APPENDIX A. IMAGES OF LABELS AND LABELING RECEIVED ON FEBRUARY 23, 2021

Container labels
The Sponsor noted the following for all container labels:
The variable data (Lot and expiration date) are printed online during packaging

production. The expiry dating utilizes alphabetical characters for the month and a
numeric characters for the year (e.g. JAN2019).
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I perforation i5 torm then
I:glglg has beert-opened.

Store in the original package in
order to protect from moisture.

4 N
NDC 0597-0355-09 60 capsules *Each capsule contains 75 mg dabigatran etexilate o
i tto 86.48 mg dabigat texilat te. —
DISPENSE INTHIS UNIT OF USE CONTAINER equivalent to 86.48 mg dabigatran etexilate mesylate. 2
WITH ENCLOSED MEDICATION GUIDE Usual Dosage: See package insert for dosage information. a
Store at 20°C to 25°C (68°F to 77°F) (see insert). Store in the —
3 original package in arder to protect from moisture. Keep the —
r axa bottle tightly closed. ;ﬁ
. . ——1
(dabigatran etexilate) R = Boehringer — O
Ca psules DI'I'}‘ ||||| Ingelheim ;E
Distrivuted by: Boehringes Ingedheim Pharmaceuticals, Inc, -
Ridgefield, CT D677 USA
Made in [ty
m Prtddc’t and tlade.na rk LOI Exp'
licensed fram:
Swallow capsulle whole. Once opened, the product Baehringer Ingelheim
must be used within & months. International ?H:-I .
Pradaxa capsules are NOT substitutable on a ﬁ;?:;ﬁ’:;g‘ﬁ?zdwm
mg=to=mg basis with other dabigatran etexilate ALL RIGHTS RESERVED I_|_“
dosage forms. L76830

312879-03

Reference ID: 4756666
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Ilperforation 1$'_ torn then
Je has beerropened.

Store in the original package in

Swallow capsule whole. Once opened, the product
must be used within & months.

Fradaxa capsules are NOT substitutable on a
mg-ta~mg basis with other dabigatran etexilate

ALL RIGHTS RESERVED

Praciuct and trademark

licensed from:

Boehringes Ingelheim
International GmibkH

© 2021 Boehringer Ingelheim
Interratianal GmiH

order to protect from moisture,
/ o

NDC 0597-0108-54 60 capsules *Each capsule contains 110 mg dabigatran etexilate ~
DISPENSE INTHIS UNIT OF USE CONTAINER equivalent to 126.83 mg dabigatran etexilate mesylate. -g o
WITH ENCLOSED MEDICATION GUIDE Usual Dosage: See package insert for dosage information. == @
Store at 20°C to 25°C (68°F to 77°F) (see insert). Store in the _—o S
@ original package in order to protect from moisture. Keep the _—c

r axa bottle tightly closed. ==Z
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(dabigatran etexilate) R only ) Bockrimger =2
Capsules o — _ W ingelbeim - =g

Distributed by: Boehringer Ingelheim Pharmaceuticals, Inc. P
Ridgefield, CT 06877 USA
“adc In ]tahl Lct Exp‘
Product and trademark
Ficensed from:
Swallow capsule whole. Once operied, the product Enehringer Ingelheim
must be used within & months. International GmbH )
Pradaxa capsules are NOT substitutable on a ﬁ.z:.lfn'lﬁff;r‘__!‘ﬁmngdhm"
mg=to=mg basis with cther dabigatran etexilate ALL RIGHTS RESERVED
dosage forms. LEOSTC
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I perforation i torn then
bﬁﬂe has beerrapened.
Store in the original package in
] order to protect from maisture,
/ \
— \\‘-- —
NDC 0597=0360-55 60 capsules *Each capsule contains 150 mg dabigatran etexilate =
DISPENSEINTHIS UNIT OF USE CONTAINER equivalent to 172,95 mg dabigatran etexilate mesylate. =, g
Ay
WITH ENCLOSED MEDICATION GUIDE Usual Dosage: See package insert for dosage information. =: '?a?
Store at 20°C to 25°C (68°F to 77°F) (see insert). Store in the ——
® original package in order to protect from moisture. Keep the —
axa bottle tightly closed. —

. . —0
(dabigatran etexilate) R = Boehringer =2
Capsules only Ml ngelheim ——— S

Distributed by: Boehringer Ingelheim Pharmaceuticals, Inc. e
* Ridgefiedd, CT DBETT LISA
1 50 mg = I Made in lialy Lot Exp.

dosage forms.
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Carton labeling: 60-Count Bottles

Reference ID: 4756666
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DISPFENSE INTHIS UNIT OF USE CONTAINER
WITH ENCLOSED METICATION GUIDE

Pradaxa

(dabigatran etexilate)
Capsules

Swallow capsule whole.

