FAE A 8 8 B R Y Y
APPLICATION FORM FOR REGISTRATION OF SPECIAL DIETARY FOODS
X2 F A amfin
Recipient: Ministry of Health and Welfare
iogrradgmd TRASREAYE () W TP 280, 85 ¢ F3Pnv i8Ry 4
FJ \:"F' °

Subject: Application for registration of (Product Name in Chinese) manufactured by (Country of

origin and name of original manufacturer).

R (G- &) Application classification (please choose one)

N\

- ) B 2& s B2 8 % ! Infant formula and Follow-up infant formula
L1 s2fe = & & Infant formula ~ O~ B s2fe > 4 24 8§ % Follow-up infant formula ~ [
FoRF e * g B 2pe> 8 % Infant formula for special medical purposes -
(z) #HZpA T fie ™ 8 % ! Formula for certain disease
0% % 5= e > § & Nutritionally complete food with balanced formula ~ [J§ % #
B = B pe > @ & Nutritionally complete food with customized formula ~ [ & 33 #4&
fe > & & Nutrition adjusted supplementary formula food ~ LJ4# 7k ¥ % fie * & % Special
modular formula food -

FoOP et Y B THE R ST (M)

Description: The attached documents and information include (ticked items)

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

O (=) R#=A 7z 2413 A2 > o Original copy of the ingredient list.

O (=) A&RKE AT A2 > o Original copy of the product specification.

O (e ) § %=~ 42474& 13 &2 i» - Original copy of the nutrients analysis report.

O z) ?i 2 T¥ £ 837 # ¢ i» - Manufacturing process summary, one copy.

OC(>) REl@ERE 21 R2ZF >HP 2 22 i o Original copy of the official certificate
verifying the legitimacy of the original manufacturer.

O(=) %32 ‘@ifé  HA LM 2 i 1 A o A contract manufacturer is required to provide the
original copy of the manufacturing contract.

DAY AR 2k~ P 2 X P § 82 (E - Rl U HTORR S BPE
ok F o F e E - R T 2 3P ) -1f the product on the application will
be avallable in different packaging specifications, forms and materials, the applicant
is required to submit two copies of Chinese product label, box packaging, and user
instructions for each specification, form and material. However, if the products in
different specifications, forms and materials have identical user instructions, the
applicant does not need to submit replicate copies.

OC(4 )Y Fhp 27 Fied f £ 7 c@M 2 2§ 4 ¢ > - Photocopy of the applicant’s company
registration or busmess registration certificate.

O(+) 2FHRS 73 ke AR AR T 0 & % F2 - Where the complete sample
is available to the market in different packaging specifications, forms or materials,
the applicant is required to submit one sample for each option.

O(+- )¢ FASETEPN L A %*i—'ﬂk ' TR T 72 i 2 4k & Where the product will be re-packed
in new containers for sale in Taiwan, the following documents and sample shall be
additionally submitted :



O ~ 2 C REE RN E S EFEP AR 2 Ae > o The manufacturer’s original
copy of the repacking certificate or document of consent to product repacking for
imported products.

[2Rp » X1 Rz I REREN Y FRA > D BREFTH S, X1 Wg AP
¢ i» o The domestic repacking facility’s factory registration certificate in photocopy.
Food repacking, processing or manufacturing shall be listed in the scope of business
stated on the factory registration certificate.

[13.¢ & 3 ?ﬁwﬁgpup B od PR PPHMRT LRI E ) DR s AR A
%A L4741 &2 (> o Where the competent central authority deems necessary, the
applicant may be required to submit the original copy of the nutrients analysis report
on the repackaged sample issued by an inspection body approved by the competent
central authority within one year.

O4. 02 5 A& 50 258~ et g o k2 Fsuﬂg TEL-R(E-RR AL CHTERRY D RP
FREAREHFiREE- RFE A M F 2P 3) o If the re-packed product on the
application W111 be available in dlfferent packaging specifications, forms and materials,
the applicant is required to submit two copies of Chinese product label, box packaging,
and user instructions for each specification, form and material. However, if the
products in different specifications, forms and materials have identical user
instructions, the applicant does not need to submit replicate copies.

LS.» Kisther 2 A 201 ~ 3l ~ # T H > & St - Where the repacked product
sample is available in different packaging specifications, forms and materials, the
applicant is required to submit one sample for each option.

Oz )Ry 2 a5 0%k % A% ¢ > o List of registration information for special dietary
foods, one copy.

