BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC AN TOAN THU'C PHAM Poc 1ap -Tu do - Hanh phuc

S6: 2941 /ATTP-PCTTR Ha Noi, ngay 30 thang 11 nam 2023
V/v huéng dan doanh nghiép san xuét
thue pham thudc tham quyén quan 1y
ctia Bo Y té thyuc hiénviéc ding ky
xuat khiu sang Trung Quéc

Kinh guri:
- S&'Y té tinh, thanh phd truc thudc Trung uong;
- Ban Quan ly an toan thuc pham tinh Bic Ninh, TP. Pa
Ning, TP. H6 Chi Minh;
- Chi cuc An toan vé sinh thuc pham cac tinh, thanh phd truc
thudc Trung vong;
- Hiép hoi Thuc pham chire nang Viét Nam;
- Doanh nghiép xuat khau thyc pham chirc ning sang Trung
Quéc;
- C4c t6 chuc, c& nhan c6 lién quan.

Theo quy dinh ctua Téng cuc Hai quan Trung Qudc (GACC) vé viéc ding ky
Doanh nghi¢p san xuét, xuit khau thuc phém vao Trung Quéc duoc thuc hién truc
tuyén trén website https:/cifer.singlewindow.cn va cin ctr vao thim quyén quan 1y
duge Bo Y té giao, Cuc An toan thyc pham (ATTP) hudng dan Doanh nghiép (DN)
san xuat thuc phém chtrc nang, thuc phém dung cho ché do an dic biét thuc hién

dang ky xuat khau vao Trung Qudc nhu sau:

I. Pham vi dang ky:

Doanh nghiép xuat khau san pham Thyc phdm chirc ning va Thuc pham ding
cho ché d6 an dic biét (Piéu 7 Lénh sb 248 cua Toéng cuc Hai quan Trung Qudc
GACC) thyc hién dang ky qua Cuc ATTP, gdm céc san pham:

1. Thuc pham b6 sung

2. Thyc pham béao vé stc khoe

3. Thyc pham dinh dudng y hoc

4. Thuc pham dung cho ché d¢ an dic biét

Il. Thuc hién ding ky:

1. Buéc 1. DN tu tao tai khoan (account) hoic dé nghi Cuc ATTP cép tai
khoan trén hé thdng https://cifer.singlewindow.cn (sau day goi tat 1a Hé thong):

- Cac thao tac trén Hé théng dugc hudng dan cu thé trong tai liéu hudng dan
st dung (Single Window User Manual) cua GACC (xem file dinh kem).

- Mbi mét lan dang ky dugc 1 nhom san pham theo phén loai ciia GACC. Néu

dang ky 2 nhom trg 1én, thuc hién tir ddu nhu dang ky lan 1.

- Truong hop dé nghi Cuc ATTP cap tai khoan, DN giri cong van cho Cuc
ATTP va cung cap nhing thong tin trong Phuy luc 1 kém theo cong vin nay.

2. Bu6c 2. DN sir dung tai khoan duoc tao thuc hién ding ky xuat khau san
pham sang Trung Qudc theo hudng dan va yéu cau trén Hé thong



3. Budc 3. DN chuan bi bo hd so ban gidy, c6 ky xac nhan va con diu day du
ctia DN, nop cho Cuc ATTP, bao gom:

a/ Cac gidy to do GACC yéu cau (ndp song song vai ban scan dinh kém trén
Hé thong):

- Gidy chimg nhan du diéu kién san xuat do co quan c6 thim quyén cia nude
(khu vyc) cap;

- So' db chitiét quy trinh san xudt va mo ta vé k¥ thuat san xuat;

- Ban cam’két cua doanh nghiép (Phu luc 4 kém theo cong vin nay).

b/ Cac gidy t& do phia Trung Qudc yéu cau Bo Y té Viét Nam (Cuc ATTP)
xac nhan cho DN:

- Gidy chimg nhéan dang ky kinh doanh.

-"Gidy tiép nhan dang ky ban cong bd san phdm kém ban Tiéu chuin san
pham;

- Gidy chimg nhén luu hanh ty do (CFS)

- Check List tai liéu danh cho TPCN va Thyc phdm dung cho ché d6 an dic
biét (Phu luc 2 va Phu luc 3 kém theo cong van nay)

Ghi chii: Khi GACC ¢6 nhitng thay doi vé yéu cau dang ky, Cuc ATTP sé ¢6
nhitng diéu chinh thich hop dé phit hop véi tinh hinh thiee té va déap vmg cdc yéu cau
cua GACC.

4. Budc 4. Cuc ATTP tién hanh kiém tra hd so, déi chiéu su phi hop so véi
quy dinh cua Viét Nam va Trung Quéc. Khi ho so dat, Cuc ATTP s& giri ho so cho
GACC.

5. Budc 5. DN theo déi qua trinh ding ky va nhan phan hoi cua Cuc ATTP va
GACC tryc tiép trén Hé thdng.

“Luwu y: Doanh nghi¢p phdi hoan toan chiju hoan nhiém vé si phu hep cia
hé so.

Trong qué trinh thuc hién, néu ¢6 vuong méc, lién hé Cuc An toan thuc phﬁm.
Dia chi: ngd 135 phé Nui Tric, Ba Dinh, Ha Noi. Dién thoai: 024.38464489.

Tran trong./.

Noi nhin:

- Nhu trén;

- TT. B Xuan Tuyén (dé b/c);
- Cac Phé Cuc truong (dé biét);
- Luu VT, PCTTR.




Phu luc 1 - Biéu mau ding ky

Quéc gia (vung lanh thd): Viét Nam q ’
Tén co quan chu quan: Cuc An toan thuc pham - Bo Y té

Théng tin Doanh nghiép ding ky cap tai khoan qua Cuc An toan thuc phim

STT Noi dung
1 User name Doanh nghiép dé xuat
2 Password Doanh nghiép dé xuat
: 56 ding S e Nt it o
4 Tén doanh nghiép
5 bia chi
6 S dién thoai S dién thoai ciia nguoi lién lac
7 Email
8 Loai hinh doanh nghiép’
9 San pham dang ky
10 Ma HS?

1 Loai hinh Doanh nghiép:

PP-Doanh nghiép ché bién;

CS-Doanh nghiép kho lanh;

DS-Doanh nghiép bao quan nhiét ¢ thuong

Type: PP-Processing Plant; CS-Cold Store; DS - Dry store.

2 Ma HS/HS Code: dién 8-10 s6 ma HS code




Phu luc 2 — Théng tin duoc ghi bang 2 ngdn ngit Anh — Viét
CHECK LIST DANH CHO DOANH NGHIEP

Registration Conditions and Control Inspection Points of Overseas Manufacturers of Imported Health Food

Piéu kién ding ky va diém kiém tra kiém soat

ciia nha san xuét thuc pham chire ning nhap khau é nwéc ngoai

Registration number / S6 ding ky:

Enterprise name / Tén cong ty:
Address / Pia chi:
Date of filling in/ Ngay dién:

Filling in Requirements and

Documents can be

Item Conditions and bases . . provided or not Remark
2 v o Supporting Materials . £ ix .
Hang muc Dieu Kién va cin cir A A aeRes x exi TiA i . Cbcungcaptai | Ghichu
Yéu cau dien va tai liéu chitng minh o A
ligu hay khdng
1. Enterprise Overview
TONG QUAN VE DOANH NGHIEP
Regulations of the People's Republic of China on [] Yes/Co
11 Basic the Registration and Administration of Overseas | Fill in the Basic Information Form for | (1 No/Khéng
irllformation of Manufacturers of Imported Food (Decree No. 248 | Overseas Manufacturers of Imported
enterprise of General Administration of Customs of China) Health Food.
Thﬁlf) tin o bin "Quy dinh cia Céng hoa Nhan dan Trung Hoa | Pién théng tin co ban cho cac nha
|ons .. | vé diang ky va quan ly doanh nghiép san xut | san xuit thuc pham chire niing nhap
cua doanh nghiép 2 A z . e /1 A £ R oa o ‘.
thwc pham nhap khau é nwéc ngoai'* (Lénh so | khau & nwéc ngoai
248 cia Téng cuc Hai quan Trung Quéc)
1.2 Information on | Article 76 of the Food Safety Law of the People's | 1.2.1. Product information, including | C1 Yes/ Cé
products to be | Republic of China: product name, function descriptions, | L1 No/Khéng

exported to China
Théng tin  san
phim xuit khau

Pidu 76 Luat An toan thuc pham ciia Céng hoa
Nhéan dan Trung Hoa:
Health food using raw materials other than those

packaging specifications, packaging
form and corresponding HS code and
classification code;
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sang Trung Quéc

listed in the catalogue of health food raw materials
and health_food imported for the first time shall be
registered with relevant food safety supervision and
management department under the State Council.
However, health foods imported for the first time
that are supplemental vitamins, minerals and other
nutrients shall be reported to the food safety
supervision and management department under the
State Council for the record. Other health foods
shall be reported to the food safety supervision and
management department of the people's government
of the province, autonomous region or municipality
directly under the Central Government for the
record.

Thuc phiam chire niing sit dung nguyén liéu
khéng thudc danh muc nguyén ligu thuc pham
chite ning va thuc pham chirc niing nhap khau
lAn dau phai diang ky véi co quan quan ly, giam
sat an toan thwc pham c6 lién quan thudgc Quaéc
Vu Vién. Tuy nhién, thuc pham chirc ning lan
diu tién nhap khau la thuc pham bo sung
vitamin, khoang chit va cac chat dinh dudng
khac phai bao cao co quan quan ly, gidm sat an
toan thwc pham thudc Quéc Vu Vién dé luu hd
s0. Cac loai thuc pham bio vé sic khée khac
phai bao cao co quan quan ly, giam sat an toan
thuc pham nhan dan tinh, khu tu tri, 6 thi truc
thudc Trung wong dé luu giir.

Imported health food shall be those authorized for

Théng tin san pham, bao gom tén
san pham, mé ta chirc ning, quy
cach dong goi, hinh thirc dong goi va
ma HS, mé& phan loai twong &ng;
1.2.2. Imported health  food
registration  certificates or filing
certificates;

Giay ching nhan ding ky thuc
pham chire niang nhap khau hoic
gidy chitng nhan luu trir;

1.2.3. Documents certifying that the
competent authority of the exporting
country  (region) has  granted
permission to market the goods.

Vin ban xac nhan co quan c¢é tham
quyén cia nwéc (khu vuc) xuat
khau di cho phép dwa hang hoa ra
thi trwong.
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sale by the competent authorities of the exporting
country (region).

Thuc pham bao vé siic khée nhap khau phai la
thwe pham dwec co quan cé thim quyén cia
nwéc (khu vac) xuit khiu cho phép lwu hanh.

2. Raw and Auxiliary Materials and Packaging Materials / Nguyén liéu thé va vat liéu dong goi

2.1 Acceptance of
raw and auxiliary
materials

Nguyén liéu tho

2.1.1 National Food Safety Standard - Good
Manufacture  Practice for  Health  Food
(GB17405-1998) (6.2 Raw materials must meet
food hygiene requirements. The variety, source,
specification and quality of raw materials shall be
consistent with the approved formula and product
corporate standards.

Tiéu chuan an toan thuc pham Quéc gia - Thuc
hanh San xuit tét Thwc pham chirc ning
(GB17405-1998) 6.2 Nguyén ligu thé phai dap
rng cac yéu cau vé sinh thwc pham. Sy da dang,
ngudn goc, quy cach va chat lwong cia nguyén
ligu thé phai phu hep véi cdng thire da dwoc phé
duyét va tiéu chuan san pham cia cong ty.

2.1.2 Valid inspection reports must be obtained for
purchased raw materials in accordance with
relevant regulations; Approval certificates (copies)
from the Ministry of Health must be obtained for
raw materials belonging to new food resources.

Poi véi nguyén ligu mua vao phai c6 bao cao
kiém dinh hgp 1&¢ theo quy dinh lién quan;
nguyén liéu 1a ngudn thuc pham méi phai co
gidy chitng nhan phé duyét (ban sao) cia By Y

2.1 Provide raw material acceptance
standards, including indicators, limits,
and acceptance requirements.

Cung cap cac tiéu chuan chap nhan
nguyén li¢u thd, bao gdm céc chi sd,
giéi han va yéu cau chip nhan.

[ Yes/Cé
[J No/Khéng
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te.

2.1.3 Strain-identification reports, stability reports,
and certification documents certifying that the strain
does not contain drug resistance factors must be
obtained for mycelium prepared by artificial
fermentation or the mixture of mycelium and
fermentation products and microecological raw
materials.

Poi véi sgi nAm hoic hdn hop sgi NAm va céc san
pham 1én men thu dwoc théng qua qua trinh 1én
men nhan tao cia nam, ciing nhw nguyén liéu Vi
sinh vat, phai c¢é bao cao xac dinh chiing, bao céo
dd on dinh va tai ligu chiing minh ring ching
khéng chira cac yéu té6 khang thudc.

2.1.4 A variety identification report must be
obtained for raw materials such as algae, animals
and animal tissue organs. The test reports of
physical and chemical properties and contents shall
be obtained for raw materials being a single
effective substance extracted from animals/plants,
or biological or chemical compounds.

