BO NONG NGHIEP CONG HOA XA HQI CHU NGHIA VIET NAM

VA PHAT TRIEN NONG THON Dic lip - Tu do - Hanh phic
cCuC THUY
Sé: 364 /QD-TY-KH Ha Néi, ngay 2.0 thang F nam 2023
QUYET PINH

Vé viée chi dinh lai pham vi thir nghi¢m

CUC TRUONG CUC THU Y

Céin ctr Ludt chét lwong san pham, hang héa ngay 21 thang 11 nam 2007;

Can cir Quyét dinh 50 1399/0D- -BNN-TCCB ngay 13/4/2017 cua Bo
truong Bo Nong nghzep va Phdt trién néng thén quy dinh chitc nang nhiém vu,
quyén han va co cau 16 chirc ciia Cuc Thit y;

Can cu Nghi dinh SO 132/2008/ND-CP ngay 31thang 12 nam 2008 cua
Chinh phu quy dinh chi tlet thi hanh mét sé diéu Ludt chat heong san pham
hang hoa va Nghi dinh s 74/2018/ND-CP ngay 15 thang 5 nam 2018 cua
Chinh phii sita doi, bé sung mdt s6 diéu ciia Nghi dinh s6 132/2008/ND-CP
ngay 31/12/2008 cua Chinh phu quy dinh chi tiét thi hanh mét sé diéu Ludt chat
lwong san pham, hang hda;

Cdan cir Hé so ddng ky bé sung pham vi chi dinh hoat dong danh gia su

phit hop cua Trung tam Kiém nghiém Thuéc thi y Trung wong II; Bien ban
hop Hoi dong ngay 17/6/2023 (thanh lap theo Quyét dinh so 158/QP-TY-KH
ngay 26/5/2023 cua Cuc triecéng Cuc Thi y) va Bao cdo khac phuc nhitng diéu
chwa phit hop cua Trung tam Kiém nghiém Thuée Thi y Trung wong II ngay
130 72023;

Theo dé nghi ciia Trudng phong Ké hoach.
QUYET DINH:
Piéu 1. Chi dinh lai pham vi thtr nghiém cho Trung tdm Kiém nghiém

Thubc tha y Trung wong II:

~ biachi tai s6 521/1 Hoang Vin Thy, phuong 4, quan Téan Binh, thanh phd
H6 Chi Minh

Dién thoai: 02838118302; Fax: 02838117184

Trung tdm thye hién viéc thu nghiém thude tha y véi 13 phép thi vé linh
vuc hoa hoc va 48 phep thu vé linh vuc vac xin tai Phu luc kém theo.

Ditu 2. Quyét dinh nay c6 hiéu lyc 05 nam ké tir ngay ky, ban hanh.

Diéu 3. Trung tdm Kiém nghiém Thudc tha y Trung wong II co trach
nhiém thyue hién viée thir nghiém phuc vu quan ly nha nudce khi ¢6 yéu céu, phai
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tuan thu cac quy dinh, huéng dan cia co quan nha nudce ¢6 tham quyén va chiu
hoan toan trach nhiém vé két qua danh gia sy phu hop do don vi minh thuce hién.

Diéu 4. Trung tdm Kiém nghiém Thude thi y Trung wong 11 va cac don vi
lién quan chiu trach nhiém thi hanh Quyét dinh nay./.

i

Noi nhén: KT. CUC TRUONG
- Nhu Picu4; PHO CUC TRUONG
- Cuc trudmg (dé b/c); B ity

- Luu: VT, KH.

‘I’:iian V‘Quang Minh



Phu luc

DANH MUC CAC PHEP THU BUQC CHI DINH

(Ban hanh kém theo Quyét dinh s6: 304 /OP-TY-KH ngay20/ F /2023
cia Cuc truong Cuc Thii y)