Once opened, the product must
be used within & months.

Pradaxa capsules are NOT
substitutable on a mg=to=mg basis
with other dabigatran etexilate
dosage forms.

60 capsules
F anly

= Boehringer
- lull Ingelheim
- ~

Unnesmished Ares resenes for varabie dats
o suppOrt product et requiremEnts,
induding 20 Matrty code. This variabis data
{expiraton date and associsted prefy) ane
printed online during packaging production
udlizing alphabetcal draracers for the
month and a mumeric characiers for the year
=g JARDDN 3.

Human Reacabie prefaes:
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For more information, goto
v PRADAXA com or call
1-B00-542=6257, or scan hers to
EO Lo www PRADAXA com

(dabigatran etexilate)
Capsules

60 capsulles

*Each capsule contains 75 mg
dabigatran etexilate equivalent
to 86,48 mg dabigatran etexilate
mesylate.

Store at 20°C to 25°C (68°F 1o
TTF); excursions permitted to
15°C to 30°C {59°F to B&°F)
[see USP Controlled Roam
Temperature].

Store in the original package in
order Lo protect from molsture.
Keep the bottle tightly closed.
Usual Dosage: See package
insert for dosage information,
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DISFENSE INTWS‘hNﬂ.DEIE:CmHER
WITH ENCLOSED MEDICATION GUIDE
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(dabigatran etexilate)
Capsules

Swallow capsule whole.

Once opened, the product must
be used within & months.

Pradaxa capsules are NOT
substitutable on a mg=to=-mg basis
with other dabigatran etexilate
dosage forms.

60 capsules

= Boehringer
B anly I|||I Ingelheim
] | |

(dabigatran etexilate)
Capsules

60 capsulles

Keep out of reach of children.
Distributed by:

Boehringer Ingelheim
Pharmaceuticals, Inc.
Ridgefield, CTOBETT USA
Made in [taly

Praduct and trademark
licensed from:

Boehringer Ingelhelm
International GmbH

& 2021 Boehringer Ingelheim
International GmbH

ALL RIGHTS RESERVED
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Reference ID: 4756666
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Unvarnished Area reserved for
variable data to support product
identifier requirements, including
20 Matrix code. This variable data
|expiration date and associated
prefix] are printed online during
packaging production utilizing
alphabetical characters for the
month and a numeric characters
for the year (e_g. JAN2019).
Human Readable prefizes:

GTIN

SN

EXP

LOT

Far maore information, go to
www. PRADAXA com or call
1-BO0-542-6257, or s¢an

here to go ta v PRADAXA com.

woc 0ss-0108-5

DESPENSE INTHIS UNIT OF USE CONTAINER
WITH ENCLOSED MEDOCATION GUIDE

Pradaxa

(dabigatran etexilate)
Capsules

Swallow capsulle whale.

Onee opened, the product must
be used within & months.

Pradaxa capsules are NOT
substitutable on a mg=to=mg basis
with other dabigatran etexilate
dosage farms.

60 capsules

B only

=

e |k

Boehringer
Ingelheim

(dabigatran etexilate)
Capsules

60 capsules

*Each capsule contains 110 mg
dabigatran etexilate equivalent
to 1?6 .83 mg dabigatran etexilate
mesylate.

Store at 20°C to 25°C (68°F to

Bz s =01 085e /!

DISPENSE INTHIS DNIT OF USEC ONTAINER
WITH ENCLOSED MEDICATION GUIDE

Pradaxa

(dabigatran etexilate)
Capsules

(dabigatran etexilate)
Capsules

60 capsules

Keep out of reach of children.

Distributed by:
Boehringer Ingelheim
Pharmaceuticals, Inc.

