TP. Ho Chi Minh, ngay 30 thang 9 nam 2022
Ho Chi Minh City, September 30, 2022

V/Iv: Gop y du thao Quy chuan ky thuat qudc gia vé giéi han cac chat nhiém tap trong thuc
pham bao vé sic khoe

Subject: Comments on Draft National Technical Regulation on Limits of Contaminants for
Health Supplements

Kinh giri: Cuc An toan thuc phAm — B Y té
Respectfully to: Vietham Food Administration — Ministry of Health

Hiép hoi thuong mai Hoa Ky tai Viét Nam (“AmCham Viét Nam™) xin guri 1i chao tran trong dén
quy Cuc va xin chan thanh cam on quy Cuc di hd tro cho cong dong doanh nghiép trong thoi gian
qua.

The American Chamber of Commerce in Vietnam (“Amcham Vietnam ) would like to extend our
sincere greetings and gratitude for your support for our business community over the past time.

Hién nay, ching tdi nhan thay trén trang thong tin dién tir ciia quy Cuc dang c6 diang tai Dy thao
Quy chuan ky thuat qudc gia dbi vai gigi han cac chat 6 nhidm trong thuc pham bao vé stc khoe
(“TPBVSK”) (“Du thdo QCVN™).

It is noticed that a Draft National Technical Regulation on Limits of Contaminants for Health
Supplements (“Draft NTR ") has been posted on your official website.

Vé co ban, chdng tdi cho rang viéc ban hanh QCVN vé gigi han cac chat & nhiém 1a can thiét dé
dam bao mai trudng san xuat va kinh doanh dugc minh bach. Bong thoi, Du thao QCVN ciing
dugc quy Cuc soan thao trén co s¢ ¢d tham chiéu dén Du thao Hudng dan cua Asean vé gigi han
cac chat nhiém tap trong TPBVSK (ASEAN Guidelines on Limits of Contaminants for Health



Supplements). Tham chi, mot s6 diém cua Dy thao con hop Iy va pht hop véi diéu kién san xuit
kinh doanh cua cong déng doanh nghiép Viét Nam hon so véi dir thao cua Asean.

Basically, in our opinion, it is necessary to issue a National Technical Regulation on limits of
contaminants to secure a safe, transparent business and production environment. At the same time,
you also prepared the Draft NTR with reference to the ASEAN Guidelines on Limits of
Contaminants for Health Supplements). The Draft is even more reasonable and suitable, in some
respects, to the operating conditions of the Vietnamese business community than the ASEAN
Guidelines.

Vi du: Dy thao cua Asean khong chia nhdm TPBVSK thanh nhém cé chira thanh phan loi khuan
va nhém khdng cé chira thanh phan loi khuan, nhung Du thao QCVN lai ¢6 quy dinh phan chia
nhoém nhu vay va diéu nay rat phii hop véi thuc té. Tuy nhién, ciing chinh vi Dy thao QCVN da
tham chiéu gan nhu day du tr Dy thao cua Asean, ma chua tham khao didu kién san xuat kinh
doanh cua cac cong ty dén tir Hoa Ky va céc khu vuc khéc, nén c6 mot sé diém ma cac doanh
nghiép hai vién caa ching toi co kha nang khong thuc hién duoc, cu thé nhu sau:

For instance, the Draft NTR seems more practical than the ASEAN Guidelines when categorizing
health supplements into 2 groups containing probiotics and containing no probiotics, while the
Asean’s does not. However, it is also the relatively complete reference from the ASEAN Guidelines,
without considering the operating conditions of companies from the United States and other
regions, that makes some regulations of the Draft NTR potentially unenforceable by our business
members, specifically as follows:

1. Vé Mikc giéi han toi da d6i véi 6 nhiém kim loai ning thi Mic giéi han déi véi chi tiéu
Cadmium la qué chat:

1. Regarding the maximum limits of heavy metals, the limit of cadmium is too tight:

Chi tiéu Cadmium (Cd) trong Dy thao c¢é muc gidi han 1a 0,3 mg/kg hoac 0,3 mg/L. Ching t6i cho
rang mac nay la qua chat va nhiéu doanh nghiép s& khong thuc hién dugc. Ngoai ra, tai QCVN 8-
2:2011/BYT — Quy chuan ky thuat qudc gia ddi vai gisi han 6 nhiém kim loai ning trong thuc
pham (“QCVN 8-2:2011”) lai khéng c6 quy dinh vé nhém TPBVSK, ma chi c6 nhom “thuc
phdm bé sung” véi muc gidi han 1 d&én 3 (mg/kg hodc mg/L), tdy tirng san pham. Trén thyc té, khi
dang ky cong bd san pham, doanh nghiép van dang dugc quy Cuc hudng dan 4p nhom TPBVSK
vao nhom “thec phdm bé sung”. Vi vy, néu can ct theo Du thao QCVN, nhiéu san pham
TPBVSK trén thi truong s& khong kip chuyén doi dé ph hop véi quy dinh méi nay.

