Cost of AH product registration
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MALAYSIA: Cost of NEW AH product registration (in USD$):
The cost for this category of product for different species has not changed kynetec

compared to 2014 with the exception of biologicals which has waived fees C+ I

Data showed the average cost (in USD)

s, . . . . Solid color, govt fees Government fees for the submission of the application
47 / / J/ Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.
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B1a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B1b: Which of the following statement best indicates how your
(cost of registration of:.....in your country/ASEAN in the categories given below has changed since 209147 B1c. What factors have caused the change?



MALAYSIA: Cost of NEW AH product registration (in USD$):
The cost for this category of product for aqua & others has not changed  kynetec

compared to 2014 with the exception of biologicals which has waived fees C+ I

Data showed the average cost (in USD)

s AA A ) . . . . Solid color, govt fees Government fees for the submission of the application
/z 4 A Jﬂ Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.
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Fee changes vs. 2014
(avg. score given out of 5-point)

B1a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B1b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 209147 B1c. What factors have caused the change?
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MALAYSIA: Cost of GENERIC AH product registration (in USD$):
The cost for this category of product for different species has not changed kynetec
compared to 2014 with the exception of biologicals which has waived fees (eI

Data showed the average cost (in USD)

s, . . . . Solid color, govt fees Government fees for the submission of the application
47 / / J/ Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.
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Fee changes vs. 2014
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Fee changes vs. 2014
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B2a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B2b: Which of the following statement best indicates how your
(cost of registration of.....in your country/ASEAN in the categories given below has changed since 209147 B2c. What factors have caused the change?



MALAYSIA: Cost of GENERIC AH product registration (in USD$):
The cost for this category of product for aqua & others has not changed  kynetec
compared to 2014 with the exception of biologicals which has waived fees (eI

Data showed the average cost (in USD)

. . . . Solid color, govt fees Government fees for the submission of the application
e - )
% fZ % ""Z Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.
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Fee changes vs. 2014
(avg. score given out of 5-point)

B2a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B2b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 209147 B2c. What factors have caused the change?
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MALAYSIA: Cost of MAJOR VARIATION AH product registration (in USD$):
Pharmaceuticals and in-feed medications for companion animals had somekynetec
slight decrease in cost since 2014 =

Data showed the average cost (in USD)
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B3a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B3b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 20914? B3c. What factors have caused the change?
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MALAYSIA: Cost of MAJOR VARIATION AH product registration (in USD$):
Pharmaceuticals and in-feed medications for production animals had somekynetec
slight decrease in cost since 2014 =

Data showed the average cost (in USD)

A . . . . Solid color, govt fees Government fees for the submission of the application
A ﬂfﬁ A "Z Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.
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Fee changes vs. 2014
(avg. score given out of 5-point)
o New regulations o New regulations

B3a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B3b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 20914? B3c. What factors have caused the change?
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MALAYSIA: Cost of MAJOR VARIATION AH product registration (in USD$):
The cost for this category of product for aqua & others has not changed  kynetec

compared to 2014 with the exception of biologicals which has waived fees C+ I

Data showed the average cost (in USD)

P IS ST, ) . . . . Solid color, govt fees Government fees for the submission of the application
""Z a A ""'z Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.
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Fee changes vs. 2014
(avg. score given out of 5-point)

B3a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B3b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 209147 B3c. What factors have caused the change?
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MALAYSIA: Cost of MINOR VARIATION AH product registration (in USD$):
Pharmaceuticals and in-feed medications for companion animals had somekynetec
slight decrease in cost since 2014 =

Data showed the average cost (in USD)

. . . . Solid color, govt fees Government fees for the submission of the application
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B4a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B4b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 20914? B4c. What factors have caused the change?
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MALAYSIA: Cost of MINOR VARIATION AH product registration (in USD$):
Pharmaceuticals and in-feed medications for production animals had somekynetec
slight decrease in cost since 2014 =

Data showed the average cost (in USD)

. . . . Solid color, govt fees Government fees for the submission of the application
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o New regulations o New regulations

B4a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B4b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 209147 B4c. What factors have caused the change?
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MALAYSIA: Cost of MINOR VARIATION AH product registration (in USD$):
The cost for this category of product for aqua & others has not changed  kynetec

compared to 2014 with the exception of biologicals which has waived fees C+ I

Data showed the average cost (in USD)

P IS ST, ) . . . . Solid color, govt fees Government fees for the submission of the application
""Z a A ""'z Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.
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Fee changes vs. 2014
(avg. score given out of 5-point)

B4a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B4b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 20914? B4c. What factors have caused the change?
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MALAYSIA: Cost of AH product re-registration (in USD$):
The cost for this category of product for different species has not changed kynetec

compared to 2014 with the exception of biologicals which has waived fees C+ I

Data showed the average cost (in USD)
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B5a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B5b: Which of the following statement best indicates how your
(cost of registration of:.....in your country/ASEAN in the categories given below has changed since 209147 B5c. What factors have caused the change?



MALAYSIA: Cost of AH product re-registration (in USD$):
The cost for this category of product for aqua & others has not changed  kynetec

compared to 2014 with the exception of biologicals which has waived fees C+ I

Data showed the average cost (in USD)

s AA A ) . . . . Solid color, govt fees Government fees for the submission of the application
/z 4 A Jﬂ Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.
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B5a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B5Sb: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 209147 B5c. What factors have caused the change?
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INDONESIA: Cost of NEW AH product registration (in USD$):
There is more than 10% increase in cost for all companion animal kynetec

therapeutic types I

Data showed the average cost (in USD)

. e . . . . Solid color, govt fees Government fees for the submission of the application
o A s w4 Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.
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B1a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B1b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 209147 B1c. What factors have caused the change?
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INDONESIA: Cost of NEW AH product registration (in USD$):
There is more than 10% increase in registration cost for most production kynetec

animal therapeutic types I

Data showed the average cost (in USD)

. e . . . . Solid color, govt fees Government fees for the submission of the application
o A s w4 Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.
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Fee changes vs. 2014
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o Required field trial o Required field trial o Increasing trial fee
with university with university

B1a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B1b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 209147 B1c. What factors have caused the change?
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INDONESIA: Cost of NEW AH product registration (in USD$):
For agua & others, there is no change in cost of registration except for kynetee
pesticides ]

Data showed the average cost (in USD)
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o New regulations
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B1a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B1b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 209147 B1c. What factors have caused the change?
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INDONESIA: Cost of GENERIC AH product registration (in USD$):
For companion animals, there is no change in cost of registration except kynetee

for pesticides ]

