUS DELTOIDES POLLEN (UNII: 476DVV63WP) (POPULUS DELTOIDES

POLLEN - UNII:476DVV63WP)

Inactive Ingredients

Ingredient Name
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNIl: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

NON-STANDARDIZED ALLERGENIC

XANTHIUM STRUMARIUM 1000 [PNU]
VAR. CANADENSE POLLEN in 1 mL
Strength

0.004 mL in1mL
0.009g in1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6699

Basis of
Strength

POPULUS DELTOIDES 1000 [PNU]
POLLEN in1 mL

Strength

Strength
0.004 mL in1mL
0.009g in1mL
0.00275g in1 mL



Packaging
Marketing Start Marketing End

# Item Code Package Description Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6699-05 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965 05/22/2023

POPULUS DELTOIDES SSP MONILIFERA POLLEN

western cottonwood injection, solution

Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6702

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
POPULUS DELTOIDES SUBSP. MONILIFERA POLLEN (UNII: 5928LJ1441) ESELSME’U?\ASEEEEIE&S 1000 [PNU]
(POPULUS DELTOIDES SUBSP. MONILIFERA POLLEN - UNII:5928LJ1441) oL in 1 mL

Inactive Ingredients

Ingredient Name Strength
PHENOL (UNII: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451WA471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNIIl: 8MDF5V39QO0) 0.00275g in1 mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6702-05 Combination Product

Marketing Information



Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

CUPRESSUS ARIZONICA POLLEN

arizona cypress injection, solution

Product Information

Product Type NON-STANDARDIZED ALLERGENIC

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name

CUPRESSUS ARIZONICA POLLEN (UNII: 232DMHOXVF) (CUPRESSUS
ARIZONICA POLLEN - UNII:232DMHOXVF)

Inactive Ingredients

Ingredient Name
PHENOL (UNIl: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging

# Item Code Package Description

NDC:0268-
6703-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

1 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

RUMEX ACETOSELLA POLLEN

sour dock sheep sorrel injection, solution

Product Information

Product Type NON-STANDARDIZED ALLERGENIC

01/01/1965

Marketing Start

01/01/1965

Item Code (Source)

Marketing Start
Date

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6703

Basis of Strength Strength

CUPRESSUS 1000 [PNU]
ARIZONICA POLLEN in1 mL
Strength

0.004 mL in1mL
0.009g in1mL
0.00275g in1 mL

Marketing Start Marketing End
Date Date

Marketing End
Date

05/22/2023

Date

NDC:0268-6704



Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name

RUMEX ACETOSELLA POLLEN (UNIl: N52MIQ81ZW) (RUMEX ACETOSELLA

POLLEN - UNII:N52MIQ81Z W)

Inactive Ingredients

Ingredient Name
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6704-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

8 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

RUMEX CRISPUS POLLEN

yellow dock injection, solution

Product Information

Product Type

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name

RUMEX CRISPUS POLLEN (UNII: V825X]G64G) (RUMEX CRISPUS POLLEN -

UNII:V825X]G64G)

Inactive Ingredients

NON-STANDARDIZED ALLERGENIC

Basis of
Strength

RUMEX ACETOSELLA
POLLEN

Strength

1000 [PNU]
in 1 mL

Strength
0.004 mL in1mL
0.009g in1mL
0.00275g in1 mL

Marketing Start Marketing End
Date Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6705

Basis of

Strength Strength
RUMEX CRISPUS 1000 [PNU]
POLLEN in 1 mL



Ingredient Name
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6705-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

EUPATORIUM CAPILLIFOLIUM POLLEN

dog fennel injection, solution

Product Information
Product Type

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety
Ingredient Name

EUPATORIUM CAPILLIFOLIUM POLLEN (UNIl: B67NF86HF0) (EUPATORIUM

CAPILLIFOLIUM POLLEN - UNII:B67NF86HFO)

Inactive Ingredients

Ingredient Name
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging

# Item Code Package Description

NON-STANDARDIZ ED ALLERGENIC

Strength
0.004 mL in1mL
0.009g in1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6707

Basis of Strength Strength

EUPATORIUM 1000 [PNU]
CAPILLIFOLIUM POLLEN in 1 mL

Strength
0.004 mL in1mL
0.009g in1mL
0.00275g in1 mL

Marketing Start Marketing End
Date Date



1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6707-05 Combination Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965 05/22/2023

ULMUS AMERICANA POLLEN

american elm injection, solution

Product Information

Product Type NON-STANDARDIZED ALLERGENIC Item Code (Source) NDC:0268-6708

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name :32':9‘1’::‘ Strength
ULMUS AMERICANA POLLEN (UNII: 89BAT511BD) (ULMUS AMERICANA POLLEN ULMUS AMERICANA 1000 [PNU]
- UNII:89BAT511BD) POLLEN in 1 mL
Inactive Ingredients
Ingredient Name Strength
PHENOL (UNII: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNIIl: 8MDF5V39QO0) 0.00275g in1 mL
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNIl: 55X04QC32l)
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6708-05 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date

BLA BLA103753 01/01/1965 11/30/2021



ULMUS PUMILA POLLEN

chinese elm injection, solution

Product Information
Product Type

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name

ULMUS PUMILA POLLEN (UNII: 030R993R8E) (ULMUS PUMILA POLLEN -

UNII:030R993R8E)

Inactive Ingredients

Ingredient Name
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNIl: 451W471Q8X)
SODIUM BICARBONATE (UNIl: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32lI)

