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‘ QUYET PINH ’ ]
Phé duyét Dé an hoan thién hé¢ thong tiéu chuan quoc gia, quy chuan ky
thuat quoc gia vé san pham cong nghé sinh hgoc dén nam 2030

BOQ TRUONG BQ KHOA HQC VA CONG NGHE

Can civ Ludt Tiéu chudn va Quy chudn ky thudt ngay 29 thdng 6 nam 2006;

Can cir Lugt sua déi, bo sung mét sé diéu cia Ludt Tiéu chudn va quy
chuan ky thudt ngay 14 thang 6 nam 2025;

Can cir Ludt Chdt liong sdan pham, hang héa ngay 21 thang 11 nam 2007,

Can cir Ludt sira doi, bo sung mot s6 diéu cia Ludt Chat lwong san phcfm,
hang hoa ngay 18 thang 6 nam 2025,

Can cu Nghi dinh s6 55/2025/ND-CP ngay 01 thang 3 nam 2025 cua

Chinh phii vé viéc quy dinh chirc nang, nhiém vu, quyén han va co cdu té chirc
cua Bo Khoa hoc va Cong nghé,

Can cir Nghi quyet s6 36-NQ/TW ngay 30 thing 01 ndm 2023 cua Bo
Chinh tri vé phdt trién va iing dung cong nghé sinh hoc phuc vu phdt trién bén
vitng dat nuée trong tinh hinh mai;

Can cir Nghi quyét so 189/INQ-CP ngay 16 thdng 11 nam 2023 cua Chinh
phi ban hanh Chwong trinh hanh dong thuc hién Nghi quyét so 3 6-NQ/TW ngay
30 thang 01 nam 2023 cua Bo Chinh tri vé phat trien va ung dung cong nghé
sinh hoc phuc vu phat trién bén vitng dat nudc trong tinh hinh moi;

Theo dé nghi ciia Chii tich Uy ban Tiéu chudn Do lwong Chat lwong Quoc
gia.

QUYET PINH:

Picu 1. Phé duyét “Pé an hoan thién hé théng tiéu chuan qubc gia, quy
chuan k¥ thuat qudc gia vé san pham coéng nghé sinh hoc dén nim 2030 (sau
day viét tat 1a Dé an) voi cac ndi dung cha yéu sau day:

I. QUAN PIEM

Hoan thién hé thong tiéu chuan qubc gia (TCVN), quy chuan k¥ thuat
qudc gia (QCVN) vé san pham cong nghé sinh hoc dong bo, day du, dap ung
yéu cau quan 1y nha nudc va cac hoat dong trong nghién ciu, ing dung san
pham cong nghé sinh hoc; khuyén khich ap dung cc cong nghé tién tién, nang


https://thuvienphapluat.vn/van-ban/tai-nguyen-moi-truong/nghi-quyet-189-nq-cp-2023-thuc-hien-nghi-quyet-36-nq-tw-ung-dung-cong-nghe-sinh-hoc-587024.aspx
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cao nang suat, hi€u qua trong st dung, ing dung cong nghé sinh hoc; hudng to1
cac ti€u chi xanh, an toan sinh hoc, ti€t ki€m tai nguyén, nang luong, bdo vé moi
truong, phat trién bén viing.

Il. MUC TIEU
1. Muc tiéu tong quat

- Hoan thién hé théng TCVN, QCVN trong linh vuc cong nghé sinh hoc
mot cach dong bo, hién dai, hai hoa voi tiéu chuin qudc té; bao dam yéu cau
quan 1y nha nudc, ning cao ning luc danh gia sy phu hop, thic diy déi moi
sang tao, phat trién san phém va cong ngh¢ sinh hoc an toan, hi€u qua, phuc vu
phat trién kinh té xa hoi va hoi nhap qudc té.

- Hé théng TCVN, QCVN duoc xay dung bao dam vé quan 1y an toan
sinh hoc; chuan héa quy trinh, thiét bi, vat liéu, dir liéu sinh hoc, phuong phap
thir nghiém, danh gia su phu hop; dap Gmg yéu cau phat trién thi truong cong
ngh¢ sinh hoc va cac linh vuc tng dung (cong nghi¢p, ndong nghi¢p, dich vu,
moi truong, y té, thuc phrflm, duoc phém, vat liéu moi...).

2. Muc tiéu cu thé
2.1. Xay dung va hoan thién hé thong tiéu chuan quéc gia (TCVN)

a) To chtrc nghién ctu, xay dung, cong bd dat 100% sé luong TCVN
thudc danh muc dugc phé duyét, dén nam 2030.

b) Hinh thanh hé théng TCVN phuc vu day du cho cic nhém linh vuc
cong nghé sinh hoc trong diém, bao gdm: An toan sinh hoc va quan 1y rii ro
sinh hoc; ngan hang sinh hoc va quan 1y dir liéu sinh hoc; phan tich, giai trinh tu,
chinh stra va tong hop axit nucleic; cong nghé té bao, sinh phim chan doan, san
pham tri liéu tién tién; san phadm cong nghé sinh hoc trong ndéng nghiép, thuc
phém, moi truong, vat liu moéi; enzyme va ché phém sinh hoc.

C) Béy manh xa hoi héa hoat dong xay dung, ap dung ti€u chuén; tdng
cuong su tham gia cua cac vién nghién ctru, truong dai hoc, hoi nghé nghi¢p va
doanh nghiép trong xay dung, ap dung TCVN, QCVN (thtr nghi¢m, giam dinh,
ching nhan...).

2.2. Xay dung quy chuan k§ thuat quc gia (QCVN)

a) Xay dung, ban hanh cac QCVN phuc vu yéu cau quan 1y nha nuéc ddi
v&1 cac san phém, ché phém cong ngh¢ sinh hoc ¢c6 muc do rai ro cao hodc cod
tac dong 16n dén méi trudong, strc khoe cong déng va an toan sinh hoc.

b) Uu tién xdy dung, hoan thién cac QCVN vé: Ché pham sinh hoc xir Iy
moi truong; bd KIT sinh hoc phuc vu gidm sat moéi truong va suc khoe; cac
nhom sinh pham va quy trinh phan tich sinh hoc thuéc pham vi quéan 1y chuyén
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nganh; yéu cau k¥ thuat di véi phong thir nghiém, thiét bi, qué trinh bao dam
an toan sinh hoc c6 mirc d rui ro cao.

2.3. Tang cudng hoi nhap va tiép can chuan muc qudc té

a) Tang cuong tham gia cac hoat dong ctia cac to chire tidu chuan qudc té
(ISO, Codex, WHO...) nham tiép can, chuyén giao va ndi dia hoa cac tiéu chuan
qudc té, tiéu chuan nudc ngoai tién tién.

b) Hai hoa hé thong TCVN, QCVN véi tiéu chuan qudc té, tiéu chuan
nudc ngoai, tao diéu kién thuan loi cho nghién ctru, san Xuét, thuong mai hoa va
quan ly cong nghé sinh hoc.

III. NHIEM VU VA GIAI PHAP CHU YEU

1. Hoan thién co ché, chinh sach, diéu kién thuc day tiéu chuan hoa linh
vuc cong ngh¢ sinh hoc

1.1. Ra soat, cap nhat cac quy dinh phap luat lién quan dén hoat dong tiéu
chuan hoa, danh gia sy phu hop va an toan sinh hoc dé dam bao thng nhat,
minh bach trong quan 1y san pham cong nghé sinh hoc.