Data showed the average cost (in USD)

S ) . . . . Solid color, govt fees Government fees for the submission of the application
A ﬂfﬁ A "Z Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.
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Fee changes vs. 2014
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B2a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B2b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 209147 B2c. What factors have caused the change?
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INDONESIA: Cost of GENERIC AH product registration (in USD$):
For production animals, there is increase in cost for all therapeutic types  kynetee
except for pharmaceuticals ]

Data showed the average cost (in USD)
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B2a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B2b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 209147 B2c. What factors have caused the change?
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INDONESIA: Cost of GENERIC AH product registration (in USD$):

For agua & others, there is no change in cost of registration except for kynetee
pesticides ]
Data showed the average cost (in USD)
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Fee changes vs. 2014
(avg. score given out of 5-point)
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B2a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B2b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 209147 B2c. What factors have caused the change?
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INDONESIA: Cost of MAJOR VARIATION AH product registration (in USD$):
There is more than 10% increase in cost for companion animals kynetec

pharmaceuticals and biologicals 1

Data showed the average cost (in USD)
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Companion £ 12,000 10,785 1,
animals g, 10,000 % 2,
&+
) 9 8000 / /
Wi
3 = 4,000 7 é
) . .
O 2'008 3587 :358E 430 430 No data available No data available
PHARMA MNC Non-MNC BIO MNC  Non-MNC IN-FEED MNC Non-MNC  PTICIDE MNC Non-MNC
(N=1)  (n=1)  (n=0) (N=1)  (n=1)  (n=0) (N=0)  (n=0)  (n=0) (N=0)  (n=0)  (n=0)
Fee changes vs. 2014
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o New regulations — o New regulations —
field trial field trial

B3a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B3b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 209147 B3c. What factors have caused the change?
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INDONESIA: Cost of MAJOR VARIATION AH product registration (in USD$):
There is less than 10% increase in cost for production animals biologicals

kynetec
1

Data showed the average cost (in USD)

S ) . . . . Solid color, govt fees Government fees for the submission of the application
A ﬂfﬁ A "Z Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.

Production £ 20,000
animals 2 e 15000 7 12}143
"2 ea 9000 / /
a.j’ 9 10,000 / /
3 5,000 ./// // *916‘E Aﬁ No data availabl
3137 7317/ 300 +9105 o107} 300 300 300 0 data avallable
0 IIII P % — /
PHARMA MNC Non-MNC BIO MNC Non-MNC IN-FEED MNC Non-MNC P’TICIDE MNC Non-MNC
(N=4) (n=3) (n=1) (N=3) (n=3) (n=0) (N=4) (n=2) (n=2) (N=0) (n=0) (n=0)

Fee changes vs. 2014
(avg. score given out of 5-point)

o New regulations —
field trial

B3a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B3b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 209147 B3c. What factors have caused the change?
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INDONESIA: Cost of MINOR VARIATION AH product registration (in USD$):
There is no change in cost for in-feed medications for companion and kynetee
production animals ]

Data showed the average cost (in USD)

s, . . . . Solid color, govt fees Government fees for the submission of the application
47 / / J/ Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.

Companion £ 1000
animals gﬁ 800
) E@ 600
) Q;:’ 400 No data available No data available
0
PHARMA MNC Non-MNC BIO MNC  Non-MNC IN-FEED  MNC  Non-MNC PTICIDE MNC Non-MNC
(N=1)  (n=1)  (n=0) (N=1)  (n=1)  (n=0) (N=0)  (n=0)  (n=0) (N=0)  (n=0)  (n=0)
Fee changes vs. 2014
(avg. score given out of 5-point)
- 5000
Production = 4000
animals S @ 3000 2 000
Y =3 - 1,265 1,265
W  £382000 i 115 Pl / 687 2 7
a > 1000 354 350 358 // % 0,'/ 300 300 //A %
S O T — — — — 643 643
PHARMA MNC Non-MNC BIO MNC  Non-MNC IN-FEED  MNC  Non-MNC P'TICIDE MNC Non-MNC
(N=2) (n=1) (n=1) (N=5)  (n=3)  (n=2) (N=1)  (n=1)  (n=0) (N=1)  (n=0) (n=1)

Fee changes vs. 2014
(avg. score given out of 5-point)

B4a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B4b: Which of the following statement best indicates how your
(cost of registration of:.....in your country/ASEAN in the categories given below has changed since 209147 B4c. What factors have caused the change?



INDONESIA: Cost of RENEWAL AH product re-registration (in USD$):
There is more than 10% increase in cost for all companion animal kynetec

therapeutic types I

Data showed the average cost (in USD)

. e . . . . Solid color, govt fees Government fees for the submission of the application
o A s w4 Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.

Companion £ 1,500
mp = At 825
animals 2 o 1250 7 670 7/
3 S & 1,000 / / % //
"EU)
% . Y . .
z ST s 77777 = Z 7 2. 2
250 md KN B 395 W 206 W 350 352 W 352 357 | 357
0 El
PHARMA MNC Non-MNC BIO MNC Non-MNC IN-FEED MNC Non-MNC P’TICIDE MNC Non-MNC
(N=5) (n=4) (n=1) (N=5) (n=4) (n=1) (N=3) (n=3) (n=0) (N=1) (n=1) (n=0)

Fee changes vs. 2014
(avg. score given out of 5-point)

o New regulations o New regulations o New regulations o New regulations
o New requirement — o New requirement — o New requirement — o New requirement —
trial fee trial fee trial fee trial fee

B5a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B5Sb: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 20914? B5c. What factors have caused the change?
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INDONESIA: Cost of RENEWAL AH product re-registration (in USD$):

L : : : : kynetee
There is increase in cost for all production animal therapeutic types y —
Data showed the average cost (in USD)
. e . . . . Solid color, govt fees Government fees for the submission of the application
% % % ""Z Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.
Production S 1,500 939  wrss
animals 2 s 7 28
@ .
- g 1000 71 7 7 399
Wﬁ‘j’ > 7 / / / % > -
t” w0 W UL B S
o 500
360 365 351 397 395 399 350 349 350 357
. E3 El E3
PHARMA MNC Non-MNC BIO MNC Non-MNC IN-FEED MNC Non-MNC P'TICIDE MNC Non-MNC
(N=8) (n=5) (n=) (N=8) (n=5) (n=3) (N=3) (n=1) (n=2) (N=2) (n=1) (n=1)

