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Items and Requirements of Registration Application Documents for

Product Formula of Infant Formula Milk Powder (Trial)

— HIEME—RER
I. General Requirements for Application Documents
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The applicant shall access the registration application system of product formula of infant formula
milk powder through the websites of China Food and Drug Administration (CFDA)

(www.cfda.gov.cn) or Food Review Organization of CFDA (www.bjsp.gov.cn), and fill in and

print the attached tables below in accordance with the specified format and contents: Application
for Registration of Product Formula of Domestic Infant Formula Milk Powder (Attached Table 1),
Application for Registration of Product Formula of Imported Infant Formula Milk Powder
(Attached Table 2), Application for Registration of Product Formula Change of Domestic Infant
Formula Milk Powder (Attached Table 3), Application for Registration of Product Formula
Change of Imported Infant Formula Milk Powder (Attached Table 4), Application for Registration
of Product Formula Continuation of Domestic Infant Formula Milk Powder (Attached Table 5)
and Application for Registration of Product Formula Continuation of Imported Infant Formula
Milk Powder (Attached Table 6)


http://www.cfda.gov.cn/
http://www.bjsp.gov.cn/
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The applicant shall attach relevant application documents to the Application for Registration, and
sequence these materials as per the “attached materials” clearly listed in the Application for
Registration. Detailed catalog of materials shall be provided for the whole set of application

documents, and the catalog shall be put in the first page of the application documents.
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The whole set of application documents shall be bound in a volume, wherein each document shall
have a cover page that clearly indicates name of the product, name of the applicant and name of
the document at the top right. Obvious mark shall be used to distinguish these documents, and it

shall mark clearly the name of each document or the serial number of this document in the catalog.
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The application documents shall be printed with A4 paper (the Chinese characters shall be Simsun
Font of size 4, and the English words shall not be smaller than size 12), and the contents shall be

complete and clear without alternation.
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Except the application for registration and certificate of analysis issued by the analytical facility,
official seal or seal of the applicant shall be stamped on every application documents or on the
junction page. If an overseas applicant has no official seal or seal, it shall stamp the official seal or
seal of representative office in China or domestic agency on the part with characters. The stamped
official seal or seal shall comply with relevant national provisions about seal use, and shall have

legal force.
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The name of applicant, address, legal representative and other contents written in the application
documents shall be consistent with relevant information in the subject qualification certifications
of the applicant. And the same contents (such as name of applicant, address and product name)
written in the application documents shall be consistent. The stamped official seal or seal shall be

consistent with name of the applicant (except representative office in China or domestic agency).
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English contents in the subject qualification certifications of the applicant, quality safety standard
of raw materials and excipients, product formula, production process, certificate of analysis, label,
package insert sample manuscript, relevant supporting documents and other application
documents shall be translated into normalized Chinese contents; the abstract and keywords of the
English references and the contents relevant to scientificity and safety of the formula shall be
translated into normalized Chinese contents (except English names and addresses), attached with
the English documents. The applicant shall ensure the authenticity, accuracy and consistency of

the translation version.
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In submitting correction documents, the applicant shall submit all modified complete materials of
relevant projects successively in accordance with the requirements and contents of the Notice on
the Review Opinions for Product Formula of Infant Formula Milk Powder, and attach the original
copy or copy of the Notice on the Review Opinions for Product Formula of Infant Formula Milk

Powder.
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The applicant shall synchronously submit the original copy, five copies and one soft copy of the
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application documents; in the review process, if the documents shall be supplemented or corrected,
the applicant shall provide one original copy of the correction documents, four copies and one soft
copy. The copy and soft copy are made by referring to the original copy, so the contents shall be
consistent with the original copy, and be complete and clear. The applicant shall be responsible for
the authenticity, completeness and legality of the application documents, and undertake

corresponding legal liabilities.
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After stamping official seal or seal on each page or junction page, each application document shall
be scanned as the soft copy and uploaded to the registration application system of product formula

of infant formula milk powder.
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Items and Requirements of Product Formula Registration Application Documents

(=) 7= A BC T VEN AR T H

Items of product formula registration application documents
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Application for Registration of Product Formula of Infant Formula Milk Powder;

2. FH N AR BE B A SO

Subject qualification certifications of the applicant;

3R B 2 A

Quality safety standard of raw materials and excipients;