1.2. Xay dung, hoan thién cac quy dinh, hudng dan k¥ thuat nham hd tro
viéc dé xuit, bién soan, ap dung TCVN, QCVN vé cong ngh¢ sinh hoc.

1.3. Thiét 1ap co so dit lidu tap trung vé TCVN, QCVN vé cong nghé sinh
hoc, dam bao cap nhit, déng bo, dé tiép can va hd trg tra ctru cho co quan quan
1y, t6 chtrc danh gia su pht hop va doanh nghiép.

2. Tang cuong su tham gia cua vién nghién ctru, truong dai hoc, hi¢p hdi
lién quan trong qua trinh xay dung, tham van, thim dinh va ap dung TCVN,
QCVN.

3. Phat trién ha tang k¥ thuat, hoat dong danh gia su phu hop

3.1. Nang cap niang lyc phong thir nghiém, phong do ludong, phong phan
tich sinh hoc; chuin hoa theo chuin muc quéc té vé an toan sinh hoc, quan ly
chat luong va nang luc k¥ thuat.

3.2. Phat trién hé théng chimg nhén, giam dinh, cong nhan phuc vu quan
Iy san pham cong nghé sinh hoc; mé rong tham gia thoa thuan thira nhan 1an
nhau (MRA) dé giam chi phi tuan thu ctia doanh nghiép.

4, Truyén thong, dao tao va hd tro ap dung TCVN, QCVN

4.1. T chirc phé) bién, dao tao, hudéng dan ap dung TCVN, QCVN cho
cac dbi tuong: co quan quan 1y, doanh nghiép, t6 chirc danh gia sy phu hop, vién
nghién ctru lién quan.
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4.2. Phat trién cac chuong trinh dao tao chuyén gia vé tiéu chuan hoa
cong nghé sinh hoc: bién soan tiéu chuan, thim dinh k¥ thuét, danh gia su phu
hop, quan 1y rui ro sinh hoc.

4.3. Xay dung cic bd cong cu (toolkit) hd tro doanh nghiép 4p dung
TCVN, QCVN, bao gém hudng din ky thuat, biéu mau, tai liéu sé va hé thong
hd tro tu van tryc tuyén.

5. Tang cuong hoi nhdp quodc té ve tiéu chuan hoa

5.1. Tham gia tich cuc vao hoat dong cac ban ky thuat ti€u chuan ISO vé
cong ngh¢ sinh hoc, ngan hang sinh hoc, phan tich sinh hoc phan tir, an toan sinh
hoc...

5.2. Hop tac nghién cuu xay dung tiéu chuan, chia sé dit liéu, dao tao
chuyén gia k¥ thuat véi cac qudc gia, to chirc qudc té c6 ning luc manh trong
nghién ctru, tng dung cong nghé sinh hoc.

IV. KINH PHI THU'C HIEN

Kinh phi thuc hién gdm: Ngan sach nha nude tir ngudn kinh phi danh cho
khoa hoc, c6ng nghé, d6i méi sang tao va chuyén d6i sd; ngudn dau tu, tai tro tir
cac doanh nghiép, t6 chirc, c4 nhan, cong dong va cac ngudn kinh phi hop phap
khéc.

V.TO CHUC THUC HIEN
1. Uy ban Tiéu chuan Do luong Chit luong Qudc gia

a) Chu tri, phéi hop, hudng din cic to chic c6 lién quan xiy dung
chuong trinh, ké hoach thuc hién D& 4n va td chire trién khai thuc hién Dé an
theo thim quyén; hudéng dan, kiém tra, giam sat, téng hop két qua thuc hién; td
chire so két, téng két viéc thue hién Chuong trinh; dé xuit, kién nghi B§ trudng
B Khoa hoc va Cong nghé diéu chinh, b sung Pé 4n trong truong hop can
thiét.

b) Trinh Bo trudng Bo Khoa hoc va Cong nghé ban hanh ké hoach xay
dung TCVN hang nim, trén co s¢ danh muc TCVN vé san pham cong nghé sinh
hoc da dugc phé duyét.

¢) Chu tri, phdi hop véi cac b, nganh lién quan trong viéc trién khai xay
dung, trinh cong b mot sé nhom tiéu chuan qudc gia; tham gia xay dung, gop ¥,
tham dinh QCVN thiét yéu vé san pham céng nghé sinh hoc.

2. Céc don vi truc thuoc Bo Khoa hoc va Cong nghé phéi hop véi ny ban
Tiéu chuan Po luong Chit lvgng Quéc gia:

a) T chuc trién khai dé an theo pham vi, thim quyén dugc giao;
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b) Tang cudng, nang cao nhan thirc cua cac t6 chirc, ca nhan tham gia
thuc hién dé tai khoa hoc cong nghé trong viéc ap dung TCVN, QCVN vé san
pham cong nghé sinh hoc, dé xuat d6i twong tiéu chuan héa ¢ lién quan can xay
dung thanh tiéu chuan quéc gia, dac biét 1a tur két qua cua cac dé tai, nhiém vu
d3 va dang trién khai.

¢) Panh gia viéc thyc hién Pé 4n hang nim va theo giai doan, téng hop
bao céo két qué thyc hién theo dung muc ti€u Pé 4n, gui Uy ban Tiéu chuan Po
ludng Chat luong Qudc gia tong hop bao cdo BO truong Bo Khoa hoc va Cong
nghé.

Piéu 2. Ban hanh kém theo quyét dinh nay danh muc duy kién xay dung
TCVN, QCVN (Phu luc kem theo).

Piéu 3. Quyét dinh nay co6 hiéu luc tir ngay ky.

Piéu 4. Chanh Vin phong, Chu tich Uy ban Tiéu chuan Po luong Chét
luong Quéc gia, cac co quan, to chirc ¢6 lién quan chiu trach nhiém thi hanh

Quyét dinh nay./. \/~

Noi nhgn: KT. BQO TRUONG
- Nhu biéu 4, 7 THU TRUONG

- Thua tuéng Chinh phu (dé b/c);

- Ph6 Thu tuéng CP Nguyén Chi Diing (dé b/c);
- B trudng (dé b/c);

- Thr truong Lé Xuan Dinh;

- Van phong Chinh phu;

- Cac BO Cong an, Qubc phong, Cong Thuong, Y td|
Xay dung; NN&MT, B¢ Tai chinh
- UBND cac tinh, thanh phé;

- Luu: VT, TDC. Lé Xuin Pinh




Phu luc I

DANH MUC TCVN DU KIEN XAY DUNG VE CONG NGHE SINH HQC
(kém theo Quyét dinh sé /OD-BKHCN ngay  thang nam 2025

cua Bo truong Bo Khoa hoc va Cong ngh¢)