Poi véi cac nguyén ligu thé nhw tao, ddng vat va
cac co quan mo dong vat phai c6 bao cao nhan
dang gidng. Pi véi nguyén ligu thd 1a chat duy
nhat co tac dung chiét xuat tir dong vat/thuc vat
hogc sir dung cac hep chit sinh hoc hoic hda hec
phai c6 b&o céo thir nghiém cac tinh chat vat Iy
va héa hoc ciing nhw ham lwong ciia chat dé.
2.1.5 The content test report shall be obtained for
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raw materials containing stimulants or hormones;
Information- 'on the irradiation dose shall be
obtained-for raw materials subject to radioactive
radiation.)

Poi véi nguyén liéu thd co chira chat kich thich
hodc hormone, can cd bao cao thir nghiém ham
lwong; ddi véi nguyén liéu thdé da dwoc chiéu xa
phong xa, can lay thong tin lién quan vé liéu
chiéu xa.

2.1.6 National Food Safety Standard - General
Hygienic Regulation for Food Production
(GB14881-2013) ""Tiéu chuin an toan thuc pham
Quaéc gia - Quy dinh vé sinh chung trong san
xuit thwc pham" (GB14881-2013)

(7.21 The supplier's licenses and product
qualification certificates shall be checked for
purchased food raw materials; food raw materials
for which qualification certificates cannot be
provided shall be inspected as per food safety
standards.

Nguyén liéu thuc pham mua vao phai dwec kiém
tra gidy phép caa nha cung cip va gidy chirng
nhan da tiéu chuan san pham; déi véi nguyén
liéu thuc pham khong thé cung cap gidy ching
nhan da tiéu chuan thi phai dwec kiém dinh theo
tiéu chuan vé an toan thwc pham.

2.1.7 Food raw materials must be accepted before
use. After acceptance, unqualified food raw
materials shall be placed separately from qualified
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products in the designated area and clearly marked,
and shall be promptly returned or replaced.
Nguyénliéu thuc pham phai vwrgt qua cudc kiém
tra  trwoc khi ching c6 thé dwoc sir dung.
Nguyén ligu thwc pham khéng vwet qua khau
kiém tra nghiém thu phai dwoc dit riéng biét véi
cac san pham di tiéu chuan trong khu vue dugc
chi dinh va danh dau ré rang, dong thoi phai
dwoc tra lai, thay thé mét cach kip thai.

2.1.8 Sensory examination shall be carried out
before processing, if necessary, laboratory
examination shall be carried out; if the indicators
involving food safety items are found to be
abnormal after testing, the food raw materials shall
not be used; only the determined applicable food
raw materials shall be used.

Phai tién hanh kiém tra cam quan trwéc khi gia
cdng, khi can thiét phai tién hanh kiém tra trong
phong thi nghiém; néu kiém tra phat hién cac
chi s6 bat thwong lién quan dén an toan thuc
phim thi khéng dwoc sir dung; chi si¢ dung
nguyén liéu thuc pham da dwoc xac dinh 1a phu
hop.

2.1.9 Qualification certificates of products shall be
checked at the time of procurement of food
packaging  materials, containers, detergents,
disinfectants and other food-related products, and
the supplier's license shall also be checked for
food-related products under licensing control.
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Food-related products such as food packaging
materials must be accepted before use.)

Khi muavat ligu déng goéi thuc pham, hop dung,
chit tay rira, chat khir tring va cac san pham
lién quan dén thuc pham khac phai kiém tra tai
ligu chiing nhan hep quy cia san pham va cac
san pham lién quan dén thwc pham thudc di¢n
quan ly cap phép ciing phai kiém tra gidy phép
ciia nha cung cap. Vit liéu déng géi thuc pham
va c4c san pham lién quan dén thuc pham khac
phai qua kiém tra truéc khi cd thé sir dung.

2.2 Use of food
raw materials of
animal origin or
plant origin

St dung nguyén
ligu thue pham co
nguén géc dodng
vat hoac nguyén
ligu thue pham co
nguén géc thuc
vat

2.2.1 National Food Safety Standard - General
Hygienic Regulation for Food Production
(GB14881-2013)

Tiéu chuan an toan thwc pham Quéc gia - Quy
chuan vé sinh chung trong san xuat thwc pham
(GB14881-2013)

(7.21 The supplier's licenses and product
qualification certificates shall be checked for
purchased food raw materials; food raw materials
for which qualification certificates cannot be
provided shall be inspected as per food safety
standards.)

Nguyén liéu thuc pham mua vao phai dwgc kiém
tra gidy phép ciaa nha cung cap va tai liéu chirng
nhan hep quy, nguyén ligu thuc pham khong cé
gidy chieng nhan da diéu kién phai dwoc kiém
tra theo tiéu chuan an toan thuc pham.

2.2.2 National Food Safety Standard - Good

2.2.1 Provide the product ingredients
in an order of addition, from largest to
smallest, with  the  proportion
indicated;

Cung céap cac thanh phan san pham
theo thi tw lwong bd sung tir I6n
nhat dén nhé nhat va ghi ro ty 1é
2.2.2 If the main raw materials (how to
define the proportion of the main raw
material) contain raw milk, vegetables
(including cultivated edible fungus),
meat and meat products, bee products,
aquatic products, bird's nest, the
country of origin of the ingredients
shall be provided;

Trwong hop nguyén liéu chinh (cach
xac dinh ty 1€ nguyén liéu chinh)
bao gém sira nguyén liéu, rau qua

[ Yes/Cé
[J No/Khéng
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Manufacture Practice for Health  Food
(GB17405-1998)

Tiéu chuin an toan thwc pham Quéc gia - Thuc
hanh” san xuit tét Thuc phim chirc ning
(GB17405-1998)

(6.2 Raw materials must meet food hygiene
requirements. The variety, source, specification and
quality of raw materials shall be consistent with the
approved formula and product corporate standards.)
Nguyén liéu phai dam bao yéu cau vé sinh thuc
pham. Sy da dang, ngudn gdc, quy cach va chat
lwgng cia nguyén li¢u thé phai phu hep véi cong
thic va tiéu chuan san pham da dwoc phé duyét
caa doanh nghiép.

(ké ca nAm #@n dwoc nudi trong), thit
va Ccac san pham tir thit, san pham
tir ong, thiy san, yén sao thi phai
cung cAp xuat xir caa nguyén ligu
do.

2.2.3 If soybean is used as the main
raw material, whether it is genetically
modified soybean shall be indicated.
Néu sir dung dau nanh lam nguyén
liéu chinh, phai cho biét d6 ¢6 phai
1a dau nanh bién doi gen hay khong.

2.3 Other raw
materials (if food
additives are used,
they need to be
labeled according
to GB2760 types)
(if applicable)

Céac nguyén liéu
thé khac (néu sir

dung phu gia
thuc pham thi
phai ghi nhén

theo loai GB2760)
(néu co)

1. National Food Safety Standard - Standard for the
Use of Food Additives (GB 2760-2014).

""Tiéu chuan an toan thuc pham quéc gia - Tiéu
chuan si dung phu gia thuc pham™ (GB

2760-2014).
2. National Food Safety Standard - General
Hygienic  Regulation for Food Production

(GB14881-2013)

“Tiéu chuin an toan thuc pham Quéc gia — Tiéu
chuan vé sinh chung trong san xuat thuc pham”
(7.3.1 In purchasing food additives, the supplier's
license and product qualification certificate shall be
inspected. Food additives must be accepted before
use.)

Khi mua phu gia thuc pham, phai kiém tra giay

Provide the name of the additive used
according to the types in the National
Food Safety Standard - Standard for
the Use of Food Additives (GB
2760-2014).

Cung cép tén cac chat phu gia dwoc
sit dung theo “Tiéu chuin an toan
thuc pham Quéc gia - Tiéu chuan sir
dung Phu gia thuc phim” (GB
2760-2014).

[ Yes/Cé
[J No/Khéng
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phép ciia nha cung cap va gidy chieng nhan chat
l.ong san pham. Phu gia thwc phim phai vugt
qua cudc kiém tra trwéc khi ching co thé dwoc

st dung.
2.4 Packaging 1. National Food Safety Standard - Good | Describe in detail the composition of | [I Yes/ Co
materials Manufacture  Practice  for  Health  Food | the inner packaging material of the | L1 No/Khdng
Nguyén liéu dong | (GB17405-1998) product and list the quality and safety
goi Tiéu chuan an toan thuc pham Quéc gia - Thuc | standards of the inner packaging

hanh san xuat tét Thuwc pham chic ning
(GB17405-1998)

(7.4 Food containers, packaging materials,
detergents and disinfectants that meet the hygiene
standards and hygiene management measures shall
be used.

Sir dung hép dung thuc pham, vt liéu déng goi,
chat tay rira, khir tring dwoc phép sir dung phi
hop véi tieu chuan vé sinh va quy dinh quan Iy
vé sinh.

2. The raw materials used, such as empty capsules
and sugar coating, must meet hygienic
requirements, and the use of non-food coloring is
prohibited.

Céac nguyén li¢u thé dwec sir dung nhw vién nang
réng va lép boc dwdng phai dap wng yéu cau vé
sinh va cAm sit dung chat tao mau phi thuc
pham.

3. All kinds of glass bottles (tubes), plastic bottles
(tubes), bottle caps, bottle pads, bottle stoppers and
aluminum-plastic packaging materials used for

material.

Mo ta chi tiét thanh phan vat liéu
déng géi bén trong ciia san pham va
liét ké céc tiéu chuan chat lwong, an
toan caa vat liéu déng goi bén trong.




Filling in Requirements and

Documents can be

Item Conditions and bases . . provided or not Remark
U Supporting Materials . SO -
Hang muc bieu kién va cin cw A A aeAe % axs gia i . Cbécungcaptai | Ghicha
Yéu cau dien va tai liéu chirtng minh o R
lieu hay khong
product packaging, which are directly in contact
with inner packaging materials of products, shall be
cleaned, dried and sterilized by appropriate
methods, and shall be placed in a clean room for
cooling after sterilization. If the storage time
exceeds the specified period, they shall be washed
and sterilized again.)
Bao bi san pham sir dung nhiéu loai chai (6ng)
thiry tinh, chai nhya (6ng), nap chai, miéng dém
chai, nat chai, vat liégu déng go6i bing
nhdm-nhwa, Tat ca cac vat liéu déng géi bén
trong tiép xdc truc tiép véi san pham phai dwoc
lam sach, say khé va khir tring bing phwong
phap thich hegp, sau khi khir trang phai dat vao
phong sach dé ngudi trudc khi sir dung. Néu thoi
gian bao quan vwet qua thoi gian quy dinh thi
phai rira sach va khir trang lai.
3. Production Process Information / Thong tin quy trinh san xuat
3.1 Provide a | National Food Safety Standard - Good Manufacture | Provide a detailed flow diagram, | [1 Yes/Co
detailed production | Practice for Health Food (GB17405-1998) which  shall contain process | [1 No/Khong
process flow | Tiéu chuian An toan Thuc pham quéc gia - Thuc | parameters and provide a process
diagram,  which | hanh San xuat Tét Thuc pham Tét cho Sirc khée | description.
shall contain | (GB17405-1998) Cung cép so dd quy trinh chi tiét,
process parameters | (7.1.1 The factory shall develop production process | trong dé phai chira cac thong sé quy
and provide a | procedures and job operation procedures according | trinh va cung ciAp md ta quy trinh.
process to the requirements of this standard and in
description. conjunction with the production process
Cung cap so do | characteristics of its own products.
quy trinh  san | Nha may phai xay dwng cac quy trinh san xuét
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xudt chi tiét,
trong doé phai bao
gom cac théng sé
quy trinh va mo
ta quy trinh.

va quy trinh van hanh cong viéc theo céac yéu cau
cua tiéu chuin nay va két hop véi dic diém quy
trinh sanxuit cia san pham caa chinh minh.
The procedures shall meet the process requirements
of no loss, no destruction and no transformation of
functional composition and no harmful
intermediates in the processing of health food, and
the content shall include the product formula, the
preparation of each component, the main technical
conditions of the finished product processing
process and the quality and health monitoring

points of key processes, such as temperature,
pressure, time, pH value, quality index of
intermediate products, etc. in the finished product
processing process.

Quy trinh phai tuan tha yéu cau quy trinh
khong lam that thoat, phan hiy, bién ddi va tao
ra chit trung gian c6 hai trong qua trinh ché
bién thuc pham bao vé sic khée, ndi dung bao
gom cdng thic san pham, cach bao ché tirng
thanh phan, cac diéu kién k¥ thuat chinh va cac
diém chinh cia quy trinh. Cac diém giam sat
chat lwong, vé sinh ciia qua trinh nhuw: nhiét d9,
ap suat, thei gian, gia tri pH, cac chi tiéu chat
lwong caa san pham trung gian trong qué trinh
ché bién thanh pham...

The procedures shall set out specific operational
requirements for each major production process and
clarify the job responsibilities of each workshop,
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process and individual.)

