ALUMIER MD MOISTURE MATTE BROAD SPECTRUM SPF 40 SUNSCREEN
AMBER- zinc oxide, titanium dioxide lotion

ALUMIER MD MOISTURE MATTE BROAD SPECTRUM SPF 40 SUNSCREEN SAND-
zinc oxide, titanium dioxide lotion

ALUMIER MD MOISTURE MATTE BROAD SPECTRUM SPF 40 SUNSCREEN
IVORY- zinc oxide, titanium dioxide lotion

Alumier Labs

Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may
be marketed if they comply with applicable regulations and policies. FDA has not
evaluated whether this product complies.

Alumier MD Moisture Matte Broad Spectrum SPF 40 Sunscreen

Drug Facts

Active ingredients
Amber Shade:

Titanium Dioxide 8.3%
Zinc Oxide 9%

Ivory and Sand Shades:
Titanium Dioxide 7.8%
Zinc Oxide 9%

Purpose

Sunscreen

Use
e Helps prevent sunburn.

Warnings

For external use only.

When using this product

e do not use on damaged or broken skin

e keep out of eyes. Rinse with water to remove.
Stop use and ask a doctor

if you develop severe irritation, burning or itching of the skin, hives, swelling of eyes and
mouth, blistering or difficulty breathing.



Keep out of reach of children.

If swallowed, call a Poison Control Center or get medical help right away.

Directions

e Apply liberally/generously (and evenly) 15 minutes before sun exposure.

e Reapply at least every 2 hours.

e For use on children less than 6 months of age, consult a health care practitioner.

e Sun Protection Measures: Spending time in the sun increases your risk of skin
cancer and early skin aging. To decrease this risk, regularly use a sunscreen with a
Broad Spectrum SPF value of 15 or higher and other sun protection measures
including:

e |imit time in the sun, especially from 10 a.m.-2 p.m.

e wear long-sleeved shirts, pants, hats and sunglasses.

e use a water resistant sunscreen if swimming or sweating.

Other information

e Do not use if security seal is broken or missing.

e You may report a serious adverse reaction event from using this product to: Alumier
Labs Inc., 550 Cochituate Road, Suite 25, Framingham MA 01701

Inactive ingredients

Cyclopentasiloxane, Water/Aqua/Eau, Squalane, PEG-10 Dimethicone, Cetyl PEG/PPG-
10/1 Dimethicone, Glycerin, Argania Spinosa Kernel Oil, Butylene Glycol, Disteardimonium
Hectorite, Tocopheryl Acetate, Hexyl Laurate, Polymethylsilsesquioxane, Polyglyceryl-4
Isostearate, Caffeine, Sodium Chloride, Polygonum Aviculare Extract, Sodium
Hyaluronate, Lecithin (Syn. Phosphatidylcholine), Silybin, Bisabolol, Phenethyl Alcohol,
Stearic Acid, Alumina, Mica, Polyester-1, Silica Dimethyl Silylate, Iron Oxides (Cl 77491),
Iron Oxides (Cl 77492), Iron Oxides (Cl 77499), Ethylhexylglycerin, Phenoxyethanol.

Company Information

Distributed in the USA by Alumier Labs Inc.,
550 Cochituate Road, Suite 25
Framingham, MA 01701

Product Packaging - Amber
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Drug Facts
Active ingredients

Use W Heips provent sunbum.

Warnings ror axtemal use anly.

W Do not use on damaged or brokan skin.

W When using this product kecp out of ayes.
Rinse with water to remove. B Stop use and ask
a doctor If rash ocours. I Keep out of reach of
children. If swallpwead, gat madical halp or contact,
2 Poison Control Certer rigit away.
Directions

W Apply libarally and evanly 15 minuiss before
sun exposure. M Resapply at lsast every 2 hours.
W For use on children less than 6 months of age,
consult a haalih care practiSoner. M Sun
Proteciion Measures: Spending tma In the sun
Incraases your risk of skin cancer and sarty skin
aging. To decraasa this sk, reguiarly usa a
sunscreen with a Broad Spectram SPF value of 15,
oF higher and other sun MaasLEas
Inciuding: - Nimit ime In the sun, espectally from
102.m.-2 pum. - Wear long-siecved shiris, pants,
hats and sunglasses. M Use a waler reststant
sunscreen  swimming of sweating.