477 BT s

Product formula;

5.7 fnBC 75 I A ot s

Product formula R&D report;

6.4 L2,
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Instruction for production process;

77 LI AR 7 5

Product certificate of analysis;
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Materials for certifying R&D capability, production capability and test capability;

9. HAMRBIM I BEAE L e E AR

Other materials indicating scientificity and safety of formula;
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Label and package insert sample manuscript and the alleged instruction and certification

documents.
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Requirements for product formula registration application documents
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Application for registration
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Product name consists of the trade name and generic name. Every product can only be provided
with one product name written by normalized Chinese characters. It may mark the English name

of imported infant formula milk powder that is applied for registration, and the English name shall

correspond to the Chinese name.
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The name of the product shall meet the provisions of relevant laws and regulations and national

standards for food safety, excluding the contents below:
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The words that are false, exaggerated, violate scientific principle or absolute;
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The words that involve prevention, treatment and healthcare functions;
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The statement that explicitly indicates or implies that the product had the functions of

reinforcing intelligence, building up resistance or immunity, and protecting intestinal tract;
@ FEBE A SR R R

The words that are vulgar or contain feudalistic superstition color;

® MNMEH R TSI,

The words that contain tissue and organ of human body;

© HAh v T S WA TE, il A - BB AR LA A T B iR AR o

Other words that may mislead consumers. For example, the use of homophone or near

homograph that is enough to cause misunderstanding of consumers.
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The products of the same series but different applicable months shall have the same or similar

product name.
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According to the applicable months of the product, the generic name shall be “infant formula milk
powder (0-6"" month, phase 1), “older infant formula milk powder (6 -12" month, phase 2)” and

“young children formula milk powder (12" -36" month, phase 3)”.
(4) FAth 75 ZE0 WA 1) i) B

Other problems that need to explain.
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It shall explain the relevant situations and causes for the failure of product formula registration,

and submit the copy of letter of decision of not registering for the original formula.
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State whether the product formula is the one that has been sold in the market. If so, it shall state

the situations such as name of product, sales time, sales countries or regions.
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Other problems that need to explain.

2. BB N A HEBE B XA

Subiject qualification certifications of the applicant

(1) HHF ARt CHUS 5 A AR AL RAE

The guarantee for ensuring that the applicant will not infringe the patent obtained by others.

(2) 7= A FRASF AR B PRATE S o

The guarantee for ensuring that the name of product will not cause infringement.

(3) HIE AN EEA RN B ICUE N SO BB

Copy of the legal and valid subject registration certification document of the applicant.

(4) Pz BT ER, RAZHIEANZ LW e Ak A0 b FE AR

If the product has been sold in the market, it shall submit the materials for certifying that the

applicant is the legal manufacturing enterprise of the sold product.
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If name of the product contains registered trademark, it shall provide the copy of certificate of
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trademark registration approved by the national trademark registration management department.
Range of trademark application shall meet the requirements. If the trademark registrant is
inconsistent with the applicant, it shall provide the materials for certifying that the applicant can

use the trademark legally.

(6) Wit 124l LBC T FUk = b FC 5 P K, 3[R 2 58 BA R UE AT

It shall also submit the certification documents below for the application for product formula

registration of infant formula milk powder:

O A 5N 5 rh AR BR300, 3252 COMEflk H 3E rp EAREE L
FEICIE) EEE.

It shall submit the copy of the Certificate of Registration of Resident Offices of Foreign
Enterprises for the transaction of registration affairs by resident representative office of overseas

applicant in China.

@BEHM T NZATE N ARBEH UL I p BN S 55 1, SRS AR SRR IR A &
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It shall submit the original copy and its Chinese translation of notarized letter of authorization, and
the copy of business license of entrusted agency for the transaction of registration affairs by

domestic agency entrusted by the overseas applicant.
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In the letter of authorization, it shall write clearly the name of issuing organization, name of
entrusted organization, name of the product to be registered under entrusted application, entrusted
matters and issuing date of the letter of authorization. Name of the entrusting party of letter of

authorization shall be consistent with name of the applicant.