Fee changes vs. 2014
(avg. score given out of 5-point)

o New regulations o New regulations o New regulations o New regulations
o New requirement — o New requirement —

trial fee trial fee
o Inflation o Inflation

B5a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B5Sb: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 20914? B5c. What factors have caused the change?
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INDONESIA: Cost of RENEWAL AH product re-registration (in USD$):

There is no change in cost for aqua & others pharmaceuticals

kynetec
1

Data showed the average cost (in USD)

S SL . . . . Solid color, govt fees Government fees for the submission of the application
A fZ 4 ""Z Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.
Aqua & £ 500

1 .
others 2 5 400 R Y

°N

= g 300

2~ 200 > >

S

°© %% % %, % %

° % % 7 % % %
PHARMA MNC Non-MNC BIO MNC Non-MNC IN-FEED MNC Non-MNC P'TICIDE MNC Non-MNC
(N=3) (n=3) (n=0) (N=2) (n=2) (n=0) (N=2) (n=2) (n=0) (N=1) (n=1) (n=0)

Fee changes vs. 2014
(avg. score given out of 5-point)

o New requirement — o New requirement — o New regulations
field trial field trial

o New requirement — o New requirement —
Product quality Product quality
testing fee testing fee

B5a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B5Sb: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 209147 B5c. What factors have caused the change?
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THAILAND: Cost of NEW AH product registration (in USD$):

Both pharmaceuticals and biologicals AH products in Thailand kynetee
experienced an increase in government cost —

Data showed the average cost (in USD)

A . . . . Solid color, govt fees Government fees for the submission of the application
A ﬂfﬁ A "Z Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.
Companion £ 8,000| Only1MNC mentioned other fee of 10 USD
i @ 10 1
animals 2 % 6,000 r [ 10
Y =5
$ D 4,000
= 5,733 |15, 700 15,900 ; ;
¢ 3 2,000 4,000 4,000 No data available No data available
0
PHARMA MNC Non-MNC BIO — MNC (N=1) IN-FEED (n=0) P’TICIDE (n=0)

(N=6)  (n=5) (n=1)

Fee changes vs. 2014
(avg. score given out of 5-point)

New regulations

B1a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B1b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 209147 B1c. What factors have caused the change?
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THAILAND: Cost of NEW AH product registration (in USD$):

In-feed medications AH products in Thailand did not have change in kynetec
I
government cost —
I
Data showed the average cost (in USD)
. e . . . . Solid color, govt fees Government fees for the submission of the application
% % % "Z Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.
Production S 8,000
animals @
m,r 8 909 6,000
=)
iw S 3 4,000 .
hd No data available
3 5 RPN 350 5,850 | s 5,800 [l 5,800
0
PHARMA - MNC (N=2) BIO — MNC (N=3) IN-FEED — MNC (N=1) P’TICIDE (n=0)

Fee changes vs. 2014
(avg. score given out of 5-point)

\

[ |

New regulations

B1a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B1b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 20914? B1c. What factors have caused the change?
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THAILAND: Cost of GENERIC AH product registration (in USD$):
The government fees for pharmaceuticals and pesticides have increased kynetec

with the new regulations in place in Thailand 1

Data showed the average cost (in USD)

. . . . Solid color, govt fees Government fees for the submission of the application
A .
% ﬂfﬁ % "Z Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.

Companion £ 2,000
animals 2
3 2(:,0: 1,500
) EJ > 1,000 1,650 {1,650 No data available No data available
8 500 100 100
rl'\ . I\ -
0 65~

PHARMA - MNC (N=2) BIO — MNC (n=0) IN-FEED (n=0) P’TICIDE — Non-MNC (N=1)

Fee changes vs. 2014
(avg. score given out of 5-point)

<=

o New regulations o New regulations

B1a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B1b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 209147 B1c. What factors have caused the change?
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THAILAND: Cost of GENERIC AH product registration (in USD$):
The governments fees for pharmaceuticals and biologicals have increased kynetec

with the new regulations in place in Thailand 1

Data showed the average cost (in USD)

. e . . . . Solid color, govt fees Government fees for the submission of the application
o A s w4 Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.

Production c 5,000 ©Only 1 MNC mentioned other fee of 10 USD
animals 8 4,000
g o D
Y - @ 3,000
ji - 2000 10 [ 10 4,000 1 4,000
]
O 1,000 . 1,767
1,575 ! 1,000
0 - 30 30 —65— 65—

PHARMA MNC Non-MNC BIO — MNC (N=1) IN-FEED — MNC (N=1) P’TICIDE — MNC (N=1)
(N=4)  (n=3)  (n=1)

Fee changes vs. 2014
(avg. score given out of 5-point)
A

New regulations

B1a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B1b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 209147 B1c. What factors have caused the change?
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THAILAND: Cost of MAJOR VARIATION AH product registration (in USD$):

Pesticide AH products do not have changes in fee since 2014 Kynetec

L
I
Data showed the average cost (in USD)
A ) . . . . Solid color, govt fees Government fees for the submission of the application
A ﬂ;z A ""Z Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.
Companion £ 1,500
animals N
’ © Q0 1,000
=
o2 .
A g O oo 1083 1,000 1,000 No data available
O
0 —16— 16—
PHARMA MNC Non-MNC BIO - MNC (N=1) IN-FEED (n=0) P’TICIDE - MNC (N=1)

(N=5)  (n=4) (n=1)

Fee changes vs. 2014
(avg. score given out of 5-point)

New regulations

B1a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B1b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 209147 B1c. What factors have caused the change?
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THAILAND: Cost of MAJOR VARIATION AH product registration (in USD$):

Both pharmaceuticals and biologicals products for production animals kynetee
increased in fees since 2014 —

Data showed the average cost (in USD)

A ) . . . . Solid color, govt fees Government fees for the submission of the application
/ ﬂfﬁ A "Z Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.

’a
Production S 1,500
animals N
m"‘r © N 1,000
=20
» o 2 :
fi g o1 053 1110 @1 000 1,100 1,100 No data available
]
0 16— 16—
PHARMA MNC Non-MNC BIO — MNC (N=3) IN-FEED (n=0) P’TICIDE — MNC (N=1)

(N=4)  (n=3) (n=1)

Fee changes vs. 2014
(avg. score given out of 5-point)

New regulations

B1a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B1b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 20914? B1c. What factors have caused the change?
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THAILAND: Cost of MINOR VARIATION AH product registration (in USD$):

For companion animals, the government fees for pharmaceuticals and kynetee
biologicals products increased more than 10% —

I
Data showed the average cost (in USD)

. e . . . . Solid color, govt fees Government fees for the submission of the application
o A s w4 Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.

