LORATADINE AND PSEUDOEPHEDRINE- loratadine and
pseudoephedrine tablet, extended release
STRATEGIC SOURCING SERVICES LLC

DRUG FACTS

ACTIVE INGREDIENTS (IN EACH TABLET)
Loratadine, USP 10 mg
Pseudoephedrine sulfate, USP 240 mg

PURPOSE

Antihistamine

Nasal decongestant

USES

temporarily relieves these symptoms due to hay fever or other upper respiratory
allergies:

= sneezing

= jtchy, watery eyes

= runny nose

= jtching of the nose or throat

reduces swelling of nasal passages

temporarily relieves sinus congestion and pressure

temporarily relieves nasal congestion due to the common cold, hay fever or other
upper respiratory allergies

temporarily restores freer breathing through the nose

WARNINGS

Do not use

if you have ever had an allergic reaction to this product or any of its ingredients

if you are now taking a prescription monoamine oxidase inhibitor (MAOI) (certain
drugs for depression, psychiatric, or emotional conditions, or Parkinson's disease),
or for 2 weeks after stopping the MAOI drug. If you do not know if your prescription
drug contains an MAOI, ask a doctor or pharmacist before taking this product.

Ask a doctor before use if you have

heart disease

thyroid disease

high blood pressure

diabetes

trouble urinating due to an enlarged prostate gland



= liver or kidney disease. Your doctor should determine if you need a different dose.

When using this product do not take more than directed.

Taking more than directed may cause drowsiness.

Stop use and ask a doctor if

= an allergic reaction to this product occurs. Seek medical help right away.
= symptoms do not improve within 7 days or are accompanied by a fever.
= nervousness, dizziness or sleeplessness occurs

If pregnant or breast-feeding

Ask a health professional before use.

Keep out of reach of children.

In case of overdose, get medical help or contact a Poison Control Center right away (1-
800-222-1222).

DIRECTIONS
s do not divide, crush, chew or dissolve the tablet

1 tablet daily with a full glass of water;
not more than 1 tablet in 24 hours
children under 12 years of age ask a doctor

consumers with liver or kidney disease ask a doctor

adults and children 12 years and over

OTHER INFORMATION

= sodium: contains 10 mg/tablet

= calcium: contains 25 mg/tablet

= TAMPER EVIDENT: DO NOT USE IF BLISTER UNITS ARE TORN, BROKEN OR
SHOW ANY SIGNS OF TAMPERING.

s store between 20° Cto 25° C (68° Fto 77° F)

= protect from light and store in a dry place

INACTIVE INGREDIENTS

Calcium carbonate, colloidal silicon dioxide, hydroxypropyl cellulose, hypromellose, iron
oxide black, lactose monohydrate, magnesium stearate, microcrystalline cellulose,
polyethylene glycol, povidone, pregelatinized starch, propylene glycol, shellac glaze,
sodium alginate, sodium citrate, talc and titanium dioxide

Questions?
Call 833-358-6431 Monday to Friday 9:00 am to 7:00 pm EST
Distributed by: McKesson Corp., via Strategic Sourcing Services LLC. Memphis, TN



38141

PRINCIPAL DISPLAY PANEL - 10 Tablet Blister Pack Carton
NDC 70677-1018-1

COMPARE TO CLARITIN-D®
24 HOUR ACTIVE INGREDIENTST

Foster & Thrive™
ORIGINAL PRESCRIPTION STRENGTH
Allergy Relief-D

Loratadine, USP 10 mg/ANTIHISTAMINE
Pseudoephedrine Sulfate, USP 240 mg/NASAL DECONGESTANT

Non-Drowsy*
Indoor & Outdoor Allergies | Allergy & Congestion
24 hour relief of:
e Nasal & Sinus Congestion Due to Colds or Allergies
e Sneezing; Runny Nose; Itchy, Watery Eyes;
ltchy Throat or Nose Due to Allergies

*WHEN TAKEN AS DIRECTED. SEE DRUG FACTS PANEL
ACTUAL SIZE
10 Extended-Release Tablets



