For reference only, no copy or disclosure is permitted without permission of Hongray Group!

Product Risk Management

7= R
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Company Name: Shijiazhuang Hongray Group
Ak TATAGAE B T I8 A B AR B R
pany Address: South Tongda Rd., East Dist. Jinzhou City, Hebei , 052260,China
5 —RMEATH T B EHFE
P @ : Disposable Nitrile Examination Gloves, Powder Free
bi = P XS, S, M, L, XL, XXL
Model:
N
i w () N/A
Accessories:
w M EN ISO 14971:2019/1SO 14971:2019
Standard:
& i
Result:

measures togfeduce these risks have been taken, the overall level of risk of the product is
acceptable with regard to the intended application and use of the application.
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Company: Shijiazhuang Hongray Group Co., Ltd.

Product: Disposable Nitrile Examination Gloves, Powder Free

Identification of hazards and characteristics related to safety

R 1 AT RERSNA 22 A P A RFAE ) 1] LS

# Iy R B REH 2
1 TP AR AIEREE M . What is the — KA, FRAET L
intended use and how is the medical Disposable, By donning on the hand
device to be used?
2 SR TN - No
s the medical device intended to be
&planted?

2l AN Ts the B N A

@ al device intended to be in Contact patient and examiner
gifact with the patient or other
persons? A
4 it % /A% : What materials or Nitrile Latex, KOH, Sulphur, Accelerator (ZDEC/ZDBC etc), Zinc

zed in the medical Oxide, Titanium Dioxide, Wingstay-L, Color Pigment.
dewit
withf'thmedical

components’a
device or are
or are in contd
device?

5 RERL TART R No
Is energy delivered to or extracted from
the patient?

6 I e e PN V No
Are substances delivered to or extr: >

from the patient?
7| WILE R /é‘o !

Are biological materials processed by

the medical device for subsequent
reuse,
transfusion or transplantation? / 4

8 KE/H P KESEEREDES: s | NA (nontst icts) JE KB 7
the medical device supplied sterile or
intended to be sterilized by the user, or

are other microbiological controls

applicable?
9 PP 75 H S 7 B 7 - No

Is the medical device intended to be

routinely cleaned and disinfected by the

user? ' ,
10 B9 N BE: Does the medical No |

device modify the patient environment? N\
11 IS No -

Are measurements taken? . R
12| Akl R A R No /
A\

Is the medical device interpretative?

the medical device intended for use in
conjunction with other medical devices,
medicines or other medical
technologies?

13 MG HE ST EARB: 1s | No \-/6.}

14 AT ER e R it . Are there | No
unwanted outputs of energy or

substances?
15 BRIT BRI A 5 2 B FABE52 00 21s the Yes, high temperature will degenerate the gloves

medical device susceptible to
environmental influences?

16 ER PR A RN No
Does the medical device influence the
environment?
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Company:
Product:

Shijiazhuang Hongray Group Co., Ltd.
Disposable Nitrile Examination Gloves, Powder Free

17

FEATE FE S/ P14 Does the medical

device require consumables or
accessories?

No

18

SEAS 7 EE4E Y B IE Is maintenance
or calibration necessary?

19

T S5 EFE 44 Does the medical device
contain software?

20
21 é

Does the medical device allow access to
information?

e medical device store data
al to patient care?

No

22

T A A A
Does the ical device have a
restricted shie :

K&, AR A A 3 AR
Yes, the shelf life of the device is 3 years.

23

FEK/K A
Are there anyade
effects?

aye ong-term use

No

24

5 FH % 55095 A xS RMLIR 77321 To
what mechanical forces willgthe miedical
device be subjected? N

N/A

25

VB B A (LA
determines the lifetime of the
device?

K

BHoL. hrdinefE
Pinhole, Tensile Strength

26

—IRPEEH Ts the medical device
intended for single use?

VT

Single use

27

REBFZERHBITEGE
Is safe decommissioning or disposal of
the medical device necessary?

28

TAAME 75 TR R I

Does installation or use of the medical
device require special training or
special skills?

29

RS T Z 2 HIE R
How will information for safety be
provided?

E@%Lﬁiﬂﬁﬁﬁﬁy
Indication for use will be % the labelling.

30

WP AR LG
Are new manufacturing processes
established or introduced?

N/A

31

FET EEIAI RN, P kA
TAARER, W En

Is successful application of the medical
device dependent on the usability of the
user interface?

