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Quy dinh riéng c6ng nhan t6 chirc chimg nhan MDMS

Specific requirements for accreditation of CB operating certification of MDMS

1. Muc dich

"l:éi liéu nay néu yéu clu cu thé cho viéc cépg nhan
t0 chirc ching nhén hé thong quan ly chat luong
trong linh vuc trang thiét bi y t¢ (MDMS).

Cac quy dinh trong tai liéu nay dua trén IAF MD 8§
va diéu kién thuc t€ Viét Nam.

2. Tai li¢u vién din

IAF MD 8: Quy dinh bat budc 4p dung cta IAF vé
viéc ap dung ISO/IEC 17011 trong cong nhén to
chue chimg nhén h¢ thong quan Iy chat luong trong
linh vuc trang thiét bi t€ (ISO 13485).

Nghi dinh 36/2016/ND-CP v& quén 1y trang thiét bj
y té.

Thong tu 39/2016/TT-BYT vé phén loai trang thiét
biy té.

3. Chuin muc danh gia cong nhén

1. Purpose

This document sets up the specific requirements
for accreditation of certification bodies
operating in the field of medical device quality
management systems (MDMS).

The requirements in this document are based on
IAF MD 8 and Vietnam’s conditions.

2. Reference

IAF MD 8: Application of ISO/IEC 17011 in the
Field of Medical Device Quality Management
Systems (ISO 13485).

Decree 36/2016 / ND-CP on management of
medical devices.

Decree 39/2016 / ND-CP on classification of
medical devices.

3. Assessment criteria

Chuan muc cong nhan/ Accreditation criteria

ISO/IEC 17021-1 | Panh gia sy pht hop — Yéu cau cho t6 chirc danh gia va chimg nhan hé thong
quan 1y/ Conformity assessment — Requirements for bodies providing audit and
certification of management systems.

IAF MD1 Chung nhén cac t6 chire c6 nhiéu dia diém dua trén viéc chon maw/ Certification
of Multiple Sites Based on Sampling.

IAF MD2 Chuyén giao ching nhan Hé théng quéan 1y dugc cong nhan gitta cac to chirc ching
nhan/ Transfer of Accredited Certification of Management Systems.

IAF MD4 St dung cong ngh¢ thong tin trong danh gia/ The use of information and
communication technology (ICT) for auditing purposes

IAF MD9 Ap dung ISO/IEC 17021-1 trong ching nhan hé théng Quan 1y Chét luong linh
vuc Thiet bi Y t&/ Application of ISO/IEC 17021-1 in the Field of Medical Device
Quality Management Systems (ISO 13485)

IAF MD11 Ap dung ISO/IEC 17021 trong d4nh gia tich hop hé théng quan 1y/ Application of
ISO/IEC 17021 for Audits of Integrated Management Systems.

Ghi cht/ Note: Néu hoat dong ciia T6 chirc Chimg nhan c6 lién quan dén cac IAF MD trén thi T6 chirc
Chung nhan phai ap dung cac IAF MD nay/ If the operation of CB relates to the above IAF MDs, these
IAF MDs shall be applied.

Chuan muc chimg nhan/ Certification criteria

TCVN ISO 13485
(ISO 13485)

Trang thiét bi y té-H¢ thong quan 1y chat luong-Yéu cau dbi v6i cac muc dich ché
dinh/ Medical devices — Quality management systems — Requirements for
regulatory purposes
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Specific requirements for accreditation of CB operating certification of MDMS

4. Yéu cau ban dau

Dé dang ky cong nhan, t6 chirc ching nhan (TCCN)

phai:

- Xy dung va ap dung hé thong chimg nhéan theo
cac yéu cau cua ISO/IEC 17021-1 va IAF MD 9
va cac IAF MD c6 lién quan.

- Hoan thanh qua trinh chtrng nhan cho it nhét 01
khéch hang.

- (C6 doi ngli chuyén gia (chuyén gia danh gia va
chuyén gia ky thuét) co trinh d6 dai hoc tro 1én
va dap tng cac yéu cau vé nang luc nhu dugc
quy dinh tai ISO/IEC 17021-1 va IAF MD 9.