5239595

F . aoeqd fup & w auois pue Wb woy pejoxd m

(.22 01 4 .89) 3,52 019 ,0Z Usemieg Bi0iS W
"ONILIdIYL
40 SNDIS ANV MOHS HO NINOHE ‘NHOL JHY
SLINN H31S179 A 350 LON 00 :INI0IA3 H3dwyL B
Jajgey/Biw gz sujejuos whiaes §
1ejqeyBw o) suEL00 Jwnpos W

uopewopu; J8yin
aseas|p Aeupy Jo
000 B HSE | IBN] UM SIBILINSUCD
afie jo siEad g1
I0)300 B ¥EB 12pURN U2IpRLD
sunoy 2 Ul
19|IE] | UBY} BI0LL 10U “IBIEM JO Jano pue sieadk g|
sseff By e i Apep Jejqel | URipya pue sinpe

19{qE] BU] BAJOSSID IO MAD USTUD ‘SpINp J0U op I

suofaaiig

(e2z)-2e2-008-)
fizwe By sejuag) [onuo7 UOSI B 19EU0D o diBy PoiDa
186 ‘8S0[IBA0 0 8SED U] "USJPJIYS JO YaBal o no daay

*8EN 81080

[eunissajoud yifesy e wse ‘Bujpaay-jsealq Jo jueubasd

£IN000 S5aUsse|des)s 10 SSAUIZTIP "SSAUSTOMAU I
Janay B Ag pauBCWOIE

a0 sfep ) ungiv aacudu jou op swoydwis m

‘ “SSEUISMOIP

Banen Aew pejoedp Uey) aiow Buie] pejaalp

ey} asow axe} jou op janposd siy) Buisn uayp
"BSOP JUBEYP B paau Nok J| Bulwseiep

Pinoys Jojop Jnoy, “asessip feupnd Jo Jan] B

pueld ayeisoud pabiepus ue o) enp Bugeulm agna B

sejaqep B

aunssaud poojg Yy m

eseesip plosfyl m

ageas|p pesy B

aney nod y asn alojaq J0j0p B Y5y
"anpoud sy} Buiye) augjeq
1soeweyd 1o Jo100p B ¥SE I0VIN we suepoo Brup
uogdussaud Jnok j mous Jou op nak j| “Brip 10vIN B4
Bueddoys sayye syeam g Jog 10 '(8SEASID 5 UOSUINIE,
o “SUCHIPUSS [RuDiows 1o ‘sueiyalsd ‘uoissadep
1) 56rup Wrewsn) (IO Joll g a5Bpoio

aunweouow wonduosaid e Bunge) mou e nod | |
sjusipaibiul 511 o Aue ko jenpoud

S1y) 0] uoaes) d)Biege UB pey sase BABY NoA Y W

ash jou og

sBuyuie

850U

2y ybnouy Buneag 1eayy sasojsal Apeiodwa) B
saifiefe
fuojzadses Jaddn Jayo Jo Jena) AEY ‘pjoo uowwog

“feme bl djy [eojpaw &4) 0] 8np uonsabiucs [eseu senalla Apeiodws) B

¥085 '5in220 jonposd Sy} of uonoea) Jbe(fe ue W | eunssaud pue uonsabuoo snus sanaijal Apeiodws) B
M Jojaop & ¥se pue asn dojg gafiessed [egeu jo Buigems seanpes B