Quy trinh phai dwa ra cac yéu cau van hanh cu
thé cho tirng quy trinh san xuét chinh va lam rd
trach nhiém cong viéc cia tirng phan xwéng, quy
trinh va ca nhan.

3.2 Cleanliness
level of the plant
Mirc d¢ sach cuaa
nha may

1. National Food Safety Standard - Good
Manufacture Practice for Health Food
(GB17405-1998) Tiéu chuan an toan thwc pham
Quadc gia - Thuc hanh san xuat tét Thuc pham
chire ning (GB17405-1998)
(5.2.2 Cleanliness levels must be divided according
to production technology, hygiene and quality
requirements. In principle, they are divided into
general production areas and 100,000-level areas.
The cleanliness-level area shall be equipped with
appropriate purified air conditioning facilities with
filtration devices.
The level and number of air changes are shown in
Table 1
Mirc do sach phai dwgc phan chia theo cdng
nghé san xuit, yéu ciu vé sinh, chit lwong, vé
nguyén tic chia thanh khu vuc san xuat chung
va khu virc 100.000 cap. Nén lip dit céc thiét bi
diéu hoa khong khi thanh loc twong #ng véi cac
thiét bi loc & khu vuc sach sé. Mire dd va s6 1an
thay déi khong khi dwgc thé hién trong Bang 1.
The purification level must meet the needs of air
purification for the production and processing of
health food. The production of tablets, capsules,

1. Provide the cleanliness level of the
plant; 2. What methods are used to
maintain air cleanliness.

1. Cung cap mirc @9 sach sé ciia nha
may; 2. Nhirng phwong phap nao
dwoc sir dung dé duy tri d9 sach cia
khong khi.




Item
Hang muc

Conditions and bases
Piéu kién va cin cir

Filling in Requirements and
Supporting Materials
Y&u cau dién va tai liéu chitng minh

Documents can be
provided or not
C6 cung cap tai
liu hay khdng

Remark
Ghi chu

pills, and oral liquids that cannot be sterilized in the
final container shall be in a 100,000-level clean
plant.)

Mire @9 loc phai dap &ng nhu cau loc khong khi
phuc vu san xut, ché bién thwc pham bao vé sic
khée. Viéc san xuat cac san pham nhuw vién nén,
vién nang, thudc vién va nwéc udng khong thé
khir tring trong thang chira cudi clng nén sir
dung nha xwéng sach cap 100.000.

3.3 Workshop
layout and
cross-contaminatio
n control

B tri nha xwéng
va kiém soat o
nhiém chéo

1. National Food Safety Standard - Good
Manufacture Practice for Health Food
(GB17405-1998) Tiéu chuan Quéc gia vé An toan
thuc pham - Thuc hanh san xuat tét Thuc pham
chire ning (GB17405-1998)

(7.3.2 Production operations shall be reasonably
connected, quick and easy to transfer, and prevent
cross-contamination. Separate processes shall be set
up for raw material handling, intermediate product
processing, cleaning and disinfection of packaging
materials and containers, packaging and inspection
of finished products. The same workshop shall not
produce different products at the same time;
containers for different processes shall be clearly
marked and shall not be mixed.

Céc hoat ddng san xuit can dwgc két néi hep ly,
chuyén giao nhanh choéng, thuan tién, ngin ngira
lay nhiém chéo. Cac quy trinh nhw xir ly nguyén
ligu thd, xir ly san pham trung gian, lam sach va
khir trung vat liéu déng géi va thung chira ciing

1. Workshop layout and personnel and
logistics diagram;

B tri nha xwéng va so dd nhan su,
hau can;

2. Cross-contamination
measures.

C4c bién phap kiém soat 6 nhiém
chéo.

control
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nhwr kiém tra va déng géi thanh pham phai dwoc
thiét 1ap riéng biét. Cling mét phan xwéng khong
dwgc san xuit cung lGc nhiéu loai san pham
khac nhau, cac thung dwng cho cac quy trinh
khac nhau phai dwge danh diu rd rang va khong
dwoc tron lan.

2. Production operators shall strictly follow the
different requirements of general production areas
and clean areas to improve personal hygiene. When
there is a risk of product contamination due to a
change of job, work clothes, shoes and hats must be
changed and re-sterilized. Work clothes, hats and
shoes used in the clean area must be strictly cleaned
and disinfected, changed daily, and only allowed to
be worn in the clean area, not allowed to be taken
out of the area.

Nguoi van hanh san xuat phai tuan tha nghiém
ngat cac yéu ciau khac nhau caa khu vuc san
xuit chung va khu vuc sach sé&, dong thoi duy tri
vé sinh ca nhan tét. Khi thay déi vi tri lam viéc
c6 thé din dén nhim ban san pham thi phai
thay quan 4o, giay, mii 1am viéc va khir trang lai.
Quan 4o lam viée, mii, giay dép... sir dung ¢ khu
vuc sach sé phai dwoc giat sach, khir trung va
thay thé nghiém ngat hang ngay, chi dwoc phép
mac & khu vuc sach sé va khong dwoc phép
mang ra khéi khu vuc.

3. Raw and auxiliary materials entering the
production area must enter through the material
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channel. All materials entering the clean plant and
workshop must be removed from the outer
packaging, and if the outer packaging cannot be
removed, it must be scrubbed clean or provided
with an indoor packaging drum.

Nguyén liéu, phu ligu khi vao khu vuc san xuat
phai vao qua kénh nguyén li¢u. T4t ca nguyén
liéu khi vao nha may, xwéng sach déu phai thao
bao bi bén ngoai, néu khong thiae dwec bao bi
bén ngoai thi phai co rira sach sé hoic thay thé
bang thing déng goéi trong nha.

4. Product pressing, encapsulation, dissolved
medicine packaging, filling of liquid products shall
be carried out in clean rooms, and the temperature
and humidity of the operation room shall be
controlled. Manual encapsulation shall be carried
out in a perspex hood of the appropriate cleanliness
level, with an operating table not lower than 0.7 m;
Viéc déng vién san pham, 1am day vién nang, hat
va san pham dang léng phai dwec thuc hién
trong phong sach, déng thoi phai kiém soat nhigt
dd va do Aam cia phong mé. Viéc déng goi vién
nang tha cong phai dwec thwc hién bén trong
vach kinh hiru co voi mire do sach twong @wng va
bé thao tac khong dwoc thap hon 0,7m;

5. The prepared materials shall be placed in a clean
and sealed container, and shall enter the processes
of filling, pressing or encapsulation in time, and the
storage period shall not exceed the specified
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period.)
Nguyén li¢u da chuan bi phai dwoc dit trong
thung chira sach sé, kin khi va kip thoi dwa vao
quy: trinh chiét rét, dong vién, déng goi vién
nang, nguyén liéu can bio quan khéng dwoc
vuot qua thoi gian quy dinh.
3.4 Provide | 1. National Food Safety Standard - Good Provide the cleaning and disinfection | [ Yes/Cd
cleaning and | Manufacture Practice for Health Food procedures that cover the entire [J No/Khoéng
disinfection (GB17405-1998) Tiéu chuén an toan thwc pham | production line.
procedures  that | Quéc gia - Thuc hanh san xuat tét Thuc pham | Cung cip céac quy trinh 1am sach va
cover the entire | chirc nang (GB17405-1998) khir trung bao trum toan b¢ day
production line. (7.3 Before dosing the product, check whether the chuyeén san xuat.
Cung cap quy | dosing pots and containers and pipes are cleaned

trinh lam sach va
khi trung bao
trum toan bo day
chuyén san xuat

and meet the standards required by the process.
Fermenters, vessels and pipelines used for
production using the fermentation process must be
thoroughly cleaned and disinfected before being
used for production. Cleaning and disinfection
records shall be kept for each shift.)

Truwéc khi phéi tron san pham, hay kiém tra xem
thung trén va éng chira cd sach sé va dap &ng
cac tiéu chuan ma quy trinh yéu cau hay khong.
Céc bé 1én men, thing chira va dwong 6ng ding
trong qua trinh san xuit 1én men phai dwoc lam
sach va khir trung ky lwong trwée khi dwa vao
san xuat. Phai luu giir ho so vé viéc vé sinh va
khir tring thiét bi trong méi ca lam viéc.

2. National Food Safety Standard - General
Hygienic Regulation for Food Production
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(GB14881-2013) "*Tiéu chuén an toan thuc pham
qudc gia - Quy chuan vé sinh chung trong san
xuit thwe pham" (GB14881-2013)

(5:2.3 Cleaning and disinfection facilities: Adequate
special cleaning facilities for food, utensils and
equipment shall be provided, if necessary, suitable
disinfection facilities shall be provided. Measures
shall be taken to avoid cross-contamination from
cleaning and disinfection utensils.

Cac co sé lam sach va khi trang: Phai co da
phuong tién lam sach dac biét phu hep cho thuc
pham, dung cu vng cuét bi, néu can thiét phai
cung cap phwong tién khir triing phu hep va co
bién phap tranh lay nhiém chéo tir dung cu lam
sach va khir trang.

8.2.1 Cleaning and disinfection

Lam sach va khir trung

3.5 Provide a list
of major
equipment and
production
capacity.

Cung cap danh
muc cac thiét bi
chinh va nang luc
S&n XuAt.

1. National Food Safety Standard -
Manufacture  Practice  for  Health
(GB17405-1998)

Tiéu chuan An toan thuc pham Quéc gia - Thuc
hanh san xuat tét Thuwc phiam chic ning
(GB17405-1998)

(5.2.5 Plant, equipment layout and process flow
shall be reasonably connected, well-constructed and
able to meet the requirements of production process
and quality and hygiene; the plant shall have
sufficient space and places to accommodate
equipment and materials; storage rooms for

Good
Food

Provide the name, model, design
processing capacity and pictures of
key process equipment.

Cung cip tén, model, cong suat xir
ly thiét ké va hinh anh ciia cac thiét
bi xir ly chinh.

[ Yes/Cé
[J No/Khéng
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intermediate products and products to be packaged
shall comply with the production requirements.)
Viéc xay dung nha xwéng, bé tri thiét bi va quy
trinh phai dwoc két néi hep Iy, két cau nha
xwéng phai hoan hao, dap wng dwogc yéu cau vé
quy trinh sian xuit va chat lweng, vé sinh; nha
xuéng phai c6 di khong gian, noi dé chira thiét
bi, nguyén liéu; phong bao quan cong an pham
trung gian, san pham ché déng goéi phai phu hop
véi yéu cu san xuat.

2. National Food Safety Standard - General
Hygienic Regulation for Food Production
(GB14881-2013)

Tiéu chuan an toan thuc pham Quéc gia - Quy
chuan vé sinh chung trong san xuét thwc pham
(GB14881-2013)

(5.2.1 Production equipment)

Thiét bi san xuat

3.6
hazard
worksheet
HACCP plan.
Cung cidp bang
phan tich méi
nguy va ké hoach
HACCP.

Provide a
analysis
and

1. National Food Safety Standard - General
Hygienic  Regulation for Food Production
(GB14881-2013) Tiéu chuin an toan thwc pham
Quac gia - Quy chuan vé sinh chung trong san
xuét thuc pham (GB14881-2013)

(8.1.1 The key links of food safety in the production
process shall be identified through hazard analysis
methods and control measures for key links of food
safety shall be established. In the area where the
key link is located, relevant documentation shall be
available to implement control measures, such as

1. Production and processing hazard
analysis sheets and HACCP plan.
Bang phan tich méi nguy trong san
xuat va ché bién va ké hoach
HACCP.

2. Provide monitoring records of CCP
points, and provide measures and
records related to deviations from
critical limits of CCP, if any.

Cung cip hé so giam sat cac diém
CCP, ddng thoi cung cap cac bién
phap, hd so lién quan dén sai léch so

[ Yes/Cé
[J No/Khéng
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dosage (feeding)
procedures,

Can lam rd cac mdi lién két chinh vé an toan
thwe pham trong qué trinh san xuit thong qua
cac phwong phap phén tich méi nguy va can
thiét 1ap cac bién phap kiém soat cac mdi lién két
chinh vé an toan thuc pham. O nhiing khu vuc
c6 cac lien két chinh, can cung cap céc tai liéu
lién quan dé thuc hién cac bién phap kiém soat,
chiang han nhw bang thanh phan (nguyén liéu
dau vao), quy trinh van hanh cong viéc, v.v.

2. Encourage the use of Hazard Analysis and
Critical Control Point (HACCP) system to control
food safety in the manufacturing process.)

Khuyén khich sir dung hé théng Phan tich mai
nguy va diém kiém soat téi han (HACCP) dé
Kiém soat an toan thwc pham trong qué trinh san
XUAt.

3. National Food Safety Standard - Hazard Analysis
and Critical Control Point (HACCP) System -
General Requirements for Food Processing Plant
(GB/T 27341-2009).

Tiéu chuan An toan thwc pham Quéc gia - Hé
théng phan tich mdi nguy va diém kiém soat téi
han (HACCP) - Yéu ciu chung ddi véi nha may
ché bién thuc pham (GB/T 27341-2009)

tables and job operating

V6i giéi han téi han cia CCP, néu
co.