Companion £ 400
animals 2
’ 2(9,0: 300
G D 200 260 288 No data available
= 280 286 280
) B 100 K&
0 —12— 12—
PHARMA MNC Non-MNC BIO MNC Non-MNC IN-FEED (n=0) P’TICIDE — MNC (N=1)
(N=6)  (n=5)  (n=1) (N=5)  (n=4)  (n=1)

Fee changes vs. 2014
(avg. score given out of 5-point)
A
|

New regulations

B1a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B1b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 20914? B1c. What factors have caused the change?
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THAILAND: Cost of MINOR VARIATION AH product registration (in USD$):
For production animals, the government fees for pesticide products have kynetec
not increased since 2014 —

Data showed the average cost (in USD)

. . . . Solid color, govt fees Government fees for the submission of the application
A / "Z Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.
Production £ 300
animals N
m’r ° 9) 200
ﬁw = >g3 I 285 [ 280 284 [ 285 W 250 No data available
5 100
O
0 12 12
PHARMA MNC Non-MNC BIO MNC Non-MNC IN-FEED (n=0) P’TICIDE — MNC (N=1)
(N=6) (n=4) (n=2) (N=5) (n=4) (n=1)

Fee changes vs. 2014
(avg. score given out of 5-point)
A

New regulations

B1a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B1b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 20914? B1c. What factors have caused the change?
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THAILAND: Cost of MINOR VARIATION AH product registration (in USD$):
For aqua and others, only biological products have more than 10% kynetee

increase in fees 1
I
Data showed the average cost (in USD)
: . . . . Solid color, govt fees Government fees for the submission of the application
A " )
% ﬂfﬁ % "Z Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.
Aqua & = 300
others 2
p =5 2% No data availabl
e i O data avallable
§ 3 No data available 280 280
5 100
O
0 12 12
PHARMA (n=0) BIO - MNC (N=1) IN-FEED (n=0) P’TICIDE - MNC (N=1)

Fee changes vs. 2014
(avg. score given out of 5-point)

o New regulations

B1a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B1b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 209147 B1c. What factors have caused the change?
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THAILAND: Cost of RENEWAL AH product registration (in USD$):

Most of the therapeutic classes experienced a sharp increase in the kynetee
government fees L

I
Data showed the average cost (in USD)

. . . . Solid color, govt fees Government fees for the submission of the application

L AT )
% ﬂ;z % ""Z Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.
Companion £ 150
animals N
’ © 0 100
55
w .
= No data available
b) 5 50 88 100 100 100
O 65
0
PHARMA MNC Non-MNC BIO - MNC (N=2) IN-FEED (n=0) P’TICIDE — Non-MNC (N=1)

(N=3)  (n=2)  (n=1)

Fee changes vs. 2014
(avg. score given out of 5-point)
A
[ |

o New regulations

New regulations

B1a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B1b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 209147 B1c. What factors have caused the change?
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THAILAND: Cost of RENEWAL AH product registration (in USD$):

Pharmaceuticals and biologicals in production animal experienced a kynetee
sharp increase in the government fees —

I
Data showed the average cost (in USD)

. e . . . . Solid color, govt fees Government fees for the submission of the application
o A s w4 Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.

Production £ 150
animals S
m? 2 9) 100
ﬁ E’ > No data available No data available
= 50 ETLE B 100 100 [ 100
O
0

PHARMA MNC Non-MNC BIO - MNC (N=3) IN-FEED (n=0) P’TICIDE (n=0)
(N=3)  (n=2)  (n=1)

Fee changes vs. 2014
(avg. score given out of 5-point)
A
[ |

New regulations

B1a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B1b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 209147 B1c. What factors have caused the change?
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THAILAND: Cost of RENEWAL AH product registration (in USD$):

In-feed medication for aqua & others has no change in the government kynetec
fees —

—
Data showed the average cost (in USD)
: . . . . Solid color, govt fees Government fees for the submission of the application
A r )
% /fﬁ % ""Z Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.
Aqua & = 40
others 2
§ ?,D: 30
> 20 ,
= No data available No data available 2 ;% No data available
3 10
0

PHARMA (n=0) BIO (n=0) IN-FEED (n=1) P’TICIDE (n=0)

Fee changes vs. 2014
(avg. score given out of 5-point)

B1a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B1b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 209147 B1c. What factors have caused the change?
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VIETNAM: Cost of NEW AH product registration (in USD$):

For companion animals, the registration fee for biological products kynetec
increased more than 10%, which is much more than pharmaceutical
products

Data showed the average cost (in USD .
y ( ) . . . . Solid color, govt fees Government fees for the submission of the application

IRV IW I )
% /fﬁ % ""Z Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.

Companion £ 20,000
animals § i 15,000 }r}/,ooo a}ooo
y 23 %
53 10,000 7600 7400 /
¢ 5 5.000 7 % / % No data available No data available
0 % ” % .
PHARMA — MNC (N=4) BIO - MNC (N=1) IN-FEED (n=0) P’TICIDE (n=0)

Fee changes vs. 2014
(avg. score given out of 5-point)

o Increased material o Live animal for local trial
cost for local trial o Increased local trial fee

o New regulations o Increased quality testing
fee

B1a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B1b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 209147 B1c. What factors have caused the change?
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VIETNAM: Cost of NEW AH product registration (in USD$):
For production animals, the registration fee for biologicals and in-feed kynetee

medications increased more than 10%, much more than pharmaceuticals

Data showed the average cost (in USD)

. e . . . . Solid color, govt fees Government fees for the submission of the application
o A s w4 Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.

