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For genera information, see tables for Electronic submissions for New applications within MRP, DCP or National procedure in NtA 2A chapter 7 section 3.3. For PSUR document requirements, please refer to EudraLex Volume 9A

Annex 6.

The electronic submission should be provided on CD (or preferably on DVD if not fitted into one CD) unless otherwise stated by the use of footnotes in the table below. The application form and cover letter should always be submitted
in signed paper original, unless otherwise stated by the use of footnotes in the table below.

Table 1: Electronic submission strongly recommended instead of paper or with only some modules additionally in paper (Number of electronic copies asked for)*

Documentation AT BE BG CcY Cz DK DE DE EE EL ES Fl FR HU IE IT LV LT LU MT NL PL PT RO SE SK | S 9[))1}513 IS NO
BfArM | PEI 11,
Notifications, art. 61(3) 1 1 1 o5,
15 3,9,10, 1 } 19 } } ) _ ) 6913, _ _ _ _ 5,7 _ _ _ 17 113 _ } } 19 9 116 1 1 115
13 18 18
Variationstype A 1 - 1 1 o5,
15 3,9,10, _ 19 _ _ _ _ _ 8,9,13, _ . . 1 57 _ _ 12+5 17 113 _ 112 _ 19 89 116 1 1 115
13 18 18 '
Variationstype 1B 1 -
yp 15 3,9,10, ) 19 ) ) ) _ _ 8’9:’]-13’ _ _ _ 1 1s- _ _ 125 17 113 _ 112 ) 19 82,2 116 1 1 115
13 18 18
Variationstype ll 1 -
yp 15 3,9,10, ) 19 ) ) ) _ ) 8’9:"-13’ _ 19 _ _ 257 _ _ _ 17 113 _ 1679 ) 19 82,2 116 1 1 115
14 18 18
Other national variations 1 - 1 1 5,
15 3,9,10, ) 19 ) ) ) _ _ 8913, _ _ _ _ 5,7 _ _ _ 17 113 _ ) ) 19 oo 116 1 1 115
13 18 18
Variation Requnse/ . 139 - 1 5 '15152 %
&jppl ernentary | nf Ormatl on 15 13 13 19 _ _ _ 13 7 _ 8913 _ _ 11 _ 57 _ _ 12+5 17 113 _ m _ 19 80 1 13 1 115
18 18 6,79
1 h ('
Renewals 1 - 1 1 25,
15 3,9,10, } 19 } } } _ ) 8913, _ ) 1° _ 57 _ _ _ 17 113 _ 1679 } 19 9 116 1 1 115
13 18 18
Renewa Response/ 1 - 1 1 126 o5,
Supplementary information 1° | 310 g3 1° - - - 137 - | 8o | - - 1° - ST S I A - 29 - 1° | 50| 1 13 1 | 1"
13 18 18
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Table 2: Electronic submission strongly recommended together with therequired paper original* (Number of electronic copies asked for)

Documentation AT BE BG CcY Cz DK DE DE EE EL ES Fl FR HU IE IT LV LT LU MT | NL PL PT RO SE SK Sl UK IS NO
BfArM PEI

Notifications, art. 61(3) - - - 1" - 1 2 2 14 - - 1 - 189 | - 1e 1 - e I | - |1 1 - - - - -
Variaionstype IA - - 1 14 - 1| oo | 2 1 | 30 - 1 - 189 | - 1e 1 - - 22 - |1 - |1 1 - - - - -
Variaionstype IB - - 1 14 - 1| oo | 2 1 | 30 - 1 - 189 | - 1e 1 - - 220 - |1 - | 1 - - - - -
Variationstype I - - 1 1" - 1| oo | 2 1 | 3 - 2 - R I R I N 1 - 2% 22| - |1 SR I S A | - - - - -
Other national variations - - 1 | 1" - I I I R U 2 -1 - 1 1 S e I ] - |1 N/A | - - - - -
Variation Requnse docgments/ ) i ) 14 i 1 22 2 1614 1t i > i ) ) 1, 1 ) ) 6 i 12 i 14 1 ) i ) i )
Supplementary information
Proposed product information 14 9 1° 2 13 3 2+16 6 4
in word format (RTF/doc) ) i 1 1 i 1 1 1 1 i 2 -1 ) L 1 1 L 2 -1 -1 1 ) i ) i )
Renewals _ _ 18 | 1™ - 1 2 2 Rl e 2 - - - 1e 1 - % 22| - |1 - | 1 - - - -
Renewd Response documents/ 14 2 2 6,14 1 ) _ _ _ _ 6 ) 2 ) 4 _ ) _ _
Supplementary Information — - i 1 i 1 1 1 1 - 2 L 1 2 1 1 1
Proposed product information 14 9 1° 1 3 2416 5 4
in word format (RTF/.doc) - - 1 1 i 1 1 1 1 - 2 i i i Le 1 1 L 2 -1 -1 1 i i i i
*For numbers of paper copies requested, please refer to Notice to Application volume 2A chapter 7, section 3.1 and 3.2.
Please note that some NCAs may require a reduced number of paper copiesif electronic copies are provided.

1) Should only be sent by e-mail/Eudralink (up to 20MB) with no additional paper (also the cover letter and application form el ectronic only)

2) Should additionally to the CD/DVD aso be sent by e-mail/Eudralink

3) Could be sent by e-mail/EudraLink instead of sending CD/DVD

4) DVD isnot accepted

5) A paper copy should be available on request (see table for paper requirements)

6) For national applications and applications where the member state actsasRMS

7) For applications where the member state actsas CMS

8) Additiona signed paper original in accordance with National requirements stated in NtA volume 2A Chapter 7

9) For specific format requirements on the electronic submission, see NCA'’s website

10) The application form is not required in paper format

11) Applications could or should be made through the NCA’ s website or portal (see NCA’s website)

12) Applications within the national procedure should be made through the NCA’ s website or portal (see NCA’swebsite)

13) Electronic format (eCTD or NeeS) is mandatory.

14) Module 4 and 5 in electronic format only (Module 1-3 additionally required in paper format)

15) Module 1-5 electronically (Module 1-2 additionally required in paper format)

16) Module 1-5 electronically (Module 1 additionally required in paper format)

17) Paper copy required for Type Il Nationa variations only within 10 days of the online submission.

18) Proof of payment should be sent in paper origina
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