STT Tén tiéu chuin Can cir xay dung
1. Cong nghé sinh hoc ndi chung
1 Cong nghé sinh hoc - Cong bd dir liéu - Nhitng can nhic va khai niém ISO/TR 3985:2021
s0bd Biotechnology — Data publication —
Preliminary considerations and concepts
2 Cong nghé¢ sinh hoc - Danh muc cac phuong phap phat hién nhiém ISO/DTR 4752
khuan trong nudi cdy € bao dong vat ¢6 vu Biotechnology — Inventory of methods for
detection of microbiological contamination in
mammalian cell culture
3 _Cong nghé sinh hoc - Chinh stra bd gen - Phan 1: Tir vung 1ISO 5058-1:2021, I1SO 5058-1:2021/Amd
1:2022
Biotechnology — Genome editing — Part 1:
Vocabulary
4 Cong ngh¢ sinh hoc — Kha nang tuong tac dir liéu cho dir licu té bao I1ISO 8472-1:2024
goc — Phan 1: Khung Biotechnology — Data interoperability for
stem cell data — Part 1: Framework
5 Cong nghé sinh hoc — Kha ning tuong tac dit liéu cho dit liéu té bao ISO/DIS 8472-2



https://www.iso.org/standard/79690.html?browse=ics
https://www.iso.org/standard/80255.html?browse=ics
https://www.iso.org/standard/80679.html?browse=ics
https://www.iso.org/standard/84413.html?browse=ics
https://www.iso.org/standard/84413.html?browse=ics
https://www.iso.org/standard/83185.html?browse=ics
https://www.iso.org/standard/85993.html?browse=ics
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goc — Phan 2: Céac dac diém chinh cua dir li€u t€ bao goc

Biotechnology — Data interoperability for
stem cell data — Part 2: Key characteristics of
stem cell data

6 Cong ngh¢ sinh hoc — Phuong phap phén tich kha nang séng cua té ISO/DIS 8934-1
bao — Phan 1: Yéu cau chung va can nhac Biotechnology — Cell viability analytical
methods — Part 1: General requirements and
considerations
7 Cong nghé sinh hoc — Hé thong phan phdi gen — Phan 1: Tir vung ISO/DIS 16921-1
Biotechnology — Gene delivery systems —
Part 1: Vocabulary
8 Cong nghé sinh hoc — Hé thdng phan phdi gen — Phan 2: Phuong ISO/DIS 16921-2
phdp dinh lwong vecto vi-rut Biotechnology — Gene delivery systems —
Part 2: Quantification methods for viral
vectors
9 | M6 phong sinh hoe — Vit li¢u, ciu tric va thanh phin mé phong sinh ISO 18457:2016
hoc Biomimetics — Biomimetic materials,
structures and components
10 Mod phong sinh hoc — Thuét ngit, khai niém va phuong phap luan I1SO 18458:2015
Biomimetics — Terminology, concepts and
methodology
11 | Mo phong sinh hoc — Téi wu héa cau trac md phong sinh hoc ISO 18459:2015

Biomimetics — Biomimetic  structural
optimization



https://www.iso.org/standard/83398.html?browse=ics
https://www.iso.org/standard/84843.html?browse=ics
https://www.iso.org/standard/86188.html?browse=ics
https://www.iso.org/standard/62499.html?browse=ics
https://www.iso.org/standard/62500.html?browse=ics
https://www.iso.org/standard/62501.html?browse=ics

12 Cong ngh¢ sinh hoc — Ngan hang sinh hoc — Yéu cau dbi voi hop ISO/DIS 20070
dung mau dé luu trit vat liéu sinh hoc trong ngan hang sinh hoc Biotechnology o Biobanking o
Requirements for sample containers for
storing biological materials in biobanks
13 Cong ngh¢ sinh hoc — Ngan hang sinh hoc — Yéu cau dbi voi vat liéu ISO/DIS 20309
sinh hoc bién sdu Biotechnology =~ —  Biobanking  —
Requirements  for  deep-sea  biological
materials
14 Cong nghé sinh hoc — Ngan hang sinh hoc — Céc yéu cau chung d6i 1ISO 20387:2018
véingan hang sinh hoc Biotechnology — Biobanking — General
requirements for biobanking
15 | Cong nghé sinh hoc — Ngan hang sinh hoc — Yéu cau ddi véi vat lidu ISO/TS 20388:2021
sinh hoc dong vat Biotechnology = —  Biobanking — —
Requirements for animal biological material
16 Cong ngh¢ sinh hoc — Ngén hang sinh hoc — Quy trinh va yéu cau 1SO 21709:2020
chat lugng dé thiét 1ap, duy tri va mo ta dac diém cua cac dong té bao 1SO 21709:2020/Amd 1:2021
dong vat c6 va _ N T
Biotechnology — Biobanking — Process and
quality requirements for establishment,
maintenance  and  characterization  of
mammalian cell lines
17 Cong nghé sinh hoc — Ngan hang sinh hoc — Cac yéu cau chung vé 1SO 21899:2020

viéc xac nhan va kiém chimg cac phwong phap xtr 1y vat liéu sinh hoc
trong ngan hang sinh hoc

Biotechnology — Biobanking — General
requirements  for the validation and
verification of processing methods for



https://www.iso.org/standard/86089.html?browse=ics
https://www.iso.org/standard/86238.html?browse=ics
https://www.iso.org/standard/67888.html?browse=ics
https://www.iso.org/standard/67889.html?browse=ics
https://www.iso.org/standard/71382.html?browse=ics
https://www.iso.org/standard/82403.html?browse=ics
https://www.iso.org/standard/72118.html?browse=ics

biological material in biobanks

18 Cong nghé sinh hoc — Ngan hang sinh hoc ky sinh tring — Phan 1: ISO 18209-1:2024
Glun san Biotechnology — Biobanking of parasites —
Part 1: Helminths
19 | Cong nghé sinh hoc — Yéu cau vé dinh dang va mo ta dit lidu trong ISO 20691:2022
khoa hoc sy song Biotechnology — Requirements for data
formatting and description in the life sciences
20 Cong ngh¢ sinh hoc — Vit liéu phu trg c6 trong qua trinh san Xut cac 1SO 20399:2022
san pham tri li¢u t€ bao va cac san pham tri licu gen Biotechnology — Ancillary materials present
during the production of cellular therapeutic
products and gene therapy products
21 Cong ngh¢ sinh hoc — Pém té bao — Phan 1: Hudng din chung vé ISO 20391-1:2018
phuong phap dém té bao Biotechnology — Cell counting — Part 1:
General guidance on cell counting methods
22 | Cong ngh¢ sinh hoc — Dém té bao — Phan 2: Thiét ké thir nghiém va ISO 20391-2:2019
phan tich thong ké dé dinh lugng hi¢u suat ciia phuong phap dém Biotechnology — Cell counting — Part 2:
Experimental design and statistical analysis to
guantify counting method performance
23 | Cong nghé sinh hoc — Yéu cau danh gia higu suat cta cdc phuong ISO 20395:2019

phap dinh luong trinh tu muc tiéu axit nucleic — qPCR va dPCR

Biotechnology = —  Requirements  for
evaluating the performance of quantification
methods for nucleic acid target sequences —
gPCR and dPCR



https://www.iso.org/standard/85219.html?browse=ics
https://www.iso.org/standard/68848.html?browse=ics
https://www.iso.org/standard/79399.html?browse=ics
https://www.iso.org/standard/68879.html?browse=ics
https://www.iso.org/standard/67892.html?browse=ics
https://www.iso.org/standard/67893.html?browse=ics

