NITRO-TIME- nitroglycerin capsule
TIME CAP LABORATORIES, INC

Disclaimer: This drug has not been found by FDA to be safe and effective, and this labeling has not been
approved by FDA. For further information about unapproved drugs, click here.

NITROGLYCERIN 2.5 MG, 6.5 MG and 9.0 MG

HOW SUPPLIED:

2.5 mg Nitroglycerin Extended-Release (Pink and Clear Capsules imprinted TCL-1221) in bottles of
60's & 100's

HOW SUPPLIED

6.5 mg Nitroglycerin Extended-Release Capsules Blue/Yellow imprinted TCL1222 in bottles of 60's
and 100's

HOW SUPPLIED

9.0 mg Nitroglycerin Extended Release Capsules Green/Yellow imprinted TCL1223 in bottles of 60's
and 100's

NITROGLYCERIN 2.5 MG 100 COUNT LABEL
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NITROGLYCERIN 6.5 MG 100 COUNT
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NITROGLYCERIN 9.0 MG 100 COUNT



P31y UOIIEZI[ELSS
WO Ysiuien

LOL-£22-£8Y%6Y £

LHL0H 1200

SELLL AN ‘efepBuiuirey

*ou| ‘sqen den-ewi] (AQ painjoenuepy
880 1-¥d4-008-1 18 W4 0}

S8l apis Jodal Aew noj 'sio8)ie apis
INOGE S2IARE [BOIPBL 0] 10120 INOA |[BD
N3HQTIHD 40 HOY3H 40 1nNO d33N
dsneyul

paulsp se ‘lsulejuoo b e ul esuedsig
‘eInisiow  woyp  Pelold  “(4,98-,65)
0,08-.51 ueamiaq pajiulad suoisInoxe
{,22) D52 1 8IS 1SIDVINHYHA
‘[easRul a8))-aeyu Buipnioul ‘afesop Joj
Vesul ebeyoed seg :3DYSOA TYNSN
Bug upsafBolnN
‘surejUeo s|nsdeo eses|a-pepusxe Yoed

’ g _ 3%
I
cH =gy eER
5 &322 B8
9 O v gV
L BEE P17
o 772 =
\ J

(

o

'NITRO-TIME



nitroglycerin capsule

Product Information

Product Type

Route of Administration

HUMAN PRESCRIPTION DRUG Item Code (Source)

ORAL

Active Ingredient/Active Moiety

NITRO GLYCERIN (UNIL: G59M7S0WS3) (NITROGLYCERIN - UNI:G59M7S0 WS 3)

Ingredient Name

Inactive Ingredients

Ingredient Name

STARCH, CORN (UNI: 08232NY3SJ)

D&C RED NO. 28 (UNII: 76 7IP0 YSNH)

D&C YELLOW NO. 10 (UNIL: 35SW5USQ3G)
ETHYLCELLULOSES (UNIL: 7Z8S9VYZ4B)
FD&C BLUE NO. 1 (UNII: H3R47K3TBD)

FD&C BLUE NO. 2 (UNIl: L06 KBR7DQK)
FD&C RED NO. 40 (UNI: WZB9127X0OA)
GELATIN (UNI: 2G86QN327L)

FERRO SOFERRIC O XIDE (UNII: XMOMS8 7F357)
LACTOSE MONOHYDRATE (UNII: EWQ57Q8I5X)
PROPYLENE GLYCOL (UNIL: 6DC9Q167V3)
SHELLAC (UNIl: 46N107B710)

SUCROSE (UNII: C151H8 M554)

TALC (UNIL: 7SEV7J4R1U)

WHITE WAX (UNII: 7G1J5DA97F)

Product Characteristics

Color
Shape
Flavor

Contains

Packaging
# Item Code

NDC:49483-221-
06

NDC:49483-221-
10

1

2

pink (pink) , white (clear) Score

CAPSULE (CAPSULE) Size

Imprint Code

Marketing Start

Pack: D ipti
ackage Description Date

60 in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
Product

100 in 1 BOTTLE, PLASTIC; Type 0: Not a Combination
Product

10/09/2018

10/09/2018

Marketing Information

Basis of Strength
NITROGLYCERIN

NDC:49483-221

Strength
2.5 mg

Strength

no score
7mm

TCL;1221

Marketing End
Date



Marketing Category  Application Number or Monograph Citation

unapproved drug other

NITRO-TIME

nitroglycerin capsule

Product Information
Product Type

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name

NITRO GLYCERIN (UNII: G59M7S0WS3) (NITROGLYCERIN - UNILG59M7S0WS3)