Packaging

# Item Code Package Description

NDC:0268-
6711-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

EUCALYPTUS GLOBULUS POLLEN

eucalyptus injection, solution

Product Information
Product Type

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

NON-STANDARDIZED ALLERGENIC

NON-STANDARDIZ ED ALLERGENIC

Item Code (Source) NDC:0268-6711

Basis of
Strength Strength
ULMUS PUMILA 1000 [PNU]
POLLEN in1mL
Strength

0.004 mL in1mL
0.009g in1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6713



Ingredient Name

EUCALYPTUS GLOBULUS POLLEN (UNII: 7XW7TB10X9) (EUCALYPTUS
GLOBULUS POLLEN - UNII:7XW7TB10X9)

Inactive Ingredients

Ingredient Name
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6713-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

Marketing Information

Marketing Start

Basis of Strength Strength

EUCALYPTUS 1000 [PNU]
GLOBULUS POLLEN in1 mL
Strength

0.004 mL in1mL
0.009g in1mL
0.00275g in1 mL

Marketing End

Date Date

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965 05/22/2023

CORYLUS AMERICANA POLLEN

hazelnut pollen injection, solution

Product Information

Product Type NON-STANDARDIZED ALLERGENIC

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety
Ingredient Name

CORYLUS AMERICANA POLLEN (UNIl: ZGS382Y3AV) (CORYLUS AMERICANA
POLLEN - UNII:ZGS382Y3AV)

Inactive Ingredients

Ingredient Name
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNIl: 451W471Q8X)
SODIUM BICARBONATE (UNIl: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNII: QTT17582CB)

Item Code (Source)

NDC:0268-6715

Basis of
Strength

CORYLUS AMERICANA 1000 [PNU]
POLLEN in 1 mL

Strength

Strength
0.004 mL in1mL
0.009g in1mL
0.00275g in1mL



SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description

NDC:0268-
6715-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

CARYA OVATA POLLEN

shagbark hickory injection, solution

Product Information

Product Type NON-STANDARDIZED ALLERGENIC

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name

CARYA OVATA POLLEN (UNIl: 54UN9R2798) (CARYA OVATA POLLEN -
UNII:54UN9R2798)

Inactive Ingredients

Ingredient Name
PHENOL (UNIl: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNIl: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6716-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

01/01/1965

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6716

Basis of

Strength Strength
CARYA OVATA 1000 [PNU]
POLLEN in 1 mL

Strength

0.004 mL in1 mL
0.009g in1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date



Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965 05/22/2023

SORGHUM HALEPENSE POLLEN

johnson grass injection, solution

Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6717
Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
SORGHUM HALEPENSE POLLEN (UNIl: 577VA5B4HP) (SORGHUM HALEPENSE SORGHUM HALEPENSE 1000 [PNU]
POLLEN - UNII:577VA5B4HP) POLLEN in 1 mL

Inactive Ingredients

Ingredient Name Strength
PHENOL (UNII: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451WA471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNIIl: 8MDF5V39QO0) 0.00275g in1 mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6717-05 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965 05/22/2023

JUNIPERUS CALIFORNICA POLLEN

western juniper injection, solution

Product Information



Product Type

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name

JUNIPERUS CALIFORNICA POLLEN (UNIl: OH1V4V5VIL) (JUNIPERUS
CALIFORNICA POLLEN - UNII:0H1V4V5V9IL)

Inactive Ingredients

Ingredient Name
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNIl: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6719-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

s Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

KOCHIA SCOPARIA POLLEN

kochia firebush injection, solution

Product Information
Product Type

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name

BASSIA SCOPARIA POLLEN (UNIl: 07A108ZKW5) (BASSIA SCOPARIA POLLEN - BASSIA SCOPARIA

UNII:07A108Z KW5)

NON-STANDARDIZED ALLERGENIC

01/01/1965

NON-STANDARDIZ ED ALLERGENIC Item Code (Source)

Item Code (Source) NDC:0268-6719

Basis of Strength Strength

JUNIPERUS 1000 [PNU]
CALIFORNICA POLLEN in1 mL
Strength

0.004 mL in1mL
0.009g in1mL
0.00275g in1 mL

Marketing Start Marketing End
Date Date

Marketing Start Marketing End
Date Date

05/22/2023

NDC:0268-6720

Basis of

Strength Strength

1000 [PNU]

POLLEN in 1 mL



Inactive Ingredients

Ingredient Name Strength
PHENOL (UNII: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39QO0) 0.00275 g in1 mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6720-05 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965 05/22/2023
CHENOPODIUM ALBUM POLLEN
lambs quarters injection, solution
Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6721
Route of Administration INTRADERMAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
CHENOPODIUM ALBUM POLLEN (UNIl: 098LKX5NCN) (CHENOPODIUM ALBUM CHENOPODIUM ALBUM 1000 [PNU]
POLLEN - UNII:098LKX5NCN) POLLEN in1mL
Inactive Ingredients
Ingredient Name Strength
PHENOL (UNII: 339NCG44TV) 0.004 mL in 1 mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNIl: 8MDF5V39Q0) 0.00275¢g in1mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging

RA_ _I__a’_ __ M~ RAE_ _I__a*___ =__1



# Item Code Package Description

NDC:0268-
6721-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

1 Combination Product

Marketing Information

Application Number or Monograph
Citation

Marketing
Category

BLA BLA103753

ROBINIA PSEUDOACACIA POLLEN

black locust injection, solution

Product Information

Product Type NON-STANDARDIZED ALLERGENIC

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety
Ingredient Name

ROBINIA PSEUDOACACIA POLLEN (UNII: 8003NOJ82F) (ROBINIA
PSEUDOACACIA POLLEN - UNII:8003NOJ82F)