Production = 15,000 13,000 13,000
animals % 2 10 10,500 19,500 7 7
m j' £ 10,000 % % / /
ﬁ = : 200 2 / / / / No data available
) | OOZ PH%— l\{éN—S) %o % (N=6) u%o %NZ) :T'C'DE ("I=°t))l

Fee changes vs. 2014
(avg. score given out of 5-point)

o Increased material o Increased material/live o Increased material/live
cost for local trial animal/labor/utility cost animal cost for local
for local trial trial

o Increased quality )
testing fee © ][”C/reas'e_d trial t o Increased trial
ee/requiremen .
o q requirement
) ) o . in%h Limited .CRg)§ , ) o ) L
B1a. Please provide the typical cost for registration of.....in your country / ASEAN in the Categori€s given below form your company’s own experience. B1b: Which of the following statement best indicates how your

cost of registration of.....in your country/ASEAN in the categories given below has changed since 209147 B1c. What factors have caused the change?
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VIETNAM: Cost of NEW AH product registration (in USD$):
For aqua & others, the registration fee for in-feed medication products kynetee

increased more than 10%, much more than pharmaceuticals

Data showed the average cost (in USD)

S ) . . . . Solid color, govt fees Government fees for the submission of the application
A ﬂfﬁ A "Z Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.

Aqua & £ 30,000 25000 25.000
others 2 ) 2 25,000 25,900
S & 20,000 % / // y/
b= 0 / / / /
D
= 10,000 % / No data available / / No data available
o 744 g é -
PHARMA — MNC (N=1) BIO (n=0) IN-FEED - MNC (N=1) P’TICIDE (n=0)
Fee changes vs. 2014
(avg. score given out of 5-point)
o Increased material o Increased material
cost for local trial cost for local trial

B1a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B1b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 209147 B1c. What factors have caused the change?
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VIETNAM: Cost of GENERIC AH product registration (in USD$):
The fees of in-feed medication products in production animals increased  kynetec

more than 10% whereas pharmaceuticals increased less than 10% in fees

Data showed the average cost (in USD)

. e . . . . Solid color, govt fees Government fees for the submission of the application
o A s w4 Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.

Production S 400
i 17 250 250
animals . §‘3 300 V y
aﬁif 9 200 / / 100 100
5 | 72 7 .
3 100 A 4 No data available /A //A No data available
. oo [ 6o
PHARMA — MNC (N=2) BIO (n=0) IN-FEED - MNC (N=1) P’TICIDE (n=0)
Fee changes vs. 2014
(avg. score given out of 5-point)
o Increased quality o Increased quality
testing fee testing fee

B1a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B1b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 209147 B1c. What factors have caused the change?
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VIETNAM: Cost of MAJOR VARIATION AH product registration (in USD$):
Most of the AH products have increase for other fees such as quality kynetee

testing fees

Data showed the average cost (in USD)

. . . . Solid color, govt fees Government fees for the submission of the application
A .
% ﬂfﬁ % "Z Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.

Companion £ 4,000
animals 8w 3.000 3,000 3,000
sg > 7 7
m =9 2,000 // %
¢ 5 1000 399 19 / / 1,000 1,000 No data available
o ' o .
"% % 7%/
PHARMA — MNC (N=1) BIO - MNC (N=1) IN-FEED — MNC (N=1) P’TICIDE (n=0)

Fee changes vs. 2014

(avg. score given out of 5-point)

Increased quality testing fee

B1a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B1b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 209147 B1c. What factors have caused the change?
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VIETNAM: Cost of MAJOR VARIATION AH product registration (in USD$):
Only in-feed medications do not have an increase for other fees such as  kynetec

quality testing fee

Data showed the average cost (in USD)

. . . . Solid color, govt fees Government fees for the submission of the application
A .
% ﬂfﬁ % "Z Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.

PerUftion £ 4,000
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ﬁ %D | 1,000 1,000 / / 10 10 o data available
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PHARMA — MNC (N=1) BIO - MNC (N=1) IN-FEED — MNC (N=1) P’TICIDE (n=0)
Fee changes vs. 2014
(avg. score given out of 5-point)
A
[ \

Increased quality testing fee

B1a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B1b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 209147 B1c. What factors have caused the change?
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VIETNAM: Cost of MINOR VARIATION AH product registration (in USD$):
There is no stated fixed fees required for minor variation across all kynetee
therapeutic classes and species

Data showed the average cost (in USD) .
Ca A S ) . . . . Solid color, govt fees Government fees for the submission of the application
/z 4 "Z Jﬂ Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.
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$D No fee required for minor variation No data available
S
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0
PHARMA (n=0) BIOLOGICAL (n=0) IN-FEED (n=0) P’TICIDE (n=0)
Fee changes vs. 2014
(avg. score given out of 5-point)
- 100
Production po
animals 9 8 3 MNCs mentioned no fee, other 3 MNCs only pay to government upon request
@W' 55 72 7% No data availabl
s o ’ o data available
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© 0 0 0

PHARMA — MNC (N=1) BIOLOGICAL - MNC (N=2) IN-FEED - MNC (N=1) P’TICIDE (n=0)

Fee changes vs. 2014
(avg. score given out of 5-point)

B1a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B1b: Which of the following statement best indicates how your
(cost of registration of:.....in your country/ASEAN in the categories given below has changed since 209147 B1c. What factors have caused the change?




VIETNAM: Cost of MINOR VARIATION AH product registration (in USD$):
There is no stated fixed fees required for minor variation across all kynetee

therapeutic classes in aqua & others

Data showed the average cost (in USD)

s AA A ) . . . . Solid color, govt fees Government fees for the submission of the application
/z 4 A Jﬂ Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.

Aqua & £
otctlwers g %
S ‘3 400
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o 200 2 MNCs mentioned no fee, other 1 MNC only pay to government upon request
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(N=6)  (n=4)  (n=2) (N=5)  (n=2)  (n=3) (N=6)  (n=3)  (n=3)

Fee changes vs. 2014
(avg. score given out of 5-point)

B1a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B1b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 209147 B1c. What factors have caused the change?

© Kynetec June 11, 2019 | ASEAN Animal Health Regulatory Benchmarking Survey — Stage 3 (Online Quantitative) 136



VIETNAM: Cost of RENEWAL AH product registration (in USD$):
For companion animals, biological products experienced a higher increase kynetee

in fees since 2014 compared to pharmaceutical products

Data showed the average cost (in USD)

. . . . Solid color, govt fees Government fees for the submission of the application
A .
% ﬂfﬁ % "Z Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.

Companion S 4,000
- b - -

animals , §‘3 3,000 7/ y/

™o
¢ % 1.000 833 833 / / No data available No data available
SO A/
0 / o // ’ i /
PHARMA — MNC (N=3) BIO - MNC (N=3) IN-FEED (n=0) P’TICIDE (n=0)

Fee changes vs. 2014
(avg. score given out of 5-point)

o Increased quality o Increased local trial fee

testing fee o Increased quality testing
fee

B1a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B1b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 209147 B1c. What factors have caused the change?
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VIETNAM: Cost of RENEWAL AH product registration (in USD$):
For production animals, all the therapeutic classes except for pesticides  kynetee

experienced a slight increased in fees since 2014

Data showed the average cost (in USD)

. . . . Solid color, govt fees Government fees for the submission of the application
A .
% ﬂfﬁ % "Z Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.