3R R B Rt

Quality safety standard of raw materials and excipients

PRI b JEORE B SR INFRU R el i L S5 SRR o B SR NE 2 AT A N i 2 4 I SAR
AN (B MRME, BUE AT A N 18 i 22 4 [ KPR e 22 s PR bn A (B AR
5E o

The types, grades and quality requirements of all raw-food materials and food additives shall meet
— 10—



corresponding national standards for food safety and (or) relevant provisions, or meet

corresponding safety indexes of national standards for food safety and (or) relevant provisions.

Pt R dh SR B AN PAT B 2 SR AERT (B [ 55 e RAEAT BRI T A
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It shall submit No. of national standards for food safety and (or) name of the announcement by
Health Administrative Department of the State Council for the situation that the used raw-food
materials and food additives follow national standards for food safety and (or) announcement of

Health Administrative Department of the State Council.

HE A il JEURE R ah s IR b 2 A 7 Dt

The applicant shall be responsible for the quality safety of raw-food materials and food additives.

4. 7= T

Product formula

(1) 5 4LRk

Formula composition
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List the used raw-food materials and food additives as per the descending order of additive amount,
but the ingredient with additive amount of less than 2% may not follow the descending order. It
shall normalize names of the raw-food materials and food additives in accordance with the current
relevant national standards. And it is not allowed to add other substances that are not contained in

the provisions of national standard regulations.
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It shall mark names of the compound ingredients and compound food additives in the formula



composition for the used compound ingredients and compound food additives, add the bracket
afterwards, and mark the compositions of compound ingredients and compound food additives.
The ingredient with additive amount of less than 2% may not follow the descending order. It shall
mark the specific type name of edible vegetable oil in accordance with descending order of

additive amount.

@7 th AR I RIRRT, B LR AR R T B BT
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It shall mark clearly the animal origin of the dairy product materials such as the use of raw milk,
milk powder and whey (protein) powder in the formula composition for the product with its name
containing animal origins. And it shall mark clearly the proportions of various animal raw

materials for the dairy product material with two or more animal origins.
(2) BT HER
List of formulation dosage
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Dosages in the list of formulation dosage shall be calculated in accordance with the contents of
raw-food materials and food additives used for making 1000kg infant formula milk powder, which
shall be consistent with the actual amount of raw-food materials and food additives of the trial
sample, and cannot be marked in the form of percentage. Under the conditions that types of the
raw materials do not change and meet the sequence in the list of ingredients and the requirements
for contents of nutritional ingredients, the amount of raw-food materials and food additives during

actual production is allowed to fluctuate or be adjusted within a certain range reasonably.

@MC 7 F R N 2 51 H A P 1 43 BBV R & A A g A A A & . 2 B
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The list of formulation dosage shall contain the names and amount of all raw-food materials and
food additives. If it fails to provide the formulation dosage of the food additive in the compound
ingredient with the additive amount of less than 25% of the total amount of food, which is
specified in the national standard, industrial standard or local standard, meets the drag-in principle
specified in the National Food Safety Standards - Use of Food Additives (GB 2760), and plays no
process role in the final product, the food additive is allowed to not be listed in the list of
formulation dosage, and it shall explain the reasons. Above situation does not apply to the ones

marked in the list of ingredients on the label.
(3) EIHITE
List of nutritional ingredients
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It shall mark the content of the nutritional ingredients every 100kJ and 100g, and meanwhile mark

the contents of every 100mL.

@E TR R (B2 eE R AERLE T &) (GB 10765) I (&rah% 4
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The nutritional ingredients shall be listed as per the sequence specified in the National Food Safety
Standard - Infant Formula (GB 10765) and National Food Safety Standard - Older Infants and
Young Children Formula (GB 10767). Except the provisions of GB 10765 and GB 10767, the
nutritional ingredients shall be listed as per the sequence specified in the National Food Safety
Standard — Use Standard of Food Nutrition Enhancer (GB14880). The nutritional ingredients
shall be respectively listed as per the types of energy, protein, fat, carbohydrate, vitamin, minerals,
optional component, etc. Table 1 is the sample format for the list of nutritional ingredients of

infant formula milk powder:



RLUBFBOR

Table 1 List of Nutritional ingredients

T H Item A7 Unit 44/100kJ £$/100g

AWEA

Whey protein

MV PR G
Linoleic acid mg
o~V PR ER

a-linolenic acid

Lactose

YErE A

Vitamin A

#iNa mg
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CIprit=2:35 7%y

Optional

component
JIEL Bl mg

Choline

@E TR HIAATR bras AL £ i 22 4 B SObR e BB s — B

The name and marked unit of the nutritional ingredient shall be consistent with those in the

national standards for food safety.
5.7 I B R IR &
Product formula R&D report
(1) BCHHR
Formula R&D
O = S E TS s BER H . T3 8 2R 705 B0 RAH S RELATF 7R