24 Cong nghé sinh hoc — Giai trinh ty song song hang loat — Phan 1: I1ISO 20397-1:2022
Chuan bj axit nucleic va thu vién Biotechnology —  Massively parallel
sequencing — Part 1: Nucleic acid and library
preparation
25 Cong ngh¢ sinh hoc — Giai trinh ty song song hang loat — Phan 2: I1ISO 20397-2:2021
sequencing — Part 2: Quality evaluation of
sequencing data
26 Cong nghé sinh hoc — Giai trinh ty song song hang loat — Phan 3: ISO/FDIS 20397-3
Yéu cau chung va huéng dan cho metagenomics Biotechnology —  Massively  parallel
sequencing — Part 3: General requirements
and guidance for metagenomics
27 Cong nghe sinh hoc — Tong hop axit nucleic — Phan 1: Yéu cau dbi ISO 20688-1:2020
v6i san xudt va kiém soat chat luong oligonucleotide tong hop Biotechnology — Nucleic acid synthesis —
Part 1: Requirements for the production and
quality control of synthesized
oligonucleotides
28 Cong ngh¢ sinh hoc — Téng hop axit nucleic — Phén 2: Yéu cau ﬁéi ISO 20688-2:2024
véi san xuat va kiém soat chat luong cac doan gen, gen va bg gen tong Biotechnology — Nucleic acid synthesis —
hop Part 2: Requirements for the production and
quality control of synthesized gene fragments,
genes, and genomes
29 | Cong nghé sinh hoc — Pic ta vé quan 1y dit liéu va xuat ban tai cac 1SO 21710:2020

trung tam tai nguyén vi sinh

Biotechnology — Specification on date
management and publication in microbial



https://www.iso.org/standard/74054.html?browse=ics
https://www.iso.org/standard/67895.html?browse=ics
https://www.iso.org/standard/84516.html?browse=ics
https://www.iso.org/standard/68831.html?browse=ics
https://www.iso.org/standard/75852.html?browse=ics
https://www.iso.org/standard/71384.html?browse=ics

resource centers

30 Cong nghé sinh hoc — Ngén hang sinh hoc — Hudng dan trién khai ISO/TR 22758:2020
150 20387 Biotechnology — Biobanking —
Implementation guide for ISO 20387
31 Cong nghé sinh hoc — Ngan hang sinh hoc — Cac yéu cau d6i voi ISO/TS 23105:2021
nﬁz?tga}érrllg sinh hoc vat liéu sinh hoc thuc vat phuc vu nghién ctru va Biotef:hnol ogy — BI qbanking o
p Requirements for the biobanking of
plant biological material for research
and development
32 Cong nghé sinh hoc — M0 hinh théng tin nguon goc cho vat liéu va dir ISO/TS 23494-1:2023
lidu sinh hoc — Phan 1: Khai niém thiét ké va yéu cau chung Biotechnology — Provenance information
model for biological material and data — Part
1: Design concepts and general requirements
33 | Cong ngh¢ sinh hoc — Cac yéu ciu chung va cin nhic dé xac thyc ISO/TS 23511:2023
dong te bao Biotechnology — General requirements and
considerations for cell line authentication
34 | Sinh hoc mé phong — Tir dién dong nghia ning cao vé ban thé (OET) ISO/TR 23845:2020
danh cho sinh hoc md phéng Biomimetics —  Ontology-Enhanced
Thesaurus (OET) for biomimetics
35 Mo phong sinh hoc — Céng cu tim kiém hinh anh ISO/TR 23846:2022
Biomimetics — Image search engine
36 M6 phong sinh hoc — Tich hop cac phuong phap tiép can theo huéng ISO/TR 23847:2022

van dé va chtrc ning ap dung phuong phap TRIZ

Biomimetics — Integrating problem- and



https://www.iso.org/standard/73829.html?browse=ics
https://www.iso.org/standard/74563.html?browse=ics
https://www.iso.org/standard/80715.html?browse=ics
https://www.iso.org/standard/75854.html?browse=ics
https://www.iso.org/standard/77146.html?browse=ics
https://www.iso.org/standard/77147.html?browse=ics
https://www.iso.org/standard/77148.html?browse=ics

function-oriented approaches applying the
TRIZ method

37 Cong ngh¢ sinh hoc — Ngan hang sinh hoc cua vi sinh vat — Phén 1: I1ISO 24088-1:2022
Vikhuan va vi khuan c6 Biotechnology =~ —  Biobanking  of
microorganisms — Part 1: Bacteria and
archaea
38 Cong ngh¢ sinh hoc — Phuong phap phan tich — Phuong phap tiép 1SO 24190:2023
can dya trén rui ro d¢ lya chon va xac nhan phuong phap phat hién vi Biotechnology — Analytical methods —
khuan nhanh chéng trong cac quy trinh sinh hoc Risk-based approach for method selection and
validation for rapid microbial detection in
bioprocesses
39 Cong ngh¢ sinh hoc — Giai trinh ty DNA song song hang loat — Yéu ISO/TS 24420:2023
cau chung doi voi viéc xu 1y dir liéu trinh ty metagenomic shotgun Biotechnology — Massively parallel DNA
sequencing — General requirements for data
processing  of  shotgun  metagenomic
sequences
40 | Cong nghé sinh hoc — Yéu cau tdi thiéu ddi v6i phép do tin hiéu ISO 24421:2023
quang trong phuong phap do quang d61 v41 mau sinh hoc Biotechnology — Minimum requirements for
optical signal measurements in photometric
methods for biological samples
41 Cong nghé sinh hoc — Phan tich hinh thai t& bao — Yéu cau chung va 1SO 24479:2024

can nhic vé phép do hinh thai té bao dé dinh luong cac dic diém hinh
thai té bao

Biotechnology — Cellular
analysis — General requirements and
considerations for cell morphometry to
quantify cell morphological features

morphological



https://www.iso.org/standard/77790.html?browse=ics
https://www.iso.org/standard/78060.html?browse=ics
https://www.iso.org/standard/78741.html?browse=ics
https://www.iso.org/standard/78742.html?browse=ics
https://www.iso.org/standard/78876.html?browse=ics

42 Cong ngh¢ sinh hoc — Xac thuc co so dir liéu duoc st dung dé danh 1ISO 24480:2024
gid trinh ty nucleotide Biotechnology — Validation of database used
for nucleotide sequence evaluation
43 Phuong phap phén tich sinh hoc phan tu theo chiéu ngang — Phuong ISO/DIS 21569-1:2020
phap phan tich dé phat hién sinh vat bién doi gen va cac san pham c6 Horizontal methods for molecular biomarker
nguon goc tir sinh vat bicn doi gen analysis — Methods of analysis for the
Phan 1: Phuong phép dinh tinh dya trén axit nucleic detection of genetically modified organisms
and derived products
Part 1: Qualitative nucleic acid based methods
44 Phén tich ddu an sinh hoc phan tir — Phuong phap phan tich dé phat ISO 21569-2:2020
hién sinh vét bién ddi gen va cac san phdm c6 ngudn gde tir chiing Molecular biomarker analysis — Methods of
Phan 2: Phuong phap PCR thoi gian thuc déc hi¢u ciu trac dé phat | analysis for the detection of genetically
hién su kién FP967 trong hat lanh va cac san pham tir hat lanh modified organisms and derived products
Part 2: Construct-specific real-time PCR
method for detection of event FP967 in
linseed and linseed products
45 | Phuong phap phan tich d4u 4n sinh hoc phan tir theo chiéu ngang — ISO/TS 21569-3:2020