Inactive Ingredients

Ingredient Name
PHENOL (UNIl: 339NCG44TV)
SODIUM CHLORIDE (UNIl: 451WA471Q8X)
SODIUM BICARBONATE (UNIl: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6723-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

Marketing Information

Application Number or Monograph
Citation

Marketing
Category

BLA BLA103753

viarkeunyg >uartc
Date

viarkeunyg cna
Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6723

Basis of Strength Strength
ROBINIA

PSEUDOACACIA 1i2010 rLPLNU]
POLLEN
Strength

0.004 mL in1 mL
0.009g in1mL
0.00275g in1mL

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023



ACER RUBRUM POLLEN

red maple injection, solution

Product Information
Product Type

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name

ACER RUBRUM POLLEN (UNII: 700NK45C76) (ACER RUBRUM POLLEN -

UNII:700NK45C76)

Inactive Ingredients

Ingredient Name
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNIl: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6724-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

1 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

ACER SACCHARUM POLLEN

sugar maple injection, solution

Product Information
Product Type

Route of Administration INTRADERMAL

NON-STANDARDIZ ED ALLERGENIC

NON-STANDARDIZED ALLERGENIC

Item Code (Source) NDC:0268-6724

Basis of

Strength Strength
ACER RUBRUM 1000 [PNU]
POLLEN in 1 mL

Strength

0.004 mL in1 mL
0.009g in1mL
0.00275g in1 mL

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6725



Active Ingredient/Active Moiety

Ingredient Name

ACER SACCHARUM POLLEN (UNII: V38QUQ7861) (ACER SACCHARUM POLLEN - ACER SACCHARUM

UNII:V38QUQ7861)

Inactive Ingredients

Ingredient Name
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNIl: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6725-05

5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

IVA XANTHIFOLIA POLLEN

burweed marshelder injection, solution

Product Information
Product Type

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety
Ingredient Name

CYCLACHAENA XANTHIFOLIA POLLEN (UNII: V80TPZ0T6J) (CYCLACHAENA

XANTHIFOLIA POLLEN - UNII:VBOTPZ0T6))

Inactive Ingredients

Ingredient Name
PHENOL (UNIl: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)

NON-STANDARDIZED ALLERGENIC

Basis of
Strength Strength
1000 [PNU]
POLLEN in1mL
Strength

0.004 mL in1mL
0.009g in1mL
0.00275g in1 mL

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6726

Basis of Strength Strength

CYCLACHAENA 1000 [PNU]
XANTHIFOLIA POLLEN in 1 mL
Strength

0.004 mL in1 mL
0.009g in1mL
0.002759g in1mL



HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description

NDC:0268-
6726-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

s Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

IVA ANNUA VAR ANNUA POLLEN

rough marshelder injection, solution

Product Information
Product Type

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name

IVA ANNUA POLLEN (UNII: Y2U5S5PF22) (IVA ANNUA POLLEN -
UNIl:Y2U5S5PF22)

Inactive Ingredients

Ingredient Name
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description

NDC:0268-
6727-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

1 Combination Product

NON-STANDARDIZ ED ALLERGENIC

Marketing Start Marketing End
Date Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6727

Basis of
Strength Strength
IVA ANNUA POLLEN 1000 [PNU]
in 1 mL
Strength

0.004 mL in1 mL
0.009g in1mL
0.00275g in1 mL

Marketing Start Marketing End
Date Date



Marketing Information

Marketing Application Number or Monograph
Category Citation

BLA BLA103753

PROSOPIS JULIFLORA POLLEN

mesquite injection, solution

Product Information

Product Type NON-STANDARDIZED ALLERGENIC

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety
Ingredient Name

Marketing Start Marketing End
Date Date

01/01/1965 05/22/2023

Item Code (Source) NDC:0268-6730

Basis of Strength Strength

PROSOPIS JULIFLORA POLLEN (UNII: 6El)3D04MR) (PROSOPIS JULIFLORA PROSOPIS JULIFLORA 1000 [PNU]

POLLEN - UNII:6EI)3D04MR)

Inactive Ingredients

Ingredient Name
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNIIl: QTT17582CB)
SODIUM HYDROXIDE (UNIl: 55X04QC32I)

Packaging

# Item Code Package Description

1 NDC:0268- 5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a
6730-05 Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

BLA BLA103753

ARTEMISIA VULGARIS POLLEN

common mugwort injection, solution

Product Information

POLLEN in 1 mL

Strength
0.004 mL in1mL
0.009g in1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date

Marketing Start Marketing End
Date Date

01/01/1965 05/22/2023



Product Type NON-STANDARDIZED ALLERGENIC

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name

ARTEMISIA VULGARIS POLLEN (UNIl: ANT994T71D) (ARTEMISIA VULGARIS
POLLEN - UNII:ANT994T71D)

Inactive Ingredients

Ingredient Name
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNIIl: 8BMDF5V39QO0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description

NDC:0268-
6732-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

Marketing Information

Item Code (Source)

Marketing Start

NDC:0268-6732

Basis of
Strength

ARTEMISIA VULGARIS 1000 [PNU]
POLLEN in 1 mL

Strength

Strength
0.004 mL in1 mL
0.009g in1mL
0.00275g in1mL

Marketing End
Date Date

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965 05/22/2023

MORUS RUBRA POLLEN

red mulberry injection, solution

Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name

MORUS RUBRA POLLEN (UNII: 9LYI4RTZ52) (MORUS RUBRA POLLEN -
UNII:9LYI4RTZ 52)

