MINITRAN- nitroglycerin patch
Kindeva Drug Delivery L.P.

MINITRAN (nitroglycerin) - EXPORT ONLY

MINITRAN™ 5 mg (ltaly)
MINITRAN™ 5 mg/24 ore
Cerotti transdermici

AIC n. 027028012
Nitroglicerina

15 cerotti transdermici
Superficie di rilascio:

6,7 cm 2
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VENITRIN™ 5 mg (ltaly)
VENITRIN™ 5 mg/24 ore
cerotti transdermici

Alc n. 018128037

Nitroglicerina

15 cerotti transdermici

Superficie di rilascio: 6,7 cm 2



VIATRIS

U arakeomsicn, Lapyene ¥ “Mllhll wien il

- LR PR T T
il B fdmgl

T alerwy b s i e el £l e

. cerotti transdermici
[ ) #ﬂm!m L BN i L

L

VENITRIN' B I

L
. e . - 1
.+ "+ Nitreglicerina
& & §5vant ansdamiee
ea ¥ Supafcedrlsts: 676
e I.. :I aI .: .: -.'
L L] - L ]
L I | a L N T '@ L] L N L B N L]
:. :'. . » : L ] L ] :l - L ] » @
VIATRIS
3
L duea o weushee imvecars 1 ifrmees ol
coulrrionememy e comTHImET T
Nea conjorvarn; sl waa irmperatur
- aperiene i 15°C
y

Koo daperdiere sl smbayaty il modiciaale aen writioedp i rifist

N R N

X

A A A T i

T AN

derirati dallo st Utiliooure gl apposii cantenitori per b mceulta

oy | i dimotican

E T Tenare fnril dalla wiks ¢ dalla portats def bawndial,
=1

= T | Ao 018128037 Jao08e

@3 Tl Al Wit ¢ 8w MFDA AR, 1| Tl ¢ 5
& e Nty Lo etk s e D D 11
= mu.ﬂamm. e udatem drers Eates Digg Delmey L ®
e
;

|

\\\\\\\\\\\\/

Minitran © 5 mg (Switzerland)
Minitran © 5 mg

Nitroglycérine 18mg/patch transdermique
Nitroglycerin 18 mg/transdermales Pflaster

Chaque patch transdermique délivre

0,2 mg de nitroglycérine/h, équivalent a 5 mg/24 h.

Jedes transdermales Pflaster setzt 0,2 mg Nitroglycerin

pro Stunde frei, entsprechend 5 mg in

24 Stunden.




30 Patchs transdermiques
30 Transdermale Pflaster
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Minitran ® 5 mg (Belgium)

Minitran ® 5 mg

Nitroglycerine 18 mg/pleister

Nitroglycérine 18 mg/dispositif

Nitroglycerin 18 mg/Pflaster

Minitrai 5

Niiroglyoérine |8 me paich iransdemigue
Nimeghycerin 18 mp razsdermales Pllaster

30 Pleisters voor transdermaal gebruik

30 Dispositifs transdermiques

30 Transdermale Pflaster

Elke pleister geeft 0,2 mg nitroglycerine af per uur,

overeenkomend met 5 mg per 24 uur.

Chaque dispositif délivre 0,2 mg de nitroglycérine



par heure, équivalent a 5 mg/24 h.

Jedes Pflaster setzt 0,2 mg Nitroglycerin pro

Stunde frei, entsprechend 5 mg in 24 Stunden.
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Minitran™ 5 mg (MeXxico)
Minitran ™

Trinitrato de glicerilo
31-0053-3204-9

Lote: XOXOXXXX

Cad: MMMYY

Reg. No. 074M91 SSA IV
Parche 18 mg

Cada parche libera 0.2 mg por hora. 5 mg/24 horas

Hecheo en EUA por:



Kindeva Drug Delivery L.P.

Northridge, CA 91324, EUA

Importado y Distribuido por:

Laboratorios Sanfer, S.A. de C.V.
Bicentenario no. 101, Parque Industrial Lerma
C.P. 52000, Lerma

Ciudad de México, México

sanfer ®

Consérvese a temperatura ambiente a no mas de
30°C y en lugar seco.

Quantity 5760

Minitran™  Parche 18mg
Trinitrato de glicerilo  Cada parche livera 0.2 mg por hora 5 mg/24 horas

Hecho en EUA por:

31-0053-3204-9 Kindeva Drug Delvery L P
Northridge, CA 91324, EUA

Lote: XXXXXX Importado y Distribuido por:
© MMMYY Laboratorios Sanfer, SA deCV
Cad Bicentenano no. 101, Parque Industnal Lerma
~ CP.52000,Lerma
Reg. No. 07AMI1SSAN  (iudad de Mexico, Mexico

San'FerH Consérvese a temperatura ambiente a no mas de
30°C y en lugar saco

Quantity 5760 [/ Efffj XXXX

MINITRAN™ 10 mg (ltaly)
MINITRAN™ 10 mg/24 ore
Cerotti transdermici

AIC n. 027028024
Nitroglicerina

15 cerotti transdermici
Superficie di rilascio:

13,3cm 2
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VENITRIN™ 10 mg (ltaly)
VENITRIN™ 10mg/24 ore
cerotti transdermici

AIC n. 018128049

Nitroglicerina

<




15 cerotti transdermici
Superficie dirilascio: 13,3 cm 2
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Minitran ® 10 mg (Belgium)
Minitran ® 10 mg
Nitroglycerine 36 mg/pleister
Nitroglycérine 36 mg/dispositif
Nitroglycerin 36 mg/Pflaster



30 Pleisters voor transdermaal gebruik

30 Dispositifs transdermiques

30 Transdermale Pflaster

Elke pleister geeft 0,4 mg nitroglycerine af per uur,
overeenkomend met 10 mg per 24 uur.