Phuong phap phan tich dé phat hién sinh vat bién d6i gen va cac san
pham c6 ngudn goc tir sinh vat bién d6i gen

Phan 3: Phuong phap PCR thoi gian thyc dic hiéu cu trac dé phat
hién trinh ty P35S-pat nham sang loc sinh vat bién doi gen

Horizontal methods for molecular biomarker
analysis — Methods of analysis for the
detection of genetically modified organisms
and derived products

Part 3. Construct-specific real-time PCR
method for detection of P35S-pat-sequence
for screening for genetically modified
organisms



https://www.iso.org/standard/78877.html?browse=ics

46 Phuong phap phan tich ddu an sinh hoc phan tir theo chiéu ngang — I1ISO 21569-4:2020
Phuong phap phan tich dé phat hién sinh vat bién ddi gen va cac san Horizontal methods for molecular biomarker
pham c6 ngudn gde tir sinh vét bién ddi gen analysis — Methods of analysis for the
Phan 4: Phuong phap sang loc dua trén PCR thoi gian thuc dé phat | detection of genetically modified organisms
hién trinh ty DNA P-nos va P-nos-nptll and derived products
Part 4. Real-time PCR based screening
methods for the detection of the P-nos and P-
nos-nptll DNA sequences
47 Thyc pham — Phuong phap phan tich dé phat hién sinh vat bién d6i ISO 21571:2005 + Amd. 1:2013
gen va cac san pham c6 ngudn gbc — Chiét xuét axit nucleic Foodstuffs — Methods of analysis for the
detection of genetically modified organisms
and derived products — Nucleic acid
extraction
48 Thuat ngir co ban cua Cong nghé sinh hoc GB/T 44471-2024
Biotechnology - Basic terms
49 Cong nghé sinh hoc, bao quan mau sinh hoc, b?lo quan mau sinh hoo GB/Z 44313-2024
thuc vat phuc vu muc dich nghién ctru va phat trién Biotechnology - Biobanking - Requirements
for the biobanking of plant biological material
for research and development
50 Cong nghé sinh hoc, bao quan mau sinh hoc, yéu cau bao quan mau GB/Z 44314-2024
sinh hoc dgng vét Biotechnology - Biobanking - Requirements
for the biobanking of animal biological
material
51 | Céng nghé sinh hoc - Tong hop axit nucleic - Phan 1: San xuét va GBIT 43629-1-2023
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kiém so4t chat lwong oligonucleotide tong hop

Biotechnology—Nucleic acid synthesis—Part
1:Requirements for the production and quality
control of synthesized oligonucleotides

52

Yéu cau danh gia hiéu suat ddi voi cac phuong phap dinh lugng trinh
tu muc ti€u axit nucleic trong cong ngh¢ sinh hoc: gPCR va dPC

GB/T 42077-2022

Biotechnology—Requirements for evaluating
the performance of quantification methods for
nucleic acid target sequences—qPCR and
dPCR

53

Khoa hoc vii tru va thuat nglr tng dung, Phan 5: Khoa hoc su séng va
cong nghé sinh hoc vii try

GB/T 30114.5-2014

Terminology for space science and
application—Part 5: Space life science and
biotechnology

54

Cong nghé sinh hoc — Yéu cau chung d6i véi phép do mau c6 nong do
cuc thap cua trinh ty axit nucleic muyc tiéu

Nghién curu tai li€u

55

Cong ngh¢ sinh hoc — Yéu cau dbi véi phuong phap dinh luong RNA
deé phan tich biéu hién gen cua cac hé thong sinh hoc va k¥ thuat sinh
hoc

Nghién curu tai li€u

56

Yéu cau ddi véi trinh tu nucleotide chuan thé hé mdéi: Trinh tu thé hé
moi da dugc kiém tra xac nhan (VNGS)

Nghién cuu tai li¢u

57

Phuong phap phan tich ddu 4n sinh hoc phan tir — Phuong phap phan
tich dé phat hién sinh vat bién ddi gen va cic san pham c6 ngudn goc
bién doi gen — Phan 7: Phuong phép real-time PCR dé phat hién cac
trinh twy ADN CaMV va Agrobacterium Ti-plasmid

Nghién ctru tai lidu

58

Phuong phap phan tich ddu 4n sinh hoc phan tir — Phuong phap phan
tich dé phat hién sinh vat bién ddi gen va cic san phdm c6 ngudn goc

Nghién ctru tai liéu
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bién doi gen — Phan 8: Chiet DNA tir hat ¢6 linh ling va phwong phap
phat hién dua trén real-time PCR d¢€ bién doi gen

59

Phuong phap phan tich du 4n sinh hoc phan tir — Phuong phap phan
tich dé phat hién sinh vat bién ddi gen va cac san pham c6 ngudn goc
bién ddi gen — Phan 9: Phuong phap sang loc real-time PCR dic hi¢u
dé phat hién trinh ty ADN P35S-nptll

Nghién ctru tai liéu

60

Phuong phap phan tich dau 4n sinh hoc phan tir — Phuong phap phan
tich dé phat hién sinh vat bién ddi gen va cac san phdm cé ngudn goc
bién d6i gen — Phan 10: Xay dung va sy kién phuong phap phat hién
cu thé cho ca hoi AquAdvantage bién d6i gen

Nghién ctru tai lidu

61

Phan tich dau an sinh hoc phan tir — Yéu cau chung doi véi viée phat
hién cac trinh ty axit nucleic dac hiéu bang microarray

Nghién ctru tai lidu

62

Phan tich ddu an sinh hoc phan tir — Yéu cau chung dbi v6i xac nhan
gia tri st dung tai phong thtr nghiém do61 voi1 cac phuong phap real-
time PCR dinh lugng

Nghién ctru tai liéu

63

Phan tich dau 4n sinh hoc phan tir — Xac dinh dac tinh hi€u nang cua
cac phuong phap do dinh tinh va xac nhéan gia tri sir dung ctia phuong
phap

Nghién curu tai li€u

64

Phén tich dau an sinh hoc phan tur — Phuong phap phan (ng chudi
polymerase dang nhiét (isoPCR) — Phéan 1: Yéu cau chung

Nghién cuu tai li¢u

65

Phuong phép phat hién sinh vat bién d6i gen bang PCR k¥ thuat s6

Nghién cuu tai li¢u

66

Phuong phép phat hién chung cac san pham bién doi gen

Nghién cuu tai ligu

67

Xéc dinh thanh phan cua thyc vat bién d6i gen — Phuong phap giai
trinh ty muc ti€u

Nghién ctru tai liéu
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68 | Phat hién sinh vat bién d6i gen va cac san pham c6 ngudn gdc bién doi | Nghién ciru tai lidu
gen — Yé&u cau chung va dinh nghia

69 Phat hién sinh vat bién ddi gen va cac san phdm c6 ngudn gdc bién dbi | Nghién ctru tai liu
gen — Yéu cau chung doi voi phong thi nghiém