T7°F); mecursions permitted to Swallow r.apsulewhnle. Ridgefield, CT 06877 USA
15"C 1o 30°C(59°F to B&°F) Made in It
see USP Cantrolled Room Once + the product must "deln taly
amparature)]. be used within 4 months. Product and trademark
Store in the original package in Pradaxa capsules are NOT mﬁ: "f[m: Iheim
order to protect from moisture, substitutable on a mg=to-mg basis e [yramational GrmbH
Keep the botde tightly closed. with other dabigatran etexilate
Usual Dosage: See package dosage forms. © 2021 gazliringer Ingelneim
insert for dosage information. 60 capsules ,EQTE'FE?I-??;R%FS“ETWD
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Reference ID: 4756666
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Urvarmished Area msenved for variabie data o
supporn product entifer reguinereniz, roudng
20 Marix code. This wariable data (=xpiration date
and associated prefix) are privied online during
packaging procucton uikzing anhabetcs
characters for thie month and a numens charscisr
for the year (2., SANC1S)

Human Feadabie prefaes:
STIN

3H

EXF

LOT

soc 0557-0360-53

DESPEMNSE DN THIS UNIT OF USE CONTAINLR
WITH ENCLOSDD MEDECATION GUEDE

Pradaxa

(dabigatran etexilate)
Capsules

150mg* &

Swallow capsule whole.

Once opened, the product must
be used within & months,

Pradaxa capsules are NOT
substitutable on a mg=ta-mg basis
with other dabigatran etexilate
dosage forms.

60 capsules

& Boehringer
B onty i, Ingelheim

/ |

(dabigatran etexilate)
Capsules

150 mg*

60 capsulles

*Each capsule contains 150 mg
dabigatran etexilate equivalent
1o 172,95 mg dabigatran etexilate
mesylate.

Store at 20°C to 25°C (68°F to
TT'F); excursions permitted to
15°C te 30°C (39°F to 86°F)
[ses USP Controlled Room
Temperature].

Store in the ariginal package in
arder to protect from moisture.
Keep the botile tghtly closed.

Usual Dosage: See package
insert for dosage information.

L 1
Far more information, goto
warw PRADAXS com or call
1=300=542=5257, or scan
hiere 1o go 10w PRADAXA, corm,

wog 05303605 /
DCSPENSL ;‘IFIIS}N‘LU' IJII:‘l{UNfﬂ'NLR |

WWITH ENCLOS DD MEDSCATION GUIDE

Pradaxa

(dabigatran etexilate)
Capsules

150 mg*

Swallow capsulle whole.

Once opened, the product must
be used within & months.

Pradaxa capsules are NOT
substitutable on 2 mg=to~mg basis
wilth other dabigatran etexilate
dosage forms.

(dabigatran etexilate)
Capsules

150 mg”

60 capsulles

Keep out of reach of children.

Distributed by:
Boehringer Ingelheim
Pharmaceuticals, [nc.
Ridgefield, CT 08877 USA

Made in Italy

Product and trademark
licensed from:
Baehringer Ingelheim
International GmbH

© 2021 Boehringer Ingelheim
International GmbH
ALL RIGHTS RESERVED
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Carton labeling: 60-Count Blister Packs
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Unvamnished Area reserved for variable data
lte support preduct identifier reguirements,
including 2D Matrix code. This variable data
{expiration date and associated prefix) are
printed online during packaging production
utilizing alphabetical characters for the
month and a numeric characters for the year
(2.g. JAN2019).

Human Readable prefixes
GTIN

NOG 050355456

(dabigatran etexilate)
Capsules

Swallow capsule whole.

Bractan capsules are NOT substitutable on o mg-ta-mg basis with
ather dabigatran etexlate dosage forms,

60 capsubes - 10 blister cands of 6 capsules each.

L & 75 mg: L8 My
ablgatran eteijace mesylate

Boehringer
B, enty @ h;.lhe.g.:.

Toapm
L1Bend blisier fla don
) Fol fap o i ear

Reference ID: 4756666

(dabigatran etexilate)
Capsules

60 capsubes = 10 bhister cards of 6 capsules each

Ul Desage: See sacsage Iser or dasage nfermaian.

Stere at 20°C to 25°C (64°T te 77°F) excursions permitied to
157 10 30°C (53°Fta 36°F) [see 52 Contolled Reeen Tempersture].

Kep st of rmach i children.

DG E5970355-66 e
(dabigatran etexilate)

Capsules

75 mg*

Swallow capsule whole.

Pradaxa capsubes are NOT substitatz ble on & mg-to-mg basis with
ather dadigatran etextlate dosage farms,

60 capsules - 10 blister cards of & capsdes each

(dabigatran etexilate)
Capsules

60 capsules = 10 blister cards of 6 capsulbes each

auted by
Soevsinges Ingelhelm Phamacesnicals, inc.
Ridgesald, CTOS477 US4

Mace in laly

Praduct ane tadesmack icensed fraen:
inges Ingelbelim [nematianal GrbH

aabigatran eteslzte meniate. b ah © 2021 Bochringes Ingelbheim Intematiaeal GmbH
Boeheingee ALL RIGHTS RESERVED
F oty @ Ingelheim
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/ Unvamished Area reserved for vanable data
lto support product identifier requirements, %

