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L&i néi dau

QCVN 4-32:2020/BYT do Ban soan thao xay dwng Thong tw
ban hanh cac quy chuan ky thuat quéc gia vé phu gia thuc
pham bién soan, Cuc An toan thwc phdm trinh duyét, Bo Khoa
hoc va Céng nghé thAm dinh, B6 trwdng Bo Y té ban hanh theo
Théng tw sb 31/2020/TT-BYT ngay 31 thang 12 nam 2020.

QCVN 4-32:2020/BYT



QCVN 4-32:2020/BYT

QUY CHUAN KY THUAT QUOC GIA
POI VOl PHU GIA THU'C PHAM SIRO POLYGLYCITOL

National technical regulation of Polyglycitol sirup

. QUY DINH CHUNG

1. Pham vi diéu chinh

Quy chuan ky thuat qudc gia (sau day goi tat la Quy chuan) nay quy dinh céac
yéu cau quan ly va yéu cau ky thuat dbi véi phu gia thwe phdm Siro polyglycitol.

2. Déi twong ap dung

Quy chuén nay ap dung dbi véi:

2.1. T6 chirc, ca nhan san xuét, kinh doanh phu gia thwc phdm Siro polyglycitol
(sau day goi tat la to chwre, ca nhan).

2.2. Co quan quan ly nha nwéc cé lién quan.

3. Giai thich tir ngir va chir viét tat
3.1. ADI (Acceptable daily intake): Lwong an vao hang ngay chap nhan duoc.

3.2. INS (International numbering system): Hé théng ma sé quéc té vé phu gia
thwc pham.

3.3. TCVN: Tiéu chuan quéc gia.

IIl. YEU CAU KY THUAT, PHUONG PHAP THU' VA LAY MAU
4. Yéu cau ky thuat dbéi véi phu gia thwe phdm Siro polyglycitol dwoc quy dinh
tai Phu luc ban hanh kém theo Quy chudn nay.

5. Phwong phap th&r dwgc quy dinh tai Phu luc ban hanh kém theo Quy chuén
nay. Phuvong phap thir khac dwoc ap dung trong trwdng hop bao dam dé chinh xac
twong dwong.

6. LAy mau theo quy dinh cla phap luat hién hanh.

lll. YEU CAU QUAN LY
7. Céng bé hop quy
Td chirc, ca nhan phai thuwc hién céng bd hop quy dwa trén phuong thirc tw
céng bd san pham theo quy dinh tai Diéu 4, Piéu 5 Nghi dinh s6 15/2018/ND-CP
ngay 02/02/2018 cta Chinh phi quy dinh chi tiét thi hanh mét sb diéu cha Luat an
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toan thwc phdm va Diéu 3 Nghi dinh sb 155/2018/ND-CP ngay 12/11/2018 cla
Chinh phi vé sira dbi, bd sung mét sé quy dinh lién quan dén diéu kién dau tw kinh
doanh thuéc pham vi quan ly nha nwéc ctia Bo Y té.

8. Ghi nhan

Viéc ghi nhan phu gia thyc pham Siro polyglycitol thwc hién theo quy dinh tai
Nghi dinh sb 43/2017/ND-CP ngay 14/4/2017 cta Chinh phd vé nhan hang hoa va
cac quy dinh cua phap luat cé lién quan.

9. Kiém tra déi v&i phu gia thwe pham Siro polyglycitol

Viéc kiém tra chét lwong, an toan dbi véi phu gia thwe pham Siro polyglycitol
thwe hién theo cac quy dinh ctia phap luat hién hanh.

IV. TRACH NHIEM CUA TO CHU'C, CA NHAN

10. T6 chirc, ca nhan chiu trach nhiém vé san pham, ddm bao san pham dap
(rng v&i cac yéu cau ky thuat tai Quy chuan nay va cac quy dinh cta phap luat hién
hanh.

11. T chire, ca nhan thwe hién cong bd hop quy theo quy dinh tai Diéu 7 cla
Quy chuén nay.

V. TO CHU'C THUC HIEN

12. Giao Cuc An toan thwc phadm chu tri, phdi hop véi cac co quan chirc nang
c6 lién quan tb chirc hwéng dan, trién khai thwe hién Quy chuan nay.

13. C&n cr vao yéu cau quan ly, Cuc An toan thwc pham cé trach nhiém kién
nghi Bo Y té stra d6i, bd sung Quy chuan nay.

14. Trwdng hop phuong phap ther va cac quy dinh cta phap luat vién dan trong
Quy chuén nay dwoc stra dbi, bd sung hodc thay thé thi ap dung theo van ban méi.