According to the Draft NTR, the limit of Cadmium (Cd) is 0.3 mg/kg or 0.3 mg/L. In our opinion,



this limit is too tight to be complied with by many enterprises. In addition, QCVN 8-2:2011/BYT —
National Technical Regulation on Limits of Heavy Metal Contamination for Food (“QCVN 8-
2:2011 ) provides for no limits for health supplements, but only for “dietary supplements” with
a limit of 1 to 3 (mg/kg or mg/L), on a product-by-product basis. In fact, you are integrating health
supplements into dietary supplements for product declaration registration. Hence, once the Draft
NTR is adopted, there will be no time for many health supplements sold on the market to be changed
to comply with this new regulation.

Mt khac, mot s6 qudc gia tién tién ciing khong quy dinh mirc Cd chat nhu vdy. Theo quy dinh cua
Chau Au (EU Regulation) sé 2021/1323, gisi han téi da Cd cho nhém TPBVSK (Food

Supplements) nhu sau:

On the other hand, some developed countries do not set forth such tight Cd levels. Pursuant to EU
Regulation No. 2021/1323, the maximum Cd limits for Food Supplementsare as follows:

a/ 3.2.20.1 Nhém thuc pham bao vé sirc khoe, trir thuc pham bao vé stc khoe duoc liét ké & muc
3.2.20.2: giGi han tbi da 1.0 ppm

a/ 3.2.20.1 Food Supplements, except for those listed in section 3.2.20.2: maximum limit of 1.0 ppm

b/ 3.2.20.2 Nhém thuc pham bao vé stc khoe cé chira riéng hoic thanh phan chinh tir rong bién
kh, san pham tir rong bién hoac tir dong vat than mém: giéi han téi da 3.0 ppm.

b/ 3.2.20.2 Food Supplements containing, separately or as main ingredients, dried seaweed,
products of seaweed or from mollusca: maximum limit of 3.0 ppm.

Pé xuit: Vi vay, chung toi dé xuat nén ap dung theo quy dinh caa chau Au déi véi mic giéi han
t6i da cua Cadmium 1a 1ppm vao Du thao QCVN.

Recommendation: Therefore, we recommend to apply the maximum Cadmium limit of 1ppm
according to the EU Regulation in the Draft NTR.

2. Trong Quy dinh vé vi sinh vat, mgt s6 nhom san pham TPBVSK quy dinh chwa day di va
chinh x&c, sé gay khé khan khi ap dung:

2. Regarding the microbiological regulation, some groups of health supplements are not fully
and accurately specified, possibly making it difficult for enterprises to comply with the
regulation:



a. Phan nhom sé 2 cua Bang Quy dinh mac gidi han tdi da d6i véi 6 nhidm vi sinh vat duoc dién
dat nhu sau: “Sdan pham thirc phdm bdo vé sirc khée ¢é thanh phan tir thyec vdt, 6 thé ¢ phu
ligu, dieoc xir Iy bang cdc phirong phdp nhir chiét xuat hodc xi 1y trieéc 1am giam mac 6 nhiém
VSV”.

Group No. 2 in the Table stipulating the maximum limit of microbiological contamination
reads: “Health supplements with plant-derived ingredients, possibly with auxiliary materials,
treated by methods such as extraction or pre-treated to reduce the level of microbiological
contamination ”.

Céch dién dat nhu vay d& gay hiéu 1am 1a xtr Iy trude ddi vai san pham TPBVSK, trong khi d6
mot san pham khong nhat thiét phai duoc xir Iy dé 1am giam 6 nhiém vi sinh vat ma chi can xu
ly trude ddi véi nguyén lidu. Trong rat nhiéu truong hop, TPBVSK chi ¢ quy trinh san xuat
don gian gém cac cong doan: tron so bo, tron hoan tat, dap vién/dong nang (néu cb) va déng

goi.

Such wording can be misleading, implying that most or all health supplements are pre-treated.
Meanwhile, a product is not necessarily pre-treated to reduce microbiological contamination
but rather, generally only some materials may be pre-treated. In many cases, health
supplements only utilize a simple production process consisting of preliminary mixing, complete
mixing, tableting/capsulating (if any), and packaging stages.