Other information

W Do not use I sacurity seal ks broken or missing.
W Stora In a cool, dry place af room femparature
(15-30°C).

W Frotect tha prosuct In this container from
excessiva heat and diract sun.

W You may report 2 sarlous adverse reaction
ewvent from using tnis product fo- Alumier Labs
Inc., 550 Gochiuate Road, Susie 25, Framingham,
MA 01701

Inactive ingredients /
Ingredients inactif

Cychopentasionane, Walar/AQuaEay, Squalans,
PEG-10 Dimethicona, Catyl PEG/FPG-100

Prienatiyl

Pobyester-1, Sllica Dimethyl Sliytate, Iron Oides
(I 77481), Iron (hides (1 77402), bon Owiges,
(CIT7420), Effyihaxysgiycerin, Frendcyatianci.
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Product Packaging - Ivory

Alumi

Moisture Matte

AMBER / AMBRE

Notice

Ingrédients actifs

Diowyde oe tane 8.3 % Oydle 08 ZinG 9 %
Utilisation ..Créma sotalre

Usage ® protige contre les coups de solel
Avertissements usage axtsme

unbquament.

W Ne pas uillisar U7 les Peau andommagdes

U abimées I Quand on willise ce prodult
Buitar le contact avec 183 yaux ; an cas de
comtzct, incar abongamment 4 'eau M Amétez
Iutilisation et demandez & un docteur sf vous
Oévaloppaz da Iurticalre, un gonflemant des
YEUX U d8 k Douche, des clogues ou S vous

Conseils d’utilisation

W appliguer abondamment (at ragulléremeant)
15 minutes avant |'exposstion 2y sokall

W appliguer de NoUveal au moins toutes les 2
heures I paur una utilisation sur das entants
02 moins de & maks, consutiar un professionned
06 lasantd I Mesures oe Protaction Solaire :
Laxposition au solell awgmenta le rsgue de
cancer at o viellissamant précoce de 12 peau.
Pour diminuer ce rsqua, utlisar néquiarement
une crame solaire targa spectre duna vasaur
FPS 02 15 ou pius, et 0'awires mesures de
profection sokaire, telas que: - Bmiter i durda
raxposition au solell, en pariculler entra 100
gt 14 - porier des hauts 4 manches longuas,
s pantalons, des chapaawy et des lunaties de
soball. Iutliser N Créme soan réststants &
I'esals an £as oo balgnade ou de transpiration

Autres Information

W e pas iiliser 5 le scaau de sécurié ast
endomimeags ou meangquant. B Consenvar dans
un endrolf frals e sec 4 tampératura amblants.
W Protéger ba prooult dans ca contenant de
chaleur excassive at lumiéra dracta ou solell.
W Vous pouvaz signaser foute réaction
Inciésiraiie Bae & utliisason oe ce produt -
25, Framingham, MA.01701

MON IRRITANT
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Use M helps prevent sunburn

Warnings
8 For external use only,

When using this product
I do rot use on damaged or broken skin
I keep out of eyes. Rirse with wales i remove.

Stop use and ask a doctor i you develop severe
rritation, burming or fiching of the skin, hives,
swelling of eves and mouth, blistering ar difficufty
Dresthing.

IKeep out of reach of children, ¥ swallowed, call 2
Paisan Coritral Centre or get medical help right
Y.

Directions

I appiy liberalyfganerously (and evendy)

15 mirutes before sun exposure

I reapply 2t least every 2 hours

I for s on childnen |ess than & monthe of age,
consult a health care practitioner

W Sun Protection Measures: Spending time in the
sun increases your risk of skin cancer and early
skin aging. To decrease this risk, regularly use a
sunscren with 8 Broad Spectrum SPF value of 15
or higher and other sun protection measures
including: - limét time in the sun, especially from
10am.-2pm. - wear long-sieeved shis, pants,
hats and sunglasses

1M use 2 water resistant sunscreen if swimming ar
swesting

Other Information

I Do mot Lese if security seal s broken or missing.