QCVN 4-32:2020/BYT

Phu luc

YEU CAU KY THUAT VA PHUONG PHAP THU
POI VO'I PHU GIA THUC PHAM SIRO POLYGLYCITOL

1. Tén khac

2. Pinh nghia

3. Cam quan

4. Ma HS

5. Yéu cau ky thuat
5.1. Binh tinh

Do tan

Thdr maltitol

Ther sobitol

5.2. D6 tinh khiét
Ham lwong nwoc
Tro sulfat

Clorid

Sulfat

Niken

Duong khir

Chi

5.3. Ham lwong

6. Phwong phap thoy
6.1. Binh tinh

Do tan

Hydrogenated starch hydrolysate, polyglucitol
INS 964
ADI: Khéng xac dinh

La mdt hén hop bao gdbm chi yéu la maltitol va
sorbitol va chra mét lwgng nhé hon la oligo hydro
héa, polysaccharid va maltrotriitol. Duwgc san xuét
bang cach hydro héa xtc tac ctia hén hop bao gém
glucose, maltose va polyme glucose; thwdng la dang
siro; cling cé thé & dang ran sau khi dwoc say khd

Chét 16ng nhét trong hodc khdi tinh thé mau trang,
khéng mau va khéng mui

1702.20.00

R4t dé tan trong nwérc, rat it tan trong ethanol
Pat yéu cau theo phwong phap thir
Pat yéu cau theo phwong phap thir

Khéng vwot qué 31 % (phwong phap Karl Fischer)
Khoéng vuwot qua 0,1 %

Khéng vuot qua 50 mg/kg

Khéng vuot qua 100 mg/kg

Khéng vwot quéa 2 mg/kg

Khéng vwot qua 0,3 %

Khéng vwot qua 1 mg/kg

Khéng thdp hon 99,0 % ham lwong cac saccharid
hydro hoa (%) tinh theo ché phdm khan; khéng vuwot
qgua 50,0 % maltitol va khéng vwot qua 20,0 % sorbitol
tinh theo ché phdm khan

X&c dinh theo TCVN 6469:2010, Phuy gia thuc phdm -
Phuwong phap danh gia ngoai quan va xac dinh cac
ch/tiéu vat ly (muc 3.7).



Thar maltitol

Thtr sobitol

6.2. B tinh khiét

Ham lwong nuéce

Tro sulfat

Clorid

Sulfat

Niken
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Xac dinh theo TCVN 9052:2012, Phu gia thuc phdm —
Xac dinh cac thanh phan hiru co (muc 2.10)

Dung dich chudn: Hoa tan 50 mg chéat chuan maltitol
trong 20 ml nwéce.

Dung dich thé: hoa tan 50 mg mau th& trong 20 ml
nuwoc.

Cho vao 5 g mau: 7 ml methanol, 1 ml benzaldehyd
va 1 ml acid clohydric. Trén va lac trén may lac co
hoc cho dén khi tinh thé xuat hién. Loc céc tinh thé va
hoa tan trong 20 ml nwéc s6i chra 1 g natri
bicarbonat. Loc dung dich néng va dé ngudi cho dén
khi tinh thé dwgc hinh thanh. Loc cac tinh thé, ria
bang 5 ml hén hop cta nwéc — methanol (1 trong 2)
va lam khé trong khéng khi. CAc tinh thé ctia dan xuét
monobenzylidin cua sorbitol thu dwgc tan chay trong
khodng nhiét d6 tr 173 °C dén 179 °C.

Xac dinh theo TCVN 8900-1:2012, Phu gia thuc phdm
— Xéc dinh cac thanh phén vé co — Phan 1: Ham
lvong nwée (Phuong phap chuén dé Karl Fischer).
Xac dinh theo TCVN 8900-2:2012, Phu gia thuc phdm
— Xéc dinh céac thanh phén vé co — Phan 2: Hao hut
khéi luong khi sdy, ham lwong tro, chat khong tan
trong nwéc va chét khong tan trong axit (muc 5.3.3),
cach tién hanh theo Phwong phap | véi 3 g mau thiv.

Xac dinh theo TCVN 8900-5:2012, Phy gia thuc pham
— Xac dinh cac thanh phan vé co— Phan 5 : Cac phép
thr gidi han (muc 2.3).

Phép thir dwoc tién hanh trén 10 g mau thi, ding 1,5
ml acid clohydric 0,01 N dé ddi chiéu.

Xac dinh theo TCVN 8900-5:2012, Phy gia thuc phdm
— Xac dinh céc thanh phan vé co — Phan 5 : Cac phép
thr giéi han (muc 2.9).

Phép thr dwoc tién hanh trén 10 g mau thi, dung 2,0
ml acid sulfuric 0,01 N dé doi chiéu.

Thudc thir

- Dung dich acid acetic 1 N.

- Dung dich amoni pyrolidinedithiocarbamat 1% (khdi
lwgng/thé tich).

- Methyl isobutyl keton
- Dung dich chuan Niken: 10 mg/kg
- Dung dich chuén lam viéc:

Thém céc thé tich 0,5 ml, 1,0 ml va 1,5 ml dung dich
chuan niken 10 mg/kg vao hon hop dung dich acid
acetic 1N va nwoc (ty 1€ thé tich 1:1) dwng trong binh
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Duwong khir

Chi
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thay tinh va thém hén hop néu trén dén vach 100 ml.
Thém 2,0 ml dung dich amoni
pyrolidinedithiocarbamat 1% va 10 ml methyl isobutyl
keton. Trén va dé cho tach 16p, gitv lai 16p methyl
isobutyl keton.

