COLD FLU RELIEF BERRY- cold flu relief berry powder
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.

Cold Flu Relief FastActives Berry Packets

Active Ingredients
Pelargonium sidoides 1X
Aconium napellus 4X
Eucalyptus globulus 2X
Bryonia 4X

Eupatorium perfoliatum 6X
Gelsemium sempervirens 4X
Phosphorus 6X

Ipecacuanha 3X

Inactive Ingredients
Citric Acid

Lactose Monohydrate
Malic Acid

Maltodextrin

Natural Flavor

Silica

Xylitol

Dosage & Administration
Directions
Tear packet open, pour contents into mouth and swallow.

For best results, use at first sign of symptoms and continue to use for an additional 48
hours after symptoms cease.

Adults & children 13 years of age and older: take contents of 1 packet three times daily.
Children 6-12 years of age: take contents of 1 packet two times daily.

Children under 6 years of age: consult a doctor.



Indications & Usage

Shortens duration and reduces severity of symptoms associated with the common cold
and throat/nasal/bronchial irritations, and temporarily relieves flu symptoms: chills/fever,
chest congestion, nasal congestion, cough, headache, hoarseness, body aches,
sneezing/runny nose, sore throat.

Purpose

Shortens duration and reduces severity of symptoms associated with the common cold
and throat/nasal/bronchial irritations, and temporarily relieves flu symptoms: chills/fever,
chest congestion, nasal congestion, cough, headache, hoarseness, body aches,
sneezing/runny nose, sore throat.

Warnings

Sore throat warning: if sore throat is severe, persists more than 2 days, is accompanied
or following by a fever, headache, rash, nausea, or vomiting, consult a doctor promptly.

Ask Doctor

Ask a doctor before use if you have a persistent or chronic cough such as occurs with
smoking, asthma, chronic bronchitis, or emphysemsa, a cough that is accompanied by
excessive phlegm (mucus), been taking any medications, an allergy to plants of the
Geraniaceae family.

Stop Use

Stop use and ask a doctor if new symptoms occur, symptoms get worse or last more
than 7 days, fever worsens or lasts more than 3 days, cough lasts more than 7 days or
occurs with rash or persistent headache.

These could be signs of a serious condition.

Pregnancy or breast feeding

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

Keep out of reach of children

Keep out of reach of children.

Overdose

In case of overdose, seek medical help or contact a Posion Control Center right away.



mcka
@ Cold & Flu Relief

children under 6 years of age consult @ dogtor INGREDIENT

Other information m TAMPER EVIDENT. Packaged in individually sealed packets. Do not use f
open or torn M store at room temperature 20-25°C (88-77'F) in a dry place out of direct sunlight %

- - - I—
=
NDC 53498-0349-0 = £
Dmg Fac& o FeBl Better Fﬂste,. = HOMEOPATHIC | 2
Active mgred:en!s (in each packe Purpose = =
tion/reduces severity of upper respiratory symptoms | ]
Jlmmtum nagv‘m-lx Euraﬁpmghbum?l Pain reducer't 1 = & ]
Erymﬂ 4, Coug| 3 l @
senmerwensdk Phosphorus BX nose/sore throat't w ] e B
... Masal decongestanttt E 3 E 3 @
Uses W shortens duration and reduces severi ynisymglnms assnc\atadm the common cold and throat/ o E Q 4 aF T @
nasal/bronchial irritations M temporarily relieves flu symptom 5] 5 =] * E =
M chills/Tevert? stcongestion M nasal :mlges{lon W cough W headachert |8 E & o T
ody achestt M sneezing/runny nosett M sore throat = @ g @
.8 @
. — & |5g 5 (FASTACTIVES® POWDER PACKETS) o
if sore throat is severe, persists mare than 2 days, is accompanied or followed by a fever, 75 o § 4 W=
onsult a doctor promptly alzo e " L —
ctor | use if you have M a perssstent or chronic cough such as occurs with smoking, asthma, 1 D BERRY a FLAVORED a A
chronic bronchitis, or emphysemalawugh thatis accompanied by excessive phlagm (mucus) B P =t o =
W been taking any W an allergy to plants of the Ge family O 2ot REDUCES L= ==
Stop use and ask a doctor if Wnew sympfoms occur, symptoms gef worse or lastmore than 7 days A | EE g 1t 11 g —
M fever worsens or [asts more than 3 days M cough lasts mare than 7 days or occurs with rash or perslstam ® wx T Fever'!, Body Aches'!, e o
headache. These could be signs of a serious condrtion. % Q¢ e Chills', Runny Nose', Cough, =
[T pregnant or breast-feeding, ask a healthcare professional before use, Keep out of reach of children. Tn 2 a N
case of overdose, seek medical Ilalpu(mwcla;msnn Gontrol Genter right away. >58¢ Congestion, Sore Throat
Uirections M tear packet open, pour contents into mouth and swallow M for best results, use at first sign = S g
of symptoms and continue 1o use for an additional 48 hours after symptoms cease B °
age dose L‘: 5
adults & children 13 years of age and older take contents of 1 packet three times daily 3 i
[ children 6-12 years of age take contents of 1 packet two imes dally e X CLINICALLY PROVEN
o
]
(=]

CF NOT ACTUAL SIZE

LHBN15349,B02 rvzz 84314

02 0'9 G) PACKETS NET WT 0.307Bhov sy

MEsuwWpY Enig  pood ay) Aq PEIENEAS UAaH 10U BABY KBl
aan numum [BUOIDEL U0 K205 PISB0 &8 SLOREIDUI 35841 1§

uix "ealis Yoney mnTeu “ULAXAPOBW 'PIIE OIfR1 "9 BIp AU Ol @801%8] “PIDE 140 §jiaipal by Mﬂﬂlf

[panunuod) spae g

Offset Print Carton SM|
Dieline: supplied by TH.EM.