N/A

@

A 2 2 VTR PR 75 S A
T
HR
Can the user interface design features
contribute to use error?

N/A

TEICEL ORI B R R, BT 28
N SR AR

Is the medical device used in an
environment where distractions can
cause use error?

N/A

AW TS T S SR
Does the medical device have
connecting parts or accessories?

N/A

AN

Does the medical device have a control

N/A
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Company: Shijiazhuang Hongray Group Co., Ltd.
Product: Disposable Nitrile Examination Gloves, Powder Free
interface?
315 | AR ERE R N/A
Does the medical device display
information?
316 | B TS HSR N/A
Is the medical device controlled by a
menu?
31.7 Is the successful use of the medical N/A
device dependent on a user’s
/ dhowledge, skills and abilities?
31 B/ 15 b A R A B A N/A
¢ medical device be used by
sons with specific needs?
31.9 SRR ET N | N/A
e be used to initiate
32 N/A
Does the medical d¢Vvice include an
alarm system?
33 05 12 5 B AR R T i A A i A P A
In what ways might the medical h Did not follow the instructions to use the device
be misused (deliberately or 4
34 I T 4% 2 T 50 P03 A 145 R, A 1% )
Is the medical device intended to portable
mobile or portable?
35 AR R 5 IR T AR N/A
Does the use of the medical device
depend on essential performance?
36 Does the medical device have a degree | N/A
of autonomy? A
37 Does the medical device produce an N/A </
output that is used as an input in
determining clinical action? A
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Company: Shijiazhuang Hongray Grou,

p Cof; Ltd.
0wder Free

Product: Disposable Nitrile Examinatio

f6% Hazard IR 45 45 IR S5 454 T gl BEH G
/| Risk Evaluation; iJ IR Vst 2D i it (before CA) Pl 43 UG 43 BT (after CA) L E? NH
# Risk Analysis A i Implementation of the Evaluation of the Verification of
¥ " - . the risk control
7325 class faH R R K Re e Wle causes Risk Control Measures | S | P | RL residual risks S|P |RL measures P RL
Factors & Consequences
1. &1 /65 Energy Hazards y 4
1.0 Acoustic energy N/A
— infrasound < )
— sound pressure
— ultrasonic
2.0 Electric energy N/A 'y
2.1 | Electric fields N/A M k
2.2 Leakage current N/A
— carth leakage
— enclosure leakage
23 Magnetic fields N/A A
24 Static discharge N/A PN
2.5 Voltage N/A i [// 3
3.0 Mechanical energy N/A Q/
3.1 Kinetic energy N/A
— falling objects / >
— high pressure fluid [injection
— moving parts =’
— vibrating parts
4.0 Potential (stored) N/A
energy / q
4.1 — bending N/A k "
— compression
— cutting, shearing O
— gravitational pull
— suspended mass &
— tension
— torsion ///
5.0 Radiation energy N/A - ’
5.1 Ionizing radiation N/A N
— accelerated
particles (alpha
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Company: Shijiazhuang Hongray Group Cg d.
Product: Disposable Nitrile Examinatio 0wder Free

fis% Hazard N2 [ S R R T
wer Hazar /| Risk Evaluation; A RS0 ek /> $5 i (before CA) |  Fol4 AU 4047 (after CA) PLUEZ %7 NH
- — 2 . . Verification of
# Risk Analysis REJiR Implementation of the Evaluation of the the risk control
7325 class faH R R K Re e wle causes Risk Control Measures | S | P | RL residual risks P | RL measures P RL
Factors & Consequences
particles, electrons, Y 4
protons, neutrons)
— gamma O
— xray o
5.2 Non-ionizing N/A ‘ /
radiation KD
— infrared
— laser }
— microwave
— ultraviolet >
6.0 | Thermal energy N/A %
6.1 Cryogenic effects N/A PR
6.2 Hyperthermic effects | N/A Kd y /\
2. AW faFE RIS 5 /G 5E Biological and chemical hazards Z J
1.0 A% Biological agents S -~
1.1 | 40 Bacteria WM ER A, AIRes | SRR EREA | 1. AR PSR Control / Acc | KRS T2 AN - - -
52 7 Pt i RiEEHAN AN EAE | production environment. < 2 45 T R
If the bacteria contents are too Contaminated 2 45 W e f = S TN Low risk, it is
high, it may result skin allergy. | production 1 L4 Control the acceptable, and
environment & hygiene of workers who | CAis
unclean personnel contact the products. requized.
hygiene /
12 | Fungi N/A Vy DN
1.3 Parasites N/A N / l _
1.4 | Prions N/A W ()
1.5 | Toxins N/A tY/
1.6 Viruses N/A v/
2.0 Chemical agents N/A
2.1 Carcinogenic, N/A
mutagenic, reproduc-
tive
2.2 Caustic, corrosive N/A
— acidic
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Company: Shijiazhuang Hongray Group Cg d.
Product: Disposable Nitrile Examinatio 0wder Free