I You may report 2 serious adverse reaction sveril
from using this procuct bo: Alumier Labs Inc_, 550

(Cochituate Road., Suite 25, Framingham, MA (1707

1800802 - Cyciopentasikane, Waies/Aqua/Esy,

Payesier-1,
nnm;mmqﬂnmmm
{C1 77488), Ethyhexyighcerin, Phenaxyethanc,

HOM IRRITATING

Product Packaging - Sand

Alumier

Moisture Matte

IVORY / IVOIRE

=
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Ingrédients actifs Utilisation
TB% Créme salaine

(el de zing 8 %.. ....Créme solaire

Usage W protége contre les coups de solel

Avertissaments

[N Usage exieme uniguement.

{uand on wiilise ce produit

I e pas wiliser sur e pemu endamivrgées tu

atimizs

I deviter e contact ave: s yews ; 6n cas oie contact,

ringer shondamment & eau

Aevitaz ulisalion o1 densandes & un docteur s 1S
diraoppezda lurcaie, n gorflament des yeuxou sl
Douche, tles cues ou vcus ave des dicutés &
resgirer.

mmmﬂum En ¢25 dingestion,
un médecin

P

mm

(Conseils d'utilisation

M zppliguer abandamment (et réguliEnement) 15 minutes
avant Mexposition 2u sclel

I applhcuer O POUVEESL 3 FONS 10UNES ks 2 heures

I pour une wilisation sur des entants de mois de 8
moss, corsufier un professiannel de 2 saé I Mesures
e Protection Solaire : L'expmsition au solel augmente
e risque de cancer et de visilissement précoce de b
[peau. Pour diminuer ce risque, usliser eguliérement une
s solaire large spestre oune valeur FPS de 150u
s, et d'autres mesures de prolecsion soiaie, felles que:
mumumemmm
10h et 14 h - parier des hauts & manches

jpantsions, des chapeau ef des [unettes de saleil

M wiliser Lne crime Solaie résistarie 4 e en cas de
Ipaignade ou de ranspiration

Autres Information

I P pas wiliser 8 le sceaw de sécurté est endommapé
au Franguant.

W Vs pouvez signaler tnute réaction indésirable liée 4
Futilisation de ce produl & : Mumier Labs Inc., 550
(Cochiuste Road. Sule 25, Framingharn, MA 01701

NON IRRITANT




Drug Facts

Active Ingredients Purpose

Titaniien Dicodde 7.8%......—.....—........ SURSCReEN

Tine Oxide 9%

Use M heps prevent sunbum Usage M protige conire les coups de saleil
Wamings Avertissements

8 For extemnal use only. W Usage externe uniquement.

When using this praduct

Mo not use on damaged or broken sidn Quand on utise ce produit

e cust of eyes. Ringe with waler to remove. luinauﬁwuumww

Stop use and ask a doctor if you develop severe
irriaian, buming or Aching of the skin, hives, swelling
of eyes and mouth, biistering or difficulty breatiing.
Keep out of reach of children. If swallowed, call 2
Paison Conirol Centre or get medhcal help right away.

I e I contact avec les yeus ; en cas de conlact,
rincar abondamment a l'eay

Amittez |'ufifisation et demandez & un docteur s vous
dévelonoez de Murticaire, un gonfiement des yeux ou de
Ia bousche, des cogues ou s vous avez dés dificutés 8

Directions Tesprer.

W apply liberally/generously (ard evenly) 15 minules Garter hors de porbée des enfants, En cas Tingesion,
Defore sun 8xpocure contacter un ceniTe anpoisun o appler un méceci
I reapply at least every 2 hours immciatement

W for use on children less than & moniths of age,

consult a health care practitioner Conssils d*ufilisation

M Sun Protection Measures: Spending time in the . M appiiquer ahandernment (et régulremen) 15 minutes
sun increases your risk of skin cancer and earfy skin MOlsture Matte avant |'expostion au soleil

aging. To decrease this: risk, reguiary use a
suriscreen with a Broad Spectrurmn SPF value of 150
Figher and other sun protection measures including:
- limét fime in the sun, especially from 10 a.m.-2
p.m. - wear long-sleeved shirts, pants. hats and