Item Code (Source)

NDC:0268-6734

Basis of

Strength Strength
MORUS RUBRA 1000 [PNU]
POLLEN in 1 mL



Inactive Ingredients

Ingredient Name
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451\W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6734-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

1 Combination Product

Marketing Information

Marketing
Category

Application Number or Monograph
Citation

BLA BLA103753

MORUS ALBA POLLEN

white mulberry injection, solution

Product Information

Product Type NON-STANDARDIZED ALLERGENIC

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name

MORUS ALBA POLLEN (UNII: 319T68187H) (MORUS ALBA POLLEN -
UNII:319T68187H)

Inactive Ingredients

Ingredient Name
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Strength
0.004 mL in1mL
0.009g in1mL
0.00275g in1 mL

Marketing Start Marketing End
Date Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6735

Basis of

Strength Strength
MORUS ALBA 1000 [PNU]
POLLEN in1mL

Strength

0.004 mL in1mL
0.009g in1mL
0.00275g in1 mL



Packaging

Marketing Start Marketing End

# Item Code Package Description Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6735-05 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965 05/22/2023
QUERCUS AGRIFOLIA POLLEN
california live oak coast injection, solution
Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6737
Route of Administration INTRADERMAL
Active Ingredient/Active Moiety
q Basis of
Ingredient Name Strength Strength
QUERCUS AGRIFOLIA POLLEN (UNIl: VOT5MA71M7) (QUERCUS AGRIFOLIA QUERCUS AGRIFOLIA 1000 [PNU]
POLLEN - UNI:VOT5MA71M7) POLLEN in1mL
Inactive Ingredients
Ingredient Name Strength

PHENOL (UNII: 339NCG44TV)

SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNIl: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNIl: 55X04QC32l)

0.004 mL in1mL
0.009g in1mL
0.00275g in1 mL

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6737-05 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date

BLA BLA103753 01/01/1965 05/22/2023



QUERCUS RUBRA POLLEN

red oak injection, solution

Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name

QUERCUS RUBRA POLLEN (UNIl: SVW19ET93C) (QUERCUS RUBRA POLLEN -

UNII:SVW19ET93C)

Inactive Ingredients

Ingredient Name
PHENOL (UNIl: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

1 NDC:0268-
6738-05

5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a
Combination Product

Marketing Information

Marketing
Category

Application Number or Monograph
Citation

BLA BLA103753

QUERCUS VIRGINIANA POLLEN

virginia live oak injection, solution

Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC

Route of Administration INTRADERMAL

Item Code (Source) NDC:0268-6738

Basis of

Strength S o
QUERCUS RUBRA 1000 [PNU]
POLLEN in 1 mL

Strength

0.004 mL in1 mL
0.009g in1mL
0.00275g in1mL

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6739



Active Ingredient/Active Moiety

Ingredient Name

QUERCUS VIRGINIANA POLLEN (UNII: 8KDG09A4GO) (QUERCUS VIRGINIANA

POLLEN - UNII:8KDG09A4GO)

Inactive Ingredients

Ingredient Name
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451WA471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6739-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

1 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

QUERCUS ALBA POLLEN

white oak injection, solution

Product Information

Product Type

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name

QUERCUS ALBA POLLEN (UNIIl: Z4Y9ZSV4KK) (QUERCUS ALBA POLLEN -

UNII:Z4Y9Z SV4KK)

Inactive Ingredients

Ingredient Name
PHENOL (UNII: 339NCG44TV)

NON-STANDARDIZ ED ALLERGENIC

Basis of
Strength

QUERCUS VIRGINIANA 1000 [PNU]
POLLEN in 1 mL

Strength

Strength
0.004 mL in1mL
0.009g in1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6740

Basis of
Strength ST
QUERCUS ALBA 1000 [PNU]
POLLEN in 1 mL
Strength

0.004 mL in1 mL



SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNIl: 8MDF5V39Q0) 0.00275 g in1mL
HYDROCHLORIC ACID (UNIl: QTT17582CB)

SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6740-05 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965 05/22/2023
BETULA LENTA POLLEN
white pine injection, solution
Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6772
Route of Administration INTRADERMAL
Active Ingredient/Active Moiety
. Basis of
Ingredient Name Strength Strength
BETULA LENTA POLLEN (UNII: JQ5HI5004M) (BETULA LENTA POLLEN - BETULA LENTA 0.002 g
UNII:JQ5HI5004M) POLLEN in 1 mL
Inactive Ingredients
Ingredient Name Strength
PHENOL (UNII: 339NCG44TV) 0.004 mL in 1 mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39Q0) 0.00275 g in1mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging

# Item Code Package Description ERLIEEE) S ASEEg] Ee
Date Date

1 NDC:0268- 5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a

6772-05 Combination Product



Marketing Information

Marketing Application Number or Monograph
Category Citation

BLA BLA103753

OLEA EUROPAEA POLLEN

olive pollen injection, solution

Product Information

Product Type NON-STANDARDIZED ALLERGENIC

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Marketing Start Marketing End
Date Date

01/01/1965 05/22/2023

Item Code (Source) NDC:0268-6773

. Basis of
Ingredient Name Strength Strength
OLEA EUROPAEA POLLEN (UNII: 43R41XZ627) (OLEA EUROPAEA POLLEN - OLEA EUROPAEA 1000 [PNU]
UNII:43R41XZ 627) POLLEN in1mL
Inactive Ingredients
Ingredient Name Strength

PHENOL (UNII: 339NCG44TV)

SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging

# Item Code Package Description

1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6773-05 Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

BLA BLA103753

SYAGRUS ROMANZOFFIANA POLLEN

0.004 mL in 1 mL
0.009g in1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date

Marketing Start Marketing End
Date Date

01/01/1965 05/22/2023



queen palm coco palm injection, solution

Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6774
Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
SYAGRUS ROMANZOFFIANA POLLEN (UNIl: 84ZOM591BB) (SYAGRUS f{gﬁiﬁésoFHANA 1000 [PNU]
ROMANZ OFFIANA POLLEN - UNII:84Z OM591BB) in 1 mL

POLLEN
Inactive Ingredients
Ingredient Name Strength

PHENOL (UNII: 339NCG44TV) 0.004 mL in 1 mL
SODIUM CHLORIDE (UNII: 451W47IQ8X) 0.009 g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39QO0) 0.00275 g in 1 mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6774-05 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965 05/22/2023
CARYA ILLINOINENSIS POLLEN
pecan pollen injection, solution
Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6775

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

S TP Basis of S



nmiyrcuiciiu naine

CARYA ILLINOINENSIS POLLEN (UNIl: PYO4JR720Y) (CARYA ILLINOINENSIS

POLLEN - UNII:PYO4JR720Y)

Inactive Ingredients

Ingredient Name
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6775-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

AMARANTHUS RETROFLEXUS POLLEN

rough pigweed redroot injection, solution

Product Information
Product Type

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety
Ingredient Name

AMARANTHUS RETROFLEXUS POLLEN (UNIl: 73B14PX5FW) (AMARANTHUS

RETROFLEXUS POLLEN - UNII:73B14PX5FW)

Inactive Ingredients

Ingredient Name
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

NON-STANDARDIZED ALLERGENIC

ey

Strength

CARYA ILLINOINENSIS
POLLEN

1000 [PNU]
in1 mL

Strength
0.004 mL in1mL
0.009g in1mL
0.00275g in1 mL

Marketing Start Marketing End
Date Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6776

Basis of Strength Strength

AMARANTHUS 1000 [PNU]
RETROFLEXUS POLLEN in1 mL

Strength
0.004 mL in1mL
0.009g in1mL
0.00275g in1mL



Packaging

# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a
6776-05 Combination Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965 05/22/2023

CASUARINA EQUISETIFOLIA POLLEN

australian pine beefwood injection, solution

Product Information

Product Type NON-STANDARDIZED ALLERGENIC Item Code (Source) NDC:0268-6777
Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
CASUARINA EQUISETIFOLIA POLLEN (UNII: OZ)J40E173N) (CASUARINA CASUARINA 1000 [PNU]
EQUISETIFOLIA POLLEN - UNII:OZJ40E173N) EQUISETIFOLIA POLLEN in 1 mL

Inactive Ingredients

Ingredient Name Strength
PHENOL (UNIl: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39QO0) 0.00275 g in1 mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNIl: 55X04QC32l)

Packaging
# Item Code Package Description ARG BEE [ Eadie) e
Date Date
1 NDC:0268- 5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a
6777-05 Combination Product

Marketing Information



Marketing
Category

Application Number or Monograph
Citation

BLA BLA103753

PLANTAGO LANCEOLATA POLLEN

english plantain injection, solution

Product Information

Product Type NON-STANDARDIZED ALLERGENIC

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name

PLANTAGO LANCEOLATA POLLEN (UNIl: DO87T1U2Cl) (PLANTAGO
LANCEOLATA POLLEN - UNII:DO87T1U2Cl)

Inactive Ingredients

Ingredient Name
PHENOL (UNIl: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6778-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

1 Combination Product

Marketing Information

Marketing
Category

Application Number or Monograph
Citation

BLA BLA103753

POPULUS ALBA POLLEN

white poplar injection, solution

Product Information

Product Type NON-STANDARDIZED ALLERGENIC

01/01/1965

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6778

Basis of Strength Strength

PLANTAGO 1000 [PNU]
LANCEOLATA POLLEN in 1 mL
Strength

0.004 mL in1mL
0.009g in1mL
0.00275g in1 mL

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6779



Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name

POPULUS ALBA POLLEN (UNII: VU8C8SB23P) (POPULUS ALBA POLLEN -

UNII:VUBC8SB23P)

Inactive Ingredients

Ingredient Name
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description

NDC:0268-
6779-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

8 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

LIGUSTRUM VULGARE POLLEN

privet injection, solution

Product Information
Product Type

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name

LIGUSTRUM VULGARE POLLEN (UNII: Y3FRX92Z0OE) (LIGUSTRUM VULGARE

POLLEN - UNII:Y3FRX92Z OE)

Inactive Ingredients

NON-STANDARDIZED ALLERGENIC

Basis of
Strength Strength
POPULUS ALBA 1000 [PNU]
POLLEN in 1 mL
Strength

0.004 mL in1 mL
0.009g in1mL
0.00275g in1 mL

Marketing Start Marketing End
Date Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6780

Basis of

Strength S
LIGUSTRUM VULGARE 1000 [PNU]
POLLEN in1mL



Ingredient Name
PHENOL (UNIl: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6780-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

5 Combination Product

Marketing Information

Marketing
Category

Application Number or Monograph
Citation

BLA BLA103753

AMBROSIA ACANTHICARPA POLLEN

false ragweed bur injection, solution

Product Information

Product Type NON-STANDARDIZED ALLERGENIC

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name

AMBROSIA ACANTHICARPA POLLEN (UNII: U2AI3H2J5Y) (AMBROSIA
ACANTHICARPA POLLEN - UNII:U2AI3H2J5Y)