3.7 Product
sterilization
Tiét trung san

National Food Safety Standard - Good Manufacture
Practice for Health Food (GB17405-1998) Tiéu
chuan an toan thuc pham Quéc gia - Thuc hanh

1. If thermal sterilization process is
adopted, it is necessary to provide
proof materials of thermal sterilization

[] Yes/Co
[J No/Khéng
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(7.5 Product sterilization.

Tiét trang san pham.

Effective sterilization or disinfection equipment and
methods shall be used for the sterilization of all
types of products. For products that need to be
sterilized but cannot be autoclaved, fine filtration,
microwave and irradiation can be used according to
different processes and food hygiene requirements
to ensure the sterilization effect. At the time of
using irradiation sterilization methods, the
irradiation absorption volume and time shall be
strictly controlled in accordance with the provisions
of the Measures for the Hygienic Management of
Irradiated Foods.

Phai sir dung céc thiét bi va phwong phap khir
tring hoic tiét trang hiéu qua dé khir tring cac
san pham khac nhau. Péi véi nhirng san pham
can tiét trung nhung khong thé hap tiét tring, c6
thé sir dung cac phwong phap nhw loc min, vi
séng, chiéu xa theo cac quy trinh va yéu ciu vé
sinh thwc pham khac nhau dé dam bao hi¢u qua
tiét trung. Khi si¢r dung phwong phap khir trung
bang bwrc xa, lidu lwong va thoi gian hip thu
chiéu xa phai dwoc kiém soat chit ché theo "'Céc
bién phap quan ly vé sinh tbi véi thuc pham da
chiéu xa™.

Reliability verification shall be carried out regularly

temperature and time requirements;
Néu ap dung quy trinh khir trung
bing nhiét thi can cung cip céc tai
liéu chirng minh hiéu qua khir trung
bang nhiét ciing nhw cac yéu cau veé
nhiét d§ va thaoi gian khir trung cu
thé;

2. For products that need to be
sterilized and cannot be autoclaved,
provide the sterilization method used;
Poi véi cac san pham can tiét tring
va khéng thé hap tiét trang, hay
cung cip phwong phap tiét tring da
st dung;

3. If using irradiation sterilization,
please provide the irradiation
absorption volume and time.

Néu sit dung phwong phap khir
tring bang bwc xa, cung cap liéu
lwong va thoi gian hap thu birc xa.
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for temperature uniformity and repeatability in
sterilization-or disinfection devices, and periodic
calibration shall be conducted for temperature,
pressure and other testing instruments. Indicators
such as temperature, pressure and time shall be
accurately recorded during sterilization or
disinfection operations.)

Tinh dong nhat va kha ning lip lai cia nhiét do
trong thiét bi khir tring hoidc tigt trang phai
dwogc Kiém tra thwong xuyén vé dé tin cay va céac
dung cu thir nghiém nhw nhiét d9 va ap suat
phai dwgc hiéu chuan thwong xuyén. Céc chi sé
nhw nhiét d9, ap suat va thai gian phai dwoc ghi
lai chinh x&c trong qué trinh khir trung hoac tiét
trung.

4. Product Quality and Safety Control System / H¢

théng kiém soat an toan va chat hrgng san pham

4.1 Product online
control inspection
Kiém tra kiém
soat trwc tuyén
san pham

National Food Safety Standard - Good Manufacture
Practice for Health Food (GB17405-1998)

Tiéu chuan an toan thuc pham Quéc gia - Thuc
hanh san xuat tét Thuwc pham chic ning
(GB17405-1998)

(9.5.1 Identify key control points for quality and
hygiene during processing, and monitor the
following links at least and make records.)

Xac dinh cac diém kiém soat chinh vé chat lwong
va vé sinh trong qué trinh ché bién, déng thoi
theo ddi cac lién két sau va 1ap ho so.

A complete product online inspection
plan shall be submitted, which shall
specify the inspection content,
parameters, frequency and verification
frequency by process.

Phai ngp ké hoach kiém tra truc
tuyén san pham hoan chinh, trong
d6 néu rd ndi dung, thong sé, tan sé
va tan suit kiém tra theo quy trinh.

[ Yes/Cé
[J No/Khéng
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Item

Hang muc

4.2 Testing and
release of final
products

Thi nghiém va
phat hanh san

pham cudi cung

Good
Food

1. National Food Safety Standard -
Manufacture -~ Practice  for  Health

(GB17405-1998)

Tiéu chuin an toan thuc pham quéc gia - Thuc
hanh san xuit tét Thwc phidm chic ning
(GB17405-1998)

The finished products must be inspected batch by
batch for sensory, hygiene and quality indicators,
and those that are qualified shall not leave the
factory.

Thanh pham phai dwgc kiém tra timg dot veé
cam quan, vé sinh, chat lwong, néu khong dat
khong dwoc roi Khéi nha may.

It shall have the ability to detect the main efficacy
factors or efficacy components of products, and test
them according to the efficacy factors or main
efficacy components of products produced by each
feeding. Those unqualified products are not allowed
to leave the factory.

NG phai c6 kha ning phat hién cac yéu té hiéu
qua chinh hogc cac thanh phan hiéu qua caa san
pham va kiém tra ching theo cé4c yéu td hiéu qua
hodc cac thanh phan hiéu qua chinh caa san
phim dwoc san xuat theo ting lan cho in.
Nhitng san phiam khéng du tiéu chuan khong
dwoc phép roi khéi nha may.

Each batch of products shall have retained samples,
which shall be stored in dedicated sample storage
(or area), classified by species and batch number,

Provide test plans, test standards and
release requirements for final product
release.

Cung cip ké hoach thir nghiém, tiéu
chuén thir nghiém va yéu cau phéat
hanh d@é phat hanh san pham cudi
cung.

[ Yes/Co
[J No/Khéng
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and clearly marked.

M&i 16 san-pham phai c6 miu hru lai, mau nay
phai dwec bao quan & khu vuc (hoic kho) mau
riéng, dwoc phan loai theo gidng, s6 16 va dwoc
danh déu ro rang.

Product stability tests shall be performed
periodically.

Viéc kiém tra dd on dinh cia san pham phai
dwgc tién hanh thwong xuyén.

The packaging materials, markings and instructions
of the products must be inspected and those that are
unqualified must not be used.

Vit ligu doéng goi, logo va hwéng din cia sin
pham phai dwoc kiém tra va khéng dwoc sir
dung nhiing vt liéu khéng dat tiéu chuan.
Inspect and manage the storage conditions of
finished product warehouse and do not use
warehouses that do not meet the storage
conditions.)

Kiém tra, quan ly diéu kién bao quan cia kho
thanh pham va khéng sir dung cac kho khéng
dap tng diéu kién bao quan.

2. National Food Safety Standard - General
Hygienic Regulation for Food Production
(GB14881-2013)

Tiéu chuan an toan thuc pham Quéc gia - Quy
chuan vé sinh chung trong san xuét thwc pham
(GB14881-2013)

(9.1 The inspection for raw materials and products
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shall be carried out by self-inspection or entrusted
to a food- inspection agency with appropriate
qualifications, and a food factory inspection record
system shall be established.

Nguyén liéu va san pham phai dwoc kiém tra
thong qua viéc tw kiém tra hoic iy thac cho co
quan kiém tra thuc pham cé trinh @ chuyén
mon twong wng va phai thiét 1ap hé thong ho so
kiém tra thwc pham xuit xwéng.

Inspection room and inspection ability suitable for
the inspected items are necessary for
self-inspection; Inspection shall be carried out by
qualified inspectors according to the prescribed
inspection methods; Inspection instruments and
equipment shall be verified on schedule.

Tu kiém tra phai c6 phong kiém tra, ning luc
Kiém tra phu hop véi ddi twong dwoc Kiém tra;
viéc kiém tra phai do thanh tra vién c6 trinh dd
chuyén moén twong wng thuc hién theo phwong
phéap kiém tra quy dinh; cac dung cu, thiét bi
kiém tra phai dwoc Kiém dinh dinh ky.

The inspection room shall have a sound
management system and the original records and
test reports of each test shall be properly
maintained. A product sample retention system shall
be established and samples shall be retained in a
timely manner.

Phong kiém tra phai c6 hé théng quan Iy hoan
chinh va bao lwu ding cach cac hd so goc va bao




Item
Hang muc

Conditions and bases
Piéu kién va cin cir

Filling in Requirements and
Supporting Materials
Y&u cau dién va tai liéu chitng minh

Documents can be
provided or not
C6 cung cap tai
liu hay khdng

Remark
Ghi chu

c4o kiém tra ciia cac cudc kiém tra khac nhau.
Can thiét 1ap hé thong lru gitr miu san phim dé
lwu gitt mau Kip thoi.

The product characteristics, process characteristics,
raw material control and other factors shall be taken
into account to reasonably determine the inspection
items and inspection frequency to effectively verify
the control measures in the production process. Net
content, sensory requirements, and other inspection
items susceptible to changes in the production
process shall be tested more frequently than other
test items.

Pic tinh san pham, dic diém quy trinh, diéu
kién kiém soat nguyén liéu thd va cac yéu té
khac cin dwoc xem xét toan dién dé xac dinh
hop Iy cac hang muc kiém tra va tan suat kiém
tra nham xac minh hiéu qua cac bién phap kiém
soat trong quy trinh san xuat. Tan suat kiém tra
ham lwong tinh, yéu ciu cam quan va cac hang
muc kiém tra khac dé bi anh hwéng béi qua
trinh san xuat phai l6m hon cac hang muc kiém
tra khéc.

For the same variety of products with different
packaging, the inspection items not affected by the
packaging specifications and packaging form can be
inspected together.)

Poi véi cac san pham cung loai nhung c¢é bao bi
khac nhau, cac hang muc kiém tra khéng bi anh
hwong béi quy cach déng géi va hinh thirc dong
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g6i c6 thé dwec Kiém tra cing nhau.

4.3 Basis or data
for confirming the
shelf life of the
product

Co s6 -hoac dir
ligu dé xac dinh
thoi han sir dung
ciia san pham

1. National Food Safety Standard - Good
Manufacture  Practice  for Health Food
(GB17405-1998)  (9.6.4  Product  stability

experiments shall be conducted regularly.)

Tiéu chuan an toan thuc pham Quéc gia - Thuc
hanh san xuat tét Thuc pham chic ning
(GB17405-1998) (9.6.4 C - thuc haném vé dj on
dinh cia san pham phai dwoc tién hanh thwong
Xuyén.)

2. National Food Safety Standard - General
Standard for the Labeling of Prepackaged Foods
(GB 7718-2011) (2.5 Shelf life: refers to the period
during which a prepackaged food maintains its
quality under the storage conditions specified on the
label. During this period, the product is fully
suitable for sale and maintains the characteristic
qualities not required to be stated or already stated
in the label.)

Refer to the T/CNFIA001-2017 General Guide to
Food Shelf Life

Tiéu chuan an toan thuc pham Quaéc gia - Tiéu
chuan Chung vé Ghi nhan thuc phim déng géi
san (GB 7718-2011) (2.5 Thai han sir dung: dé
cap dén khoang thoi gian ma thuc pham déng
g6i san duy tri chit lwong trong cac diéu kién
bao quan quy dinh trén nhin. Trong giai doan
nay, san pham hoan toan phu hop dé ban va duy

Provide the basis or data for
confirming the shelf life of the product
Cung cép co sé hoic dir liéu dé xac
nhan thoi han sir dung cda san
pham

[ Yes/Co
[J No/Khéng
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Yéu cau dien va tai liéu chirtng minh o R
lieu hay khong
tri cac dic tinhkhong can phai néu hodc da néu
trén nhéan.)
Tham khao Hwéng din chung vé théi han sie
dung thuc pham ciaa T/CNFIA001-2017
4.4 Protection |.1. National Food Safety Standard - Good | Protection requirements for product | [1 Yes/Co
requirements _.for | Manufacture  Practice  for  Health  Food | shipment to sales process; [J No/Khéng
product shipment | (GB17405-1998) TiGB17404n an toan thuc pham | An exercise plan for a mock recall can

to salesprocess
Yéu cau bao h tir
qua trinh van
chuyén dén tiéu
thu

Quéc gia - Thyc hanh tbt san xuat Thuc pham chuc
nang (GB17405-1998)

(8.1 General hygiene requirements for storage and
transport shall meet the requirements of the
National Food Safety Standard - General Hygienic
Regulation for Food Production (GB14881-2013).
Yéu ciu vé sinh chung trong bio quan va van
chuyén phai dap #ng cac yéu cau caa Tiéu chuan
an toan thuc pham Qudc gia - Quy chuan vé sinh
chung trong san  xuat thwc  pham
(GB14881-2013).

2. The storage method and environment of finished
products shall be away from light and rain, and the
temperature and humidity shall be controlled in the
appropriate range, with impact and vibration
avoided.

Phwong phap va méi trwong bao quan thanh
pham phai tranh anh sing, mwa, nhiét do va do
am phai dwoc kiém soat trong pham vi thich
hop, tranh va dap, rung lic.