W applquer de nouveaU U melng toutes les 2 heures
I pour une utiisation sur des enfants de moins de &
i, consuiter Ln professionnel de |2 santd

M Mesures de Protection Salaire ; L'exposiion au
soleil augmente e risque:de cancer et de vielissement

Slinglassks précoce de fa peaw. Pour dinuer 2 isgue, ulilser

W use a waler registant sunscreen if swimming or régulibsement Lne crime solaie karge spectre d'une

swealing valeur FPS de 15 ou plls, #f daulres mesuns de
nformation profection soksine, telles cjuec - limier |2 durde

tlml;::u:dmimurim seal on bo s broken o  exposiion au solei, en parficufier enfre 10T et 14h -

missing. porier des hauls & manches longues, des panfalans, tes

I8 Vo nay renort . sarious acviese maciion aven! LBt e e s e encasce

fram wsing tis product to: Alumier Labs Inc., 550 balgnacke ou de franspiriion

Cochiftuate Road, Suite 25, Framingham, MA 09707,

Inactive : inactifs Autres Information

Cyclopentasivuane, Water/Aqua/Eay, Squalane, Peg-10 I M pas uitser s e sceau de sBouril sur la bole est

Dimefhicone, Cetyl Peg/PPG-101 Dimethicane, ondomagé ou mangark

Vs pouves signaer e rctn rcésatie o 4
Blycerts, Argarka Srinoea Kemel O, Bufiene Gyenl, T\faton de ce roduita : Akamir Laks s, 550
MW%TW““W S e e Cachiuaie Road, Suite 25, Framingham, MADTD1.
, Polymathytsil jicoang, Polyglyoaryl-4
|sastearate, Caffaing, Sodium Chiorde, Pelygonum SAND / SABLE P
Rviculare Exiract, Sodium Hyauronate, Lectin Sym.
ProsprscyEhalne, Siyhin, Bissbac, Preney
Ricohol, Searic Ackl, Alumina, Mica, Polyester-1, Sica
Dimesnyl Siyiate, Iron Caddes (C1 77481). Inon Onddes
(C1 77482, Iree Onides (C) 77488}, Evmhessighycern,
Phenaryetharl,
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ALUMIER MD MOISTURE MATTE BROAD SPECTRUM SPF 40
SUNSCREEN AMBER

zinc oxide, titanium dioxide lotion

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:69473-014
Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ZINC OXIDE (UNIl: SOI2LOH54Z) (ZINC OXIDE - UNIl:SOI2LOH54Z ) ZINC OXIDE 90 mg in1mL
TITANIUM DIOXIDE (UNII: 15FIX9V2JP) (TITANIUM DIOXIDE - UNII:15FIX9V2JP)  TITANIUM DIOXIDE 83mg in1mL

Inactive Ingredients

Ingredient Name Strength
WATER (UNIl: 059QF0KOOR)
SQUALANE (UNIl: GW89575KF9)




DISTEARDIMONIUM HECTORITE (UNII: X687XDK09L)
.ALPHA.-TOCOPHEROL ACETATE (UNII: 9E8X80D2L0)
HEXYL LAURATE (UNIIl: 4CG9F9W01Q)
POLYGLYCERYL-4 ISOSTEARATE (UNIl: 820DPX33S7)
POLYGONUM AVICULARE TOP (UNII: ZCD6009IUF)
PEG-10 DIMETHICONE (600 CST) (UNIl: 8PR7V1SVMO)
ARGAN OIL (UNII: 4V59G5UW9X)

FERRIC OXIDE YELLOW (UNIl: EX43802MRT)
FERROSOFERRIC OXIDE (UNIl: XMOM87F357)
CYCLOMETHICONE 5 (UNII: OTHT5PCIOR)

GLYCERIN (UNIl: PDC6A3C00OX)