A ; % Doi twong | Pham vi Phuong
STT on phip the thie nghiém | do phép thie
Linh vue héa hoc
Xac dinh ham luong Sodium
lauryl sulfate, Sodium
polyoxythylene,  Laurylether TCCS
Sulfate,  Dodecyl benzene 2 e | 200mg/kg, _
b sulfonic acid, Dioctyl sodium Thnac iy 200 mg/L 133%3111?TT
sulfosuccinate, Sodium lauryl
ether sulfate bang phuong
phéap HPLC — ELSD./.
Xac dinh ham luong hoat chat , T TCCS
2. | Cefalothin bing phuong phép | Thudc thiy | nff /E’ 208:2017/TT
HPLC — DAD./. = KNII
Xac dinh ham lugng Alpha
chymotrypsin Trypsin A L
3 : s " | Thuoce thty | 0,01% 240:2017/TT
Papain, Pectin bang phuong KNI
phap HPLC — DAD./.
Xac d;nh . ham 1uq1’1g . ’ J00mpfks, TCER
4. | Eucalyptol bang phuong phap | Thudc thuy 300me/L 243:2017/TT
 |HPLC - DAD./. G KNII
Xac dmmh  ham  lugng , 100me/ke TCCS
5. | Dextromethorphan HBr bang | Thuoc thuy 1001ng /Lé 254:2017/TT
phuong phap HPLC — DAD./. & KNII
Xéc dinh ham lugng Sodium ) 200me/k TCCS
6. | camphorsulfonate bang | Thuoc thuy 200mg /5 250:2017/TT
phuong phip HPLC — DAD./. | . KNII
Xac dinh ham lu Nito
(Ammolhrvi':m:r N cgal}]"%onalte : JO0R
7. : . : { Thuoc thuy | 0,07% 046:2017/TT
Ammonium  chloride) bang KNI
phuong phap Chuan do./.
Xac dinh  ham  lugng
Ammonium bac 1V (Octyl TCCS
Decyldimethyl ammonium E . 088:2017/TT
8 chloride, Benzalkonium -Hluiite thng 0.5% KNII

bromide) bang phuong phap

Chun do./.

v
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dém khuén lac./.