Ol 3 % & &7 5 & #08:pE 4 - > - Table for pasting of instruction manual and label for
special dietary foods, two copies.

02.%7 %% ¢ 5 - Affidavit, one copy.

O(Fz2)? R aga R Bafp &4 R WTRMFLLEM 2 #2480 o &5 oaf
e AU 2 R Z» i» o For Infant formula and follow-up infant formula,
the applicant is required to submit the original substantiating document verifying the
product is for sale in a market outside the territory of Taiwan and a product sample,
or a trial report of the product with a valid sample size of more than 20 subjects.

O(+w)? G TAppR 85> F FOFLFRS $&F % > ¥ &' For Formula for
certain disease, all applicants, except for nutritionally complete food with balanced
formula, are required to submit the following :

LASE* HEFIA B FRRCERFILYA RS2 5 RL0P 2 ZRTH -
Information on the specific nutritional requirement for 1ntended product users that
would otherwise not be met without the product due to illness or medical conditions,
along with supporting documents.

M AEF " He2 P 422325 RN P FHAES2 8P 2 GRTH -
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.

03. 2 &3 3+ & I o The mechanism behind the product design.

4.2 & * 282 a* v d(+e)l.2 2.2 8P 2 zHF 4 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.
OI5.98% * 48 & * 77 37 38 < ¢ i» o Clinical study report for the product under applicant, one
COPY
O+z) ¢ # TR 7 2.8 F9 ¥ 8 & B#tisdo Fred (Protein Efficiency Ratio, PER)
I B iii s pe =4 & (Protein Digestibility Corrected Amino Acid
Score, PDCAAS) & H & R v 2§ Fpla > 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.
O (+=)Y 5% T FMhE(kF- 34 = ) - Electronic records of the application (Optical disk in
duplicate)
O(+ - )" & & & 2 < ¢ Other essential documents ( ) e

3 Remarks :
FHaz VAo kAN TS RAAMAS AR T REFT 2 E FRME | #42 - 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. Pt it ,}l y M zbmE S 2 dh 2 gi\.—ﬁ B ]T_‘—’&-g\,ufi—yr} B2 ¢ 2 & E 2 FA - Documents
and mformatlon mentioned above in languages other than English and Chinese shall be
accompanied with English or Chinese translations provided by a registered translation agency.

YR A : iF

Name of the Applicant (Company Seal)

é :F'L A : 3 ‘3’

Responsible Person (Seal)

SEEEEETR
Food Busmess Reglstratmn Number

B ouk

Address

T

Telephone Number

@A i

Contact  Name

Person Eirs
Telephone Number
T3 ER 2
E-mail

¢ & EN R # : p

Date (yyyy / mm / dd)



7 k= Z  AFFIDAVIT

A S P

b

o)

Fon bRy £ 8 A%

=
14

This affidavit is made to apply to the Ministry of Health and Welfare for registration of
the following special dietary foods on (Date):

¢ 2 = 2 Food Name in Chinese :

% ~ & ¢ Food Name in English :

FEGASTRY L L PR OBE CRAOHE X RTE XD

WA e e FHRENE PR EL EFRBRY o bef E 0 kg fE R
- fEds R SRAERELEAREE . 2 B
wOE

¥ 2 Ag 30

The affiant herein states that the name, trademark, pattern, label, instruction manual, packing and
marking of the above product do not imitate or infringe any trademarks registered by other parties,
and that the documents and information provided by the affiant are true and authentic. The affiant is
willing to assume full responsibilities for any violations and accept the decision of the Ministry of
Health and Welfare to revoke the registration.

To: Ministry of Health and Welfare

£ 7 % @ 5L Affiant - # ¥ (Company Seal)
B 7 A Responsible Person - % & (Seal)
¥ 1% ¥ 55— %% Unified Business Number :
2 kb Address -
e 3% Telephone Number : ( )
B % A 4+ % Contact Person :
% 3% Telephone Number : ( )
v E EN " # L 2

Date (yyyy / mm / dd)



FARY 2SS LRE RN

LIST OF REGISTRATION INFORMATION FOR SPECIAL DIETARY FOODS

- ~ & % Product Name
e ¢ o2
Chinese
® >
v | English

» ¥ 3% 5L Applicant

%ﬂi ¥ Y- YL

Unified Business

Number
= %,& s 7?’ g —%'L ‘ 53 > L %,; f%
i hu v ]“- . W B hu =
Name Re;};(;;ljrllble Telephone Number

ol (RRREE

Address

= ~ % B Manufacturer

s | 7

Repacking Name

Service Doyl
provider | 2 | [TTTT]