BLA D&ﬂjﬁnr
oy - et
Proof: P m

Prelim MU Proof requested 6/24/25-LHBN15340.MU|
Turnkey: THEM.

CYAN  MAGENTA YELLOW




NDC:53499-0349

Turnkey: T.HE.M.

-

Prook: Hard copy proof will be needed, MU Prelim files sent out 624125,
Item Code (Source)

MAGENTA  YELLOW

CYAN

All mew. HS design.

HUMAN OTC DRUG

&
WICPEZZINY wﬁ.nnmmﬁ__ﬁ "31S TVNQIAIONI H04 LON ERERERVACEL:!
VSN 1545 U g usai 011 Sness et sasen deoze | OL A8 1838/107
.ﬁa =] ™ E
ge _C - o 4 5 5 s
SE U = > 2 £
g2 D= (5| B9 20 = :
%2 S SRE W E3 B |5k
82 T emo 2 = 5 <
= Do 8 - & [E2

Directions: M tear packet open, pour contents into mouth and swallow
M adults & children age 13 and older: take 3 times n_a___.._ M children ages
B-12: take 2 times daily B children under age B: consult a doctor

SEE OUTER CARTON FOR COMPLETE DRUG FACTS INFORMATION. .
Keep out of reach of children. Do not use if open or torn. Store at room LL
temperature. Avoid excessive heat and direct sunlight.

Product Information

Product Type

COLD FLU RELIEF BERRY

cold flu relief berry powder




Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name

Basis of Strength Strength
PELARGONIUM SIDOIDES ROOT (UNII: H6J53HEX8E) (PELARGONIUM SIDOIDES PELARGONIUM SIDOIDES 1 [hp_X]

ROOT - UNII:H6)53HEXS8E) ROOT in 912 mg
ACONITUM NAPELLUS (UNII: UONQ8555)D) (ACONITUM NAPELLUS - 4 [hp_X]
UNII:UONQ8555)D) ACONITUM NAPELLUS in 912 mg
EUCALYPTUS GLOBULUS LEAF (UNII: S546YLW6E6) (EUCALYPTUS GLOBULUS EUCALYPTUS GLOBULUS 2 [hp_X]
LEAF - UNII:S546YLW6GE6) LEAF in 912 mg
BRYONIA ALBA ROOT (UNII: T7J046YI2B) (BRYONIA ALBA ROOT - 4 [hp_X]
UNII:T7J046Y12B) BRYONIA ALBA ROOT in 912 mg
EUPATORIUM PERFOLIATUM FLOWERING TOP (UNIl: 1W0775VX6E) Eggﬁgai%l\:a FLowering & (P
(EUPATORIUM PERFOLIATUM FLOWERING TOP - UNII:1\W0775VX6E) o in 912 mg
GELSEMIUM SEMPERVIRENS ROOT (UNII: 639KR60Q1Q) (GELSEMIUM GELSEMIUM 4 [hp_X]
SEMPERVIRENS ROOT - UNII:639KR60Q1Q) SEMPERVIRENS ROOT in 912 mg
PHOSPHORUS (UNIl: 27YLU75U4W) (PHOSPHORUS - UNII:27YLU75U4W) PHOSPHORUS ﬁrfgpl—lemg
IPECAC (UNII: 6213C8233L) (IPECAC - UNII:62I13C8233L) IPECAC 3 [hp_X]

in 912 mg
Inactive Ingredients

Ingredient Name Strength
CITRIC ACID MONOHYDRATE (UNII: 2968PHWSQP)
LACTOSE MONOHYDRATE (UNIl: EWQ57Q8I5X)
MALIC ACID (UNII: 817L1N4CKP)
MALTODEXTRIN (UNII: 7CVR7L4A2D)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
XYLITOL (UNII: VCQOO06KQ1E)
Product Characteristics
Color Score
Shape Size
Flavor BERRY (NATURAL BERRY FLAVOR) Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:53499- :

1 03400 10 in 1 CARTON 06/21/2024
1 912 mg in 1 PACKET; Type 0: Not a Combination

Product

Marketing Information
Marketing Application Number or Monograph

Marketing Start Ma

rketing End



Category Citation Date Date

unapproved
homeopathic 06/21/2024

Labeler - schwabe North America, Inc (831153908)

Establishment

Name Address ID/FEI Business Operations
Schwabe North America, Inc 831153908 manufacture(53499-0349)
Establishment

Name Address ID/FEI Business Operations
Universal Synergetics, Inc. 069033371 pack(53499-0349)

Revised: 7/2025 Schwabe North America, Inc
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