3 Products containing biologically active substances
shall be stored and transported in a cold chain using

be submitted.

Yéu cau vé bao quan do6i véi qua
trinh tir van chuyén @én tiéu thu san
pham;

C6 thé nop ké hoach dién tap cho
mot dot thu hoi md phéng.
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appropriate refrigeration measures.

San pham c6-chita hoat chét sinh hoc phai dwoc
bao quan-va van chuyén trong day chuyén lanh
bang cé&c bién phap l1am lanh thich hep.

4. Health food stored at non-normal temperatures
(such as some microecological health foods) shall
be stored and transported at the required
temperature  according to  the  different
characteristics of the products.

Thuc pham chire ning dwoc bao quan & nhiét do
khéng binh thwong (chang han nhw mét sé thuc
pham chitrc ning dang vi sinh) phai dwoc bio
quan va van chuyén ¢ nhiét d9 yéu cau tuy theo
dic tinh khac nhau cia san pham.

5. The warehouse shall have a system of receiving
and shipping inspections. The principle of "first
produced products shall be sold first" shall be
implemented when finished products are delivered.
Kho phai c6 hé thong kiém tra tiép nhan va van
chuyén. Can tuan thit nguyén tic “san pham san
Xuét truwéc sé dwoe ban trwée” khi thanh pham
roi khéi nha may.

6. There shall be stock records for incoming
finished products; there shall be shipping records
for outgoing finished goods, including at least batch
number, shipping time, place, object, quantity, etc.,
so that problems can be found and products can be
recovered in time.)

Phai c6 bién ban kiém ké thanh pham nhap kho;
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phai c6 bién ban'van chuyén thanh pham ra khéi
kho, trong d6 toi thiéu phai c6 s6 16, thei gian
van chuyén, dia diém, déi twong, sé lwong... dé
¢ thé tim ra van dé va thu hoi san pham trong
thoi gian sém nhit. )

7. National Food Safety Standard - General
Hygienic Regulation for Food Production
(GB14881-2013) (10. Storage and transportation of
food)

Tiéu chuan an toan thwc pham Quéc gia - Quy
chuan chung vé vé sinh san xuat thwc pham
(GB14881-2013) (10. Bao quan va van chuyén
thuc pham)

8. GB/T 27320 Food Defense Plan and Guidelines
for Its Application - Food Processing
Establishments;

GBJ/T 27320 ""Ké& hoach bao quan thwc pham va
Hwéng din ap dung ké hoach nay cho cac doanh
nghiép san xuat thuc pham®

5. Declaratio

n/ Cam két

5.1 Declaration by
enterprise
Cam  két
doanh nghiép

cua

1. Articles 8 and 9 of the Regulations of the
People's Republic of China on the Registration and
Administration of Overseas Manufacturers of
Imported Food (Decree No. 248 of General
Administration of Customs of China).

Piéu 8 va 9 Quy dinh cia Céng hoa Nhan dan
Trung Hoa vé ding ky va quan ly cac nha san
xuit thuc pham nhap khau & nwéc ngoai (Lénh

s6 248 cia Tong cuc Hai quan Trung Quéc).

[] Yes/Co
[J No/Khéng







Phu luc 3 — Théng tin dwoc ghi bang 2 ngdn ngit Anh — Viét
CHECK LIST DANH CHO DOANH NGHIEP
Registration Conditions and Control Inspection Points of Overseas Manufacturers of Imported Food for Special Dietary Use

Piéu kién ding ky va diém kiém tra kiém soat

ciia nha san xuét thuc pham dung cho ché @ in dic biét nhap khau ¢ nwéc ngoai
Registration number/ S6 ding ky:

Enterprise name/ Tén cong ty:
Address / Dia chi:
Date of filling in / Ngay dién:

Item o\ Filling in Requirements and Supporting Documents can be
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Hang N Materials . T .
bieu kién va cin cwr P S i . Cé cung cap tai ligu | Ghichu
muc Yéu cau dien va tai liéu chitng minh R
hay khong
1. Enterprise Overview
TONG QUAN VE DOANH NGHIEP
1. Basic [ Yes/Cé
informatio | Regulations of the People's Republic of China on the [J No/Khéng
n of | Registration and Administration of Overseas | Fill out Table 1 - Basic Information of
enterprise | Manufacturers of Imported Food (Decree No. 248 of | Overseas Manufacturers of Imported
Thong General Administration of Customs of China) Food for Special Dietary Use.
tin  co | "Quy dinh ciia Cong hoa Nhan dan Trung Hoa vé | Pién théng tin co ban cho cac nha san
ban caa | ding ky va quan ly doanh nghiép san xuit thwc | xuat thuc pham danh cho ché dé &n
doanh pham nhap khau & nwéc ngoai'* (Lénh sb 248 cha | dic biét nhap khau & nwéc ngoai
nghiép Tong cuc Hai quan Trung Quéc)
2. 1. National Food Safety Standard - Infant Formula | 1. Product name / Tén san pham ] Yes/Co
Informati | (GB 10765-2010); National Food Safety Standard - | 2. Packing specification / Quy cach dong | [1 No/ Khong
on on | Older Infants and Young Children Formula (GB | goi
products | 10767-2010); National Food Safety Standard - | 3. Packaging type / Loai hinh dong goi
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to be | General Rules for Infant Fermula Food for Special | 4. HS code/CIQ code / Ma HS hoac méa

exported | Medical Purposes (GB.25596-2010); National Food | CIQ

to China | Safety Standard - Complementary Food Supplements | 5. If registration has been made with the

Thong tin | (GB 22570-2014); National Food Safety Standard - | food and drug administration in China,

san pham | General -Principles for the Formula Foods for | relevant registration certificates shall be

XuAt Special Medical Purpose (GB 29922-2013); National | provided (formula food for special

khau Food Safety Standard - General Standard for Sports | medical purposes includes formula food

sang Nutrition Food (GB 24154-2015); National Food | for special medical purposes and infant

Trung Safety Standard - Multi-Nutrient Supplementary | formula food for special medical

Quac Food for Pregnant and Lactating Women (GB | purposes).

31601-2015);

Tiéu chuin an toan thwc phim Qudc gia - Sira
cong thic danh cho tré so sinh (GB 10765-2010);
Tiéu chuin an toan thwc pham Quéc gia - Sira
cong thwc danh cho tré Ién va tré nhé (GB
10767-2010); Tiéu chuin an toan thuc pham Quadc
gia - Quy tic chung d6i véi Thuc pham cong thirc
danh cho tré so sinh danh cho muc dich y té diic
biét (GB 25596-2010); Tiéu chuin an toan thuc
phim Quéc gia - Thwc pham bé sung (GB
22570-2014); Tiéu chuin an toan thuc pham Quéc
gia - Nguyén tic chung ddi véi thuc pham cong
thiec danh cho muc dich y té dic biét (GB
29922-2013); Tiéu chuin an toan thuc pham Quéc
gia - Tiéu chuan chung vé thuc phim dinh dudng
thé thao (GB 24154-2015); Tiéu chuin an toan
thuc pham Quéc gia - Thuc pham bé sung da
dudng chat cho phu nir mang thai va cho con b
(GB 31601-2015);

2. Article 80 of the Food Safety Law of the People's

Néu viée dang ky da dwoc thuc hién
V6i co quan quan ly thwc pham va
dwoc phiam & Trung Quéc thi phai
cung cap gidy chirng nhan ding ky lién
quan (thwc pham céng thiéc danh cho
muc dich y té dic biét bao gom thuc
pham coéng thic danh cho muc dich y
té dic biét va thuc pham cong thic
danh cho tré so sinh danh cho muc
dich y té dic biét).
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Republic of China: Formula food for special medical
purposes shall be registered with the food and drug
administration under the State Council.

Piéu 80 cua Luat An toan thuc pham Cdng hoa
Nhan dan Trung Hoa: Thuc pham céng thic danh
cho mue dich y té dic biét phai dwoe ding ky véi
¢o quan quan |y thuc phim va dwec pham thugc
Quéc Vu Vién.

Article 82 The registrant or filer of health care food,
food for special medical purposes, and infant formula
powder shall be liable for the authenticity of
materials it submitted. Food and drug administrations
of the people's governments at the provincial level or
above shall issue the catalogs of registered or filed
health care food, food for special medical purposes,
and infant formula milk powder and shall maintain
the confidentiality of business secrets made known
by registration or filing. The enterprises that produce
health care food, food for special medical purposes,
and infant formula milk powder shall organize their
production according to the technical requirements of
their registered or filed product receipts and
production processes.

Piéu 82. Nguoi ding ky hodc nguoi lwu giir ho so
diang ky thuc phim chirc ning, thuc pham cong
thirc ding cho mue dich y té dic biét va sira bt
cbng thirc danh cho tré nhé phai chiu trach nhiém
vé tinh xac thuc cia hd so dwoc ndp. Co quan
quan ly, gidm sat an toan thwc pham ciaa chinh
quyén nhan dan tir cip tinh tré 1&n c6 trach nhiém
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cdng bé kip thoi danh muc thuc pham chire niing
da ding ky, lwu hanh, thuc pham cong thic dung
cho muc dich y té dic biét, sira bt cong thirc danh
cho tré so sinh va giir bi mat kinh doanh cuaa
doanh nghiép da doc dwoc trong qua trinh ding
ky hodc nop hd so. Doanh nghiép san xuit thuc
pham chirc ning, thuc pham coéng thirc ding cho
muc dich y té dic biét, sira bot danh cho tré so
sinh phai té chic san xuit theo ding cong thirc,
quy trinh san xuit va c4c yéu ciu k§y thuat khac
da dang ky, luu hanh.

2. Raw and Auxiliary Materials and Packaging Materials / Nguyén li¢u tho va vat li

éu dong géi

21 Raw
materials
of

products
Nguyén
ligu cua
san pham

1. National Food Safety Standard - Infant Formula
(GB 10765-2010); National Food Safety Standard -
General Rules for Infant Formula Food for Special
Medical Purposes (GB 25596-2010)

Tiéu chuin an toan thwc pham Quéc gia - Sira
céng thic danh cho tré so sinh (GB 10765-2010);
Tiéu chuan an tophathwc pham Quéc gia - Quy
tac chung d6i véi Thuc pham cdwc phic danh cho
tré so sinh danh cho muc dich y té dic biét (GB
25596-2010)

(No fructose and unpregelatinized starch shall be
used; the raw materials and food additives used shall
not contain gluten. No irradiated raw materials and
hydrogenated vegetable oil shall be used;)

Khong sit dung dwong fructose hodc tinh bgt chwa
dwoc hd hoa; nguyén liéu thd va phu gia thuc
pham dwoc sir dung khéng dwgc chira gluten.
Khong sir dung nguyén liéu thé da qua chiéu xa,
khéng sir dung dau thuc vat da hydro héa;

1. Provide the product ingredients in an
order of addition, from largest to
smallest, with the proportion indicated:;
Cung cip cac thanh phan san pham
theo thi tw lwgng bd sung tir I6n nhét
dén nhé nhat va cho biét ty I¢

2. If the main raw materials contain raw
milk, vegetables (including cultivated
edible fungus), meat and meat products,
bee products, aquatic products, bird's
nest, the country of origin of the
ingredients shall be provided;

Trwong hep nguyén liéu chinh bao
gom sira twoi, rau qua (bao gom ca
nam in dwoc nudi tréng), thit va cac
san pham tir thit, san pham tir ong,
thity san, té yén thi phai cung cip xuét

] Yes/Cé
[J No/Khéng
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2. National Food Safety Standard - General
Principles for the [Formula Foods for Special
Medical Purpose (GB 29922-2013)

Tiéu chuin an toan thuc pham quéc gia - Nguyén
tac chung caa thuc pham cong thiec danh cho muc
dich y té dic biét" (GB 29922-2013)

(7.2.5 It shall ensure that the urease activity of
soybean raw materials is negative.)

P6i véi nguyén lidu dau nanh can dam bao hoat
tinh urease @m

3. National Food Safety Standard - Complementary
Food Supplements (GB 22570-2014)

Tiéu chuin an toan thuc pham Quéc gia - Thuc
phim bé sung (GB 22570-2014)

(3.2.1 The food matrix shall be ready-to-use food
raw materials, the quality of which shall conform to
the appropriate standards and/or relevant regulations.
Nén thuc pham phai 1a nguyén liéu thwc pham tho
c6 thé sir dung ngay, chét lweng cia nguyén ligu
nay phai phu hep véi cac tiéu chuin thich hep
va/hoac cac quy dinh lién quan.

3.2.2 Soybeans and their processed products shall be
subject to high temperature and other processes to
eliminate anti-nutritional factors such as trypsin
inhibitors.

Piau nanh va cac san pham ché bién tir dau nanh
phai dwgc xi ly ¢ nhiét d§ cao va cac quy trinh
khac dé loai bé cac yéu té phan dinh dnéng nhu
chat wc ché trypsin.

4. National Food Safety Standard - Multi-Nutrient

X caa nguyén ligu tho.