e R S5 2 R 5 2 N FlREH G
&'l Hazard A RiskEvaluation; 1 | USRI | (beforeCA) | BARKAN | @ercay |  HIFER 52 NH
- — 2 . . Verification of
# Risk Analysis REJiR Implementation of the Evaluation of the the risk control
432K class faE KR & LA G g WIe causes Risk Control Measures | S | P | RL residual risks S| P |RL measures P | RL
Factors & Consequences
— alkaline Y 4
— oxidants P
2.3 | Flammable, N/A ) ]
combustible, 0
explosive A
2.4 Fumes, vapors N/A - ) »
2.5 Osmotic N/A ° I -
2.6 Particles (including N/A
micro- and nano- /
particles)
2.7 | Pyrogenic N/A 4 y, |
2.8 Solvents N/A / I LA
2.9 Toxic— asbestos N/A M V
— heavy metals
— inorganic toxicants
— organic toxicants /
— silica
3.0 Immunological agents | N/A
3.1 Allergenic N/A LS‘
— antiseptic
substances q
— latex /
3.2 Immunosuppressive N/A
33 | Irritants T2 3 U May | ATREME T fai b | 1 (&% 4 MIFE Use | S | P | acc R I N Y oL i
— cleaning residues cause irritation. *| Hazardous safe raw materials. 215 MSDS DL K F
materials may be 2. 3 AR P il e fi B EIFHE
used Control contact in the acceptabld / PR S
process. no CA is > Refer to
required. / material‘s
MSDS and
Biocompati-
bility Testing
Report of
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Company: Shijiazhuang Hongray Group Cg d.
Product: Disposable Nitrile Examinatio 0wder Free

f6% Hazard JAT 45 4% R 5 2 9o 1 4 FlREH G
/| Risk Evaluation; R/ 5 e (before CA) | Fl4& KIS H7 (after CA) L %£? NH
- — 2 . . Verification of
# Risk Analysis REJiR Implementation of the Evaluation of the the risk control
432K class faE KR & LA G g WIe causes Risk Control Measures | S | P | RL residual risks S| P |RL measures P | RL
Factors & Consequences
y 4 gloves.
3.4 | Sensitizing Al e 51 S S SR i May ATREAE ] Rt | 1L ekl Use | S| P | ace | IRRRATESAR |- |- |- e i - -
cause skin sensitization #} Hazawflous safe raw materials. 215 LA R i MSDS UL & F
materialS\may, 2. 3 AR il e fi Low risk, it is B EY R
used ntrol contact in the acceptable, and A
K 0gesS. no CA'is Refer to
required. material‘s
MSDS and
Biocompati-
bility Testing
” Report of
gloves.

3. Performance-related hazards

1.0

Data

N/A

A
1\>\

1.1

— access

— availability

— confidentiality
— transfer

— integrity

N/A

N\
A4

2.0

Delivery

N/A

2.1

— quantity
— rate

N/A

3.0

Diagnostic
information

N/A

3.1

— examination result
— image artefacts

— image orientation
— image resolution
— patient identity /
information

N/A

S

4.0

Functionality

N/A
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Company: Shijiazhuang Hongray Group Cg d.
Product: Disposable Nitrile Examinatio gwder Free

f6% Hazard R S5 2 R 5 2 9o 1 4 FlREH G
/| Risk Evaluation; i PR > 5 it (before CA) | ol 4 R 4B (after CA) | ¥f ’f.' . #? NH
# Risk Analysis e Implementation of the Evaluation of the thzrrliélcqaclool?tr(c))l
432K class f& E I RN % M ] fE e wﬂe causes Risk Control Measures | S| P | RL residual risks P | RL neasures P | RL
Factors & Consequences
4.1 — alarm N/A y 4
— critical
performance ( )
— measurement n
4 EFFET events and circumstances Q/ N
1.0 Requirements M 2
1.1 Inadequate N/A -
specification of k
design parameters
1.2 | Inadequate IR BAESHMTEA TS BESHIEDN R S|P |AC | [RARAI4EZA - |- 1. BewkscfF
specification of AR R T B AN 4% Inadequate 215|C T BRI 2. PR
operating parameters | sk, W AgEFL, ZALETE | specification of Low risk, it is 3. BRI