Production £ 3,000
animals 2 . ’,
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WX 7 % S
B

PHARMA — MNC (N=5) 10 - MNC (N=6) IN-FEED - MNC (N=2) P’TICIDE (n=0)
Fee changes vs. 2014
(avg. score given out of 5-point)

o Increased quality o Increased quality testing o Increased quality
testing fee fee testing fee
o Increased local trial fee

B1a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B1b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 209147 B1c. What factors have caused the change?
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VIETNAM: Cost of RENEWAL AH product registration (in USD$):
For aqua & others, the fees of both pharmaceuticals and in-feed kynetee

medication products remain stagnant since 2014

Data showed the average cost (in USD)

. e . . . . Solid color, govt fees Government fees for the submission of the application
o A s w4 Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.
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Fee changes vs. 2014
(avg. score given out of 5-point)
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B1a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B1b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 209147 B1c. What factors have caused the change?
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PHILIPPINES: Cost of NEW AH product registration (in USD$):

In Philippines, there is only a slight increase in the registration fees of kynetee
pharmaceutical products for companion animals ’

Data showed the average cost (in USD)

S ) . . . . Solid color, govt fees Government fees for the submission of the application
A ﬂfﬁ A "Z Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.

Companion £ 500 .
animals 8 B 400 ////
[&]
) =3 300 ’7/
55 500 408
¢ 5 / % 33 33 No data available
O 100 7
. Fl
0 El B Ex ErE ESOW v
PHARMA MNC Non-MNC BIO MNC Non-MNC IN-FEED MNC Non-MNC P’TICIDE (n=0)
(N=8) (n=5) (n=3) (N=4) (n=3) (n=1) (N=3) (n=1) (n=2)

Fee changes vs. 2014
(avg. score given out of 5-point)

o Monitor Release
Registration Validity is
extended

B1a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B1b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 20914? B1c. What factors have caused the change?
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PHILIPPINES: Cost of NEW AH product registration (in USD$):
In Philippines, there is only a slight increase in the registration fees of kynetee

pharmaceutical products for production animals ’

Data showed the average cost (in USD)

. . . . Solid color, govt fees Government fees for the submission of the application
A .
% ﬂfﬁ % "Z Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.

Production £ 150,000
animals 2 o/
m‘:r S & 100,000 7
‘E (%))
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5 50,000 . 8,560 / 32 60 18 No data available
% / /
0 35/1 3@16 2!4 % 7 R 4 4}4 4|8 }1
PHARMA MNC Non-MNC BIO MNC Non-MNC IN-FEED MNC Non-MNC P’TICIDE (n=0)
(N=8) (n=5) (n=3) (N=7) (n=6) (n=1) (N=4) (n=2) (n=2)

Fee changes vs. 2014
(avg. score given out of 5-point)

o Monitor Release
Registration Validity is
extended

B1a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B1b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 209147 B1c. What factors have caused the change?
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PHILIPPINES: Cost of NEW AH product registration (in USD$):

In Philippines, almost all the therapeutic classes remain no change in fees kynetee
for agua & others ’

Data showed the average cost (in USD)

. . . . Solid color, govt fees Government fees for the submission of the application

CER AT .
% ﬂfﬁ % "Z Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.

Aqua & S 100
others 8 80
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= 40 No data available
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PHARMA MNC Non-MNC BIO MNC Non-MNC IN-FEED MNC Non-MNC P’TICIDE (n=0)
(N=1) (n=1) (n=0) (N=1) (n=1) (n=0) (N=1) (n=1) (n=0)

Fee changes vs. 2014
(avg. score given out of 5-point)

B1a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B1b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 20914? B1c. What factors have caused the change?
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PHILIPPINES: Cost of GENERIC AH product registration (in USD$):
For generic AH product registration in companion animals, only the fees of kynetec

pharmaceuticals increased slightly - less than 10% since 2014 ’

Data showed the average cost (in USD)

S ) . . . . Solid color, govt fees Government fees for the submission of the application
A ﬂfﬁ A "Z Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.
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Fee changes vs. 2014
(avg. score given out of 5-point)

o Legal research fee

B2a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B2b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 20914? B2c. What factors have caused the change?
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PHILIPPINES: Cost of GENERIC AH product registration (in USD$):
For generic AH product registration in production animals, the fees of kynetee

biologicals and in-feed medications remain the same since 2014 ’

Data showed the average cost (in USD)

. . . . Solid color, govt fees Government fees for the submission of the application
A .
% ﬂfﬁ % "Z Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.
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Fee changes vs. 2014
(avg. score given out of 5-point)
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B2a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B2b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 209147 B2c. What factors have caused the change?

© Kynetec June 11, 2019 | ASEAN Animal Health Regulatory Benchmarking Survey — Stage 2 (Online Quantitative) 144



PHILIPPINES: Cost of GENERIC AH product registration (in USD$):

For generic AH product registration in production animals, the fees of all  kynetec
the therapeutic classes except for pesticide remain stagnant compared to ’
2014

Data showed the average cost (in USD)

. e . . . . Solid color, govt fees Government fees for the submission of the application
o A s w4 Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.
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others 8 80
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= 40 No data available
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PHARMA MNC Non-MNC BIO MNC  Non-MNC IN-FEED MNC Non-MNC P’TICIDE (n=0)
(N=1) (n=1) (n=0) (N=1)  (n=0) (n=0) (N=1) (n=1) (n=0)

Fee changes vs. 2014
(avg. score given out of 5-point)

B2a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B2b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 20914? B2c. What factors have caused the change?
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PHILIPPINES: Cost of MAJOR VARIATION AH product registration (in USD$):

There is less than 10% increase in the fees for major variation in kynetec
. . y .
companion animal’s pharmaceuticals ’
Data showed the average cost (in USD)
. e . . . . Solid color, govt fees Government fees for the submission of the application
% % % ""Z Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.
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(N=6) (n=4) (n=2)
Fee changes vs. 2014
(avg. score given out of 5-point)

o ASEAN variation
guideline

o Legal research fee

B3a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B3b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 209147 B3c. What factors have caused the change?