BUTYLENE GLYCOL (UNII: 3XUS85K0RA)
POLYMETHYLSILSESQUIOXANE (4.5 MICRONS) (UNIl: 59Z2907ZB69)
LECITHIN, SOYBEAN (UNIl: 1DI56QDM62)
PHENYLETHYL ALCOHOL (UNIIl: MLOLGA7468)
STEARIC ACID (UNII: 4ELV7Z65AP)

SILICA DIMETHYL SILYLATE (UNIl: EU2PSPOGOW)
SODIUM CHLORIDE (UNII: 451W471Q8X)
HYALURONATE SODIUM (UNII: YSE9PPT4TH)
SILIBININ (UNIl: 4RKY41TBTF)

LEVOMENOL (UNII: 24WE03BX2T)

PHENOXYETHANOL (UNII: HIE492ZZ 3T)

CAFFEINE (UNIl: 3G6A5W338E)

CETYL PEG/PPG-10/1 DIMETHICONE (HLB 2) (UNII: V2W71V8TO0X)
ALUMINUM OXIDE (UNII: LMI2606933)

MICA (UNII: V8BA1AW0880)

FERRIC OXIDE RED (UNII: 1KO9F3G675)
ETHYLHEXYLGLYCERIN (UNIl: 147D247K3P)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 (DC09473-004 4 i 1 carTON 02/04/2021
1 60 mL in 1 TUBE; Type 0: Not a Combination
Product
2 NDC:69473-014- 8 mL in 1 TUBE; Type 0: Not a Combination 02/04/2021
02 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
QIS [EDLERN MO oryery) 02/04/2021

final

ALUMIER MD MOISTURE MATTE BROAD SPECTRUM SPF 40
SUNSCREEN SAND



zinc oxide, titanium dioxide lotion

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:69473-016
Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ZINC OXIDE (UNIl: SOI2LOH54Z) (ZINC OXIDE - UNII:SOI2LOH54Z) ZINC OXIDE 90 mg in 1 mL
TITANIUM DIOXIDE (UNII: 15FIX9V2JP) (TITANIUM DIOXIDE - UNII:15FIX9V2JP)  TITANIUM DIOXIDE 78 mg in1mL

Inactive Ingredients

Ingredient Name Strength
WATER (UNIl: 059QFOKOOR)
SQUALANE (UNIl: GW89575KF9)
DISTEARDIMONIUM HECTORITE (UNII: X687XDKO09L)
.ALPHA.-TOCOPHEROL ACETATE (UNIl: 9E8X80D2L0)
HEXYL LAURATE (UNII: 4CG9F9W01Q)
POLYGLYCERYL-4 ISOSTEARATE (UNIl: 820DPX3357)
POLYGONUM AVICULARE TOP (UNIl: ZCD6009IUF)
PEG-10 DIMETHICONE (600 CST) (UNIl: 8PR7V1SVMO0)
ARGAN OIL (UNII: 4V59G5UW9X)
FERRIC OXIDE YELLOW (UNIl: EX43802MRT)
FERROSOFERRIC OXIDE (UNIl: XMOM87F357)
CYCLOMETHICONE 5 (UNII: OTHT5PCIOR)
GLYCERIN (UNIl: PDC6A3C00OX)
BUTYLENE GLYCOL (UNII: 3XUS85KO0RA)
POLYMETHYLSILSESQUIOXANE (4.5 MICRONS) (UNII: 59Z2907ZB69)
LECITHIN, SOYBEAN (UNII: 1DI56QDM62)
PHENYLETHYL ALCOHOL (UNIIl: MLOLGA7468)
STEARIC ACID (UNII: 4ELV7Z65AP)
SILICA DIMETHYL SILYLATE (UNII: EU2PSPOGOW)
SODIUM CHLORIDE (UNII: 451W471Q8X)
HYALURONATE SODIUM (UNII: YSE9PPT4TH)
SILIBININ (UNII: 4RKY41TBTF)
LEVOMENOL (UNII: 24WE03BX2T)
PHENOXYETHANOL (UNII: HIE492ZZ3T)
CAFFEINE (UNII: 3G6A5W338E)
CETYL PEG/PPG-10/1 DIMETHICONE (HLB 2) (UNII: V2W71V8TO0X)
ALUMINUM OXIDE (UNII: LMI2606933)
MICA (UNII: VBALAW0880)
FERRIC OXIDE RED (UNIl: 1K09F3G675)
ETHYLHEXYLGLYCERIN (UNII: 147D247K3P)

