CALIFLORA- calendula officinalis gel
Schwabe North America, Inc

Disclaimer: This homeopathic product has not been evaluated by the Food and Drug
Administration for safety or efficacy. FDA is not aware of scientific evidence to support
homeopathy as effective.

Califlora

Active ingredient
Contains 10% CALENDULA OFFICINALIS 1X

Inactive Ingredient

CARBOMER

ETHYL ALCOHOL
PURIFIED WATER
SODIUM HYDROXIDE
WITCH HAZEL DISTILLATE

Dosage & Administration

Apply think layer to affected area. For best results, use promptly after injury or trauma
occurs.

For minor burns, first run cool water on the burn area and dry.
For minor skin irritation, first wash the area with mild soap, rinse and dry.

Adults and children 2 years of age and older: Apply to affected area. Repeat as
necessary.

Children under 2 years of age: Consult a doctor

Patch test recommended on sensitive skin.

Indications and Use

Temporarily relieves pain and itch associated with sunburn, windburn and chapped skin.
Helps promote healing of minor burns and skin irritations.

Purpose

Temporarily relieves pain and itch associated with sunburn, windburn and chapped skin.
Helps promote healing of minor burns and skin irritations.

Warning



For external use only. Avoid contact with eyes.

Do not use

Do not use on broken skin. Do not use if hypersensitive to any ingredients in this
product.
Breast-feeding women shoud ot apply to breast area.

Ask doctor

Ask a doctor before use in case of deep cuts or puncture wounds, animal bites or
serious burns.

Pregnancy or breast feeding

If pregnant or breast-feeding, ask a healthcare professional before use.

Keep out of reach children

Keep out of reach of children.

Overdose

If swallowed, seek meidcal help or contact a Poison Control Center immediately.
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g windburn and chapped or irritated skin.Tt
o
Ll
3 08078"25197%"4
LBN21825197.A01 BLK7543A
091Xaly JO1NPOId » SN LIEKS M ‘Aeg UBa.D ‘0T ‘SPURIg Aep S QIMEN J0 UOISIAID & ‘[Bje] ' 94o1e09 Aq paIngUIsI] 22020
"BUISSIL JO U34OIG SI [B2S 2qN} J1 25N JOU O *[23S JAUUI YIw Paeas K12jes "INIQIAT YIdWYL
saidiouud aipedoawoy “fjaTeIpaluw] 121ua) [04U0D UOSIOg B 1IRIU0D
Carton SM [euoniped). uo Aj3|os paseq aie suonealpul asey | *Aoeolya s jonpoid siy 4 Tk, i ; =
BUILLIU0D SPOALI DYLAIOS JUBLND BUISH SAIPNIS PIfEA OU BIE BKdL ||| 40 djay [E21paw %2es ‘PIMOJIEMS J| *UBIPIIYD JO Yoral Jo Ino daa)y 15
asn ai04aq [2U0BSaj0Id albay}eay & sk ‘Bulpaa)-)sealq Jo weubaid §| m = o
PMS 144 PMS 202 PMS3425 PMS 172 woo femsaimeu / JANIYNG-008-1 S Suagsany SuIng SNOLES 10 Salq o) Q
Proof: Pdf proof. “ale|lusIp [ozey Loy ‘apixoiphy | IEUIVE ‘spunom ainound Jo ino deap Jo ase9 U] asN 4049q 1030 B XY M g ©
wnipos ‘sajem payund ‘foycale iyl Sewoques SpUAIPaIBul aAaBL] ease Jsealq o) Ajdde Jou pnoys uawiom Buipaa)-jseaig I uNs usyoiq uo o
m T e asnjou o jonpaid siy) ul syuaipaibul Kue o) sagisussiadfy ji esnjou og W =
Wbiuns 10311p jo 0 dded lup e Ul (4//-89) .52-02 ool i 2101 W =
*agn} uo yoeq dea mauos ‘feas aqny ainjound ‘dea ma1asun uado of W salia Yyt 19e)L00 piony Kjuo asn jeusopxa Joi m
shuuiep
11310 e
“UBHS SARISUSS UO PAPUALIWINIaI 53] ojed I 1 'SuonelLIL UpS pue swing Jounw 4o Buijeay ajowaid sdioy m
J0}30p B Ynsuoa :abie 4o sieak Z Japun usIpIY) W L4 ups peddeya
essaoeu se jeadey PUB WINGRUIA ‘WINGUNS WM pajeraosse Yoy pue ujed sealjss fuelodwa) m
“gase pejoaye 0} Adde :sapjo pue abie yo sieak z uaspiyo R SYNpyY B sasf
Aip pue ssuu ‘deos pjiul (v USEM ISIL UOR LI UBS Jouiw 1o I fup "LUDS pareil pus
PUE B31E UING 8L U0 JBJEM 002 UNIJSIY ‘SWNG JOUN JoJ [l SN0 BLINEI} 1O i Brcressnmany
Aunfuy saye Kdwaid asn ‘synsa. 1saq JoJ W Baue pajaaye o Jake) uiy fddy m anqzng e K1 SAPLBIO EPISHE] KL swmueg
suogsang asodind annay
(penunuoo) spoey g S,!OE_-{ ﬁn—lﬂ
o3 3
( )
pIOLf1Iv) —— B!
® I Sre /
calendula officinalis gel
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:53499-5190

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength

CALENDULA OFFICINALIS FLOWERING TOP (UNIl: 18E7415PXQ) (CALENDULA CALENDULA OFFICINALIS 1 [hp_X]
OFFICINALIS FLOWERING TOP - UNII:18E7415PXQ) FLOWERING TOP in78 g




Inactive Ingredients

Ingredient Name Strength
CARBOMER HOMOPOLYMER TYPE C (UNIl: 4Q93RCW27E)
ALCOHOL (UNII: 3K9958Vv90M)
WATER (UNII: 059QFOKOO0R)
SODIUM HYDROXIDE (UNII: 55X04QC32I)
WITCH HAZEL (UNII: 10114J0U34)

Packaging
# [Item Code Package Description Marketing Start Marketing End
Date Date
NDC:53499- .
1 5190.8 1in 1 CARTON 01/01/2006 03/31/2025
1 78 g in 1 TUBE; Type 0: Not a Combination
Product
NDC:53499- .
2 5190-4 1in 1 CARTON 01/01/2006 03/31/2025
2 28 g in 1 TUBE; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
unapproved
o R 01/01/2006 03/31/2025
Labeler - schwabe North America, Inc (831153908)
Establishment
Name Address ID/FEI Business Operations
Schwabe Mexico, S.A. de C.V. 812805901 manufacture(53499-5190)

Revised: 5/2022 Schwabe North America, Inc
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