Address
T
) e A
%{ﬁé K | Name
anu- f
facturer onk
Address
XA G RE =T A BF NABE
D% Qkg®egm@®@mg ® mcg ®H @
. YN N g8 g g ©2
LA = 4 (F___ P23 d) Fill out the “Unit” column with Arabic number: ®%, @kg,
Ingr edients (content for every ) @gm, ®mg, O®mcg, ©Other
5 £ ¥ & > . i
Content Unit Ingredient Name




NS BN
Apperance

(A) A

(C) ¢ % ¥ i Packaging Unit

4] Product Form
(B) # #+43# Packaging Material

ol | HeE S ABH

Please fill out the following table usin

AT A FEE O~

(Please fill out the following table using the Arabic number below):

: 05.4 | Powder 12.;% #| Liquid

. 01.% % % Plastic Bag 02.% *} #g Plastic Bottle 03.% #} 4§ Plastic Bucket 04.

424 Aluminum Bucket 05.454 Aluminum Can 06.4%4 Iron Bucket 07.
4848 Iron Can 08.5 v 454 Tin Bucket 09.:A £ Paper Box 10.: & Paper
Bag 11. 4 44 Cardboard Box 12. i Fiber Drum 13.3L 3 #g Glass Bottle 14.
4755 Aluminum Foil 15.2 # Others 16.& N/A 17./44# Paper Can 18.
48 £ Iron Box 19.% % 4# Plastic Jar 20.% % & Plastic Box 21.i% ) 4 £

Styrofoam box 22.f+ # ® Burlap Bag 23.4f /4 ¥ Tin Foil 24.48 /5 %

Aluminum Foil Sheet 25.# # Tank Car 26.47 4 Tin Can 27.48 5 %
Aluminum Foil Bag 28.;¢ # ¢ % Blister Packing 29.PP % % X PP Woven
Bag 30.:A % 4F & & p 4% % % Paper-cloth Composite Bag with plastic
lining 31. # 47 ## Tin-Free Steel Can 32.% % ¥ % K Woven Nylon Bag 33.
B v 444 Tin Can 34.% 444k 1% Stainless Steel Cabinet 35.% #% % Plastic
Sheet 36.% 4&4% 13 Stainless Steel Bucket 37.48 5 & Tetra Pak 38.% 4% &
Plastic Woven Bag 39..35,7.?1%‘2 % Woven Bag 40./A% 4f & & Paper-plastic
Composite Bag

:01.2 5. Gram 02.2 7 Kilogram 13.% 2 Milliliter 14. % # Ounce

the Arabic number above

(A)
A3 5L
Product

Form

Code

(B)
e EHE (1)
Packaging
Material
(inner)

(B)
¢ EHF ()
Packaging
Material
(outer)

s, e a (C)
§ e £ g

Packing Vol
acking Volume Uit




¥ 4 ™ P Note

AEAGREAEAFRIETRITEAR ¥ R Y Fﬁ“ﬁ‘*)@i‘u "EEL NP - K- FEF

E Y P 4o

The table is produced in line with the special dietary food computer operating procedures of

MOHW. The applicant is required to fill out detailed information according to the following

description in the columns highlighted in BLUE color.

1L 5-FeE2 K0 BEUECERBEER FREFAE-R - ABEFIR TR
In the Table 1 “Product Name in English” shall be filled out in English and in block letter.
Each box shall be filled out with an English letter, and a box shall be left blank between
two English words.

25w A o H ZEREHIOT
In the Table 4 “Ingredients”, the content shall be filled out according to the followings:

»]4e: For examples:

Soyabeah oil 630.62 (kg/1000 kg)
Coconut oil 38.12
Corn oil 27.93

Calcium Hydroxide 2500.00 (g/1000 kg )
Ferrous Sulphate  310.00

(# 1000kg # 2 =4 z £ ) (content for every 1000 kg)

z £ ¥ = N A z #
Content Unit Name of Ingredient
6 [3 o I6 2 2 Soyabeah oil
3 8B |2 2 Coconut oil
2 |7 |1 2 2 Corn oil
2 5 o fo |0 0 3 Calcium Hydroxide
3 11 |0 IO 0 3 Ferrous Sulphate

PUAR ) BBk s AR

The line is used to separate the decimal point.




¥Ry & 8 & 0 H OHF OO & ()
TABLE FOR PASTING OF INSTRUCTION MANUAL AND LABEL FOR SPECIAL
DIETARY FOODS (1)

v YRR
Name Applicant




