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In order to further strengthen the work of product formula registration of infant formula milk powder, China
Food and Drug Administration formulated the Items and Requirements of Product Formula Registration
Application Documents of Infant Formula Milk Powder (For Trial) (hereinafter referred to as Items and
Requirements of Application Documents) and Key Points for On-site Inspection and Judgment Principles of
Product Formula Registration of Infant Formula Milk Powder (For Trial) (hereinafter referred to as Key
Points for On-site Inspection and Judgment Principles) according to the laws and regulations such as the
Food Safety Law of the People's Republic of China and Measures for the Management of Product Formula
Registration of Infant Formula Milk Powder (No. 26 order of China Food and Drug Administration). The

two documents are explained as below:
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l. What’s the formulation basis?
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According to Article 81 of the Food Safety Law of the People's Republic of China, product formula of the



infant formula milk powder shall be registered in the Food and Drug Administration of the State Council.
During registration, it shall submit the formula R&D report and other documents for indicating scientificity

and safety of the formula.
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The Measures for the Management of Product Formula Registration of Infant Formula Milk Powder issued
by the Food and Drug Administration on June 6, 2016 defines the documents to be submitted for the
application for product formula registration, registration change and registration continuation of infant
formula milk powder and the working process of on-site inspection. And if it requires applying for
registration of product formula, it shall submit the label, instruction sample manuscript and the instruction

and certification documents stated in the label and package insert.
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According to the laws and regulations such as Food Safety Law of the People's Republic of China and
Measures for the Management of Product Formula Registration of Infant Formula Milk Powder, China
Food and Drug Administration drafted the Items and Requirements of Application Documents and the Key
Points for On-site Inspection and Judgment Principles. After soliciting for social opinions in public from
August 9, 2016 to September 10, 2016, and being repeatedly discussed, modified and perfected, the two

documents were issued on October 29.
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Il.  What are the main contents respectively specified in the Items and Requirements of Application

Documents and the Key Points for On-site Inspection and Judgment Principles.
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The Items and Requirements of Application Documents specifies four parts including general requirements

of application documents, items and requirements of product formula registration application documents,



items and requirements of product formula change registration application documents and items and
requirements of product formula continuation registration application documents, as well as application for
registration of product formula, application for registration of product formula change and application for

registration of product formula continuation.
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The Key Points for On-site Inspection and Judgment Principles specifies the requirements of four aspects
including production capability, test capability, R&D capability and sample trial of on-site inspection
applicant for product formula registration. In particular, the 18 items to be verified include workshop,
allocation of production, quality management system, production qualification, process control and process
document, critical control point, procurement situation, inspection facilities, instrument, equipment and
personnel, inspection situation, laboratory condition, R&D organization, R&D system, personnel
requirement, R&D situation, trial sample production equipment, inspection status, raw-food material and
food additives, and conformance of trial-production process, which define the inspected contents, judgment
criteria, inspection conclusion and judgment principle of on-site inspection. Emphasis of on-site inspection
of product formula registration is different from that of food production license and registration of overseas
infant formula milk powder manufacturer. It shall focus on the verification of authenticity of the product
formula registration application documents submitted by the applicant, as well as the consistency with
actual R&D situation and original data, and verify relevant production capability and test capability that

could guarantee scientificity and safety of the product formula.
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I11.  What are the requirements for the product name?

77 bt A FR R A4 RN A8 FRALSG, RS i A BB — A A FK, 77 i 44 PR R A RN F
DUy-o HTEMIRE D 2240 ) LRC T FUBE FIARIE S SCAA PR, SRR T SCAAFRAT R R 2R o

Product name consists of the product name and common 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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According to the applicable months of the product, the common names 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)”.
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The product name shall meet the provisions of relevant laws and regulations and national standards for food

safety, excluding false and exaggerated propaganda and contents that may mislead the consumers.
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IV. What are the requirements for quality safety standard of raw and auxiliary materials?