PSR R AT &
SRATRE 27 A WK

If the specification of
operating parameters is
inadequate, the products

operating
parameters

3. BRUIAHSRN 5
1. Operate strictly as per
relevant process control

4

acceptable, and
no CA is
required.

4, IREAE AL
Fh
5. LA
KR
6. Ytk tic

produced may not conform to documents. S
requirements, and it will result 2. Supervise and inspect 1
risk if pinhole, tensile strength the production process &q éompounding
and elongation of before aging and products as per the < Documents
and after aging did not frequency required to o 2. Production
conform to the specification. ensure all specifications Documents
conform to ASTM O 3. Packing
requirements. Documents
3. Train relevant k% 4. Process
operators Check
Instruction
5. Water
Leakage Testing
record
6. Physical
Property Testing
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Company: Shijiazhuang Hongray Group Cg d.
Product: Disposable Nitrile Examinatio gwder Free

f6% Hazard IR 45 45 IR S5 454 9o 1 4 gl BEH G
/| Risk Evaluation; 7] JARS > 35t (before CA) | FIANBAH | (afterCA) | | B #? NH
# Risk Analysis e Implementation of the Evaluation of the thzrrliélcqaclool?tr(c))l
42 class S A SN s wﬂe causes Risk Control Measures | S | P | RL residual risks S|P |RL neasures P | RL
Factors & Consequences
y 4 Record
1.3 | Inadequate WRVEBEESRIUE A 7870 (NI 1. kARG REE | S|P | AC | (RS AT A - - 1. BB
specification of PR A TR, MR | B SO AT B 25| C | mEATE 20 R
perfgrmance HEFFL, AR GRS Operato 2. FEHLRE IR R Low risk, it is 3. At
requirements F KRR GESE R HES know specifi B A P FR A N DA acceptable, and 4. SRERSEE
7 R of performance EREVIE R INER SR no CA is G4
If specification of performance | equirements %ﬂl*ﬁ EINA required. 5. BHfLEID
requirement is inadequate, the . Operate strictly as per R
products produced may not relevant process control 6 PrtEIEtic
conform to requirements, and S
it will result risk if pinhole, nspect 1.
tensile strength and elongation ( Compounding
of before aging and after aging and products ‘ﬁ Documents
did not cqnform to the frequency requi 2. Production
specification. ensure all specifications Documents
conform to ASTM / > 3. Packing
requirements. < - Documents
3. Train relevant 4. Process
operators ! , Check
q Instruction
< 5. Water
i Leakage Testing
record
O 6. Physical
O Property Testing
[ { y 4 Record
1.4 Inadequate N/A v(
specification of in-
service requirements
(e.g. maintenance,
reprocessing)
1.5 | Inadequate SRS LA E R, AT | R A BOE RS | WERE LIERARRE | S | P | AC | IR AT A - - N EhR%E - |-
specification of end of 116]C Label of the
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Version: D

page 10 of 21




Product Risk Management

For reference only, no copy or disclosure is permitted without permission of Hongray Group!

Company: Shijiazhuang Hongray Group Cg d.
Product: Disposable Nitrile Examinatio 0wder Free

