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Recipient: Ministry of Health and Welfare
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Subject: Application for registration of (Product Name in Chinese) manufactured by (Country of

origin and name of original manufacturer).

v ik &Es (G- 9% ) Application classification (please choose one)
O] rg’ % ¥2fr= B Fe > & % Nutritionally complete food with balanced formula ~

¥ & DR RS 8 5 Nutritionally complete food with customized formula ~

D‘%’ %P EAT L e 2 & 5 Nutrition adjusted supplementary formula food -
O4F7% ¥ % fe > & & Special modular formula food -

wom

DARATH R AT p‘}'—lir'“f(’ 1)

Description: The new or updated information is as follows(ticked items)

O (- ) ¥ 3% 42 & - Application form, one copy.

O(z) 2% ‘” ,;\ k7 & % 1 & o i» o Original copy of the ingredient list.

O(z) &A% %ﬁ‘«% * ¢ i» - Original copy of the product specification.

O (w ) Wizcd & 87k &> - Manufacturing process summary, one copy.

O(7) A&7 vt 2Bz & E2mPpP 32 FHMATLI 8 & ¢ > o One copy each of the

physical or color drafts of the Chinese label, container or outer packaging, and user
instructions of the product.

(=) ¥3 ww““*%gmgm SR RAFH RS SRAPAREFRS SEF 0 b
¥ %ﬁ T A2 i~ TR L Applicants for nutritionally complete food with customized formula
nutrition adjusted supplementary formula food, or special modular formula food , are required
to submit the following :

ARETHETAFEFRARRERF LY LA S0 FRLAP 2 GRTA -
Information on the specific nutritional requirement for intended product users that
would otherwise not be met without the product due to illness or medical conditions,
along with supporting documents.

(2.2 % * W2 BT g4 7 R p ¥4 a2 5P 2 2@ T - Information
on why the intended users cannot otherwise meet the specific nutritional requirement
described in the preceding subparagraph from the daily diet, along with supporting
documents.

[13. & &3 3+ & I - The mechanism behind the product design.

U432 5@ * 3382 g% v d=(>)L2 228 P 2 & FTH o Information on how the
intended use and quantity of intake of the product help the users to achieve the



objectives described in subparagraphs (1) and (2) of this paragraph, along with
supporting documents.

U554 A 48 a8 * 7 7 384 ¢ i» o Clinical study report for the product under applicant, one
copy.

OC-) ! 5#FTARBRY 2839 Ta5 ki Frex (Protein Efficiency Ratio, PER) ~
}w AR Lf‘ 2 i 'rfv"iégkrr;gﬂ‘*—& i (Protein Digestibility Corrected Amino Acid Score,
PDCAAS) s H & "% B+ 2 kv F |2 > 2 o For high-protein disease-specific
formulas, the applicant is required to provide information on the protein efficiency
ratio (PER), protein digestibility corrected amino acid score (PDCAAS) or other
internationally-recognized protein determination indicators.

OC~) ¥ 5%+ % *Edg- 342 & - Electronic records of the application (Optical disk in
duplicate)

O (4 ) H# &2 < it Other essential documents -

-0
f

1 w2 ¥ 2 i SR B A S A%Ee2 357 2 2§ 282 | 782 - For detailed

application procedures, please follow the MOHW’s Regulations for " REGULATIONS
GOVERNING THE MANAGEMENT OF THE REVIEW, REGISTRATION AND ISSUANCE
OF PERMIT DOCUMENTS FOR FOOD AND RELATED PRODUCTS |

2. ‘i BAFTHI AT 2 b2 U;\Jx Btz A £ 2 ¢ 2 & 2 #F 4 -Documents

and information mentioned above in languages other than English and Chinese shall be
accompanied with English or Chinese translations provided by a registered translation
agency.
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Name of the Applicant (Company Seal)
fyt 3 iF
Responsible Person (Seal)
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Food Business Reglstra’aon Number

1A
Address
T
Telephone Number
A e
Contact  Name
Person Eirs
Telephone Number
P e
E-mail
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Date (yyyy / mm / dd)