5. Panh gia cong nhin lan dau

Dbanh gi4 cong nhan lé}n dau gdm danh gia van phong
va danh gié ching kién.

Theo nghi dinh 36/2016/ND-CP trang thiét bi y té
dugc phan loai theo 4 muc dd rui ro.

- Loai A: C6 d¢ rii ro thap

- Loai B: C6 d6 rui ro trung binh thap
- Loai C: C6 d0 rui ro trung binh cao
- Loai D: C6 d6 rui ro cao.

Viéc phan loai trang thiét bi y té do t6 chirc c6 niang
luc thue hién. T chirc nay phai duge Bo y té chap
nhan va cong bo.

Cin cir theo pham vi ding ky cong nhan, mdi linh
vuc k§ thuét chinh (phu luc 1) can chimg kién it nhat
01 cudc danh gia ching nhan (lan déu hodc chung
nhén lai hodc danh gia giam sat bao gdm day du cac
yéu cdu cua tiéu chuan).

Khi lua chon linh vue dénh gia chimg kién trong linh
vuc ky thuat chinh can lya it nhat 01 linh vuc k¥
thuat c6 mirc do rui ro cao hon theo bang phan loai
trang thiét bi y t& do t6 chirc c¢6 tham quyén thuc
hién. Tham khao nghi dinh 36/2016/ND-CP va
website cuia BO Y té (https://dmec.moh.gov.vn/van-
ban-cong-bo) dé xac dinh phan loai trang thiét bi y
te.

6. Danh gia giam sat, danh gia lai

Danh gi4 giam sat va danh gia lai phai bao gdm danh
gia tai van phong va danh gia ching kién.

Danh gia giam sat can phai dugc thyc hién it nhat 1
nam 1 lan.

4. Pre-requisite requirements

Before applying for accreditation, the

certification body (CB) shall:

- Develop and implement certification system
in accordance with the requirements of ISO /
IEC 17021-1; IAF MD 9 and relevant IAF
MDs.

- Complete the certification process for at least
1 customer.

- Have a pool of assessors and technical
experts with a university or higher degree
and meeting the competence requirements as
specified in ISO/ IEC 17021-1 and IAF MD
9.

5. Initial assessment

Initial assessment includes office assessment
and witnessing.

According to Decree 36/2016 / ND-CP, medical
devices are classified into 4 levels of risks.

Class A: Low risk

Class B: Moderate low risk
Class C: Moderate high risk
Class D: High risk.

Medical device classification shall be performed
by a competent organization. This organization
shall be approved and announced by the Ministry
of Health.

Based on the scope of application for
accreditation, at least one audit (initial or
recertification or surveillance that includes all
requirements) for each main technical area
(Appendix 1) shall be witnessed.

When selecting the technical area in the main
technical area for witnesses, it is necessary to
select at least 01 higher risk technical areas
according to the classification of the authorized
organization. Refer to Decree 36/2016/ND-CP
and the website of the Ministry of Health
(https://dmec.moh.gov.vn/van-ban-cong-bo) to
determine the classification of medical devices.

6. Surveillance and re-assessment

Surveillance and reassessment shall include on-
site assessment as well as witnessing.

The surveillance assessment shall be conducted
at least once a year.
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Trong chu ky cong nhén (tir khi dugc cong nhan dén
hét hiéu luc cong nhan) can chung kién it nhét 1 cudc
dbi voi méi linh vire k§ thuat chinh (phu luc 1) trong
pham vi cong nhan. Vi¢c chon mau dé chung kién
can vu tién chon nhirng linh vyc c6 do rui ro cao.

7. Panh gia mé rong

banh gia van phong: Danh gia mo rong khong yéu
cau phai danh gia Van phong.

Danh gia chimg kién: Khong yéu cau chimg kién néu
mo rong trong linh vuc k¥ thuat chinh. Can ching

kién 1 cudc néu mé rong sang cac linh vuc k¥ thuat
chinh khéac.

8. Luwu y trong danh gia chirng kién

banh gid chung kién nén duoc thuc hién trude khi
danh gia van phong.