Inactive Ingredients

Ingredient Name
STARCH, CORN (UNI: 08232NY3SJ)
D&C RED NO. 33 (UNI: 9DBAOSBBOL)
D&C YELLOW NO. 10 (UNIE: 35SW5USQ3G)
ETHYLCELLULOSES (UNIL: 7Z8 S9VYZ4B)
FD&C BLUE NO. 1 (UNI: H3R47K3TBD)
FD&C YELLOW NO. 6 (UNIL: H77VEI93A8)
GELATIN (UNIE: 2G86QN327L)
LACTOSE MONOHYDRATE (UNI: EWQ57Q815X)
PROPYLENE GLYCOL (UNIE: 6DC9Q167V3)
SHELLAC (UNI: 46N107B710)
DIMETHICO NE (UNIE: 92RU3N3Y10)
SILICON DIO XIDE (UNIL: ETJ7Z6 XBU4)
SUCROSE (UNIE: C151H8 M554)
TALC (UNIE: 7SEV7J4R1U)
TITANIUM DIO XIDE (UNIE: 15FIX9 V2JP)
WHITE WAX (UNIE: 7G1J5DA9 7F)

Product Characteristics

Color blue (BLUE), yellow (YELLOW)
Shape CAPSULE (CAPSULE)

Flavor

Contains

Packaging

# Item Code Package Description

HUMAN PRESCRIPTION DRUG

Marketing Start Date Marketing End Date
06/19/2014

Item Code (Source) NDC:49483-222

Basis of Strength  Strength

NITROGLYCERIN 6.5 mg
Strength
Score no score
Size 8mm
Imprint Code TCL;1222

Marketing Start Marketing End
Date Date



1 06 Product

2 10 Product

Marketing Information

Marketing Category  Application Number or Monograph Citation

unapproved drug other

NITRO-TIME

nitroglycerin capsule

Product Information

Product Type HUMAN PRESCRIPTION DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name

NDC:49483-222- 60 in 1 BOTTLE, PLASTIC; Type 0: Nota Combination

NDC:49483-222- 100 in 1 BOTTLE, PLASTIC; Type 0: Nota Combination

10/09/2018

10/09/2018

Marketing S
06/19/2014

Item Code (Source)

NITRO GLYCERIN (UNIL: G59M7S0WS3) (NITROGLYCERIN - UNI:G59M7S0 WS 3)

Inactive Ingredients

Ingredient Name

STARCH, CORN (UNII: 08232NY3SJ)

D&C YELLOW NO. 10 (UNIL 355W5USQ3G)
ETHYLCELLULOSES (UNIl: 7Z8S9VYZ4B)
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)

FD&C BLUE NO. 2 (UNI: L06 K8 R7DQK)
FD&C GREEN NO. 3 (UNIL: 3P30NR601S)
FD&C RED NO. 40 (UNI: WZB9127X0OA)
FD&C YELLOW NO. 6 (UNIL: H77VEI93A8)
GELATIN (UNI: 2G86 QN327L)

FERRO SOFERRIC O XIDE (UNII: XMOM8 7F357)
LACTOSE MONOHYDRATE (UNII: EWQ57Q8I5X)
PROPYLENE GLYCOL (UNIL: 6DC9Q167V3)
SHELLAC (UNIl: 46N107B710)

SUCROSE (UNII: C151H8 M554)

TALC (UNI: 7SEV7J4R1U)

TITANIUM DIO XIDE (UNIIL: 15FIX9V2JP)
WHITE WAX (UNII: 7G1J5DA97F)

Product Characteristics
Color green (GREEN) , yellow (YELLOW)
Shape CAPSULE (CAPSULE)

Score

Size

tart Date Marketing End Date

NDC:49483-223

Basis of Strength  Strength

NITROGLYCERIN

9 mg

Strength

no score

9mm



Flavor

Contains

Packaging
# Item Code Package Description

NDC:49483-223- 60 in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
06 Product

NDC:49483-223- 100 in 1 BOTTLE, PLASTIC; Type 0: Nota Combination
10 Product

1

2

Marketing Information
Marketing Category Application Number or Monograph Citation

unapproved drug other

Labeler - TME cAP LABORATORIES, INC (037052099)

Imprint Code TCL;1223

Marketing Start Marketing End
Date Date

10/09/2018

10/09/2018

Marketing Start Date Marketing End Date
06/19/2014

Establishment
Name Address ID/FEI Business Operations
TIME CAP LABORATORIES, INC 037052099 manufacture(49483-221, 49483-222, 49483-223)

Revised: 10/2018

TIME CAP LABORATORIES, INC
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