| - " . Doi tugn Pham vi Phuong
ik Lo php this thi ngl{iéxgt1 do phéL’fh&E’r
Xac dinh  ham  luong
Aflatoxin téng s6, Aflatoxin Thude th 2 ng/kg 119T2$)(ljs/ .
? B1 biang phuong phap HPLC el A ug/L ALY
KNII
—FLD./.
Xac dinh ham luong Vitamin ’ 20 mfkp TCES
10. | B15, Vitamin B13 bang | Thudc thiy 20 mg/L 012:2017/TT
phuong phap HPLC — DAD./. KNII
Xdc dinh  ham  luong 1000mg/k TCCSs
11. | Arsanilic acid bang phuong | Thude thiy g1000 165:2017/TT
phiap HPLC — DAD./. mg/L KNII
Xéc dinh ham huong Boric acid | ., 1ees
2. tos by i Thuoc thay 0,5% 087:2017/TT
bang phuong phap Chuén do./. KNII
Xac dinh ham lugng Clo hoa TECS
13. {tan trong nudc (CI) bang | Thudc thi y 0,3 % 074:2017/TT
phuong phap Chuéan dg./. KNII
Linh vuec vic xin
Xac dinh tong s6
actobacillus va dinh danh
Eacrobacillus acfdophi[us Bt Lo
1. . .| Thudc thuy 108:2017/TT
Lactobacillus helve‘tzc, KNI
Lactobacillus plantarum bang
phuong phép sinh héa./.
Xac dinh téng sb Bacillus va
dinh danh Bacillus subtilis,
Bacillus megaterium, Bacillus , TCCS
2. | licheniformic, Bacillus | Thuoc thay [QL201HTT
polymyxa, Bacilus  pumilus, KNII
Bacillus  coagulans  bang
phuong phép sinh héa./.
Xac dinh téng sb vi khudn
Streptococcus thermophilus Ty S
3. . i ;| Thuoc thay | 60 CFU/g | 114:2017/TT
bang phuong phap dém khuin
KNII
lac./.
Xac  dinh ton sO
Enterococcus Enterogcoccus £ . Toes
4. ) 2 , .| Thu6c thay | 60 CFU/g | 103:2017/TT
Jaecium bang phuong phéap KNI
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: % . 2 boi twong | Pham vi Phuon
ST Hen g fhipnshigor| o phip th
Xéc dinh tdng sb Bacillus TCCS
5. |cereus bang phuong phap | Thude thuy | 60 CFU/g | 271:2017/TT
dém khuén lac./. KNII
Xac dinh ;Long S0 vi khuéan hf-’ TCCS
g (Vi Kman dutmg  mot)n oo geo | 10CRUR | 277:2007/TT
Enterobacteriaceae  bang KNIT
phuong phap dém khuan lac./.
Quy trinh kiém nghiém vic TCCS VX
7. | xin nhugc ddc phong bénh cdu | Thudc tha y 009:2017/TT
trang o ga./. KINII
Quy trinh kiém nghiém vic TCCS VX
8. |xin nhuge ddc phong bénh | Thude thiy 010:2017/TT
viém khdp & ga (Reovirus)./. KNII
Quy t1‘11.1h kl?ll‘l ng‘hlem vac TCCS VX
9. | XM nhuc_r(? e pl}Ollg binh Thube thuy 014:2017/TT
thitu mau truyén nhiém KNI
(CAV)./.
Quy trinh kiém nghiém vac xin TOCS VX
10. | nhuge doc phong bénh thuong Thude thay 015:2017/TT
han Salmonella ga/linamm o gz‘i.,/. KNI
uy trinh kiém nghiém vac
Sinyvé hoat phong %)élih viém 2 a1y OGS Ve
|1 & “x . .| Thuoc thiy 018:2017/TT
mii  truyén nhiém & ga KNII
(TRT)./.
: o - £ TCVNE685-
Quy trinh kiém nghiém vic
sl AT, (o6 PhoHE banh: P | o 2 . =2 2015
12. doi & lonl ' Thuoc thuy TECH VX
‘ o 023:2017/TT
KNII
Quy trinh kiém\ nghiém véc T%gg)%&
13. Z:;l évlognh;)at HOg A, 2 Thudc thiry TCCS VX
‘ = 024:2017/TT
KNII
Quy trinh kiém nghiém vic TOGS VX
14. | xin nhugc doc phong bénh tu Thudc thay 026:2017/TT
huyét tring & lon./. KNII
Quy trinh kiém nghiém véc TCCS VX
15. | xin nhugc doc phong bénh | Thude thily 028:2017/TT
dong dau & lon /. KNII
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! . e , . Doi tugn Pham vi Phuong
o1 e phip tir thir ng}{iéﬁl do phap th?i'
Quy trinh kiém nghiém vac TCCS VX
16. | xin v6 hoat phong bénh dong | Thube thay 029:2017/TT
dau & lon./. KNII
Quy trinh kiém nghiém vic TCCS VX
17. | xin vé hoat phong bénh tu | Thude thuy 034:2017/TT
huyét tring & dé, ctru KINII
Quy trinh kiém nghiém vic TCCS VX
18. | xin v& hoat phong bénh gan Thube tha y 063:2017/TT
than mu & ca tra./. KNII
Quy trinh kiém nghiém vac TCES VX
19. | xin vé hoat phong bénh phu Thubc thi y 066:2017/TT
dAu xuét huyét o cé tra./, KNII
Quy trinh kiém nghiém héc TCCE VX
20.|{mén  Serum  Gonadotropin | Thude thi y 082:2017/TT
(PMSG)./. KNII
Quy trinh kiém nghiém hoc TCCS VX
21. | mén Chorionic Gonadotropin | Thube thit y 083:2017/TT
(HCG)./. KNII
Quy trinh kiém nghiém vic TCCS VX
22. | xin v6 hoat phong bénh phé | Thube tha y 087:2017/TT
thuong han & lon./. KNII
Quy trinh kiém nghiém vic , TCYN
23. | xin dich ta vit nhuge déc dang | Thuoc thi y
5 % 3298:2010
dong kho./. ’
Quy tr'mh kiém ‘nghlem vac . TCVN 3685.
24. | xin pho thuong han lgn nhugce | Thuoe thi y 12011
doc. '
Quy trinh kiém nghiém vac z ; TCVN 8685-
25, xinyE.coli cua lon./. TimioR tha 3:2011
uy trinh kiém nghiém vic Ty TCVN 8685-
20 Sin}dich ta lon nhuoc doc./. Thuooihrg 8:2011
Quy Ermh .klen‘l ngh}a_am vdc . TCVN 8685.
27. | xin v6 hoat phong bénh cim Thudce thuy 92014
gia cam A/H5NI1./. ‘
Quy trinh kiém nghiém vic
i | “h}ff’.c lqoc’ ,‘ff”’llg k?? el TCVN 8685-
- | phong hoi chimg 16i loan ho uoc thi y 192014
hap va sinh sian & lon
(PRRS)./.
Quy trinh kiém nghi¢m vac B TCVN 8685-
29. xinyvé hoat phong %énh viém Tuos 1)y 15:2017
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A ; . Déi twong | Pham vi Phuong
Ly Berpiepun thi nghiém | do phip thi
phoi do Pasteurella multocida
type D gy ra & lon./.
Quy trinh kiém nghiém véc :
30. | xin v6 hogt-phéng bénh viém | Thuoc thuy TCVI_\ B0B5-
16:2017
teo miii tmyen nhiém o lon./.
Quy trinh kiém nghiém vic
31. | xin v6 hoat phong bénh viém | Thubc thi'y el
" e 1728017
mang phoi ¢ lon./.
Quy trinh kiém nghiém vac xin T TCVN 8685-
e v0 hoat phong bénh Newcastle./. TSR 18:2017
TCCS VX
Quy trinh kiém nghiém véc xin 2w L s
331 96 hoat phong bénh Gumboro/. | 1100c iy -
RAPIGEE DRHL Cuooros. TCVN8685-
: ’ 19:2017
Quy trinh kiém nghiém vac )
34. | xin nhuge doc phong bénh | Thudc thiy TeriHlogagr
20:2018
Newcastle./.
Quy trinh kiém nghiém vic By TCVN 8685-
P2 | in plhine bah A eh). e g 212018
. o2 » P TCVN8685-
Quy trinh kiém nghiém vac
xin v6 hoat phong bénh tu £ ciet
36. huvét trine & eia cAm/. Thubc thuy TCCS VX
v R e 088:2017/TT
KNII
’ ’ TCVNS8685-
Quy ftrinh kiém nghiém vac ) 25:2018
37. | xin vO0 hoat phong bénh | Thuoc thuy TCCS VX
Salmonella Enteritidis & ga./. 016:2017/TT
q ’ KNII
e
35 viém thanh khi quan truyén ety 528
nhiém (ILT) & ga./.
Quy trinh kiém nghiém vic
xin nhuge ddc phong bénh £ TCVN 8685-
e viém phé quan truyén nhiém o g 27:2018
ga./.
; 2 - G TCCS VX
Quy trinh kiém nghiém vac ’ 027-2017/TT
40. | xin vd hoat phong bénh tu | Thudc thuy 'KNH