3. If soybean is used as the main raw
material, whether it is genetically
modified soybean shall be indicated.

Néu sir dung dau nanh 1am nguyén liéu
chinh, vui long cho biét dé c¢6 phai la
dau nanh bién déi gen hay khong.
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Supplementary Food for./Pregnant and Lactating
Women (GB 31601-2015)

Tiéu chuin an toan thuc pham Quéc gia - Thuc
phim bé sung da dinh dwdng cho phu ni¥ mang
thai va cho con bu (GB 31601-2015)

(3.2.1 ‘High-quality protein shall be from one or
more of soybeans, soybean products, milk, and dairy
products, and its content shall account for 18%-35%
of the quality of multi-nutrient supplementary food
for pregnant and lactating women.

Protein chat lweng cao phai dwoc ldy tir mét hoic
nhiéu loai dau nanh, san phidm tir dau nanh, sira
va c4c san pham tir sita, ham lwong chiém
18%-35% chat lweng thwc pham bé sung cho phu
nir mang thai va ba me cho con bu

3.2.2. The raw materials used in multi-nutrient
supplementary food for pregnant and lactating
women shall conform to the appropriate standards
and/or relevant regulations.

Nguyén liéu dung lam thwc pham bé sung da dinh
dwdng cho phu nir mang thai va cho con bu phai
phuU hep véi tiéu chuin, quy dinh twong &ng.
3.2.3. Soybeans and their processed products shall be
subject to high temperature and other processes to
eliminate anti-nutritional factors such as trypsin
inhibitors.

Piau nanh va cac san pham ché bién tir dau nanh
phai dwgc xi ly ¢ nhiét d§ cao va cac quy trinh
khac dé loai bé cac yéu té phan dinh dwéng nhu
chat wc ché trypsin.
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3.2.4. No hydrogenated oil and fat shall be used.
Khéng dwoc sit dung diu va chéat béo di hydro
hoa

5. National <Food Safety Standard - Hygienic
Specifications of Cannery (GB 8950-2016)

Tiéu chuan an toan thuc pham Quéc gia — Quy
chuan vé sinh trong san xuit thuc pham déng hop
(GB 8950-2016)

(7.2 Raw materials such as livestock meat, poultry,
aquatic products, fruits and vegetables shall be
accepted according to relevant standards before being
used.

Nguyén liéu thé nhuw thit gia sic, gia cam, thiy
san, trai cay va rau qua phai dwgc chap nhan theo
tiéu chuan lién quan truéc khi sir dung.

6. National Food Safety Standard - Specifications for
Production Sanitation of Drinks (GB 12695-2016)
Tiéu chuin an toan thuc pham Quéc gia — Quy
chuian vé sinh trong san xuit do udng (GB
12695-2016)

(7.4 Strains: For products in which stains are used,
the strains must conform to relevant national
standards or regulations, and their characteristics
must be strictly tested before use, to ensure their
activity and prevent contamination by other
miscellaneous bacteria. Strains for fermentation shall
be stored at an appropriate temperature based on the
characteristics of strains to maintain their activity.)

Vi khuén: Déi véi san pham sir dung cac chiing vi
khudn, c&c chiing vi khuén phai tuan thia cac tiéu
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chuan hodc quy chuin quéc gia lién quan, trwéc
khi dwa vao san xuit va sit dung phai kiém tra
nghiém ngit cac. dic tinh caa chang vi khuin dé
dam bao hoat tinh va ngin ngira 6 nhiém béi cac
vi khuan-linh tinh khéc. Cac chiing sir dung dé 1én
men ¢an dwoc bao quan & nhiét d§ phu hep theo
dic diém cuaa ching dé duy tri siwc séng cua
ching.
2.2 Other | 1. National Food Safety Standard - General ] Yes/Cé
raw Principles for the Formula Foods for Special [J No/Khéng
materials | Medical Purpose (GB 29922-2013)
(if  food | Tiéu chuin an toan thuc pham Quéc gia - Nguyén
additives | tic chung caa thuc pham cong thiec danh cho muc
are used, | dich y té dic biét" (GB 29922-2013)
they shall | (7.3.8 Qualification confirmation of raw materials . .
y ( Q . . e - Provide the name of the additive used
be marked | shall be carried out for nutritional fortification . . .
. . . according to the types in the National
in substances such as vitamins and minerals whose
accordanc | quality is easy to change during storage, and Food Safety Standard - Standard for the
. quattty. y ang g ge, Use of Food Additives (GB 2760-2014).
e with the | inspection shall be carried out when necessary to A a2 £ ] .
. . i . Cung cap tén cac chat phu gia dwoc sir
types in | ensure conformity with the requirements of raw o A .
. dung theo “Tiéu chuan an toan thuc
the materials. ham Quaéc gia - Tiéu chuén sir dun
National | C4c chit ting cwong dinh dudng nhw vitamin va phu ia thlrcg him” (GB 2760-2014;1 g
Food khoang chit c6 chat lrgng dé bi thay déi trong Phu gia thue p '
Safety quéa trinh bao quan phai dwgc xac minh va kiém
Standard - | tra chat lwong nguyén liéu thd néu can thiét aé
Standard | dam b#o ring chiing dap &ng cac yéu ciu cha quy
for  the | dinh vé nguyén liéu thd.
Use of | 8.5. Food additives and nutritional fortification
Food substances
Additives | Phu gia thwc phim va chit ting cwong dinh
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(GB
2760-201
4))

Cac
nguyén
ligu thd
khac (néu
st dung
phu gia
thuc
pham thi
phai dan
nhén theo
danh muc
“Tiéu
chuan an
toan thuc
pham
Quéc gia
—  Tiéu
chuan sir
dung phu
gia thuc
phim”
(GB
2760-201

4)

duong

8.5.1 Food additives-and nutritional fortification
substances shall be ‘used reasonably according to the
variety, scope and amount specified in the National
Food Safety Standard.

Viéc sir dung phu gia thuc pham, chit ting cwong
dinh dwéng phai hop ly, dung ching loai, pham vi
va ham lwong quy dinh trong Tiéu chuin an toan
thuc pham Qudc gia.

8.5.2 Accurately weigh food additives and nutritional
fortification substances at the time of use and
properly keep records.)

Can dong chinh xac ham lwong phu gia thuc
phim va chit ting cwong dinh dwéng khi sir dung
va ghi chép diy di.

2. National Food Safety Standard - Complementary
Food Supplements (GB 22570-2014)

Tiéu chuan an toan thwc phiam Quéc gia - Thuc
phim bé sung (GB 22570-2014)

(3.9.1 Food additives shall be used according to the
National Food Safety Standard - Standard for the
Use of Food Additives (GB 2760-2014).

Phu gia thwc pham phai dwec sir dung theo Tiéu
chuén an toan thuc pham Quéc gia - Tiéu chuin
str dung Phu gia thuc pham (GB 2760-2014).

3.9.2 Nutritional fortification substances shall be
used according to the National Food Safety Standard
- Standard for the Use of Nutritional Fortification
Substances in Foods (GB 14880-2012). The daily
addition of NaFeEDTA shall not exceed 2.8 mg (at
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iron content).
S dung chat ting cwong dinh dwéng phai tuan
theo Tiéu chuan an toan thwc pham Qudc gia -
Tiéu chuén sir dung chét ting cwong dinh dwdng
trong thuc pham (GB 14880-2012). Viéc bd sung
NaFeEDTA hang ngay khong dwoc vwot qua 2,8
mg (véi ham lwong sit)
3.9.3 The quality specifications for food additives
and nutritional fortification substances shall comply
with the appropriate standards and relevant
regulations.)
Quy chuén chét lweng ciaa phu gia thuc pham,
chat bé sung dinh dwéng phai tuan tha cac tiéu
chuin va quy dinh twong ng.
2.3 National Food Safety Standard - General ] Yes/Cé
Quality Hygienic  Regulation for Food Production [J No/Khéng
and safety | (GB14881-2013)
standards | Tiéu chuin an toan thwc pham Quéc gia - Quy
for AN V@ si ; 4 A . .
. chuan vé sinh chung trong san xuat thwc pham Provide the quality and safety
various (GB14881-2013) . . .
. . standards for raw materials, including
raw (7.2.1 The supplier's licenses and product | . . .
. e .. e indicators, limits, and acceptance
materials | qualification certificates shall be checked for i
A : . requirements.
Tiéu purchased food raw materials; food raw materials for P 2 x4z
2 . e - e . Cung cap cac tiéu chuan ve chat lwong
chuan which qualification certificates cannot be provided | R N\ , s
£ . va an toan, bao gom céac chi tiéu, gioi
chat shall be inspected as per food safety standards.) . A A 2 o
X A LA % . ., .z__ | han va yéu cau ve nghiém thu.
lwong va | Nguyén liéu thuwc pham mua vao phai dwegc kiem
an toan | tra gidy phép caa nha cung cip va gidy ching
cho cé&c | nhan chiat lwong san pham; nguyén liéu thuc
nguyén | pham khéng c6 gidy ching nhan da diéu kién
ligu  thd | phai dwogc kiém tra theo tiéu chuin an toan thuc
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nhau
National Food Safety Standard - General Principles ] Yes/Co
for the Formula Foods for Special Medical Purpose [J No/Khéng
(GB 29922-2013)
'I;|eu chuan an t(’).a n thyc pi‘am Quéc gla- NOUyen | o ovide the review system for raw
54 Raw tac chung doi véoi Thuc pham cong thirc danh cho material  suppliers includin the
& R e dich y t dic bigt (GB 29922-2013) ! PPIIETS, g
material : . .| selection, review and evaluation
. (7.2.2 The enterprise shall establish a supplier . .
supplier . . . . procedures for suppliers, a list of
) management system, stipulating the selection, review e .
review . . qualified suppliers and one copy of
and evaluation procedures for suppliers. i i
system o Y .., .. | assessment records of main raw material
Ha thén Doanh nghiép nén thiet lap hé thong quan ly nha suppliers
N g cung cip va quy dinh cac tha tuc lwa chen, xem PP P , s
danh gia| | ° e £ Cung cap hé thong danh gia nha cung
R xét va danh gia nha cung cap. ; A A x N
nha cung cap nguyén liéu thd, bao gom quy trinh
£ 7.2.6 The processes and safety measures L, e,
cap . .. | lwa chon, xem xét, danh gia nha cung
NQUVEnN adopted by suppliers shall be evaluated and, if cAp danh sach nha cuna cp di nin
9 y necessary, on-site review or monitoring of the ap. R , . ”g e}p u a g
ligu lwc va 1 ban sao bién ban danh gia nha
processes shall be conducted regularly.) cuna c&o nauvén lisu chinh
Conducted regularlyén phap an totoctegc nha g cap hguy ; '
cung cap ap dung phai dwec danh gia va néu cin
thiét, viéc xem xét hodc giam sat tai chd cac quy
trinh phai dwoc tién hanh thwong xuyén.
2.5 Inner | 9 National Food Safety Standard - General Hygienic | Describe in detail the composition of the | 0 Yes/ CO.
packaging | pequlation for Food Production (GB14881-2013) inner packaging material of the product | & No/Khong
materials | jay chuin an toan thuc phim Quéc gia - Quy | and list the quality and safety standards
of chuan vé sinh chung trong san xuat thwc pham | of the inner packaging material.
{’/f?duclti (GB14881-2013) M ta chi tiét thanh phan vat liéu déng
d;-';g :ggéui (7.4.1 Qualification certificates of products shall be | géi bén trong cia san phim va liét ké

bén trong

checked at the time of procurement of food

cac tidu chuan chat lweng, an toan ciaa
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cua san | packaging  materials, - containers, detergents, | vat ligu dong géi bén trong.
pham disinfectants and other-food-related products, and the

supplier's license “shall also be checked for
food-related <products under licensing control.
Food-related products such as food packaging
materials must be accepted before use.)

Khi mua vat li¢u déng goéi thuc pham, hop dung,
chat tay rira, chat khir tring va cac san pham lién
quan dén thuc pham khéc phai kiém tra gidy
chieng nhan cia san pham va cac san pham lién
quan dén thuc pham thugc dién quan ly cip phép
ciing phai kiém tra gidy phép cia nha cung cap.
Vit ligu doéng goi thwe pham va cac san pham lién
quan dén thuc pham khac phai vwet qua cudc
kiém tra truéc khi co thé sir dung.

2. National Food Safety Standard - General
Principles for the Formula Foods for Special
Medical Purpose (GB 29922-2013)

Tiéu chuan an toan thwc pham Quaéc gia - Nguyén
tic chung déi véi Thuc pham cong thirc danh cho
muc dich y té dic biét (GB 29922-2013)

(8.6 Packaging) Dong goi

8.6.1 It shall comply with the relevant provisions of
the National Food Safety Standard - General
Hygienic  Regulation for Food Production
(GB14881-2013).

Phai tuan thi cac quy dinh lién quan cha Tiéu
chuén an toan thuc pham Quaéc gia - Quy chuin
vé sinh chung trong san xuit thwc pham
(GB14881-2013).
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8.6.2 Packaging materials ~shall be clean and
non-toxic and comply with relevant national
regulations.