State features, R&D purpose, market investigation and research situation and relevant breast milk

study situation of the product formula.
OUEMECTT R A 22 PR 78 AR
Sufficient basis for certifying the scientificity and safety of the formula.
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The basis could be: Test data, relevant overseas and domestic regulations and standards,

nutritional guidelines or monograph, nutrition data, other relevant research literatures and

historical materials of long-term sales and consumption, etc.
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The test materials are infants and young children feeding test materials or targeted animal test
materials; relevant domestic and overseas regulations and standards include the declared formula
related domestic and overseas regulations, standards and the research data; the nutritional
guidelines or monographs are published by domestic and overseas authoritative
medical/nutritional organizations, societies or associations; the nutrition data shall be
representative; research literature shall be authoritative, sufficient and directly associated, the
involved subjects of clinical research literature shall be reasonably associated with the target
groups of formula design, and the clinical test research result supports the feeding effect; the
historical materials of long-term sales and consumption shall include the tracking evaluation

materials since the food is launched on the market, and there shall be no adverse reaction of group.

@I TER &

Argumentation report

WIER S A BRI E FRRBOHEM (80 FRZE R KYE . U = FR 40E bt
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Contents of the argumentation report include the basis of confirming nutrient design value and (or)
label value, research on relevant nutrition data of raw materials, research on nutrient attenuation in
the production process and during shelf life, research on detecting deviation range of nutrient
design value and (or) label value, formula composition selection basis and amount design value,
formula verification and correction process and result, research on stability of products of all
packing specifications and confirmation situation, confirmation of internal control standard of

product enterprise, etc.

@V B e F (08 it JEORLA 8 s I FRIAE S 05 A A A P DA R AR SR . TR 5 [ SO ok ik
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Describe the situation that the functions, types and amount of selected raw-food materials and

food additives in the formula shall meet relevant national laws, regulations and standards.

O dh b E, B LEITTHNEREHN T 5. REAVFI T R a5E 2 40L& RIS I
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Scheme of tracking evaluation on nutrition and safety after the product is sold on the market. The
tracking evaluation scheme includes the indexes of infants and young children consumption
situation and product stability, and the mode of tracking evaluation that shall be confirmed in the

scheme.

(2> BCJ7 i s 22 e i)

Instruction for obvious difference between formulas

HE N BRSNS DL B[R] AR R BO™ e 7 I, e s I G U7 5 B N (R4 Re B
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In applying for the registration of two or more product formulas of the same age group, the

applicant shall describe the features and obvious differences of the formula applied to register

compared with other formula of the same age group of the applicant.

PR LT B 2 S R SO BRI IS . B IR AR AR . BT W 22 e M A
AR Z

The basis of product formula and its difference shall be the results of research on breast milk and

nutrition. Obvious difference of the formula shall follow one of the principles below:

O fhlCT EZ R EEE IR R, WEAR. L. oKL Ema s B W
FETt

S

The macronutrients provided by main raw materials of the product formula, such as protein, lipid

and carbohydrate component, show a significant difference;

@SR E IR R R R A R 2R

The selection of nutritive peculiarity of optional components shows a significant difference.

WY 22 Sk (R 2 TR SE A R 3 5 B AL 1 LGS B OGE IR AT FUROCR 38 AT (A i
AR LMIR IR (BT PRSI BCHARAR AT 7T SR -

The scientific verification materials that show a significant difference include the comparison with
breast milk data or relevant results of the research on nutrition, and it may synchronously submit
research literatures of infants and young children feeding test (or targeted animal test) or other
relevant research literatures.
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In comparing to explain obvious differences between the product formula that is applied to register
and other formula of the same age group of the applicant, it shall not only describe the contents

through texts, but also list clearly the types and amount of raw and excipients existing differences.
6.4F= T2 YA
Instruction for production process

(D P TERERA A TZhRE, AR EEA TR B S
il o

For the production technology process, it shall submit commercial production technology process,

and mark clearly the main production processes, environmental condition and critical control point.