huyét tring & lon./.

TCVNE68S5-
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" & . 3 Doi twgng | Pham vi Phuong
ST Ten phepthu thit nghigm | do phidp thie
’ ’ 28:2019
Q}ly trinh k{em nghle_:m_ Véc Xin . TCVNS635.
41. | v6 hoat phong bénh viém phé | Thude thay 99:2019
quan truyén nhiem (IB) & ga./. '
TCCS VX
Quy trinh kiém nghiém vic xin 086:2017/TT
42. | nhuge doc phong bénh viém Thubc thi y KNII
ndo tiy truyén nhiém & ga./. TCVN 8685-
0:2019
Quy trinh kiém nghiém vic TCCS VX
xin v6 hoat phong bénh : WIS DL TRTT
43 M’ycoplasma‘ Gallisepticuiﬁ s} Thuoc thiy N
gia cAm./ TEYN 8085
= 322019
TCCS VX
Quy trinh kiém nghiém vic 031:2017/TT
44. | xin v6 hoat phong bénh tu Thube tht y KNII
huyét tring & tréu bo./. TCVN8685-
n , 35:2020
Quy tfmh kiém ‘nghlgnm vac TCVN 8685.
45, |Xin vb hoat phdng benh M| .py 50 gy 36:2020
" | huyét tring va bénh déng dau '
o lon./.
q TCCS ¥X
Quy trinh kiém nghiém vic 001:2017/TT
46. | xin nhugc ddc phong bénh | Thube thay KNII
Marek & ga./. TCVNS8685-
n , 37:2020
Quy trinh kiém nghiém vac
47. | xin vo hoat phong bénh do | Thudc thiy TCVNEEES-
‘ A 38:2020
Leptospira gy 1a./. ’
Quy trinh kiém nghiém vac vo
48. | hoat phong hoi chimg cdi coc | Thudc thi y TV sacs-
: : : . 39:2020
do Circovirus gy ra o lon./.
* Ghi chi.

18e Nghi dinh s6 74/2016/NP-CP ngay 15/5/2018./.

- HPLC: Sic ky long hiéu nang cao (High Performance Liquid Chromatography)

- FLD: B(f;{ do huynh quang (Fluorescence Deteclor)
- DAD: Pau do madng di-ot (Diode Array Detector)

- ELSD: Pau do tan xa anh sang (Evaporative Light Scattering Detector)
Lirw y: Don vi dirge chi dinh thuc hién bdo cdo theo qui dinh tai Khoan 2 Dieu