Vit liéu déng goi phai sach, khong dgc hai va tuan
thi cac quy dinh quéc gia lién quan.
8.6.3-'Packaging materials or gases for packaging
shall be non-toxic and shall not affect food safety and
product characteristics under specific storage and use
conditions.

Vit ligu dong géi hodc khi dé déng gbi phai khong
doc hai va khong anh hwéng dén an toan thuc
phidm va dic tinh cia san phim trong cac diéu
kién sit dung va bio quan cu thé.

8.6.4 Reusable packaging materials such as glass
bottles and stainless steel containers shall be
thoroughly cleaned and disinfected as necessary
before use.)

Céc vat ligu dong goi c6 thé tai sir dung nhuw chai
thiy tinh va hop dwng bang thép khong gi phai
dwoc 1am sach va khir trang ky lwdng néu can
truéc khi sir dung.

3. National Food Safety Standard - Hygienic
Specifications of Cannery (GB 8950-2016)

Tiéu chuin an toan thuc pham Quéc gia — Quy
chuan vé sinh trong san xuit thuc pham déng hop
(GB 8950-2016)

(7.5 The material, internal coating, lacquer for
striping and sealant of the packaging container used
for canned food shall meet the requirements of the
relevant safety standards.)
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Vit liéu, 16p phi bén trong, son 16t va chat bit kin
cia bao bi dung cho thuc phim déng hdp phai
dap ng c4c yéu ciu caa tidu chuin an toan twong
wng.

4. National Food Safety Standard - Specifications for
Production Sanitation of Drinks (GB 12695-2016)
Tiéu chuin an toan thuc pham Quéc gia — Quy
chuan vé sinh trong san xuit dé udéng (GB
12695-2016)

(7.3.2 Packaging containers, materials shall comply
with relevant standards or regulations and shall not
affect food safety and product characteristics under
specific storage and use conditions. Additives in food
contact packaging containers and materials shall
meet the requirements of GB9685 and relevant
regulations.)

Vat ligu, thung chira bao bi phai tuén tha céc tiéu
chuan hoic quy dinh lién quan va khéng dwgc
anh hwéng dén an totoiéuwc pham va dic tinh caa
san pham trong cac diéu kién bao quan va sir
dung cu thé. Cac chit phu gia trong vat liéu va
hop dung bao bi tiép xc véi thuc pham phai dap
{rng cac yéu cau cia GB9685 va cac quy dinh lién
quan

3. Production Process Information / Thong tin quy trinh san xuat

3.1
Provide a
detailed
productio

1. National Food Safety Standard - Good
Manufacturing Practice for Powdered Formulae for
Infants and Young Children (GB 23790-2010) (9.6
Specific processing steps).

Provide a detailed flow diagram, which
shall contain process parameters and
provide a process description.

Cung cip so dd quy trinh chi tiét,

] Yes/Cé
[J No/Khéng
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n process | Tieu chuan an toan thwc pham Quéc gia — Thuc | trong d6 phai bao gém cac thong sé

flow hanh san xuét toét déi véi thuc pham cong thic | quy trinh va cung cAp mo ta quy trinh.

diagram, | dang bét danh cho tré so sinh va tré nhé (GB

which 23790-2010) (9.6 Céc bwéc xir Iy cu thé)

shall 2. National Food Safety Standard - General

contain Principles for the Formula Foods for Special

process Medical Purpose (GB 29922-2013)

parameter | Tiéu chuin an toan thuc pham Quéc gia - Nguyén

S and | tic chung ddi véi Thuc pham cdng thirc danh cho

provide a | muc dich y té dic biét (GB 29922-2013)

process (8.7.1 General requirements: Each processing process

descriptio | in the production process of formula food for special

n. medical purposes shall respectively meet the

Cung cap | requirements of the corresponding process-specific

so' d6 quy | processing steps, and shall conform to the provisions

trinh san | of 8.7.2 - 8.7.9).

xuat chi | Yéu cau chung: Mdi buwéc ché bién trong quy

tiét, trong | trinh san xuét thwc pham coéng thic danh cho

d6  phai | muc dich y té dic biét phai lan lwet dap wng cac

bao goém | yéu cau caa cac bwéc ché bién cu thé caa quy

cac thong | trinh twong wng va phai phu hgp véi quy dinh tai

s6 quy|8.7.2-879

trinh va

mo ta

quy

trinh.

3.2 1. National Food Safety Standard - Good | Provide the cleaning and disinfection | (1 Yes/Cd

Provide Manufacturing Practice for Powdered Formulae for | procedures that cover the entire | [1 No/Khong

cleaning Infants and Young Children (GB 23790-2010) (7.3 | production line.

and Cleaning and disinfection). Cung cip c4c quy trinh lam sach va
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disinfectio
n
procedure
S that
cover the
entire
productio
n line.
Cung cap
cac quy
trinh lam
sach va
khie
trung bao
trum
toan bo
day
chuyén
San Xxuét.

Tiéu chuan an toan thwc pham Quéc gia — Thuc
hanh san xuét tét déi véi thwc pham cong thirc
dang bot danh cho tré so sinh va tré nho (GB
23790-2010) (7.3 Lam sach va khir trung)

2. National Food Safety Standard - General
Principles for the Formula Foods for Special
Medical Purpose (GB 29922-2013) (6.3 Cleaning
and disinfection).

Tiéu chuin an toan thuc pham Quéc gia - Nguyén
tic chung do6i véi Thuc pham cong thirc danh cho
muc dich y té dic biét (GB 29922-2013) (6.3 Lam
sach va khir trang).

3. National Food Safety Standard - General Hygienic
Regulation for Food Production (GB14881-2013)
(8.2.1 Cleaning and disinfection).

Tiéu chuin an toan thwc pham Quéc gia - Quy
chuin vé sinh chung trong san xuét thwc pham
(GB14881-2013) (8.2.1 Lam sach va khir trung)

khw trung bao trum toan bg day
chuyén san xuét.

3.3.
Provide a
list of
major
equipment
and
productio
n capacity.
Cung cap
danh muc
thiét  bi

1. National Food Safety Standard - General Hygienic
Regulation for Food Production (GB14881-2013)
(5.2 Equipment).

Tiéu chuin an toan thwc pham Quéc gia - Quy
chuin vé sinh chung trong san xuét thuc pham
(GB14881-2013) (5.2 Thiét bi).

2. National Food Safety Standard - Hygienic
Specifications of Cannery (GB 8950-2016) (5.5
Sterilization equipment).

Tiéu chudn an toan thuc pham Quéc gia — Quy
chuén vé sinh trong san xuit thuc phim déng hép

1. Provide the name, model, design
processing capacity and pictures of key
process equipment.

Cung cap tén, model, va kha niing thiét
ké gia cong ciing nhuw hinh anh ciaa
thiét bi xir ly chinh.

] Yes/Cé
[J No/Khéng
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chinh va | (GB 8950-2016) (5.5 Thiét bj tiét trung).
nang luc | 3. National Food Safety Standard - Specifications for
san xuat | Production Sanitation of Drinks (GB 12695-2016)
(5.3 Equipment).
Tiéu chuan an toan thuc pham Quéc gia — Quy
chuan vé sinh trong san xuidt dé udéng (GB
12695-2016) (5.3 Thiét bj)
1. National Food Safety Standard - Hazard Analysis ] Yes/Cé
and Critical Control Point (HACCP) System - [J No/Khéng
General Requirements for Food Processing Plant
(GB/T 27341-2009).
3.4 Tiéu chuin an toan thwc phim Qudc gia - Hé
Provide a | théng phan tich méi nguy va diém kiém soat téi _ _
hazard han (HACCP) - Yéu cau chung ddi véi nha may 1 Production and processing hazard
analysis | ché bién thuc phdm (GB/T 27341-2009), analysis sheets and HACCP plan.
. . Bang phan tich moi nguy trong
worksheet | 2. Natlo_nal Food Safety Stanglard - General Hygienic sin xuét, ché bién va bang ké& hoach
and Regulation for Food Production (GB14881-2013) HACCP.
HACCP | Tiéu chuain an toan thwc pham Quéc gia - Quy | 2. Provide monitoring records of CCP
plan. chuan vé sinh chung trong san xuat thwc pham | points, and provide measures and records
Cung cép | (GB14881-2013) related to deviations from critical limits
bang (8.1.1 The key links of food safety in the production | of CCP, if any. )
phan tich | process shall be identified through hazard analysis | CUNd Cap ho so gidm st cac diem
méi nguy | methods and control measures for key links of food CC,P’ dong t.h o1 cunhg cap cac bign
. f ) phap, ho so lién quan den sai léch so
va ke safety shall be estab’llshed. , ‘ véi giéi han téi han cia CCP, néu c6.
hoach Can lam rd cac moi lién ket chinh ve an toan thuc
HACCP. | phim trong quéa trinh san xuét théng qua cac

phwong phap phén tich mdi nguy va can thiét 1ap
cac bién phap kiém soat cac maéi lién két chinh vé
an toan thuc pham.

In the area where the key link is located, relevant
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documentation shall be  available to implement
control measures, such-as dosage (feeding) tables and
job operating procedures.

O nhitng khu vuc c6 cac day chuyén san xuit
chinh, can cung cip céc tai liéu lién quan dé thuc
hién c4c bién phap kiém soat, chang han nhw
bang thanh phan (nguyén liéu dau vao), quy trinh
van hanh cong viéc, v.v.

8.1.2 Encourage the use of Hazard Analysis and
Critical Control Point (HACCP) system to control
food safety in the manufacturing process.)

Khuyén khich sit dung hé théng Phan tich méi
nguy va diém Kkiém soat téi han (HACCP) dé kiém
soat an toan thwc pham trong qué trinh san xuét.
3. National Food Safety Standard - General
Principles for the Formula Foods for Special
Medical Purpose (GB 29922-2013) (8.7.7 Control of
critical factors for dry mixing in dry process and
wet-dry combined process for powdered food for
special medical purposes)

Tiéu chuan an toan thwc pham Quéc gia - Nguyén
tic chung ddi véi thwc pham cong thirc danh cho
muc dich y té dic biét (GB 29922-2013) (8.7.7
Kiém soét cac yéu té téi han ddi véi viéc tron kho
trong quy trinh kho va quy trinh két hep kho-wét
dbi véi thuc pham dang bot danh cho cac muc
dich y té dic bigt
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3.5 1. National Food Safety ~Standard - General ] Yes/Co
In case of | Principles for the [Formula Foods for Special [J No/Khéng
any Medical Purpose “(GB 29922-2013) (C.6 Heat
thermal treatment of products).
sterilizatio | Tiéu chudn an toan thuc pham Quéc gia - Nguyén
n process, | tic chung ddi véi thuc pham cong thic danh cho
it is | muc dich y té dic biét (GB 29922-2013) (C.6 Xir ly
necessary | nhiét san pham).
to provide | 2. National Food Safety Standard - Hygienic
proof Specifications of Cannery (GB 8950-2016)
materials | Tiéu chuan an toan thuc pham Quéc gia — Quy In case of any thermal sterilization
of thermal | chuan v¢ sinh trong san xuat thuc pham déng hop | process, it is necessary to provide proof
sterilizatio | (GB 8950-2016) materials  of  thermal sterilization
n (5.5.2 The sterilization equipment shall undergo the | effectiveness and specific sterilization
effectiven | heat distribution test after installation, to confirm temperatur? and time (eqlilrenjents. R
. . Trong trwong hop cé bat ky quy trinh
ess “and u.nlf(?rm. heat distribution before wuse. Heat khir trung bing nhigt nao, cin phai
specific distribution test shall be conducted at least once cung cp cac tai ligu chieng minh higu
sterilizatio | every three years under the premise of ensuring the | qua khir tring bing nhiét ciing nhuw
n heat supply and the smooth flow of heat transfer | cac yéu ciu vé nhiét d¢ va thoi gian
temperatu | medium. If changes occur in the equipment structure, | Khir trang cu thé.
re and | piping, valves, procedures, etc., the heat distribution
time test shall be repeated when necessary.)
requireme | Thiét bi khir tring phai trai qua thir nghiém phan
nts phdi nhigt sau khi ldp d:it dé xac nhan sw phan b
Tron | nhiét dong déu trwéc khi si dung. Thir nghiém
g truong | phan phdi nhiét phai dwec tién hanh it nhit ba
hop  c6 | nim mdt IAn véi mue dich dam bio cung cap
bat  ky | nhigt va dong chay tron tru cia méi truong
quy trinh | truyén nhiét. Néu xay ra thay déi trong két ciu
Khir thiét bi, dwong 6ng, van, quy trinh, v.v., thir
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tring nghiém phan phéi nhiét phai dwec lip lai khi can
bang thiét.
nhiét nao, | 3. National Food Safety Standard - Specifications for
can phai | Production Sanitation of Drinks (GB 12695-2016)
cung cap | Tiéu chuan an toan thwc pham Quéc gia — Quy
cac  tai | chuan vé sinh trong san xuit dé udéng (GB
ligu 12695-2016)
chirng (8.2.7 The sterilization process shall have records or
minh charts of the corresponding sterilization parameters
hiéu qua | (e.g. temperature, time and pressure) and shall be
khw regularly inspected to ensure conformity with the
traung specified requirements.)
bang Quy trinh tiét trang phai c6 hd so hoic biéu doé vé
nhiét cac théng s tiét trung twong wng (vi du: nhiét d9,
ciing nhw | thoi gian va ap suit) va phai dwoc kiém tra
cdC  yéu | thwong xuyén dé dam bao sw phi hep véi cac yéu
ciu  vé | cau quy dinh.
nhi¢t do
va thoi
gian khir
trung cu
thé.
4. Product Quality and Safety Control System / Hé théng kiém soat an toan va chét lwgng san pham
4.1 1. National Food Safety Standard - General Hygienic | 1. A complete product online inspection | (1 Yes/Cé
Product Regulation for Food Production (GB14881-2013) (8. | plan shall be submitted, which shall | [J No/Khéng
online Food safety control in the production process); specify  the inspection content,
control Tiéu chuin quéc gia vé an toan thuc pham - Quy | parameters, frequency and verification
inspection | chuan vé sinh chung trong san xuit thwc pham | frequency by process.
Kiém tra | (GB14881-2013) (8. Kiém soat an toan thuc pham | Phai nép ké hoach kiém tra truc tuyén
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Kiém soat | trong qua trinh san xuét); san pham hoan chinh, trong dé néu ré
truc 2. National Food  Safety Standard - General | ndi dung, thong sé, tin suét va tan suit
tuyén san | Principles for the Formula Foods for Special | kiém tra theo quy trinh.
pham Medical Purpose (GB 29922-2013) 2. Relevant information on uniformity