JIT PR B b JEURE L S IR B R L S R i B SR N A R S A L PR R 2 4 T 5K o A
(B ARMAE, BUE RS M NI B i 22 4 B ZObRUE (1 2 SRR AR AT (B ARSCHEE . B AR &
dnJEURE B SR IO R R A 1 5T

The types, grades and quality requirements of all raw-food materials and food additives shall meet
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. The applicant shall be responsible

for the quality safety of raw-food materials and food additives.
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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. It shall submit quality requirements and use basis, if there is no relevant
national standards for food safety. If it follows the enterprise standard, it shall submit the enterprise standard
text recorded by raw-food material or food additive manufacturer and the copy of the duplicate of

production license.
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Raw-food materials and food additives used for imported product shall meet the national standards for food
safety and (or) relevant provisions of China. If there is other product standard, it needs to submit the
explanatory materials that meet or are not inferior to the national standards for food safety and (or) relevant

provisions of China.
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V.  What main materials does the product formula include?

77 R EC T NS R AT AL BT R ATE TR R, BARERNT

For the product formula, it shall submit formula composition, list of formulation dosage and list of

nutritional ingredients, and the specific requirements are as below:
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(1) Formula composition
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1. List all used raw-food materials and food additives as per the descending order of additive amount,

including the part for wall imbedding materials, etc.
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2. It shall normalize names of the raw-food materials and food additives in accordance with the current



relevant national standards. It shall normalize the indication of the ingredient that could be used as food
additive, food nutrition enhancer, or other auxiliary material in accordance with its function in the final
product. When it is used as the food additive, it shall mark the name specified in the National Food Safety
Standards - Use of Food Additives (GB 2760); When it is used as the food nutrition enhancer, it shall mark
the name specified in the National Food Safety Standard — Use Standard of Food Nutrition Enhancer

(GB14880); when it plays the role of other ingredient, it shall mark the corresponding specific name.
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3. It shall state the situation of using compound ingredients and compound food additives.
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(1) List of formulation dosage
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1. The list of formulation dosage shall contain the names and amount of all raw-food materials and food

additives.
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2. The ones meeting the conditions below are allowed to not be listed in the formulation dosage:
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(1) 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.
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(2) If it fails to provide the formulation dosage of auxiliary material in the compound food additive, which

plays no function in the final product, the auxiliary material is allowed to not be listed in the list of



formulation dosage, and it shall explain the reasons.
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But all raw-food materials and food additives marked in the list of ingredients on the label shall be listed in

the list of formulation dosage.
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(1) List of nutritional ingredients
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1. The vitamin indexes and minerals indexes in the list of nutritional ingredients shall be marked in
accordance with the requirements in the National Food Safety Standard - Infant Formula (GB 10765) and
National Food Safety Standard - Older Infants and Young Children Formula (GB 10767); optional
ingredients include not only the optional ingredient indexes in the two standards above, but also the optional
ingredients that could be used for infant formula milk powder as specified in the National Food Safety

Standard — Use Standard of Food Nutrition Enhancer (GB14880) and relevant announcement of National

Health and Family Planning Commission.
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2. It shall mark clearly the amount of infant formula milk powder every 100ml under ready-to-eat status.
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VI. What are the main sufficient bases for certifying the scientificity and safety of product formula?
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The basis mainly includes 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 applicant could provide one or more bases above, which are able to fully certify the scientificity and

safety of product formula.
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VII. How should the obvious differences between product formulas be explained?
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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.
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The basis of product formulas and their differences shall be the results of research on breast milk and
nutrition. One or more aspects below could be selected to explain obvious differences between product
formulas as per the practical situation, and the differences in the types and amount of the raw and auxiliary

materials shall be clearly listed in the form of contrast list:
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() The macronutrients provided by main raw materials of the product formula, such as protein, lipid and

carbohydrate component, show a significant difference;
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(1) The selection of nutritive peculiarity of optional components shows a significant difference.
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It shall provide corresponding scientific verification materials for the instruction of significant difference.
Scientific verification materials 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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VIII. For the application for registration of one product formula, if there are products of different
packing specifications, whether it is allowed to provide the product inspection report of only one

packing specification?
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For the application for registration of one product formula, if there are products of different packing
specifications, it may provide the product inspection report of one packing specification, or product

inspection reports of different packing specifications.
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IX.  What are the contents of the “item conclusion” in the product inspection report?