70 Phat hién sinh vat bién doi gen va cc san pham c6 ngudn gdc bién d6i | Nghién ctru tai liéu
gen — Chiét xuat axit nucleic

71 Phat hién sinh vat bién doi gen va cac san pham c6 ngudn gde tir chling | Nghién ctru tai liéu
— Phan tng chuodi polymerase thoi gian thuc dinh tinh (phuong phap
PCR)

72 Phat hién sinh vat bién ddi gen va cac san pham c6 ngudn gdc bién d6i | Nghién ctru tai liéu
gen — Phan Ung chuoi polymerase dinh lugng thoi gian thuc (phuong
phap PCR)

73 Phat hién sinh vat bién ddi gen va cac san phdm c6 ngudn gdc bién ddi | Nghién ctru tai liéu
gen — Phat hién chip gen

74 Phat hién sinh vat bién d6i gen va cic san pham c6 ngudn gdc bién d6i | Nghién ctru tai lidu
gen — Phuong phép lay mau va chuan bi mau

75 Phat hién sinh vat bién ddi gen va cac san phdm c6 ngudn gdc bién dbi | Nghién ctru tai liéu
gen — Phuong phap dua trén protein

76 Phat hién sinh vat bién ddi gen va cac san phdm c6 ngudn gdc bién dbi | Nghién ctru tai liu
gen — Phat hién méang hat long cho cac san pham thuc vat

2. Cong ngh¢ sinh hoc trong nong nghi¢p, lam nghiép
77 | Ngan hang sinh hoc - Chit midm - Phan 1: Cac loai dong vat ndng ISO 16677-1:2025
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nghiép

Biobanking - Germplasm - Part 1: Agricultural
animal species

78 Phu gia thirc an chan nudi — Enzym — Xylanase Nghién ctru tai liéu
79 Phu gia thitc an chan nu6i — Enzym — Phytase Nghién ctru tai ligu
80 Phy gia thtrc an chin nudi — Ché pham enzyme — Cellulase Nghién ctru tai li€u
81 | Sang loc cac sinh vét bién ddi gen (GMO) trong bong va vat liéu dét | Nghién ctru tai liéu
82 Sinh hoc phan tir — Phat hién ADN trong bong dung dé san xuét vat | Nghién ctru tai licu
liéu dét — Phan 1: Chiét ADN tu hat bong va nguyén liéu thd c¢6 nguén
goc tur hat bong
83 Sinh hoc phan tir — Phat hién ADN trong bong dung dé san xuit vat | Nghién ctru tai liéu
lidu dét — Phan 2: Tong quan v€ trinh ty dich d€ s dung trong cac
phuong phap phat hién dya trén phan tng chu6i polymerase (PCR) do61
v6i cac su kién bién doi gen (GM) trén bong
84 Phén tich d4u an sinh hoc phén tir. Yéu cau chung ddi véi phan tich | Nghién ciru tai lidu
sinh hoc phan tir dé phat hién va xac dinh dich hai thuc vat
85 | Phat hién cac thanh phan bién doi gen trong ltia — Phuong phap mang | Nghién ctru tai liéu
dura trén mang
86 | Phat hién cac thanh phan bién ddi gen trong dau nanh va cai dau — | Nghién ctu tai ligu
Phuong phap chip gen dua trén mang
87 Phét hién cac thanh phan bién ddi gen trong ngd — Phwong phap chip | Nghién ctru tai liéu
gen
88 Kiém tra tinh x4c thuc va do thuan khiét cua gidng ciy trong chinh | Nghién ctru tai liéu
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bang cac dau hiéu SSR—Ngo

89 K,iém tra tinh x4c thuc va d6 thuan cta gidng cay trdng chinh bang cac | Nghién ctru tai liéu
dau hiéu SSR-L0a

90 | Xéac minh tinh x4c thuc va d¢ thuan khiét ctia cu giong khoai tay. Panh | Nghién ctru tai ligu
dau phan tor SSR

91 Phuong phap danh dau phan tir SSR dé xé4c dinh tinh xac thyc ciia cac | Nghién ctru tai liéu
giong dua

92 Nhén dang giéng cai thao. Phuong phap danh didu SSR Nghién ctru tai liéu

93 Phuong phép danh dau phan tir SSR dé xé4c dinh tinh xac thyc ciia cac | Nghién ctru tai liéu
giong bong

94 | Phuong phap danh d4u phéan tir SSR dé xac dinh gidng nho Nghién ciru tai liu

95 Xac dinh tinh xac thuc ciia cac gibng dau bang phuong phap danh dau | Nghién ctru tai liéu
phan tir SSR

96 Xac dinh tinh x4c thuc cia giéng dau Ha Lan. Phuong phap danh déu | Nghién ctru tai liéu
phan tu SSR

97 Xéc dinh tinh xac thyc cua gidng mia. Phuong phap danh diu phan tr | Nghién ctru tai liéu
SSR

98 Xac dinh tinh x4c thyc cta gidng khoai lang. Phuong phap danh dau | Nghién ciru tai liéu
phan tir SSR

99 | Chat kich thich sinh hoc thuc vat - Cong bd - Phan 3: Kha ning chiu | Nghién ctru tai liéu

dung cang thang phi sinh hoc do sir dung chat kich thich sinh hoc thuc
vat
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100 | Chat kich thich sinh hoc thyc vt - Cong b6 - Phan 4: Xac dinh céc ddc | Nghién ctru tai ligu
di€ém chat luong phat sinh tir vi¢c str dung chat kich thich sinh hoc thuc
vat

101 | Chat kich thich sinh hoc thyc vét - Céng b6 - Phan 5: Xdc dinh tinh | Nghién ctru tai ligu
kha dung cua cac chat dinh dudng bi gidi han trong dat hoac ré cay

102 | Chat kich thich sinh hoc thuc vat - Léy mau va chuan bj mau - Phan 1: Nghién ctru tai liéu
Lay mau

103 | Chat kich thich sinh hoc thyc vat - LAy mau va chuén bi mau - Phan 2: | Nghién ctru tai ligu
Chuan bi mau

104 | Chat kich thich sinh hoc thyuc vat - Chuan bi mau dé phan tich vi sinh | Nghién ctru tai lidu

105 | Chat kich thich sinh hoc thyc vat - Xac dinh ham lugng nam men va | Nghién ctru tai ligu
nam moc

106 | Chat kich thich sinh hoc thuc vat - Xac dinh Azotobacter spp. Nghién ctru tai liéu

107 | Chat kich thich sinh hoc thuc vat - Phat hién Listeria monocytogenes Nghién ctru tai liéu

108 | Chat kich thich sinh hoc thyc vat - Phat hién vi khuan Vibrio spp. Nghién ciru tai ligu

109 Chat kich thich sinh hoc thuc vat - Phat hién Staphylococcus aureus Nghién ctru tai liéu

110 | Chat kich thich sinh hoc thuc vat - Xac dinh Azospirillum spp. Nghién curu tai li€u

111 | Chét kich thich sinh hoc thuc vat - Xac dinh ndng d6 vi sinh vat Nghién ctru tai liéu

112 | Chét kich thich sinh hoc thuc vat - Phat hién vi khuan Shigella spp. Nghién ctru tai liéu