f6% Hazard R S5 2 IR S5 454 o 2 5 5 #ET
/| Risk Evaluation; 7] JARS > 35t (before CA) | ISR | (after CA) e #? NH
- — 2 . . Verification of
# Risk Analysis REJiR Implementation of the Evaluation of the the risk control
432 class fEETRHEE KRR P8ssible causes Risk Control Measures | S | P | RL residual risks P | RL measures P | RL
Factors & Consequences
life RE PRI I ThBE ABILEYN 77 H AN RO R S i A I T inner box.
If the products were used after | The shelf lifesis,not | i F & 767 250G A 6 Low risk, it is
its shelf life, the protection clearly i@ Identify clearly on the acceptable, and
function may be reduced. and foll . label of the inner box no CAis
O out the manufacturing required.
K tg and expire date to
%the user for use
1n its shelf life.
2.0 £ 2 Manufacturing process M
2.0 | ARRERAE S | RS A T BAENRASIERM | 1. 8% S|P | AC | RN AT#52 A - |- 1. BRSO
H#EH] Insufficient | ], FPRATBEAFFEEK, 238 il 3 f 215|¢€ LA B 2. AR
control of MEEEL, ZIpiEH /7 | Improper operation | 2. F# Low risk, it is 3. A
manufacturing B AR RS B kT of the operators Wit pe acceptable, and 4. TREKEE
processes fie o7tk R R A 2T £ no CAis &4
If the production process did 3. ¥R AR / required. 5. EFALIERIE
not controlled sufficiently, the 1. Operate strictly as per > R
products produced may not relevant process control <./ 6~ PtEiEtic
conform to requirements, and documents. SFE
it will result risk if pinhole, 2. Supervise and inspect 1.
tensile strength and elongation the production process ‘&q Compounding
of before aging and after aging and products as per the < Documents
did not conform to the frequency required to i 2 Production
specification. ensure all specifications Documents
conform to ASTM O 3. Packing
requirements. Documents
3. Train relevant &: 4. Process
operators Check
Instruction
5. Water
Leakage Testing
record
6. Physical
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Company: Shijiazhuang Hongray Group Cg d.
Product: Disposable Nitrile Examinatio 0wder Free

f6% Hazard JAT 45 4% A 45 4% 9o 1 4 FlREH G
/| Risk Evaluation; iJ XU U2+ it (before CA) el 4% UG 2 B (after CA) v ".Lf = ; £ ? NH
# Risk Analysis e Implementation of the Evaluation of the thzrrliéiaélool?tr(c))l
719K class fE E I R R K AT REJa wle causes Risk Control Measures | S | P | RL residual risks P | RL measures P RL
Factors & Consequences
V4 Property Testing
Record
22 | WAEPEREATER | WRAESI R E A R 1. AP EADE | S| P| AC | LR ATHZ A - - 1. ZNAT# - |-
ANIE Mgz PaninEstq P e vl i e el SR, DA AT G, 2151C R NIst Eyi HE 5
Insufficient control of | B AFFEER j%&%@ﬂzﬁﬁk‘(ﬁfﬁ pi Low risk, it is 2. I FER A
changes to If the production process was A acceptable, and R (NZEEEY
manufacturing changed without sufficient 3. BRTAYEE |2 A SCAE A% no CA is 3. AEFEHRIA
processes control, the products produced | |. The change G 6 RS required. 1.See “Change
may not conform to process was not Control
requirements. validated before Operational
changes. Instruction”
2. The process was | noductior! pfo 2. Process
not mpmtored changed, and t Check .
effectively. . application for ¢ Operatlgnal
3. Poor operation must be evaluated and Instruction.
of the workers. approved by general / > 3. P.rodgction
manager. < A Validation
2. Check and inspect the
process and products &
strictly as per existing
documents. Cq
3. Train relevant |
operators when any
changes taken place. / )
23 | MEUVMEUEENERE | AR SN RE | AR TERAE | 1 R R R S|P|AC | fir/xnrs - - 1. FCRHEEME
RIAE 2451 K FH Incorrect using | 2. %I J7 215|¢C it 2 IR NZEECSe
Insufficient control of | The products manufactured of raw materials 3. Boelid RE s Low risk, 11 2. BfENLTE
materials/ materials accordingly may not conform 1. Identify clearly raw acceptable, a 24
compatibility to requirements. materials no CA is / 3. EoRbS R
information 2. Control formulation required. TR B H
3. Compounding process 4. T HF
control BRI
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Company: Shijiazhuang Hongray Group Cg d.
Product: Disposable Nitrile Examinatio gwder Free

IS5 2% IS5 2%

f& Hazard /| Risk Evaluation; 1] R 3 (before CA) | TR | (afier CA)

# Risk Analysis A i Implementation of the Evaluation of the
732 class faH R R K Re e wﬂe causes Risk Control Measures | S | P | RL residual risks S|P |RL