) BARSIR F R TR A 8% (AR, 5D | SREREH| S s H S 80
bty

It specifically describes the relevant production equipment (name and model) of main production

processes, and control parameters and control measures of the critical control point.
(3) A= L5k
Verification for production process

RZAD T3 RPN T ZAER Y, AR ORKFEERTEE 74
PRy PR, RO Bt R, SEhRm RS QL ZRIEERE; ORI
Pt @REREIE TR T ETED T, @ L EREN I ©LZRiEL k.

Submit the process certification reports of at least 3 batches of samples, and contents of the reports

include: @ Information of batch samples (product name, product batch, capacity of raw and
excipients, theoretical output, actual output, etc.); @ Process validation process; 3 Sample
homogeneity analysis; @ Analysis on conformance of nutritional ingredients of sample; &

Process stability analysis; ©® Process certification conclusion.

7R RAR S

Product certificate of analysis

— 18—
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Submit the certificate of analysis on all items of at least three batches of products produced in
accordance with the formula of the product that is applied to register, wherein there must be the
certificate of analysis on all items of at least one batch of products produced through commercial
production line. Production of the product shall meet the requirements of the National Food Safety
Standard — Good Manufacturing Practice for Powdered Formula for Infants and Young Children
(GB 23790).

AR T3 bk b BAT B4l )L Ty 70k 4 30 A3 g B R s SR LA HE R
NP TR A i C 7 8 I R A A 7 2R I P A IR T K, R PP AR PR
WA IR AT AR 5

If the food analytical facility with the legal qualification of inspecting all items of the infant
formula milk powder issues the product certificate of analysis for at least 3 batches of products
produced through the commercial production line in accordance with the product formula that is
applied to register, the review organization will not entrust the analytical facility to conduct

sampling analysis in the process of registration review.

(2) A6 I H BONAT SRVEHNE AN B2 4 JLBC J7 FLRy 8 b 22 2 [ Sbn L (10 4 o O3
Ho Rl MERE A RR BoE. Ar B, A is . $UaThede. BRIH . bRk
AR AIEE . B BOUHE . RIS, RIRR R, RIS M T EER .

The analytical items shall be all items specified in the relevant laws and regulations and provisions
of national food safety standard - infant formula milk powder. The certificate of analysis shall
indicate clearly the information such as sample name, quantity, date of manufacture, production
batch number, executive standard, test items, standard index, test data, test method, item

conclusion, analytical conclusion, test time and number of certificate of analysis.

(3) KT VERN 4GB 10765 FIGB 10767 M AHCE FARMEMIE . B brvE ARz
B, HIE AN B AT SR 715 S TR S R S AR R, SR E B E AR AERT, N2
R4

The analytical methods shall meet the provisions of GB 10765 and GB 10767 and relevant
national standards. The applicant shall submit the analytical methods and methodological study
and certification materials for the ones not specified by the national standard, and submit the
translation of the whole document that adopts international and overseas standards.
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(4) KBk kg AN MTE, ARIRSG WIHER/EE R HSE. B0, 6, A%
JE T AL
Format of the certificate of analysis shall be normalized without alternation; the test data/result

shall be real, objective and accurate, and in legal unit of measurement.

(5) RS di f B 24 2B = Al bt B 7 o N NSt A B AR o
AVEE B R AR IR UL R, RS AR DT NS IR A

Quality principal or quality authorized person of the manufacturer shall sign and stamp official
seals on the certificate of analysis. The principal of the analytical facility shall sign and stamp
official seal on the certificate of analysis issued by food analytical facility with statutory

qualification.

8HERBES . A RE /AN IR AE 7 HIUE B AR

Materials for certifying R&D capability, production capability and analytical capability;

(D REZWIRNG S BN RN RREGE. Tk, 20 PR Mol rsedk
RGO B, FFARAZTT R I R TARTG SRR R I RIR S, L3 RIS L RIS 1%
Ble

Submit the instruction for the basic situations including numbers, major, education background,
title and working experience of R&D personnel, production personnel and analytical personnel, as
well as the situations of the implemented R&D work and relevant published papers, monographs

and obtained patents.

(2) $RACHIA S AEr= RGeS . O B A 37 TP T )

Submit the list of main equipment and facilities and plan of the site for R&D, production and

analysis.