Cpen
[ including 2D Matrix code. This variable data 13 o e excern
{expiration date and associated prefix) are 2 ol dawn and tea |
printed onfine during packaging production
utilizing alphabetical characters for the month 2
|and a numeric characters for the year (e.g.
JANZO1E).
Human Readable prefives:
GTIN
1SN
EXP
1363 5aedea § J0 FpIRa I O] - eqrsdea oy Ler
. \ / |
sansden | \ ~ |
(a1epxaa uenedigep)| | | \\ r"l \ ;J' |
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) / \
r OE 0597010860 NoE 05010860 "
" (dabigatran etexilate) ) (dabigatran etexilate)
(dabigatran etexilate) Capsules (dabigatran etexilate) Capsules
Capsules NOFEI | Copsies tomg
Swallow capsule whole. Usual Dosage: See packugs insert for dosage Infermatian, Swallow capsule whole. Distibasd iy
Starm 3t 0°C to 25°C(68°F1o 7Py excantens peemitted 1o Bosbringer Ingelhalns Pharmssecab, 1o,
Pracas capsubes are NOT substitutabll on & mg=tosmg Das's with 15°C 18 30°C (59°F 10 B (14w USP Canbolled Raom Sergeeatre). Pracina capsubs are NOT substitutable on a mgstosmg basis with focgefield, CToeaTT Ush
oiher dabigatran etesilate dosage forms. other dabigalzan elesilsle dosage farms. Made i Haly
60 capsubes- 10 blister cards of & capsubes each ) Kas ot of raach of chdren, 60 capsubes - 10 blister cands of § capsibes each g mﬁ:m:m;mmna““
118 mg 9 o L2685 mg “Eash caprule containg 110 mg debigatian etexlate saivbent 19 12683 mg
dudigatran etedase mendhte. degatran eiexlate mesylaie. © 7021 Koersinger Ingelhaim Internasional Gmbk
. - ALL RIGHTS RESERVED
i Bashringer @Bﬂallm;n
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Unvarnished Area reserved for variable dafa tof
'suppert product identifier requirements,
including 2D Matrix code. This variable data

/ {expiration date and associated prefix) are
f Y |printed online during packaging production i
« |utilizing alphabetical characters for the month 11 Bend bsier Lap down
land a numeric characters for the year (e.g 20 Holapchonm s wmr
WAN2019).
Human Readable prefixes:
GTIN
SN
ExXP
LoT
teves safsdes 90 spies satss 1 -sefnsdea g
Swost| | |
sapnsden) |
(21ex012 uenedigep) | ‘
| /
HOC osaT-0860-42 HoCEsar-0360-+2 A
" (dabigatran etexilate) a (dabigatran etexilate)
(dabigatran etexilate) Capsules (dabigatran etexilate) Capsules
Capsules 150 mg* Capsules 150 mg*
150 I‘I"Ig‘ G 60 capsulles - 10 blister cards of 6 capsules each 150 I‘I'Ig'l G 80 capsules - 10 blister cards of 6 capsules each
Swallow capsulle whole, Usmal Dosage. See package Insert for casage wiormation. Swallow capsulle whaole. Distributed by:
Store ot 20 1o 25°E (88°F 1o TR, exsursions permiied tn Boehringer Iegeneim Phameacesticals, Inc
Pradaxa capstles are NOT substiutagle on a mpsiosmg basis with 15°C 0 30°C S9°F to 46°F) [see USP Controlled Room Temperatre]. Praddaa capsudes are NOT substitutable on a mgstommg basis with Ridgefinke, CTO677 USA
other dabigatran etesdlate dosage foms, ather danigatran etesdlate dosage foms, Mde n Ty
60 capsules =10 bl ster cards of 6 eapsbes sach Keep out of reach of chikiren 0 capsules =10 blster cards of 6 capsubes each Prodiet and irademark [icensed fiom:
"Each cauide cantaing 150 mg dabigatrun avmmlsts squiveleet 1o 17295 mg “Eush e ot 150 mgaligurn i sl 'a 295 e [N Rehrageriegdhein Intenalieoal G
cabigatzan elesilate mesylate, dabigatzan elenlsle mesylate, 3821 Boweinet Inab Inwrtions Gt
= Bochringer @ Bochringer SEVE
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Carton labeling: 12-Count Sample Blister Packs

Reference ID: 4756666

The variable data (Lot and expiration date) are printed online
during packaging production. The expiry dating utilizes
alphabetical characters for the month and a numeric
characters for the year (e.g. JAN2019).
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NDC 0597-0355-53

Pradaxa

(dabigatran etexilate)
Capsules

Swallow capsule whole.