Thiét bi, dung cu

- May do phd hap thu nguyén tt, dwoc trang bj dén
catot rong niken va ngon Itra khong khi - acetylen, do
dwoc d6 hap thu & budc séng 232,0 nm

- Can phan tich, d6 chinh xac dén 1 mg
- Pipet
- Binh dinh mdc 100 ml

Céch tién hanh
- Chuén bj dung dich mau tho

Cho 20,0 g mau tht vao binh dinh mdc 100 ml, hoa
tan bang hén hop dung dich acid acetic 1 N va nuwéc
(ty l& thé tich 1:1) va pha lodng bang dung dich nay
dén vach dinh m&rc. Thém 2,0 ml dung dich amoni
pyrolidinedithiocarbamat 1% va 10 ml methyl isobutyl
keton. Trén va dé cho tach 16p, gitv lai 16p methyl
isobutyl keton.

- Chuén bj dung dich mau trang

Chuan bi mau trang theo hwong dan chuan bi mau
thir nhwng khéng c6 mau thi.

- Dwng dwdng chuan

Xac dinh d6 hap thu & bwéc séng 232,0 nm clia cac
dung dich chuan lam viéc, it nhat ba lan moi dung
dich, ghi Ia[ sO doq trung binh cla ba lan ‘doc. Dwng
dwong chuan d6 hap thu trung binh theo nong do cua
cac dung dich chuan.

- Xac dinh ham lwong niken

St dung dung dich mau trang dé hiéu chinh thiét bj do
pho ve khong. Xac dinh dé hap thy & buwoc song
232,0 nm cula dung dich mau thr, it nhat ba lan moi
dung digh, ghi lai s6 doc trung binh clda Qa Iép doc.
Gilra moi phép xac dinh, bom dung dich mau trang va
hiéu chinh thiét bi vé khong.

Ham Iwong niken trong mau thir duoc tinh tir do hap
thy & bwdc song 232,0 nm cla dung dich mau thi,
str dung dwdng chuan.

Xac dinh theo TCVN 9052:2012, Phu gia thuc phdm —
Xac dinh cac thanh phan hiu co (muc 2.13.2).

Lwong ddng (I) oxid khédng vuwot qua 50 mg.
Xac dinh theo TCVN 8900-6:2012, Phu gia thuc phédm
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6.3. Dinh lwong
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— Xéac dinh cac thanh phan vé co — Phan 6: Bjnh
lwgng antimon, bari, cadimi, crom, dong, chi va kém
bang do phd hap thu nguyén tir ngon Idra; hoac

TCVN 8900-8:2012, Phu gia‘ thuc phém — Xac dinh
cac thanh phan vé co — Phan 8: binh lwong chi va
cadimi bang do ph6é hap thu nguyén t& dung 10
graphit.

Téng ham lwong cac saccharid hydro hoé (%)

100 — (% Nwée + % Tro Sulfat + % Dwong khir) 1
= X

0 — 00
% 100 — % Nuwoéc

Xac dinh ham lwgng sorbitol va maltitol

Thiét bi:

- Thiét bj sac ky 16ng hiéu nang cao (HPLC);

- Detector’: May do khuc xa vi phan, duwgc duy tri &
nhiét dd on dinh; May ghi tich phan; Cé6t AMLNEX
HPX 87 C (hoac cét nhya twong dwong & dang
canxi) dai 30 cm, dwdng kinh trong 9 mm;

- Dung méi rira gidi: Nwéc cat 2 1an da dwoc loai khi
(da duwoc loc qua mang loc 0,45 mm).

- Diéu kién séc ky

Nhiét d6 cét: 85 °C + 0,5 °C;

Tbc dd dong ctia dung mai riva gidi: 0,5 ml/phit
Thudc thir:

Dung dich chudn: Hoa tan trong nwéc mot lwong
maltitol va sorbitol dé‘ dwoc can chinh xac dée thu
dwoc dung dich c6 nong d6 maltitol 10,0 mg/ml va
sorbitol 5 mg/ml.

Dung dich mau: Chuyén khodng 1 g mau da dwoc
can chinh xac vao binh dinh mtrc 50 ml, pha loang
bang nwdc dén vach va lac deu.

Céch tién hanh:

Bom riéng ré cac thé tich bang nhau (khoang 20 pl)
dung dich mau va dung dich chuan vao may sac ky.
Ghi lai sac ky do va do tin hiéu cta tirng pic.

Tinh két qua:
Tinh ham lwong maltitol va sorbitol trong mau, bang
mg, theo cdng thirc sau day:
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Trong do:

C la nong d6 cda maltitol va sorbitol trong dung dich
chuan, tinh bang mg trén ml;

Ry la tin hiéu pic cta dung dich mau;
Rs 1a tin hiéu pic cta dung dich chuan.