Trong danh gia ching kién can bé tri chimg kién
nhimg khach hang khac nhau, nhimg chuyén gia
khac nhau, trdnh chung kién 1dp lai. Chi chiing kién
1ap lai trong nhiing truong hop dic biét, vi du CB co
qua it khach hang hodc qua it chuyén gia.

9. Xac dinh thoi lugng danh gia cong nhian

During the accreditation cycle (from
accreditation  granted until accreditation
expired), at least one witness shall be conducted
for each Main Technical Areas (shown in Annex
1). The sampling for witnessing shall prioritize
high risk technical areas.

7. Extending assessment

Office assessment: Extending assessment does
not require the on-site office assessment.

Witnessing: Witnessing is not required if
extending within the main technical area. 1 audit
is required for witness if extending to other main
technical areas.

8. Other notes for witnessing

Witnessing should be conducted before the
office assessment.

Witness assessments should avoid the repeated
witnessing of the same CB client, the same
auditor. The repeated witnessing is only allowed
in the special cases, for example CB has very
limited customers or auditors for witness.

9. Determination of assessment duration

Hoat dong danh gia/ Assessment activities

Thot lugng/ Duration

Xem xét tai liéu (d6i v6i cong nhan 1an dau, chuyén doi tiéu chuan)/ 1 MD
Document review (applicable for initial assessment, transition to new
assessment standard)
Danh gia tai van phong/ Office assessment:
e Ddi v6i danh gia cong nhan 1an daw/ Initial assessment 3MD
e Ddi voi danh gia giam sat/ Surveillance assessment 1 MD
e D4i v6i danh gia cong nhan lai/ Reaccreditation assessment 2MD
e Dbi voi danh gia mo rong/ Extension assessment 1 MD
e Ddi voi danh gia tai cac dja diém khac ngoai tru sé chinh cua 1 MD
TCCN (néu c06)/ Assessment at sites of CB other than the main mdi dia diém/each site
site (if any)
e Giam thoi lwong danh gia trong cac trudng hop danh gia kéthop | 30% tong thoi lwong danh gia

cac hé thong (giam khong qua) Reduction of assessment
duration in case of integrated assessment (reduction shall not
exceed)

30% of total assessment time

Dénh gia ching kién/ Witnessing assessment

Theo thoi lugng cudc danh
gia dugc ching kién
According to the duration of
the audit witnessed

Tham xét ho so trong danh gia cong nhan 1an dau/

1 MD
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Reviewing of initial assessment records

Tham xét hd so khic/ Reviewing of other assessment records

0.5MD

Ghi chi/ Note: MD (Manday) — ngay cong danh gia

10. Linh vuc cong nhian

BoA cép cong nhan MDMS theo cac linh vuc sau

10. Scope of accreditation

BoA grants MDMS accreditation for the
following scopes

Linh vuc k¥ thuat
chinh/ Main Technical
Areas

Linh vuc k¥ thuat/ Technical Areas

Thiét bi y té khong
chu dong/ Non-
active Medical
Devices

MD1: Thiét bi y t& khong chi dong, khong cdy ghép néi chung/ General
non-active, non- implantable medical devices

MD2: Thiét bi ciy ghép khong chi dong/ Non-active implants

MD3: Thiét bi chiam séc vét thuong/ Devices for wound care

MD4: Céc thiét bi va phu kién nha khoa khong chii dong/ Non-active
dental devices and accessories

MD5: Céc thiét bi y té khong chi dong khac/ Non-active medical devices
other than specified above

Thiét bi y t& chu
dong

(Khéng cy ghép)
Active Medical
Devices

(Non- Implantable)

MD6: Thiét bi y t& cha dong néi chung/ General active medical devices

MD?7: Thiét bi hinh anh/ Devices for imaging

MDS8: Thiét bi giam sat/ Monitoring devices

MD?9: Thiét bj tri liéu bang birc xa, bang nhiét/ Devices for radiation therapy
and thermo therapy

MDI10: Cac thiét bi y té chu dong (khong cdy ghép) khac/ Active (non-
implantable) medical devices other than specified above