(8. Food safety control in the production process);
Tiéu chuin an toan thuc pham Quéc gia - Nguyén
tic chung ddi véi thuc pham cong thic danh cho
muc dich y t& diic bigt (GB 29922-2013)

(8. Kiém soat an toan thwc pham trong qué trinh

san xuét);

Uniformity:

Tinh dong nhit:

3. National Food Safety Standard - General

Principles for the Formula Foods for Special
Medical Purpose (GB 29922-2013)

Tiéu chuan an toan thwc pham Quéc gia - Nguyén
tic chung ddi véi thuc pham cong thic danh cho
muc dich y té dic biét (GB 29922-2013)

(5.1.3.7 Measuring instruments and key instruments
for production shall be calibrated regularly. The
equipment for dry mixing shall ensure the uniform
mixing of products.

Cac dung cu do lwong va dung cu chinh sir dung
trong san xuit phai dwoc hiéu chuin thwong
xuyén. Thiét bi dung dé tron kho phai dam bao
tron déu san pham.

8.7.7.3 Key process parameters related to mixing
uniformity (e.g. mixing time) shall be verified; the
uniformity of the mix shall be confirmed.)

Can xac minh céc thong sé chinh cia quéa trinh

verification shall be provided for the
powdered formula for infants and young
children and formula food for special
medical purposes.

C4c thong tin lién quan vé xac minh
tinh dong nhat phai dwoc cung cap doi
véi thwc pham cong thic dang bét
danh cho tré so sinh va tré nhé va thuc
pham coéng thic danh cho muc dich y
té dic biét.

3. Relevant information on the tightness
of the final product shall be provided for
canned food for special dietary use.
Thong tin lién quan vé d§ kin cia san
pham cudi cung phai dwgc cung cap
cho thwc phiam déng hép danh cho ché
dd an dic biét.
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lién quan dén dd dong nhat caa viéc trén (chang
han nhw thoi gian trén, v.v.); cin xac nhan tinh
dong nhét caa viéc trén

4. National< Food Safety Standard - Good
Manufacturing Practice for Powdered Formulae for
Infants-and Young Children (GB 23790-2010)

Tiéu chuan an toan thuc pham Qudc gia — Thuc hanh
san xuét tot ddi véi thuc pham cong thic dang bot
danh cho tré so sinh va tré nho (GB 23790-2010)
(9.6.5.3 Key process parameters related to mixing
uniformity (e.g. mixing time) shall be verified; the
uniformity of the mix shall be confirmed.)

C4c théng sé chinh caa qua trinh lién quan
dén d9 dong nhit cia viéc tron (ching han nhw
thai gian trén, v.v.) cin dwoc xac minh; tinh dong
nhét caa viéc tron phai dwoc xac nhan.

Tightness:

bo Kin:

5. National Food Safety Standard - Hygienic
Specifications of Cannery (GB 8950-2016)

Tiéu chuin an toan thuc pham Quéc gia — Quy
chuan vé sinh trong san xuit thuc pham déng hop
(GB 8950-2016)

(8.4.3 Inspection of sealing performance

Kiém tra hiéu suat han kin

8.4.3.1 Before the startup of each shift, the sealing
quality of the sealing equipment shall be inspected,
and such equipment can be put into production after
the inspection is passed.

Trwéc khi bat diu mdi ca, can kiém tra chat lwong
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han kin caa thiét bj han va thiét bj dé cé thé dwoc
dwa vao san xuit saukhi qua trinh kiém tra dwoc
théng qua.

8.4.3.2 The< -appearance quality and sealing
performance shall be controlled and tested properly
in the production process based on the requirements
of the sealing operation procedures, and records shall
be made.

Trong qué trinh san xuét, chat lweng bé ngoai va
hiéu suét han kin phai dwec kiém soat va kiém tra
theo y&u ciu caa quy trinh van hanh han kin va
phai co ghi chép lai.

8.4.4 The sealed semi-finished product shall be
sterilized within 2h.)

Ban thanh pham sau khi dwoc han kin nén dwoc
khir trung trong vong 2 gio.

4.2
Testing
and
release of
final
products
Kiém
nghiém
va phat
hanh san
pham
cudi cuing

1. National Food Safety Standard - General Hygienic
Regulation for Food Production (GB14881-2013) (9.
Inspection).

Tiéu chuin an toan thuc phiam Quéc gia -
Quy chuin vé sinh chung trong san xuét thuc
phim (GB14881-2013) (9. Kiém nghiém).

2. National Food Safety Standard - General
Principles for the Formula Foods for Special
Medical Purpose (GB 29922-2013)

Tiéu chuan an toan thwc pham Quéc gia - Nguyén
tic chung ddi véi thwc pham cong thirc danh cho
muc dich y té dic biét (GB 29922-2013)

(10.1 Relevant provisions of the National Food
Safety Standard - General Hygienic Regulation for

Provide test plans, test standards and
release requirements for final product
release.

Cung cap ké hoach kiém nghiém, tiéu
chuan kiém nghiém va yéu cau phat
hanh dé phat hanh san pham cudi
cung.

] Yes/Cé
[J No/Khéng
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Food Production (GB14881-2013) shall be complied
with.)

Phai tuan tha cac quy dinh lién quan caa Tiéu
chuin an toan thwc pham Quéc gia - Quy chuan
vé sinh. chung trong san xuat thuc pham
(GB14881-2013).

3. Representative finished product samples shall be
taken batch by batch and shall be tested and retained
according to relevant national regulations and
standards.

C4&c miu thanh pham dai dién phai dwoc ldy theo
tirng dot, dwoc Kiém tra va lwu giir theo cac quy
dinh va tiéu chuan quéc gia lién quan.

4. Laboratory quality management shall be
strengthened to ensure the accuracy and authenticity
of test results.

Tiang cwdng quan ly chat hwong phong thi nghiém
dé dam bao tinh chinh xac va xac thuc caa két
qua kiém nghiém.

5. National Food Safety Standard - Specifications for
Production Sanitation of Drinks (GB 12695-2016)
Tiéu chudn an toan thuc pham Quéc gia — Quy
chuian vé sinh trong san xuit do udng (GB
12695-2016)

(9.2 After filling and capping (sealing), the
appearance, filling volume, container condition,
tightness of capping (sealing) and visible objects of
the product shall be inspected.)

Sau khi dong géi va day nap (bit kin), phai kiém
tra hinh thirc bén ngoai, khéi lwong déng géi, tinh
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trang thang chira, dé kin cia niap va cac vat thé
nhin thiy dwoc cia san pham.
1. National Food Safety Standard - Good ] Yes/Co
Manufacturing Practice for Powdered Formulae for [J No/Khéng
Infants and Young Children (GB 23790-2010)
Tiéu chuin an toan thwc pham Quéc gia — Thuc
hanh san xuét toét déi véi thuc pham cong thirc
dang bot danh cho tré so sinh va tré nhé (GB
43 23790-2010)
' (Appendix A (Normative Appendix) Guidance on
Control . o
Measures Environmental Monitoring of Salmonella spp.,
for mold Cronobacter sakazakii and Other Enterobacteriaceae
cast and’ in Cleaning Work Areas for Powdered Formula for
i‘lorei 1n Infants and Young Children; Provide control measures for mold, yeast,
bod g Phu luc A (Phu luc quy dinh) Hwéng din giam sat | and foreign body.
Biér)ml médi trwong ddi véi Salmonella, Cronobacter | Pwa ra cic bién phap kiém soat nam
° sakazakii va cac Enterobacteriaceae khac trong | méc, nAm men va di vt.
phap \ T Z - .
Kidm sodt khu vuc lam sach doi véi thuc pham cong thic
ndm méc dang bt danh cho tré so sinh va tré nho
X " | 2. Effective control measures for foreign bodies, such
nam men

va vat thé
la

as the installation of screens, strong magnets, and
metal detectors, shall be adopted by manufacturers to
prevent and check foreign bodies. These measures
shall be monitored for the implementation process or
validated for effectiveness.)

Doanh nghiép san xuit nén ap dung cac bién phap
kKiém soat vat thé la hiéu qua dé ngin chin va
kiém tra vat thé la, ching han nhw lip dit man
chan, nam cham manh, may do kim loai, v.v. Cac
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bién phap nay phai dwoc giam sat trong qua trinh
thuc hién hoac dwec xac nhan tinh hiéu qua.

3. National Food Safety Standard - General
Principles for-the Formula Foods for Special
Medical Purpose (GB 29922-2013)

Tiéu chuin an toan thuc pham Quéc gia - Nguyén
tic chung ddi véi thuc pham cong thic danh cho
muc dich y té dic biét (GB 29922-2013)

(Appendix B  Guidance on Environmental
Monitoring of Salmonella spp., Cronobacter
sakazakii and Other Enterobacteriaceae in Cleaning
Work Areas for Powdered Formula Food for Special
Medical Purposes;

Phu luc B Hwéng din giam sat mai treong doi voi
Salmonella, Cronobacter sakazakii va cac
Enterobacteriaceae khac trong khu vuc lam sach
ddi véi thuc pham cong thirc dang bét ding cho
muc dich y té dic biét

4. Effective control measures for foreign bodies, such
as the installation of screens, strong magnets, and
metal detectors, shall be adopted by manufacturers to
prevent and check foreign bodies. These measures
shall be monitored for the implementation process or
validated for effectiveness.)

Doanh nghiép san xuit nén ap dung cac bién phap
kKiém soat vat thé la hiéu qua dé ngin chin va
kiém tra vat thé la, ching han nhw lip dit man
chan, nam cham manh, may do kim loai, v.v. Cac
bién phap nay phai dwoc gidm sat trong qué trinh
thuc hién hoac dwoc xac nhan tinh hiéu qua.
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5. National Food Safety Standard - General Hygienic
Regulation for Food Production (GB14881-2013)
Tiéu chuan an toan thwc pham Quéc gia - Quy
chuan vé sinh-chung trong san xuét thwc pham
(GB14881-2013)

(Appendix A Guidance on Monitoring Procedures
for Microorganisms in Food Processing;
Phu luc A Hwéng dian quy trinh giam sat vi sinh
vat trong ché bién Thuc pham
6. A management system shall be established to
prevent contamination caused by foreign bodies,
possible sources and routes of contamination shall be
analyzed, and corresponding control plans and
procedures shall be developed.
Phai thiét lap mdt hé théng quan Iy dé ngin ngira
6 nhiém do vat thé la gay ra, phai phan tich cac
ngudon va dwong lay nhiém cé thé cé, dong thoi
phai xay dwng cac ké hoach va thi tuc kiém soat
twong ung.

5. Declaration / Cam két

5.1
Declaratio
n by
enterprise
Cam két
cua
Doanh
nghiép

1. Articles 8 and 9 of the Regulations of the People's
Republic of China on the Registration and
Administration of Overseas Manufacturers of
Imported Food (Decree No. 248 of General
Administration of Customs of China).

Piéu 8 va 9 Quy dinh ciaa Céng hoa Nhan dan
Trung Hoa vé ding ky va quan ly cac nha san
xuit thwc pham nhap khau & nwéc ngoai (Lénh sé
248 ciia Tong cuc Hai quan Trung Quéc).

L] Yes/Co
[J No/Khéng




Phu luc 4 — Cam két cia Doanh nghiép

Declaration of the manufacturer

We <hereby declare that the information and related materials

submitted by (Enterprise Name)

are true and complete, and can meet the relevant regulations of China and

(name of exporting country or region)

and the Regulations of the People's Republic of China on the Registration

and Administration of Overseas Manufacturers of Imported Food.

Name and position of the legal representative of the manufacturer

Signature and seal of the legal representative Date :
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