© Kynetec June 11, 2019 | ASEAN Animal Health Regulatory Benchmarking Survey — Stage 2 (Online Quantitative) 146



PHILIPPINES: Cost of MAJOR VARIATION AH product registration (in USD$):
There is no change in the fees for major variation in both production kynetec
animals and aqua & others AH products ’

Data showed the average cost (in USD)

s AA A ) . . . . Solid color, govt fees Government fees for the submission of the application
/z 4 A Jﬂ Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.
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(avg. score given out of 5-point)

B3a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B3b: Which of the following statement best indicates how your
(cost of registration of.....in your country/ASEAN in the categories given below has changed since 209147 B3c. What factors have caused the change?



PHILIPPINES: Cost of MINOR VARIATION AH product registration (in USD$):
The cost for this category of product for different species has not changed kynetec
compared to 2014 except for companion animal’s pharmaceuticals ’

Data showed the average cost (in USD)

. e . . . . Solid color, govt fees Government fees for the submission of the application
o A s w4 Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.

Companion £ 40
animals 2
y 287
E, S 20 e 33
¢ 5 10 No data available
@) 15
0 G m—— i i
PHARMA MNC Non-MNC BIO — MNC (N=3) IN-FEED - Non-MNC (N=1) P’TICIDE (n=0)

(N=7) (n=5) (n=2)
Fee changes vs. 2014
(avg. score given out of 5-point)

o ASEAN variation
guideline

o Legal research fee

B4a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B4b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 20914? B4c. What factors have caused the change?
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PHILIPPINES: Cost of MINOR VARIATION AH product registration (in USD$):
The cost for this category of product for different species has not changed kynetec
compared to 2014 ’

Data showed the average cost (in USD)

s AA A ) . . . . Solid color, govt fees Government fees for the submission of the application
/z 4 A Jﬂ Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.
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B4a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B4b: Which of the following statement best indicates how your
(cost of registration of:.....in your country/ASEAN in the categories given below has changed since 209147 B4c. What factors have caused the change?



PHILIPPINES: Cost of RENEWAL AH product registration (in USD$):
The renewal cost for all the therapeutic classes across different species  kynetec

have not changed since 2014 ’

Data showed the average cost (in USD)

s, . . . . Solid color, govt fees Government fees for the submission of the application
47 / / J/ Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.
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Fee changes vs. 2014
(avg. score given out of 5-point)

B5a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B5b: Which of the following statement best indicates how your
(cost of registration of:.....in your country/ASEAN in the categories given below has changed since 209147 B5c. What factors have caused the change?



PHILIPPINES: Cost of RENEWAL AH product registration (in USD$):
The renewal cost for all the therapeutic classes across different species  kynetec
have not changed since 2014 ’

Data showed the average cost (in USD)

s AA A ) . . . . Solid color, govt fees Government fees for the submission of the application
/z 4 A Jﬂ Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.
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Fee changes vs. 2014
(avg. score given out of 5-point)

B5a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B5Sb: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 209147 B5c. What factors have caused the change?
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CAMBODIA: Cost of NEW AH product registration (in USD$):
The registration fees for both pharmaceuticals and in-feed medications kynetee

decreased slightly due to close rapport with officials m

Data showed the average cost (in USD)

. . . . Solid color, govt fees Government fees for the submission of the application
A .
% ﬂfﬁ % "Z Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.

Production S 15,000
animals N
m’ © 0 10,000 - . —
— 1 / / F L
x 5 5,000 No data available g No data available
0 1¢ B % é
PHARMA — Non-MNC (N=1) BIO (N=0) IN-FEED — Non-MNC (N=1) P’TICIDE (n=0)

Fee changes vs. 2014
(avg. score given out of 5-point)

o Relationship with o Relationship with
officials officials

B1a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B1b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 209147 B1c. What factors have caused the change?
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CAMBODIA: Cost of GENERIC AH product registration (in USD$):
There is no change of cost for generic registration in pharmaceuticals and kynetec
in-feed medication products compared to 2014 m

Data showed the average cost (in USD)

. e . . . . Solid color, govt fees Government fees for the submission of the application
o A s w4 Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.

Companion £ 250
animals 9 200
38 7 V V 7
9 =@ 150 / / /
¢ 5 No data available No data available
3) 50 TGN O 100 [ 100
0

PHARMA — MNC (N=1) BIO (N=0) IN-FEED — MNC (N=1) P’TICIDE (n=0)

Fee changes vs. 2014
(avg. score given out of 5-point)

B1a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B1b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 209147 B1c. What factors have caused the change?
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CAMBODIA: Cost of GENERIC AH product registration (in USD$):
The cost to register generic products for all the therapeutic classes in kynetee
production animals decreased slightly compared to 2014 m

Data showed the average cost (in USD)

. e . . . . Solid color, govt fees Government fees for the submission of the application
o A s w4 Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.

Production S 15,000
animals . §‘3 10,000
— 1 / r,
Vgl =32 % %
| = 5,000;'/7}}390 cas. .gac 535 53
S ke, BB g g
, ik 4 4,000l 4,000 T %% -388- 34 4,000 W 4.000
PHARMA MNC Non-MNC BIO - MNC (N=2) IN-FEED  MNC  Non-MNC P’TICIDE - MNC (N=2)
(N=4) (n=3) (n=1) (N=3) (n=2) (n=1)
Fee changes vs. 2014
(avg. score given out of 5-point)
A
[ |
Relationship with officials No data

B1a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B1b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 20914? B1c. What factors have caused the change?
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CAMBODIA: Cost of MAJOR VARIATION AH product registration (in USD$):
The cost for major variation remains the same for all therapeutic classes kynetec
across different species compared to 2014 m

Data showed the average cost (in USD)

s AA A ) . . . . Solid color, govt fees Government fees for the submission of the application
/z 4 A Jﬂ Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.

Companion £ 15000
animals 2
0 °a 10000 ..
20 %
m D . .
m g 5000 Z No data available No data available
© 5,000 5,000
0
PHARMA — Non-MNC (N=1) BIO (n=0) IN-FEED — Non-MNC (N=1) P'TICIDE (n=0)
Fee changes vs. 2014
(avg. score given out of 5-point)
- 15000
Production =
animals 8 & 10000 . . P , .
- ca % v/, v / y 7/
m'r E, D 5000 ; 4 - / / No data available
= 5,000 5,000 < Z
© 0 @ 7 : : 2 507 2,507
PHARMA — Non-MNC (N=1) BIO — Non-MNC (N=1) IN-FEED — Non-MNC (N=1) P’TICIDE (n=0)

Fee changes vs. 2014
(avg. score given out of 5-point)

B1a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B1b: Which of the following statement best indicates how your
(cost of registration of:.....in your country/ASEAN in the categories given below has changed since 209147 B1c. What factors have caused the change?