Thiét bi y té ciy ghép
chu dong

Active  Implantable
Medical Devices

MD11: Thiét bi y té cay ghép chu dong noi chung/ General active implantable
medical devices

MD12: Thiét bi y té cay ghép khac/ Implantable medical devices other than
specified above

Thiét bi chan doan In
Vitro (IVD)
In Vitro Diagnostic

Medical Devices
(IVD)

MD13: Thubc thir va san pham thudc thir, mau hiéu chuan va vat liéu kiém
soat cho/ Reagents and reagent products, calibrators and control materials
for:

- Hoa hoc lam sang/ Clinical Chemistry

- Hoéa hoc mién dich (Mién dich hoc)/ Immunochemistry (Immunology)

- Huyét hoc/Cam mau/Mién dich hoc/
Haematology/Haemostasis/Immunohematology

huyét

- Visinh/ Microbiology
- Mién dich truyén nhiém/ Infectious Immunology

— M0 hoc/ Té bao hoc/ Histology/Cytology

- Xét nghiém di truyén/ Genetic Testing
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Linh vuc k¥ thuat
chinh/ Main Technical
Areas

Linh vuc k¥ thuat/ Technical Areas

MD14: Dung cu va phan mém chan doan/ In Vitro Diagnostic Instruments and
software

MD15: Thiét bi y té IVD khac véi quy dinh & trén / IVD medical devices other
than specified above

Phuong phap khu
trang cho cac thiét bi y
té/ Sterilization
Method for Medical
Devices

MD16: Khir tring bang khi Ethylene oxide (EOG)/ Ethylene oxide gas
sterilization (EOG)

MD17: Nhiét am/ Moist heat

MDI18: X 1y v trung/ Aseptic processing

MD19: Khu trung bic xa (vi du: gamma, tia X, tia dién t)/ Radiation
sterilization (e.g. gamma, x-ray, electron beam)

MD20: Phuong phap khur trung khac voi quy dinh & trén/ Sterilization method
other than specified above

Thiét bi két hop/ sir

MD21: Thiét bi y t& két hop duoc liéw/ Medical devices incorporating

dupg cac chat cu | medicinal substances

gle/C;OHg ngh¢/ MD22: Thiét bi y té sir dung cac mé c6 ngudn gdc dong vat/ Medical devices

oeviees I utilizing tissues of animal origin

incorporating/utilizing ) — - )

specific  substances/ | MD23: Thiét bi y té két hop dan xuat mau nguoi/ Medical devices

technologies incorporating derivatives of human blood
MD24: Thiét bi y t& sit dung co ché vi md/ Medical devices utilizing
micromechanics
MD25: Thiét bi y té sir dung vat li€u nano/ Medical devices utilizing nano
materials
MD26: Thiét bi y té sir dung 16p phii va/ hodc vat liéu hoat tinh sinh hoc hodc
duoc hap thu toan phan hodc chu yéu/ Medical devices utilizing biological
active coatings and/or materials or being wholly or mainly absorbed
MD27: Thiét bi y té két hop hoic sir dung cac chat/ cong nghé/ yéu tb cu thé,
khéac v6i quy dinh ¢ trén/ Medical devices incorporating or utilizing specific
substances/technologies/elements, other than specified above

Phu tung hodc dich vu/ | MD28: Nguyén liéu/ Raw materials

Part or services

MD?29: Linh kién/ Components

MD30: Phu tung/ Subassemblies

MD31: Dich vu hiéu chudn/ Calibration services”

MD?32: Dich vu phan phdi/ Distribution services

MD33: Dich vu bao tri/ Maintenance services

MD34: Dich vu van tai/ Transportation services

MD35: Dich vu khac/ Other services

Ghi chu/ Note: Tham khao IAF MDS: 2020/ Refered to IAF MDS8: 2020
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*‘Khéng cong nhan MDMS cho linh vuc “Dich vu hi¢u chuan”. T6 chirc cung cép dich vu hiéu chuin
can phdi dugc cong nhan ISO/IEC 17025/ “Calibration services” shall not be MDMS accredited.
Organizations providing calibration services should be accredited to ISO/IEC 17025.
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