Inactive Ingredients

Ingredient Name
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNIl: 55X04QC32l)

Packaging

# Item Code Package Description

Strength
0.004 mL in1mL
0.009g in1mL
0.00275g in1 mL

Marketing Start Marketing End
Date Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6781

Basis of Strength Strength

AMBROSIA 1000 [PNU]
ACANTHICARPA POLLEN in 1 mL
Strength

0.004 mL in1mL
0.009g in1mL
0.00275g in1 mL

Marketing Start Marketing End
Date Date



NDC:0268-
6781-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

s Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

AMBROSIA TRIFIDA POLLEN

tall agweed giant injection, solution

Product Information

Product Type

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name

AMBROSIA TRIFIDA POLLEN (UNII: KU1V1898XX) (AMBROSIA TRIFIDA POLLEN - AMBROSIA TRIFIDA

UNII:KU1V1898XX)

Inactive Ingredients

Ingredient Name
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNIl: 451W471Q8X)
SODIUM BICARBONATE (UNIl: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32lI)

Packaging
# Item Code Package Description

NDC:0268-
6782-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

1 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

NON-STANDARDIZ ED ALLERGENIC

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6782

Basis of
Strength Strength
1000 [PNU]
POLLEN in1mL
Strength

0.004 mL in1mL
0.009g in1mL
0.00275g in1 mL

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023



AMBROSIA PSILOSTACHYA POLLEN

western ragweed injection, solution

Product Information

Product Type NON-STANDARDIZED ALLERGENIC

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name

AMBROSIA PSILOSTACHYA POLLEN (UNIl: RX18M46K8L) (AMBROSIA
PSILOSTACHYA POLLEN - UNII:RX18M46K8L)

Inactive Ingredients

Ingredient Name
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNIl: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6783-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

s Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

SALSOLA KALI POLLEN

russian thistle injection, solution

Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Marketing Start

01/01/1965

Item Code (Source)

Item Code (Source) NDC:0268-6783

Basis of Strength Strength

AMBROSIA 1000 [PNU]
PSILOSTACHYA POLLEN in 1 mL
Strength

0.004 mL in1mL
0.009g in1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date

Marketing End
Date

05/22/2023

Date

NDC:0268-6784



Ingredient Name

SALSOLA KALI POLLEN (UNIIl: 2MH135KC6G) (SALSOLA KALI POLLEN -

UNII:2MH135KC6G)

Inactive Ingredients

Ingredient Name
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging

# Item Code Package Description

1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6784-05 Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

BLA BLA103753

ARTEMISIA FRIGIDA POLLEN

prairie sage injection, solution

Product Information
Product Type

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name

Marketing Start

NON-STANDARDIZED ALLERGENIC

DASIS OT

Strength Strength
SALSOLA KALI 1000 [PNU]
POLLEN in1mL

Strength

0.004 mL in1mL
0.009g in1mL
0.00275g in1mL

Marketing End
Date Date

Marketing Start Marketing End

Date Date

01/01/1965 05/22/2023

Item Code (Source) NDC:0268-6785

Basis of

ARTEMISIA FRIGIDA POLLEN (UNIIl: 5AN5LR8L3F) (ARTEMISIA FRIGIDA POLLEN ARTEMISIA FRIGIDA 1000 [PNU]

- UNII:5AN5LR8L3F)

Inactive Ingredients

Ingredient Name
PHENOL (UNIl: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)

Strength Strength
POLLEN in 1 mL
Strength

0.004 mL in 1 mL
0.009g in1mL
0.00275g in1mL



HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description

NDC:0268-
6785-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

1 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

ARTEMISIA TRIDENTATA POLLEN

common sagebrush injection, solution

Product Information
Product Type

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety
Ingredient Name

NON-STANDARDIZED ALLERGENIC

Marketing Start Marketing End
Date Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6786

Basis of Strength Strength

ARTEMISIA TRIDENTATA POLLEN (UNII: YIIORB8YFD) (ARTEMISIA TRIDENTATA ARTEMISIA TRIDENTATA 1000 [PNU]

POLLEN - UNII:YI1I9RB8YFD)

Inactive Ingredients

Ingredient Name
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNIl: 451W471Q8X)
SODIUM BICARBONATE (UNIl: 8MDF5V39Q0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6786-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

s Combination Product

POLLEN in 1 mL

Strength
0.004 mL in1mL
0.009g in1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date



Marketing Information

Marketing Application Number or Monograph
Category Citation

BLA BLA103753

LIQUIDAMBAR STYRACIFLUA POLLEN

sweetgum non stock injection, solution

Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC
Route of Administration INTRADERMAL

Active Ingredient/Active Moiety
Ingredient Name

Marketing Start Marketing End
Date Date

01/01/1965 05/22/2023

Item Code (Source) NDC:0268-6787

Basis of Strength Strength

LIQUIDAMBAR STYRACIFLUA POLLEN (UNIl: 5Q246DS5BS) (LIQUIDAMBAR LIQUIDAMBAR 1000 [PNU]

STYRACIFLUA POLLEN - UNII:5Q246DS5BS)

Inactive Ingredients

Ingredient Name
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging

# Item Code Package Description

1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6787-05 Combination Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

BLA BLA103753

PLATANUS OCCIDENTALIS POLLEN

american sycamore injection, solution

Product Information

STYRACIFLUA POLLEN in 1 mL

Strength
0.004 mL in1mL
0.009g in1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date