Peé xuat: Chiing t6i dé xuat phan nhom sb 2 caa Khoan 2.1 Dy thao QCVN nén sira lai nhu sau:
“San pham thuc pham bdo vé sirc khée ¢ thanh phan tir thyee vdt, cé thé c6 phy liéu, nguyén
ligu da dwoc xir Iy bang cdc phwong phdp nhw chiét xuat hodc xir Iy trwdc 1am giam mrc &
nhiém VSV .

Recommendation: Group No. 2, Clause 2.1 of the Draft NTR should be revised to read as
follows: “Health supplements with plant-derived ingredients, possibly with auxiliary materials
and materials treated by methods such as extraction or pre-treated to reduce the level of
microbiological contamination .

b. Phan nhoém san pham sb 4 cia Bang Quy dinh muc giéi han ti da dbi voi & nhidm vi sinh vat
duoc dién dat nhu sau: “San pham thyc phdm bdo vé sirc khoe chiza nguyén liéu tu nhién (déng
vat, khoang vdt) hogc hén hop cia 2 hogc 3 thanh phan tir déng vt, khodng vdt va thuc vat”.

Group No. 4 in the Table stipulating the maximum limit for microbiological contamination
reads: “Health supplements containing natural materials (animals, minerals) or a mixture of
two or three animal, mineral and plant-derived ingredients .



Cach dién dat nhu vay ciing chua hop Iy vi thong thuong, “thanh phan” s& bao gém ca ta duoc
(1a tinh bot hay vo vién nang duoc 1am tir gelatin déu c6 ngudn gdc tir dong vat, thuc vat) va
cac phu liéu.... Trong khi d6, nhitng thanh phan nhu thé khong déng vai tro trong viéc tao nén
cong dung caia san pham.

Such wording is also improper because “ingredients” usually include excipients (starch or
capsule shells made from gelatin derived from animals and plants) and auxiliary materials.
Such ingredients do not contribute to the product s uses.

Ngoai ra, nhom nay ciing chwa quy dinh vé& cc amino acid, probiotic, hay vitamin cac loai déu
duoc san xuat tir cac thanh phan tu nhién, nhung qua nhiéu cong doan chir khdng phai chi mot
cong doan duy nhat, c6 duoc hiéu la “thanh phan ty nhién” hay khéng. Bén canh d6, nhém nay
chi cho phép san pham chtra hdn hop cta 2 hoic 3 thanh phan ty nhién 12 qua it vi hau hét san
pham TPBVSK déu 1a hdn hop ciia nhiéu hon 3 thanh phan. Vi du: mét s6 san pham TPBVSK
da duoc BYT cép phép c6 nhiéu hon 3 thanh phan:

Furthermore, there is no regulation on whether amino acids, probiotics, and vitamins of all
kinds, all produced from natural ingredients, through many stages, not just a single stage, are
“natural ingredients” or not. In addition, allowing a mixture of 2 or 3 natural ingredients in a
product in this group is too little because most health supplements are a mixture of more than
3 ingredients. For example, some health supplements authorized by the Ministry of Heath have
more than 3 ingredients:

- San pham DUGNG TAM AN BPINH THAN NGON GIAC: thanh phan gom nir lang, 14
vong, binh voi, duong quy, hic tdo nhan, cam thao.

- Product “DUONG TAM AN DINH THAN NGON GIAC ”: ingredients include valerian,
Erythrina indica Lamk, Stephania glabra (Roxb.) Miers., Angelica sinensis, Ziziphus
mauritiana, and licorice.

- San pham KIDSMUNE PLUS: lysine, taurine, sita non, delta immune, cao diép ca, cao
hoang ky, DHA, ta dugc.

- Product “KIDSMUNE PLUS”: ingredients include lysine, taurine, colostrum, delta
immune, fish lettuce extract, Astragalus membranaceus extract, DHA, and excipients.

Pé xuit: Vi vay, chung t6i d& nghi phan nhém sb 4 ciia Khoan 2.1 Dy thao QCVN nén stra lai
nhu sau: “San pham thiec phdm bao vé sizc khde ehda co thanh phan chinh (khéng bao gom



ta dwoc, phu ligu) tir nguyén liéu tu nhién (dong vdt, khoang vdt, vitamin, probiotic, amino
acid) hogc han hop cua 2-hede-3- nhiéu thanh phan tir dong vat, khodng vdt va thyc vat .