7 i RS 98 A T e BRI R N 2 R 3 T H AT R TR A R 4 SOhE A SR ZE WO
AT ETEFIE -

According to the “item conclusion” in the product inspection report, it shall confirm whether every

inspection item meets the national standards for food safety and ostensive values on the label.
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X.  What are the requirements of the label and package insert sample manuscript, as well as stated

instruction and certification documents?
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The applicant shall submit the labels and package insert sample manuscripts of the products of all packing
specifications that apply for the registration of product formula, as well as the stated instruction and

certification documents. And the requirements below shall be met:
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(1) It shall meet the provisions of relevant laws and regulations and national standards for food safety, and



the 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.
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(1) 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.
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(1) The statement shall not involve disease prevention and treatment functions, shall not explicitly indicate
or imply that the product has health care effect, shall not explicitly indicate or imply that the product has the
functions of reinforcing intelligence, building up resistance or immunity, and protecting intestinal tract,
shall 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, shall not contain the contents that are false, exaggerated, violate scientific principle or
absolute, and shall not contain the content that is inconsistent with the registered contents of the product

formula.
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XI. Which documents are required for the product formula change registration?
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The materials that are required for product formula change registration mainly include:
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(1) Application for Registration of Product Formula Change of Infant Formula Milk Powder;
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(1) Registered certificate and attachment copies of product formula of infant formula milk powder;
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(1) 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;
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(IV) Copy of the legal and valid subject registration certification document of the applicant;
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(V) Specific name, reasons and basis of the change item.
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XIl.  Whether it needs to carry out R&D and discussion work again for the application for

registration of the product formula of infant formula milk powder sold on the market?
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For application for registration of the formula of the product that has been sold on the market, the applicant
could use the completed relevant research data that meets the requirements of Items and Requirements of
Application Documents, and submit the documents for certifying that the product formula of infant formula
milk powder sold on the market is the same as the one to be applied for registration, as well as the report for
analysis on post-marketing production, sales, management, consumption and tracking evaluation situations,

and type inspection report and spot check situation of supervision department.
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XIIl.  What’s the judgment principle of on-site inspection?
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Judgment principle of on-site inspection:
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If all judgment standards of the conformance items are met through on-site inspection, it gets the conclusion
that the verification has been passed, and the unit for verification will make the decision that the on-site

inspection has been passed.
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The conclusion of the verification is basically conforming if there is any one of the described situations of
the basic conformance items; if inspection conclusions of 1-4 items are basically conforming, the applicant
shall rectify the basic conformance items within 10 days. If the applicant thinks that the rectification is
proper, local provincial level Food and Drug Administration shall verify the situation and sign for
confirmation, and the unit for verification shall make the decision that the on-site inspection has been

passed.
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The conclusion of the verification is non-conforming if there is any one of the described situations of the
non-conformance items; the unit for verification will make the decision that the on-site inspection is not
passed, if there is the non-conforming conclusion of one item, there are 5 and more basically conforming

items, the rectification is not completed within specified time, or the rectification is improper.
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XIV. What are the differences between on-site inspection for product formula registration of infant

formula milk powder and on-site inspection for production permit?
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Emphasis of on-site inspection of product formula registration of infant formula milk powder is different



from that of production permit, and the contents are also different. On-site inspection of product formula
registration focuses on the verification of authenticity of the product formula registration application
documents submitted by the applicant, as well as the consistency with actual R&D situation and original
data, and the verification of relevant production capability and test capability that could guarantee
scientificity and safety of the product formula. The 18 items to be verified include four aspects of
production capability, test capability, R&D capability and trial sample production. On-site inspection of
production permit focuses on the essence contents in the production conditions of the manufacturer for
guaranteeing food safety, mainly including 34 verification items in 6 aspects of production site, equipment
and facilities, equipment layout and technological process, personnel management, management system and
trial-product qualification test report.