Marketing Start Marketing End
Date Date

01/01/1965 05/22/2023



Product Type NON-STANDARDIZED ALLERGENIC

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name

PLATANUS OCCIDENTALIS POLLEN (UNII: EO3U1KO3LK) (PLATANUS
OCCIDENTALIS POLLEN - UNII:EO3U1KO03LK)

Inactive Ingredients

Ingredient Name
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNIl: 55X04QC32l)

Packaging
# Item Code Package Description

NDC:0268-
6788-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

s Combination Product

Marketing Information

Marketing
Category

Application Number or Monograph
Citation

BLA BLA103753

HOLCUS LANATUS POLLEN

velvet grass injection, solution

Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name

HOLCUS LANATUS POLLEN (UNIl: 7001TP6H01) (HOLCUS LANATUS POLLEN -

UNII:7001TP6HO01)

Item Code (Source) NDC:0268-6788

Basis of Strength Strength

PLATANUS 1000 [PNU]
OCCIDENTALIS POLLEN in1 mL
Strength

0.004 mL in1mL
0.009g in1mL
0.00275g in1 mL

Marketing Start Marketing End
Date Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6790

Basis of

Strength SEERgL
HOLCUS LANATUS 1000 [PNU]
POLLEN in 1 mL



Inactive Ingredients

Ingredient Name Strength
PHENOL (UNII: 339NCG44TV) 0.004 mL in1mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39QO0) 0.00275 g in1 mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mLin 1 VIAL, MULTI-DOSE; Type 0: Not a
6790-05 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date

BLA BLA103753 01/01/1965 05/22/2023
JUGLANS NIGRA POLLEN

walnut black pollen injection, solution

Product Information

Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6791
Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

: Basis of
Ingredient Name Strength Strength
JUGLANS NIGRA POLLEN (UNII: 1BV28146ZR) (JUGLANS NIGRA POLLEN - JUGLANS NIGRA 1000 [PNU]
UNII:1BV28146ZR) POLLEN in 1 mL
Inactive Ingredients
Ingredient Name Strength

PHENOL (UNII: 339NCG44TV) 0.004 mL in 1 mL

SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL

SODIUM BICARBONATE (UNII: 8MDF5V39QO0) 0.00275 g in1mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging



# Item Code Package Description

NDC:0268-
6791-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

s Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

JUGLANS NIGRA POLLEN

california walnut black pollen injection, solution

Product Information

Product Type

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name

JUGLANS NIGRA POLLEN (UNII: 1BV28146ZR) (JUGLANS NIGRA POLLEN -

UNII:1BV28146ZR)

Inactive Ingredients

Ingredient Name
PHENOL (UNIl: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6792-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

1 Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

NON-STANDARDIZ ED ALLERGENIC

Marketing Start Marketing End
Date Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6792

Basis of
Strength Strength
JUGLANS NIGRA 1000 [PNU]
POLLEN in1mL
Strength

0.004 mL in1 mL
0.009g in1mL
0.00275g in1 mL

Marketing Start Marketing End
Date Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023



JUGLANS REGIA POLLEN

english walnut pollen injection, solution

Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6793
Route of Administration INTRADERMAL

Active Ingredient/Active Moiety
Basis of

Ingredient Name Strength Strength
JUGLANS REGIA POLLEN (UNIl: ARW4308711) (JUGLANS REGIA POLLEN - JUGLANS REGIA 1000 [PNU]
UNII:ARWA3087I11) POLLEN in1mL
Inactive Ingredients

Ingredient Name Strength

PHENOL (UNIl: 339NCG44TV) 0.004 mL in 1 mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009 g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39QO0) 0.00275 g in1 mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6793-05 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965 05/22/2023
AMARANTHUS TUBERCULATUS POLLEN
water hemp injection, solution
Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6794

Route of Administration INTRADERMAL



Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
AMARANTHUS TUBERCULATUS POLLEN (UNIl: 92N6W6KO2G) (AMARANTHUS ~ AMARANTHUS 1000 [PNU]
TUBERCULATUS POLLEN - UNII:92N6W6KO2G) TUBERCULATUS POLLEN in 1 mL
Inactive Ingredients

Ingredient Name Strength

PHENOL (UNIl: 339NCG44TV) 0.004 mL in 1 mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009 g in1mL
SODIUM BICARBONATE (UNII: 8MDF5V39Q0) 0.00275¢g in1mL

HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32l)

Packaging
# Item Code Package Description Ol e
Date Date
1 NDC:0268- 5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a
6794-05 Combination Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965 05/22/2023
TRITICUM AESTIVUM POLLEN
wheat pollen injection, solution
Product Information
Product Type NON-STANDARDIZ ED ALLERGENIC Item Code (Source) NDC:0268-6795
Route of Administration INTRADERMAL
Active Ingredient/Active Moiety
. Basis of
Ingredient Name Strength Strength
TRITICUM AESTIVUM POLLEN (UNII: F1IKAH8374D) (TRITICUM AESTIVUM TRITICUM AESTIVUM 1000 [PNU]
POLLEN - UNII:F1IKAH8374D) POLLEN in 1 mL
Inactive Ingredients
Ingredient Name Strength
PHENOL (UNIl: 339NCG44TV) 0.004 mL in 1 mL
SODIUM CHLORIDE (UNII: 451W471Q8X) 0.009g in1mL

SODIUM BICARBONATE (UNII: 8MDF5V39QO) 0.00275g in1mL



HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description

NDC:0268-
6795-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

s Combination Product

Marketing Information

Marketing
Category

BLA BLA103753

Application Number or Monograph
Citation

SALIX NIGRA POLLEN

black willow injection, solution

Product Information
Product Type

Route of Administration INTRADERMAL

Active Ingredient/Active Moiety

Ingredient Name

SALIX NIGRA POLLEN (UNIl: 6M2JIH93ZN) (SALIX NIGRA POLLEN -
UNII:6M2JIH93Z N)