(3) IRACHEUEWIRT Erb IR 2240y LC J5 6 dh R 25 7 IV R A SE i fa 35 0 i 5 R B
il = A ZR AR

Submit the materials for certifying that the requirements for good manufacturing practice of
powdered infant formula foods are met, and for implementing hazard analysis and critical control

point system.

(4) BEHh il N SHEAZ S Bt AG 360 RO AS: B TLAA) 44 Pk S FL S TR SIE A R 46
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The overseas applicant shall submit the name of the analytical facility for implementing lot by lot

analysis and the materials for certifying the statutory qualification.

9 HAMRBAE TRl REMHIE

Other materials indicating scientificity and safety of formula

(1 $EAZE R ERE BB IN R EEREE I ST, g o i) 2 A B S e B ST
RS W) Kt s S B ENEAE . SRR D R AR, 3 S PR A N B ek
PR F A AL

Submit documents for certifying legal sources of raw-food materials and food additives, such as
copies of subject registration certification documents, invoice for sales, in and out factory
certificate of analysis of the supplier. It shall also submit the relevant materials issued by entry-

exit inspection and quarantine department for the use of imported raw and excipients.

(2) B LR Ml T, BEAIRAS M B B AR R ERE
WG BLA) 7 Aty s DAB T 8 1 DA 5 D0 AT Tl AR ) 2R SR 364 75

For the formula of the product that has been sold on the market, it shall submit the report for
analysis on product production, sales, management, consumption and tracking evaluation
situations, as well as spot check situation of supervision department and type certificate of analysis

since the product is sold on the market.

(3) HHFH Mt 1224 LRC 7 FUk = fhBC T (K, GiANE ] iR 582 AR, N 4248
HE A C BT 28 BRSBTS . A B H
L SRERPFO R DL T AR B o R 5 5l 15 B AR 156 0L

If the application for the registration of product formula of imported infant formula milk powder
does not apply to the requirements in clause 2 above, it shall submit the reports of the applicant for
the analysis on the situations of production and sales of the same or similar products on the market,
spot check of supervision department and analysis of enterprise, consumption and tracking

evaluation, as well as the situation that shall be specially explained for registration in China.

(4) BdhJERk, &SI R Rl B S5 AT MG 3 o W TR IGO0, R 24 1E I 4
L 2 A ORI INIR B4R, 577 b AR BB R R R B 5 e FE 5 it
FOMAZ ] 1 B o

It shall submit the situations of researching and controlling possible hazardous ingredients in the
raw-food materials and food additives, and add limited amount indexes in the requirements for
21—



quality safety of raw and excipients; as well as the instruction for researching and controlling

possible hazardous substances in the packaging materials that directly contact the product.

L0 AR UL B PR LRI . IERIARL

Label and package insert sample manuscript and the alleged instruction and certification

documents

(1) $EAZHTEEEM ™ dhBC T T QRS P S AR RS . SR FAERG . P fhdRZE.
AT & IEENE AN 2 2 E SARME I RILE , 7 S bR A B 5 mh O IS R P 2 2
—Ee BEORRY)) LR T O RS A T OSCARZE A A . A ARSEE T U, NER .

Submit the labels and package insert sample manuscripts of the products of all packing
specifications that apply for the registration of product formula. The product label and package
insert shall meet the provisions of relevant laws and regulations and national standards for food
safety, and the product label shall be consistent with corresponding contents in the instruction.
Imported infant formula milk powder shall be provided with Chinese label and package insert. It

shall mark clearly the product with label but without package insert.

(2) B WS B B L5 57 A A 04 25— B0 B
ARSI

For the statement in the label and package insert, it shall submit the instruction and effective and
reliable certification documents that are consistent with the contents of product formula
registration.

(3) B FAGEH TN E:

The label and package insert shall not contain the contents below: .
OW KB IG 16TT DIRES

The contents that involve disease prevention and treatment functions;
QW7 s B A TR AEE

The statement that explicitly indicates or implies that the product has health care effect;
© HRsE RO R BA S IRt s e . Ry e S Th R R

The statement that explicitly indicates or implies that the product has the functions of reinforcing
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intelligence, building up resistance or immunity, and protecting intestinal tract;

@RS THE IR B dh 22 AhREAN RS 87 S lC T vh & A B S B, AT
AT TR SR AR A BE A S

Use the words of “no additive”, “does not contain” and “zero additive” to emphasize that it does
not use or contain the substances not contained or used in the product formula in accordance with

the food safety standard.