Pradaxa capsules are NOT substitutable on a mg=to=mg basis with other
dabigatran etexilate dosage forms.

12 capsulles = 2 blister cards of 6 capsules each
Professional Sample: Not for Sale.

*Each capsule contains 75 mg dabigatran etexilate equivalent to 86 48 mg
dabigatran etexilate mesylate.

To Open:
1) Bend blister flap down
21 Held flap down and tear

DISPENSE INTHIS UNIT OF USE OONTAINER
[WITH ENCLOSED MEDICATION GUIDE

(dabigatran etexilate)
Capsules

12 capsules = 2 blistor cards
of§ capsules each

Usuall Dasage: See packoge
insert far Gasage infarmation

Stareat 20°C 0 75°C
(68°F to T7°F), encurslans
permitted 1o 15'C 1o 30°C
(59°F 1o 86°F) [s00 USP
Conwolled Room
Temperature].

Stase in the eriginal package

Keen ot of reach of children

NDC 0597-0355-53

Pradaxa

(dabigatran etexilate)
Capsules

Swallow capsule whole.

Pradaxa capsules are NOT substitutable on 2 mg=to=mg basis with other
dabigatran etexilate dosage forms,

12 capsules = 2 blister cards of 6 capsules each
Professional Sample: Not for Sale.

DISPENSE INTHIS UNIT OF USE CONTAINER
WITH ENCLOSED MEDICATION GUIDE

*Each capsule contains 75 mg dabigatran etexilate equivalent to 86.48 mg
dabigatran etexilate mesylate.

Idabigatran etexilate)
Capsules

12 capsules =32 lister cards
ol 6 capsiles each

Distribiited b-
oehringer Igelheim
Phasmaceuticals, In.
Ricgefield, CT 06677 USA
Made in sy

Product and tracemari

raed from

Boenringer Ingeleim
Internatianal GrbH

© 2021 Boehvinger lnpelhein
Intesnatianel GontH
ALLRIGHTS RESERVED

Boehringer Boehringer
Ry only .l|1 Ingelheim R only .IH. Ingelheim
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The variable data (Lot and expiration date) are printed
online during packaging production. The expiry dating
utilizes alphabetical characters for the month and 2
numeric characters for the year (e.g. JAN2019).

4 [l = | 1 N
J— )

=
To Open: =
1) Bend blister Tap down A

\ 2) Hold flap down and tear - ]

WITH ENCLOSED MEDICATION GUIDE WITH ENCLOSED MEDICATION GUIDE

(dabigatran etexilate) hlE]
Pradaxa Conic Pradaxa Conis

; . 150 mg* ” . 150 mg*
(dabigatran etexilate) tirwens | (dabigatran etexilate) R
Capsules o e Capsules ik

UsualDesage: Sew package Distribted by:

e : gaenringer Ingelheim
150 mg* - el 150 mg* < i
Store at 20°C 10 25°C

e Ridgefield, CT 06877 USA
168°F ta 17°F); excursions

Made in Ty
itted to 15°C to 30°C

Swallow capsule whole. 55 0 86°F) [ron USh Swallow capsule whole. Jreductand Laderork

. — Controlled R . T [
Pradaxa capsules are NOT substitutable on a mg=to=mg basis with other r::\p.mu:m Pradaxa capsules are NOT substitutable on a mg=to=mg basis with other Tl S
dabigatran etexilate dosage farms. SR dabigatran etexilate dosage forms. 2021 B g
12 capsulles - 2 blister cards of 6 capsules each ﬁ:u'::“‘ protect from 12 capsules - 2 blister cards of & capsules each ALL T
Professional Sample: Not for Sale Keep out o reach of children Professional Sample: Not for Sale.
*Each capsule contains 150 mg dabigatran etexilate equivalent to 172.95 mg *Each capsule contains 150 mg dabigatran etexilate equivalent to 172.95 mg =
dabigatran etexilate mesylate. dabigatran etexilate mesylate. —=

7y Bochringer ™ Bochringer

Ry only Ml ingetheim R only il ingelheim
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Signature Page 1 of 1

This is a representation of an electronic record that was signed
electronically. Following this are manifestations of any and all
electronic signatures for this electronic record.

STEPHANIE L DEGRAW
03/03/2021 05:20:04 PM

HINA S MEHTA
03/04/2021 02:47:11 PM

Reference ID: 4756666
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