Packaging



Marketing Start Marketing End

# Item Code Package Description Date Date
1 (DC09473-016 4 i 1 carTON 02/04/2021
1 60 mL in 1 TUBE; Type 0: Not a Combination
Product
2 NDC:69473-016- 8 mL in 1 TUBE; Type 0: Not a Combination 02/04/2021
02 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
gnTaCl monograph not 4355 02/04/2021

ALUMIER MD MOISTURE MATTE BROAD SPECTRUM SPF 40
SUNSCREEN IVORY

zinc oxide, titanium dioxide lotion

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:69473-015
Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ZINC OXIDE (UNIl: SOI2LOH54Z) (ZINC OXIDE - UNII:SOI2LOH54Z ) ZINC OXIDE 90 mg in1mL
TITANIUM DIOXIDE (UNII: 15FIX9V2JP) (TITANIUM DIOXIDE - UNII:15FIX9V2JP)  TITANIUM DIOXIDE 78 mg in1mL

Inactive Ingredients

Ingredient Name Strength
WATER (UNIl: 059QFOKOOR)
SQUALANE (UNII: GW89575KF9)
DISTEARDIMONIUM HECTORITE (UNIl: X687XDKO09L)
.ALPHA.-TOCOPHEROL ACETATE (UNII: 9E8X80D2L0)
HEXYL LAURATE (UNIl: 4CG9F9W01Q)
POLYGLYCERYL-4 ISOSTEARATE (UNIl: 820DPX33S7)
POLYGONUM AVICULARE TOP (UNIl: ZCD6009IUF)
PEG-10 DIMETHICONE (600 CST) (UNII: 8PR7V1SVMO)
ARGAN OIL (UNII: 4V59G5UWIX)
FERRIC OXIDE YELLOW (UNII: EX43802MRT)
FERROSOFERRIC OXIDE (UNIl: XMOM87F357)
CYCLOMETHICONE 5 (UNIIl: OTHT5PCIOR)
GLYCERIN (UNIl: PDC6A3COO0X)
BUTYLENE GLYCOL (UNII: 3XUS85KO0RA)
POLYMETHYLSILSESQUIOXANE (4.5 MICRONS) (UNIl: 59Z907ZB69)



LECITHIN, SOYBEAN (UNII: 1DI56QDM62)
PHENYLETHYL ALCOHOL (UNIIl: MLOLGA7468)
STEARIC ACID (UNII: 4ELV7Z65AP)

SILICA DIMETHYL SILYLATE (UNIl: EU2PSPOGOW)
SODIUM CHLORIDE (UNII: 451WA7IQ8X)
HYALURONATE SODIUM (UNII: YSE9PPT4TH)
SILIBININ (UNIl: 4RKY41TBTF)

LEVOMENOL (UNIl: 24WE03BX2T)
PHENOXYETHANOL (UNII: HIE492ZZ3T)
CAFFEINE (UNIl: 3G6A5W338E)

CETYL PEG/PPG-10/1 DIMETHICONE (HLB 2) (UNII: V2W71V8TO0X)
ALUMINUM OXIDE (UNII: LMI2606933)

MICA (UNII: VBA1IAWO880)

FERRIC OXIDE RED (UNII: 1KO9F3G675)
ETHYLHEXYLGLYCERIN (UNIl: 147D247K3P)

Packaging
# Item Code Package Description farketingistant
Date
1 (DC09473-015 4 i 1 carTON 02/04/2021
1 60 mL in 1 TUBE; Type 0: Not a Combination
Product
2 NDC:69473-015- 8 mL in 1 TUBE; Type 0: Not a Combination 02/04/2021
02 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start
Category Citation Date
OTC monograph not 4355 02/04/2021

final

Labeler - Alumier Labs (079603173)

Revised: 3/2022

Marketing End
Date

Marketing End
Date

Alumier Labs
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