Inactive Ingredients

Ingredient Name
PHENOL (UNII: 339NCG44TV)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM BICARBONATE (UNII: 8MDF5V39QO0)
HYDROCHLORIC ACID (UNII: QTT17582CB)
SODIUM HYDROXIDE (UNIl: 55X04QC32l)

Packaging
# Item Code Package Description

NDC:0268-
6796-05

5 mL in 1 VIAL, MULTI-DOSE; Type 0: Not a

1 Combination Product

NON-STANDARDIZ ED ALLERGENIC

Marketing Start
Date

Marketing End
Date

Marketing Start
Date

01/01/1965

Marketing End
Date

05/22/2023

Item Code (Source) NDC:0268-6796

Basis of

Strength Strength

SALIX NIGRA POLLEN 1000 [PNU]
in 1 mL

Strength
0.004 mL in1mL
0.009g in1mL
0.00275g in1mL

Marketing Start Marketing End
Date Date



Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
BLA BLA103753 01/01/1965 05/22/2023

Labeler - aAik-Abello, Inc. (809998847)

Establishment

Name Address ID/FEI Business Operations

manufacture(0268-6000, 0268-6143, 0268-6300, 0268-6302, 0268-6304, 0268-6306,
0268-6309, 0268-6311, 0268-6312, 0268-6314, 0268-6317, 0268-6318, 0268-6320,
0268-6400, 0268-6403, 0268-6405, 0268-6500, 0268-6502, 0268-6504, 0268-6507,
0268-6509, 0268-6512, 0268-6514, 0268-6516, 0268-6518, 0268-6520, 0268-6524,
0268-6526, 0268-6529, 0268-6533, 0268-6536, 0268-6538, 0268-6540, 0268-6543,
0268-6545, 0268-6548, 0268-6550, 0268-6552, 0268-6553, 0268-6556, 0268-6558,
0268-6600, 0268-6601, 0268-6602, 0268-6603, 0268-6605, 0268-6606, 0268-6607,
0268-6608, 0268-6609, 0268-6610, 0268-6612, 0268-6613, 0268-6614, 0268-6615,
0268-6616, 0268-6618, 0268-6619, 0268-6620, 0268-6621, 0268-6622, 0268-6623,
0268-6625, 0268-6626, 0268-6627, 0268-6629, 0268-6630, 0268-6631, 0268-6632,
0268-6634, 0268-6635, 0268-6636, 0268-6637, 0268-6638, 0268-6639, 0268-6640,
0268-6641, 0268-6642, 0268-6643, 0268-6644, 0268-6646, 0268-6647, 0268-66438,
0268-6649, 0268-6651, 0268-6652, 0268-6654, 0268-6656, 0268-6657, 0268-6658,
0268-6659, 0268-6670, 0268-6671, 0268-6672, 0268-6674, 0268-6677, 0268-6681,
0268-6689, 0268-6691, 0268-6697, 0268-6700, 0268-6701, 0268-6706, 0268-6709,
Alk- 0268-6710, 0268-6712, 0268-6714, 0268-6722, 0268-6728, 0268-6731, 0268-6736,
abello, 809998847 0268-6741, 0268-6743, 0268-6744, 0268-6745, 0268-6748, 0268-6749, 0268-6750,
Inc. 0268-6751, 0268-6752, 0268-6754, 0268-6755, 0268-6757, 0268-6760, 0268-6761,
0268-6762, 0268-6763, 0268-6764, 0268-6771, 0268-6001, 0268-6301, 0268-6303,
0268-6305, 0268-6308, 0268-6310, 0268-6316, 0268-6319, 0268-6401, 0268-6402,
0268-6407, 0268-6501, 0268-6503, 0268-6506, 0268-6508, 0268-6511, 0268-6513,
0268-6515, 0268-6517, 0268-6519, 0268-6521, 0268-6525, 0268-6528, 0268-6532,
0268-6535, 0268-6537, 0268-6539, 0268-6544, 0268-6547, 0268-6549, 0268-6555,
0268-6557, 0268-6560, 0268-6676, 0268-6678, 0268-6679, 0268-6680, 0268-6682,
0268-6683, 0268-6684, 0268-6686, 0268-6687, 0268-6688, 0268-6690, 0268-6692,
0268-6693, 0268-6694, 0268-6695, 0268-6696, 0268-6699, 0268-6702, 0268-6703,
0268-6704, 0268-6705, 0268-6707, 0268-6708, 0268-6711, 0268-6713, 0268-6715,
0268-6716, 0268-6717, 0268-6719, 0268-6720, 0268-6721, 0268-6723, 0268-6724,
0268-6725, 0268-6726, 0268-6727, 0268-6730, 0268-6732, 0268-6734, 0268-6735,
0268-6737, 0268-6738, 0268-6739, 0268-6740, 0268-6772, 0268-6773, 0268-6774,
0268-6775, 0268-6776, 0268-6777, 0268-6778, 0268-6779, 0268-6780, 0268-6781,
0268-6782, 0268-6783, 0268-6784, 0268-6785, 0268-6786, 0268-6787, 0268-6788,
0268-6790, 0268-6791, 0268-6792, 0268-6793, 0268-6794, 0268-6795, 0268-6796)

Revised: 5/2023 ALK-Abello, Inc.
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