CAMBODIA: Cost of MAJOR VARIATION AH product registration (in USD$):
The cost for major variation remains the same for all therapeutic classes kynetec

across different species compared to 2014 ﬂ

Data showed the average cost (in USD)

s AA A ) . . . . Solid color, govt fees Government fees for the submission of the application
/z 4 A Jﬂ Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.

Aqua & E 15000
others S o
P S 2 10000 ”, :
=] No data available
£ 5000 Z
0

PHARMA (n=0) BIO — Non-MNC(N=1) IN-FEED — Non-MNC (N=1) P’TICIDE (n=0)

Fee changes vs. 2014
(avg. score given out of 5-point)

B1a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B1b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 209147 B1c. What factors have caused the change?

(cost of registlration of..... ir?your country/AéEAN in the categiories givenlbelow has changed sTnce 26914? B1c. What factors halve éaused thel change?



CAMBODIA: Cost of MINOR VARIATION AH product registration (in USD$):
There is no fees required for minor variation of all the products across kynetee
different species E

Data showed the average cost (in USD)

s AA A ) . . . . Solid color, govt fees Government fees for the submission of the application
/z 4 A Jﬂ Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.

Companion £ 100
animals S
) =0
gD No fee required for minor variation
S
O
0
PHARMA (n=0) BIO (n=0) IN-FEED (n=0) P’TICIDE (n=0)
Fee changes vs. 2014
(avg. score given out of 5-point)
- 100
Production po
animals sg
"r 20 No fee required for minor variation
b
S
O

PHARMA (n=0) BIO (n=0) IN-FEED (n=0) P’TICIDE (n=0)

Fee changes vs. 2014
(avg. score given out of 5-point)

B1a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B1b: Which of the following statement best indicates how your
(cost of registration of:.....in your country/ASEAN in the categories given below has changed since 209147 B1c. What factors have caused the change?




CAMBODIA: Cost of MINOR VARIATION AH product registration (in USD$):
There is no fees required for minor variation of all the products across kynetee
different species E

Data showed the average cost (in USD)

s AA A ) . . . . Solid color, govt fees Government fees for the submission of the application
/z 4 A Jﬂ Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.

Aqua & £ 500
others S o

400
©Q

én S 8 300 No fee required for minor variation

’g 200

O 100

0

PHARMA (n=0) BIO (n=0) IN-FEED (n=0) P’TICIDE (n=0)

Fee changes vs. 2014
(avg. score given out of 5-point)

B1a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B1b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 209147 B1c. What factors have caused the change?
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CAMBODIA: Cost of RENEWAL AH product registration (in USD$):
The renewal fees for production animals remain no change for all the AH  kynetec

products m
Data showed the average cost (in USD)

. . . . Solid color, govt fees Government fees for the submission of the application

% % % ;Z Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.
Production £ 15,000
animals N
V. © N 10,000 -~ - ; .
ﬁi‘f £9 % 7 % Z % 7 g 7
)
| S 5000 / “ “ e Z
3 L
O Z Z. 5,000 5,000 7 7 5,000 5,000
.- 5o 2,507 2,507 2,507
PHARMA — Non-MNC (N=2) BIO — Non-MNC (N=1) IN-FEED — Non-MNC (N=2) P’TICIDE — Non-MNC (N=1)

Fee changes vs. 2014
(avg. score given out of 5-point)

B1a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B1b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 209147 B1c. What factors have caused the change?
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MYANMAR: Cost of NEW AH product registration (in USD$):
All the registration fees of AH products for production animals increased  kynetee

less than 10% compared to 2014 "%

Data showed the average cost (in USD)

. e . . . . Solid color, govt fees Government fees for the submission of the application
o A s w4 Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.

Production £ 150
animals 2 . /
LA I | B
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. 8 % 7 A 7 % 7
PHARMA — MNC (N=1) BIO - MNC (N=1) IN-FEED - MNC (N=1) P’TICIDE - MNC (N=1)

Fee changes vs. 2014
(avg. score given out of 5-point)
A
[ \

New regulations

B1a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B1b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 209147 B1c. What factors have caused the change?
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MYANMAR: Cost of NEW AH product registration (in USD$):
All the AH products for production animals remain no change for new AH kynetee

product registration compared to 2014 "%

Data showed the average cost (in USD)

. e . . . . Solid color, govt fees Government fees for the submission of the application
o A s w4 Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.
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others 2
© A 100
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O
0

PHARMA — MNC (N=1) BIO - MNC (N=1) IN-FEED - MNC (N=1) P’TICIDE - MNC (N=1)

Fee changes vs. 2014
(avg. score given out of 5-point)

We have excluded major and minor variation as we understood all variations will be treated as a new registration

B1a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B1b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 20914? B1c. What factors have caused the change?
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MYANMAR: Cost of GENERIC AH product registration (in USD$):
The fees for generic AH product registration stays the same since 2014  kynetec
across different species |

Data showed the average cost (in USD)

s AA A ) . . . . Solid color, govt fees Government fees for the submission of the application
/z 4 A Jﬂ Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.
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| é
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Fee changes vs. 2014
(avg. score given out of 5-point)
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Fee changes vs. 2014
(avg. score given out of 5-point)

B1a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B1b: Which of the following statement best indicates how your
(cost of registration of:.....in your country/ASEAN in the categories given below has changed since 209147 B1c. What factors have caused the change?



MYANMAR: Cost of RENEWAL AH product registration (in USD$):
There is only slight increased in fees to register AH products for production kynetec

animal compared to the fee in 2014 "%

Data showed the average cost (in USD)

. e . . . . Solid color, govt fees Government fees for the submission of the application
o A s w4 Line color, other fees Other costs such as mandatory local trials, mandatory testing fees, import permit / import license etc. to allow approval.
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Fee changes vs. 2014
(avg. score given out of 5-point)
A
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New regulations

B1a. Please provide the typical cost for registration of.....in your country / ASEAN in the categories given below form your company’s own experience. B1b: Which of the following statement best indicates how your
cost of registration of.....in your country/ASEAN in the categories given below has changed since 209147 B1c. What factors have caused the change?
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