113 | Chét kich thich sinh hoc thuc vat - Xac dinh Escherichia coli Nghién curu tai li€u
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114 | Chat kich thich sinh hoc thuc vat - Phat hién Salmonella spp. Nghién ctru tai ligu
115 | Chét kich thich sinh hoc thyuc vat - X4c dinh Rhizobium spp. Nghién ctru tai liéu
116 | Chét kich thich sinh hoc thuc vat - Xac dinh s luong dia ky khi Nghién ctru tai liéu
117 | Chét kich thich sinh hoc thuc vat - Xac dinh Enterococcus Nghién ctru tai liéu
118 | Chat kich thich sinh hoc thuc vat - X4c dinh nam ré Nghién ciru tai liéu
119 | Gidng cdy 1am nghiép - Quy trinh tao gidng da boi Nghién ctru tai lidu
120 | Gidng cdy 1am nghiép - Giéng bién ddi gen - Yéu cau chung Nghién ciru tai liéu
3. Cong nghé sinh hoc trong cong nghiép thwe pham
121 | Yéu céq vé sinh trong san xuat ché pham chung vi sinh vét dé ché bién | Nghién ctru tai liéu
thuc pham
122 | Phan tich d4u 4n sinh hoc phan tir — Phat hién nguyén liéu dong vét | Nghién ctru tai ligu
trong thyc pham va thtrc an chan nudi bang real-time PCR — Phan 7:
Phuong phap phat hién ADN cua ltra
123 | Phan tich d4u 4n sinh hoc phan tir — Phat hién nguyén liéu dong vét | Nghién ctru ti ligu
trong thyc pham va thicc an chan nudi bang real-time PCR — Phan 8:
Phuong phap phat hién ADN cua ga tay
124 | Phan tich du 4n sinh hoc phan tir — Phat hién nguyén liéu dong vat | Nghién ctru tai liéu
trong thuc pham va thtrc dn chin nuoi bang real-time PCR — Phan 9:
Phuong phéap phat hién ADN cua ngdng
125 | Phan tich ddu 4n sinh hoc phan tor — Phat hién nguyén li€éu dong vat | Nghién cuu tai liu

trong thyc pham va thirc in chin nudi bang real-time PCR — Phan 10:
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Phuong phap phat hién ADN cua vit

126

Phan tich déuq 4n sinh hoc phan tir — Phét hién nguyén li¢u d(f)r‘lg vat
trong thuc pham va thirc an chan nuéi bang real-time PCR — Phan 11:
Phuong phap phat hién ADN cua bo cau

Nghién ctru tai liéu

127

Phén tich d4u 4n sinh hoc phan tir — Phan tich SSR trén hat huéng
duong

Nghién ctru tai liéu

128

Phan tich du 4an sinh hoc phén tir — Phan tich SSR trén ngd

Nghién ctru tai lidu

129

Huéng dan vé tiéu chi hiéu ning va xac nhan gia tri st dung cia
phuong phap phat hién, nhan biét va dinh lugng trinh ty DNA va
protein ddc hi€u trong thuc pham

Nghién ctru tai liéu

130

Thuc phim — Phan tich ddu 4n sinh hoc phan tir — Phuong phap dua
trén protein

Nghién ctru tai li¢u

131

Thuc pham — Huéng dan chung ddi véi xac nhén gia tri sir dung cua
cac phuong phap real-time PCR dinh tinh — Phan 1: X4c nhan gia tri su
dung tai phong thtr nghi¢m

Nghién ctru tai lidu

132

Thue pham — Huéng dan chung ddi véi xac nhén gia tri sir dung cua
cac phuong phap real-time PCR dinh tinh — Phan 2: Nghién ctru lién
phong thir nghi¢m

Nghién ctru tai lidu

133

Thuc pham — Phuong phap phan tich dé phat hién sinh vat bién c‘1‘01 gen
va cac san pham c6 ngudn gde bién ddi gen — Chién luoc 14y mau

Nghién ctru tai licu

134

Thuc pham — Phuong phap phén tich dé phat hién sinh vat bién d6i gen
va cac san pham c6 ngudn gdc bién ddi gen — Chién lugc sang loc dua
trén phan tng chudi polymerase (PCR)

Nghién cuu tai ligu
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135

Xac thuc thuc phém — Dinh lugng DNA ngua so voi1 DNA dong vat c6
v trong thit bo song

Nghién ctru tai li€u

136

Xac thuc thuc phém — M3 vach DNA cua thit va cac san phém thit ¢co
ngudn goc tur dong vat c6 va va gia cam su dung cac phan doan gen
cytochrome b va cytochrome ¢ oxidase I ty thé da xac dinh

Nghién ctru tai liéu

137

Xac thuc thuc phém — Pinh Iuong DNA cua nai so voi DNA cua dong
vat co vu trong thit va cac san pham tur thit

Nghién ctru tai li€u

138

Phén tich d4u 4n sinh hoc phan tir — M3 vach DNA ctia ¢4 va cac san
pham tr c4 st dung cac phan doan gen cytochrome b va cytochrome ¢
oxidase I ty thé

Nghién ctru tai li€u

139

Xac thuc tl}uc phém - Ma vach DNA cﬁaw nhuyén thé hai ménh vO va
cac san pham c6 ngudn goc tir nhuyeén thé hai manh vé bang céach s
dung doan gen rRNA ty thé 16S da xac dinh

Nghién ctru tai liéu

140

Vi sinh vat trong chudi thuc phém — Giai trinh tu toan bo bd gen dé xéc
dinh loai va dac tinh b gen ctia vi khuan — Yé&u cau chung va huéng dan

Nghién ctru tai lidu

4. Cong nghé sinh hoc trong my pham, dwoc pham, y té

141

Cong nghé sinh hoc — Ngan hang sinh hoc — Y¢éu cau doi voi té€ bao
tiéu di¢t ty nhién ctia con ngudi c6 ngudn goc tur t€ bao goc da nang

ISO/DIS 20012

Biotechnology — Biobanking —
Requirements for human natural Killer cells
derived from pluripotent stem cells

142

Cong nghé sinh hoc — Ngan hang sinh hoc — Yéu cau doéi voi t€ bao
goc than kinh ctia con nguoi ¢6 nguon goc tur té bao goc da nang

ISO 18162:2024

Biotechnology — Biobanking —
Requirements for human neural stem cells
derived from pluripotent stem cells I1SO
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18162:2024 ISO/TC 276