Chaque dispositif délivre 0,4 mg de nitroglycérine
par heure, équivalent a 10 mg/24 h.

Jedes Pflaster setzt 0,4 mg Nitroglycerin pro
Stunde frei, entsprechend 10 mg in 24 Stunden.
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MINITRAN™ 15 mg (ltaly)
MINITRAN™ 15 mg/24 ore
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Cerotti transdermici
AIC n. 027028036
Nitroglicerina

15 cerotti transdermici
Superficie di rilascio:
20 cm 2
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VENITRIN™ 15 mg (ltaly)
VENITRIN™ 15 mg/24 ore
cerotti transdermici

AIC n. 018128052

Nitroglicerina

15 cerotti transdermici

Superficie dirilascio: 20 cm 2
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Minitran ® 15 mg (Belgium)

Minitran ® 15 mg

Nitroglycerine 54 mg/pleister

Nitroglycérine 54 mg/dispositif

Nitroglycerin 54 mg/Pflaster

30 Pleisters voor transdermaal gebruik

30 Dispositifs transdermiques

30 Transdermale Pflaster

Elke pleister geeft 0,6 mg nitroglycerine af per uur,
overeenkomend met 15 mg per 24 uur.

Chaque dispositif délivre 0,6 mg de nitroglycérine
par heure, équivalent a 15 mg/24 h.

Jedes Pflaster setzt 0,6 mg Nitroglycerin pro

Stunde frei, entsprechend 15 mg in 24 Stunden.
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MINITRAN

nitroglycerin patch

Product Information

Product Type HUMAN PRESCRIPTION DRUG

Route of Administration TRANS DERMAL

Active Ingredient/Active Moiety
Ingredient Name

NITROGLYCERIN (UNIl: G59M7S0WS 3) (NITROGLYCERIN - UNIl:G59M7S0WS 3)

Packaging
Item . .
# Package Description
Code 9 P
1 NDC:0089- 30 in 1 CARTON; Type 2: Prefilled Drug Delivery
0171-02 Device/System (syringe, patch, etc.)
2 NDC:0089- 15 in 1 CARTON; Type 2: Prefilled Drug Delivery
0171-03 Device/System (syringe, patch, etc.)
3 NDC:0089- 5760 in 1 BOX; Type 2: Prefilled Drug Delivery
0171-04 Device/System (syringe, patch, etc.)

Marketing Information

Marketing Application Number or Monograph
Category Citation

Export only

MINITRAN

nitroglycerin patch

Product Information

Product Type HUMAN PRESCRIPTION DRUG

Route of Administration TRANS DERMAL

Active Ingredient/Active Moiety
Ingredient Name

NITROGLYCERIN (UNII: G59M7S0WS 3) (NITROGLYCERIN - UNIl:G59M7S0WSs 3)

Packaging
" Item

I e W 8 M RS P

Item Code (Source) NDC:0089-0171

Basis of Strength Strength

NITROGLYCERIN 18 mg
Marketing Marketing
Start Date End Date

02/21/2012

02/21/2012

02/21/2012

Marketing End
Date

Marketing Start
Date

02/21/2012

Item Code (Source) NDC:0089-0172

Basis of Strength Strength
NITROGLYCERIN 36 mg

Marketina Marketina



++ Code rFrauRayce wedsuiipuulil

1 NDC:0089- 30 in 1 CARTON; Type 2: Prefilled Drug Delivery
0172-02 Device/System (syringe, patch, etc.)

2 NDC:0089- 15 in 1 CARTON; Type 2: Prefilled Drug Delivery
0172-03 Device/System (syringe, patch, etc.)

Marketing Information

Marketing Application Number or Monograph
Category Citation

Export only

MINITRAN

nitroglycerin patch

Product Information

Product Type HUMAN PRESCRIPTION DRUG

Route of Administration TRANS DERMAL

Active Ingredient/Active Moiety
Ingredient Name

NITROGLYCERIN (UNII: G59M7S0WS 3) (NITROGLYCERIN - UNIl:G59M7S0WSs 3)

Packaging
Item -
# Pack D ription
Code ackage Descriptio
1 NDC:0089- 30 in 1 CARTON; Type 2: Prefilled Drug Delivery
0173-02 Device/System (syringe, patch, etc.)
2 NDC:0089- 15 in 1 CARTON; Type 2: Prefilled Drug Delivery
0173-03 Device/System (syringe, patch, etc.)

Marketing Information

Marketing Application Number or Monograph
Category Citation
Export only

Labeler - kindeva Drug Delivery L.P. (128688199)

Establishment
Name Address ID/FEI
Kindeva Drug Delivery L.P. 128688199

Start Date End Date

02/21/2012

02/21/2012

Marketing Start
Date

02/21/2012

Marketing End
Date

Item Code (Source) NDC:0089-0173

Basis of Strength Strength

NITROGLYCERIN 54 mg
Marketing Marketing
Start Date End Date
02/21/2012
02/21/2012

Marketing Start
Date

02/21/2012

Marketing End
Date

Business Operations

manufacture(0089-0171, 0089-0172, 0089-0173)
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