O TR SR N B X A A

The contents that are false, exaggerated, violate scientific principle or absolute;

©57 hEC T EN N EA— AR

The statement that is inconsistent with the registered contents of the product formula.

= PRI E M B MR E 52K

Items and Requirements of Product Formula Change Registration Application Documents

(=) =BTy AR A B A AR B

Items of product formula change registration application documents

12840 L7 FUok 7 b e 75 22 S M R 15

Application for Registration of Product Formula Change of Infant Formula Milk Powder;

2. 8401 JLBCTT 3Lk 7= e BE T VEMHIE 5 A B S BT

Registered certificate and attachment copies of product formula of infant formula milk powder;

3. 5 A HIAT R AU R AL o

Certification documents relevant to change items

(=D P2 i 2R A B AR R

Requirements of product formula change registration application documents

1 AR A S



Change registration application

(1) AR IS N dh i 75 AL S B R A 28 (1 2 00

The change items shall be the ones written clearly in the registered certificate and attachment of

the product formula.

(2) AZTEVEM Y HAE AR 2452 2240y ) LIE 75 LR 7 BE 5 VEMHIE B R 2 Sk 48K
AR, N A B AR F O AR H R

The applicant for changing the registration shall be the person holding the product formula
registration certificate of infant formula milk powder; upon change, the applicant shall put forward

the application for changing the enterprise name.

2 5 EHIA RKUEBA R

Certification documents relevant to change items

(1) A HE ARSI B E R, S W™ T L A RAE AR

For the transaction of change item entrusted by overseas applicant, it shall submit relevant

certification documents of entrustment by referring to the product formula registration.

(2) HIEANGEA R BT U SR CENL U LR AR A5 4k
HF NI RS .

Copy of the legal and valid subject registration certification document of the applicant (such as

business license, code of organization and registration qualification of overseas applicant)

(3) ARH RN HARLIR B KR

Specific name, reasons and basis of the change item

OFTER A PR TE,  PUAZ S R 44 AT S SR i A R

For the application for change of the product name, the product name to be changed shall meet

relevant naming rules.

@HIE A AR AP M B ARAE AR, B3R A2 2 BUG L& #1 T
H AR A EAE A R

For the application for the change of enterprise name, production address name and legal
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representative, it shall submit relevant change certification documents issued by the competent

department of local government.

Q™ METT R E R, FIREMRENREGNE. REBERBENE, 24
Phy BEEAPERAIEIR S o XT3m0 dhle Bt e VERAR T, IR S P R B I
B R BT R R A AR A H R A R

It shall mark the contents to be changed and that have been changed in the list of the application
for product formula change. Submit the report for discussing the necessity, safety and scientificity
of the change. For the change that influences the scientificity and safety of product formula, it
shall submit the materials of application for change registration in accordance with the actual

requirements and the registration requirements of the first application.

VU 7= S EC 7 SESRIEA B AR B 5 ER

Items and Requirements of Product Formula Continuation Registration Application

Documents

(—) Bgh)LECTr A7 sk EC 7 SESRIEA 5 15

Application for Registration of Product Formula Continuation of Infant Formula Milk

Powder;
(=) B AR BUE I SR B

Copy of subject qualification certifications of the applicant;
(=) S BERRES RN RIREE BN,

Situation of R&D capability, production capability and test capability of enterprise;
() A=l REEHRERHERE:

Report of self-examination on quality management system of manufacturing enterprise;

() PREFR. BETTEKIBREPMER, BRBRIFENRE (BHEA) « 4
B WERNMEMEIAARELLLE, SR AGRBLNEYA, UERIEAHINE
RNEBL S E558

Tracking evaluation on product nutrition and safety, including the summary of situations of

product manufacturing (or import), sales, spot check of supervision department and analysis



of enterprise within five years, instruction for non-conformity of products and summary of
the adverse reaction of the product within 5 years;

(%) HEAFERYE . BEX. ERETRG4RREEER TERERE L

Opinions for continued registration in the local food and drug administration of province,

autonomous region and municipality of the applicant;
(&) B4 JLECTT Fob 7 i e 7 EAHIE TS & M B

Copies of registered certificate and attachment of product formula of infant formula milk

powder.
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