(panunuoa) sjoe4 bnig (penunuog) sjoe4 bniq

GEGEETS

aajunione yang heuoyy

|#LEE M1 ‘Tigd ey <377 seainses Buianog

iBagoug oin “dio7) uossayy Aq painguysig

LG BALILPU DB T0) MMM
“SlBUMO anadsal Jiay) 10 Auadoid aie syielwapel] vy

uouniodies) uessayIN £2025

o Q=UTLIEID) JO SIBUMO/SISHEL 81} UM PSjEy/E jou st jonpoud siyL

£0/F0A2Y 019%008] WrOM-OTd

' Jeaiy) fo asou sy o Buyoym  asou fuunsm safa fzpem oy m Buizasus m 0
:sanfise)fe Asorendses seddn sayio 1o saney Key o) enp swoydwifs esey) senanpl fueiodws) m sasn !
IIJEJEGEUDDEF: I-ESENuuuuuunnuu ANRRRRRNEERRRNNNE NRRRRNNE RRRRRRRRR unnnuuuuuﬁw 01'3 dﬂﬂ -Bmm Bugq:lﬂqdﬂﬂpnBSd |
BUIWESIYLY ! "Bl 0} g ‘supeieio]
asoding (19198 yoes uj) syuaipaibuy annoy | |
sjoe4 bnig] |

COMPARE TO CLARITIN-D®
24 HOUR ACTIVE INGREDIENTS'

NDCT0677-1018-1

Foster % Thrive™

ORIGINAL PRESCRIPTION STRENGTH

Allergy Relief-D

Loratadine, USP 10 mg/ANTIHISTAMINE
Pseudoephedrine Sulfate, USP 240 mg/NASAL DECONGESTANT

Expiration Date:

Non-Drowsy*

Indoor & Outdoer Allergies | Allergy & Congestion
24 hour relief of:

+ Nasal & Sinus Congestion Due ta Colds or Allergies

« Sneezing; Runny Mose; lichy, Watery Eyes;
lichy Throat or Nose Due to A"ergies

Batch No.

ACTUAL SIZE

10 Extended-Release Tablets

*WHEM TAKEN AS DIRECTED. SEE DRUG FACTS PANEL

Non Varnish Area
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LORATADINE AND PSEUDOEPHEDRINE
loratadine and pseudoephedrine tablet, extended release
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:70677-1018

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name
LORATADINE (UNIl: 7AJ03BO7QN) (LORATADINE - UNII:7AJ03BO7QN)

PSEUDOEPHEDRINE SULFATE (UNII: YODL7QPE6B) (PSEUDOEPHEDRINE -
UNII:7CUC9DDI9F)

Inactive Ingredients

Ingredient Name
CALCIUM CARBONATE (UNIl: HOG9379FGK)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
HYDROXYPROPYL CELLULOSE (1600000 WAMW) (UNIl: RFW2ET671P)
HYPROMELLOSE, UNSPECIFIED (UNIl: 3NXW29V3WO)
LACTOSE MONOHYDRATE (UNIl: EWQ57Q8I5X)
MAGNESIUM STEARATE (UNII: 70097M6I30)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
POVIDONE, UNSPECIFIED (UNIIl: FZ989GH94E)
STARCH, CORN (UNII: 08232NY3S))
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
SHELLAC (UNII: 46N107B710)
SODIUM ALGINATE (UNII: C269C4G2ZQ)
SODIUM CITRATE, UNSPECIFIED FORM (UNIl: 1Q73Q2JULR)
TALC (UNII: 7SEV7J4R1U)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)
FERROSOFERRIC OXIDE (UNIl: XMOM87F357)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDWI1A)

Product Characteristics

Color white Score
Shape OVAL Size
Flavor Imprint Code

Contains

Basis of Strength Strength

LORATADINE 10 mg
PSEUDOEPHEDRINE
SULFATE 240 mg
Strength
Nno score
17mm
RX724



Packaging
Marketing Start Marketing End

# Item Code Package Description Date Date
NDC:70677- .
1 1018-1 1in 1 CARTON 08/10/2023
1 10 in 1 BLISTER PACK; Type 0: Not a Combination
Product
NDC:70677- ;
2 1018-2 1in 1 CARTON 08/10/2023
2 15 in 1 BLISTER PACK; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDAO076557 08/10/2023
Labeler - sTRATEGIC SOURCING SERVICES LLC (116956644)
Establishment
Name Address ID/FEI Business Operations
Ohm Laboratories Inc. 184769029 manufacture(70677-1018)

Revised: 8/2023 STRATEGIC SOURCING SERVICES LLC
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