143 | Cong ngh¢ sinh hoc — Ngan hang sinh hoc — Yéu ciu doi véi té bao 1SO 24603:2022
gbc da nang cua nguoi va chudt Biotechnology o Biobanking o
Requirements for human and mouse
pluripotent stem cells
144 | Cong ngh¢ sinh hoc — Ngan hang sinh hoc — Yéu cau do6i vai té bao 1SO 24651:2022
g0c trung mo cliia con nguoi co nguon goc tur tiy xuong Biotechnology o Biobanking o
Requirements for human mesenchymal
stromal cells derived from bone marrow
145 Cong ngh¢ sinh hoc — Céc‘mé hinh tinh toan duy doan trong nghién ISO/TS 9491-1:2023
ctu y hoc ca nhan héa — Phan 1: Xay dung, xac minh va xac thyc cac Biotechnology — Predictive computational
mo hinh models in personalized medicine research —
Part 1: Constructing, verifying and validating
models
146 | Cong ngh¢ sinh hoc — Yéu cau chung vé van chuyén té bao phuc vu 1SO 21973:2020
muyc dich dicu tri Biotechnology — General requirements for
transportation of cells for therapeutic use
147 | Cong ngh¢ sinh hoc — Xur ly sinh hoc — Yéu cau chung va cén nhic ISO/TS 23565:2021
doi Vgi E%‘tiléng thiét bi dugc sur dung trong san xuat t€ bao phuc vu Biotechnology — Bioprocessing — General
myc dich dicu tri requirements and  considerations  for
equipment systems used in the manufacturing
of cells for therapeutic use
148 | Cong nghé sinh hoc — Xt 1y sinh hoc — Yéu cau chung vé thiét ké ISO 20404:2023

bao bi chtra té bao dung trong diéu tri

Biotechnology — Bioprocessing — General
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requirements for the design of packaging to
contain cells for therapeutic use

149

Cong ngh¢ sinh hoc — Ngan hang sinh hoc — Yéu cau d6i véi té bao
gbc trung mo cua con ngudi cd ngudn gde tir mod day rén

ISO/TS 22859:2022

Biotechnology — Biobanking
Requirements for human mesenchymal
stromal cells derived from umbilical cord
tissue

150

Cong nghé sinh hoc — Phuong phap phan tich — Yéu cau chung va
can nhac khi thtr nghi€ém va mo ta dac tinh cua cac san pham tri li¢u té
bao

I1SO 23033:2021

Biotechnology — Analytical methods —
General requirements and considerations for
the testing and characterization of cellular
therapeutic products

4. Cong ngh¢ sinh hoc trong linh vue vat liéu

maoi

151

Cong nghé nano — Phén tich cac vét thé nano bang kinh hién vi dién tir

ISO/TS 19807-1:2019

Nanotechnologies — Analysis of nano-objects
using electron microscopy

152

Tao va cc san pham tir tao — Thong s k¥ thuét cho cic ung dung
trong linh vyc hoa chat va nhién liéu sinh hoc

Nghién ctru tai lidu

5. Cong ngh¢ sinh hoc trong bao vé moi truwromg

153

Panh gia tic dong moi truong bién (MEIA) — Pic diém ky thuat cho
tram tich bién ¢ khu vyc day bién — Khdo sat sinh vat xen ké

I1SO 23040:2021

Marine environment impact assessment
(MEIA) — Specification for marine sediments

in seabed areas — Survey of interstitial biota



https://www.iso.org/standard/74052.html?browse=ics
https://www.iso.org/standard/74367.html?browse=ics
https://www.iso.org/standard/74374.html?browse=ics
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154 | Quan ly rui ro sinh hoc cho cac phong thi nghiém va céac to chirc lién I1SO 35001:2019
quan khac Biorisk Management for Laboratories and
Other Related Organisations
6. Cong nghé sinh hoc vé enzyme
155 | Hudng dan phan loai ché pham enzyme Nghién ctru tai li¢u
156 | Tiéu chuan k¥ thuat danh gia hoat dong sinh 1y ctia ché pham enzyme | Nghién ciru tai lidu
157 | Hudng dan k¥ thuat cho thir nghiém ché pham enzyme cong nghiép Nghién ctru tai liéu
158 | Yéu cau chat lugng d6i voi ché pham enzyme Phan 1: Ché pham | Nghién ciru tai lidu
protease
159 | Ché pham enzym cong nghiép — Xac dinh hoat d9 lactase trung tinh (B- | Nghién ctru tai liéu
Galactosidase) — Phuong phap quang pho
7. Céc tiéu chuin vé cong nghé sinh hoc chwa dwgc phian nhém
160 | Cong ngh¢ thong tin — Khai niém va cach st dung siéu dir lieu — ISO/IEC DIS 19583-27
F}}an 27h Anh xa gT“,rf‘ Sl;u fnolgélg 12809/1115(}31 li)ilzgafl ge dang Ilfyhdu’ Information technology — Concepts and
1€u tin toar% .Va. ? .161‘1 chuan ! 791 cho an tich tin sinh hoc usage of metadata — Part 27: Mapping
dugc tao ra béi Gidi trinh ty thong lugng cao (HTS) between ISO/IEC 11179-34 Metamodel for
computable data registration and IEEE 2791
Standard for  Bioinformatics  Analyses
Generated by High-Throughput Sequencing
(HTS)
161 | Thiét bi y t¢ — Ung dung quan 1y rii ro vao thiét bi y té ISO 14971:2019

Medical devices — Application of risk



https://www.iso.org/standard/87315.html?browse=ics
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management to medical devices

162 | Nghién ciru lam sang vé thiét bi y té danh cho con ngudi — Thyc hanh ISO 14155:2020
1am sang tot Clinical investigation of medical devices for
human subjects — Good clinical practice
163 | Phong xet nghiém y té — Giam thiéu 13i thong qua quan 1y rii ro va cai ISO/TS 22367:2020
ticn lién tyc Medical laboratories — Reduction of error
through risk management and continual
improvement
164 | An ninh va kha nang phuc hoi — Quén 1y khan cap — Huéng dan quan ISO 22320:2018
ly s cd Security and resilience — Emergency
management — Guidelines for incident
management
165 | Quan 1y khan cip — Huéng din vé canh bdo ma mau 1SO 22324:2022
Emergency management — Guidelines fol
colour-coded alerts
166 | Quan ly khan cap — Danh gid ning luc 1SO 22325:2016
Emergency management —  Capability
assessment
167 | Kha nang phuc hoi ctia cong d(k)ngq— Hudng dan hd trg nhitng ngudi dé 1SO 22395:2018
b1 ton thuong trong truong hep khan cap Community resilience — Guidelines for
supporting  vulnerable persons in an
emergency
168 | Cong nghé sinh hoc — Xt Iy sinh hoc — Yéu cau chung vé thiét ké thiét ISO/TS 19844:2017
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bi xur Iy sinh hoc

Biotechnology — Bioprocessing — General
requirements for the design of bioprocessing
equipment

169

Giai ma thong tin by gen (dong MPEG-G)

ISO/IEC 23092

Genomic Information Representation (MPEG-
G series)




Phu luc I

DANH MUC QCVN DU KIEN XAY DUNG VE CONG NGHE SINH HQC
(kém theo Quyét dinh sé /OD-BKHCN ngdy  thdng  ndam 2025

cua Bo truong Bo Khoa hoc va Cong nghé)

STT Tén QCVN Co quan/td chirc thuc hién

Quy chudn k¥ thuat quéc gia V’é ché',phém sinh hoc méi tng dung

1 trong xur ly nude thai, chat thai ran, chat thai nguy hai

. . . . . B Cong an

2 Quy chuan k¥ thuat quoc gia vé bd KIT sinh hoc chi thi doi véi1 khi
thai
Quy chuén k¥ thuat qudc gia vé sinh trac hoc AND nhéan dang ca thé

3 nguoi phuc vu trién khai Luat Can cude (QCVN Gigng n0i + QCVN

khuén mit + QCVN Van Tay + QCVN mong mat)
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