NYTOL- diphenhydramine hcl tablet
Medtech Products Inc.

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.

Drug Facts

Active Ingredient
Diphenhydramine HCI, 25 mg

Purpose

Nighttime sleep-aid

0Use

relieves occasional sleeplessness

Warnings
(Do notuse
¢ inchildrenunder 12 years of age
e with any other product containing diphenhydramine, even one used on skin
e with other antihistamines
Ask a doctor or pharmacist before use if you are
taking sedatives or tranquilizers
Ask a doctor before use if you have
¢ abreathing problem such as emphysema or chronic bronchitis

e trouble urinating due to an enlarged prostate gland
® glaucoma

When using this product
¢ avoid alcoholic beverages
¢ be careful whendriving a moter vehicle or operating machinery
Stop use and ask a doctor if
sleeplessness persists continuously for more than 2 weeks. Insomnia may be a symptom of serious
underlying medical illness.
If pregnant or breast-feeding,

ask a health care professional before use.

Keep out of reach of children.

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



Directions

¢ [adults and children 12 years of age and over:[ take 2 caplets (50 mg) at bedtime if needed, or as
directed by a doctor

¢ [children under 12 years:ll do not use

Other information
® each caplot contains: calcium 12 mg
e store at 20°-25°C (68°-77°F)

Inactive ingredients

crosscarmellose sodium, dicalcium phosphate, hypromellose, lactose, magnesium stearate,
microcrystalline cellulose, mineral oil, silica, stearic acid, talc, titanium dioxide, tracetin

[PRINCIPAL DISPLAY PANEL

Nytol QuickCaps with Diphenhydramine HCI
Nighttime Sleep-Aid

32 caplets
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PRINCIPAL DISPLAY PANEL

Nytol QuickCaps with Diphenhydramine HCI
Nighttime Sleep-Aid
16 caplets



£ 7_N_.w_m7@—jm EQZ, @
LT 40 A0 I BHAE S JKSR U B U 0

“18jti pefroc ¥ U) pessayeid ¢ yanpoud ey
ALNZOIAS HE4NVL

ANZNLN

1610 AN wmplue)
| Py Yaipagy
AQ pnssesy) £

AoyedlE  pIoAE m
1npaad wip Eursnsagpy

aIvVd33TS AWLLLHIIN

e Bim 7y, maen ‘suuos ajden
F2e0N (ORRIELO JRg
[OH aueipAiuagdi Giin 350 0 0 59634 7|, Japun

. &qoxo_ﬁb@ URIPEY3 W MII0F B Ag pRiIAIp

19 J0 “PEgaBL Y Surgag 18 jw
06] 33(E3 7 2 E) Jaea pae ade

p s gLumppyopureppon N ——
SO saanbueg o

faang I3 ___=HE-_E.¢

i 131 g e | 950 a0y 15 oy

33Wa7 ] ussn g B RN
dy |[eapau 128 ‘asopane o asaa
L'uamppya p y2en jo o daay
“#EN BANAN [PUOI SN IRaY B
452 Huipsapseain 1o weplasd g
LIS¥A daapse [fey nok sdfagy “SEAUgY B3R

Bupdpapun snoss jo wmswds B ag

AL ERILE0E| T T UL 200 J)
NENOTUMIDD DERIA0 SUEIEHEaE I
§l dugsop B yER pus oEn dopg TpanEIna]

Asp3 [panunoas) g1 Brag s19e4 fnig

sjejdoQ
MOJJDMS O}

sEAUTI Al FUNSEI20 SAREfE BSf)

pe-dasg sy by =W 5z s Fumepiyuaydig

E.E.al. il yaea vl paypasiiuy sy
sjae4 bug

NYTOL

diphenhydramine hcl tablet

Product Information



Product Type HUMAN OTC DRUG Item Code (Source) NDC:63029-211

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
DIPHENHYDRAMINE HYDRO CHL O RIDE (UNI: TC2D6JAD40) (DIPHENHYDRAMINE - DIPHENHYDRAMINE -
UNI:8GTS82S83M) HYDROCHLORIDE &
Inactive Ingredients
Ingredient Name Strength

CROSCARMELLO SE SODIUM (UNII: M28 OL1HH48)
CALCIUM PHO SPHATE, DIBASIC, ANHYDRO US (UNIL: L11K75P92]J)
HYPROMELLO SE, UNSPECIFIED (UNI: 3NXW29V3WO)
LACTOSE, UNSPECIFIED FORM (UNIL: J2B2A4N98G)
MAGNESIUM STEARATE (UNIL: 7009 7M6130)
CELLULOSE, MICRO CRYSTALLINE (UNII: OP1R32D6 1U)
MINERAL OIL (UNI: TSL8 T28 FGP)

SILICON DIOXIDE (UNII: ETJ7Z6 XBU4)

STEARIC ACID (UNIL: 4ELV7Z65AP)

TALC (UNI: 7SEV7J4R1U)

TITANIUM DIO XIDE (UNIIL: 15FIX9V2JP)

TRIACETIN (UNI: XHX3C3X673)

Product Characteristics

Color white Score no score

Shape OVAL Size 14mm

Flavor Imprint Code N

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:63029-211-01 4in 1BOX 06/01/2012

1 8 in 1 BLISTER PACK; Type 0: Nota Combination Product

2 NDC:63029-211-02 2in 1BOX 01/16/2013

2 8 in 1 BLISTER PACK; Type 0: Nota Combination Product

Marketing Information
Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
OTC monograph final part338 06/01/2012

Labeler - Medtech Products Inc. (122715688)



Revised: 12/2017 Medtech Products Inc.
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