Recommendation: Therefore, Group No. 4 in Clause 2.1 of the Draft NTR should be revised to
read as follows: “Health supplements eentairing having main ingredients (excluding
excipients and auxiliary materials) from natural materials (animals, minerals, vitamins,
probiotics, amino acids) or a mixture of 2-er-3-many animal, mineral and plant-derived
ingredients ”.

Phan nhém san pham sé 6 quy dinh murc gidi han téi da ddi véi 6 nhidm vi sinh vat cho hai chi
tiéu dudi day nhu sau :

Group No. 6 is subject to the maximum limits of microbiological contamination for the following
two indicators as follows:

- Tbng sé vi sinh vat hiéu khi < 2 x 10° cfu/g
Total plate count < 2 x 10° cfulg

- Tong s6 nAm men, nim méc < 2 x 10 cfu/g
Total yeasts and molds < 2 x 10? cfu/g

Chung tdi cho rang mirc quy dinh trén qua chat va nhiéu doanh nghiép s& khdng thé thyc hién
dugc, dic biét 1a cac doanh nghiép nhap khau hang héa tir thi trudng Hoa Ky vi theo quy dinh
trong Dugc dién Hoa Ky (United States Pharmacopeia (“USP ), muc giéi han t6i da ddi voéi
hai chi tiéu néu trén trong nhdm san pham tuong tu chi quy dinh:

We think that these limits are too tight to be complied with by many enterprises, especially those
importing goods from the US market because under the United States Pharmacopeia (“USP ),
the maximum limits for these two indicators in similar product groups are as follows:

- Téng s vi sinh vat hiéu khi < 3 x 103 cfu/g
Total plate count < 3 x 10° cfulg

- Téng s6 nAm men, nAm méc < 3 x 102 cfulg
Total yeasts and molds < 3 x 102 cfu/g

Pé xuit: Vi vay, chung toi dé xuat nén 4p dung theo quy dinh cua Dugc dién Hoa Ky (USP)
d6i véi muc giéi han ti da 6 nhidm vi sinh vat cho phan nhdm san pham sé 6 vao Dy thao
QCVN.



Recommendation: Thus, regulations on the maximum limit of microbiological contamination
for group No. 6 of the United States Pharmacopeia (USP) should be applied to the Draft NTR.

3. Duw thao chwa quy dinh vé thoi gian chuyén tiép.
3. No transition period is specified in the Draft NTR.

Cac QCVN do Bo Y té déu duoc ban hanh duéi dang thong tu. Tuy nhién, tai ban Du thao QCVN
dang duoc ding trén website, ching toi chua thdy quy Cuc dang tai dy thao thong tu dinh kém nén
ching t6i khong rd vé thai han ma QCVN nay s& 6 hiéu luc thi hanh.

Ministry of Health’s National Technical Regulations are all issued in the form of circulars.
However, the Draft NTR posted on your website has not been enclosed with a draft circular, so we
are not clear about the validity period of this National Technical Regulation.

QCVN V¢ gigi han cac chat 6 nhiém trong TPBVSK la mot QCVN c6 rat nhiéu yéu cau méi doi
v6i doanh nghiép. Tir d6 s& dan dén mot s6 san pham doanh nghiép can phai bo sung ho so phép 1y
va mét s6 san pham doanh nghiép sé& phai thay doi ca thanh phan cau tao, nghién ciu lai céng thic
cling nhu phai dang ky lai. Nhitng viéc nay s& khién doanh nghiép mat mot khoang thoi gian vai
nam dé thuc hién.

The National Technical Regulation on Limits of Contaminants for Health Supplements defines
many new requirements for enterprises. As a result, some products will need to be supplemented
with legal documents, and others will suffer changes in the composition, formula, and re-
registration. Therefore, it will take them a few years to conduct these procedures.

Pé xuit: Do do, chung t6i dé nghi quy Cuc bd sung diéu khoan vé hiéu lyc thi hanh nhu sau:

Recommendation: Thus, the following enforcement provision should be added:

“Quy chudan kj thugt nay c6 hiéu lyc thi hanh sau 2 nam ké tir ngay ky, cdc co sé san xudt, nhdp
khdu, kinh doanh thuc phdm leu théng tai Viét Nam phdi theec hién cong bé phi hop véi cac quy
dinh cia Quy chudn kyj thugdt nay ”.

“This National Technical Regulation takes effect after 2 years of its signing date. Food
manufacturers, importers, and traders in Vietnam shall make appropriate declarations under this
National Technical Regulation ™.