UAT RS
Verification of
the risk control

measures

GlBeiS A
%E? NH

P

RL

Factors & Consequences
r 4

Compounding
Operation
Instruction

2. Receiving
Operation
Instruction

3.
Compounding
Process Check
Instruction

4. Formulation
Validation and
trial report

i /\
24 | paEmAESE | NA %

] Insufficient

control of /
4

subcontractors
3.0 ;IZH I/ Transport and storage
31| NEMELE PRL AT R is e, B | YIREARFEEORE | 1. BRIEHMTE R | S R ATEZA | - |- | - 1. PEERIE - -
Inadequate packaging | JNEEINAE, AREEH, 4b | TANEAE/NORIE | HE 215 %24 1Ef T
ARG EEM . 2384, | The packaging 2 IERVIEH R Loy gisk, it is 2. DrEHE R bR
32 | {54 AR R TS 88 P A= 4 5L materials do not 3. PSS R |, acg€ptable, and R
Contamination or Packaging material may comply with 4, e TEA é i 3. BEFEHRAEME
deterioration contaminate the products, such | requirements, and 1. Ensure that packaging u e S HAIH
33 | NEHUMEREE KM as damaged box or case, bad the workers do not | 1\ (erials meet NEEHEE S
Inappropriate seal, nonconformity structure operate carefully. purchasing specification. +
environmental of outer case. It will result the 2. Enhance the check on 6/ 1. Packaging
conditions product to be dirty or result packaging materials. Materials
pinholes. 3. Control the encasing Purchasing
process. Instruction
4. Enhance training to 2. Packaging
the workers. Materials
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Company: Shijiazhuang Hongray Group Cg d.
Product: Disposable Nitrile Examinatio gwder Free

f6% Hazard IR 45 45 IR S5 454 9o 1 4 5 #ET
/| Risk Evaluation; iJ XU U2+ it (before CA) el 4% UG 2 B (after CA) v ".Lf = ; £ ? NH
# Risk Analysis el Implementation of the Evaluation of the thzrrliélc(aélool?tr(c))l
7325 class faH R R K Re e %ﬂe causes Risk Control Measures | S | P | RL residual risks P | RL measures P RL
Factors & Consequences
Inspection
Standard
3. Encasing
n Operational
A Instruction
4.0 3% K # Environmental factors e’ 2
4.1 | PpEdn#. K. RS E L BMIFREIC | OERE T ER [ 1R CERREM | S|P AC | BRAKRTEZAR - - Z WL N PEE - |-
5§ [6])Physical (eg. HAgdr MG, B TefE | BT IR G 215|¢€ i A A T AV 455 Refer
Heat, pressure, time) Overheat will accelerate aging | 48 547 #AF Low risk, it is to In and Out
of the device and reduce its Warehouse acceptable, and Warehouse
shelf life temperature exceed no CA is Operational
required scope, and required. Instruction.
do not operate as and humidity i
per using warehouse and
instruction relevant personnel.
indicated on the 2. Identify clearly on the / >
packaging materials packaging that “Place <./
product in a cool and dry /
place” so as to remind O
users. o~
42 | ¥ (WiEhh. & | NA ’
fift 544 Chemical -
factors (eg. Corrosions,|
degradation,
contamination) n
43 | mEy CEECTH | NA (@)
IR 2 EO
Electromagnetic
fields (eg.
Susceptibility to
electromagnetic
disturbance)
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Company: Shijiazhuang Hongray Group Cg d.
Product: Disposable Nitrile Examinatio 0wder Free

f6% Hazard R S5 2 R 5 2 9o 1 4 FlREH G
/| Risk Evaluation; iJ XU U2+ it (before CA) T 43 X o3 A (after CA) LA %£? NH
# Risk Analysis e Implementation of the Evaluation of the Verlﬁcatlon of
Y np . . the risk control
719K class faE W RF R K AT R )G wle causes Risk Control Measures | S | P | RL residual risks S| P |RL measures P RL
Factors & Consequences
44 | AEMEEAMER | N/A y 4
Inadequate supply of
power .
45 | FELHA AL | NA | O
N
Inadequate supply of KD
coolant /A(
5.0 15 THEEAK Cleaning, disinfection and sterilization /
5.1 Lack of validated N/A
procedures
5.2 Inadequate N/A
specification of
requirements A
53 | . WEMKE | NA V4
HIANE ZHAT
Inadequate / >
performance of - /
cleaning, disinfection
or sterilization
6.0 ALK 3 Disposal and scrapping ya
6.1 | BARMEERE | NA o ( y
B EA Ry #
No or inadequate /)
information provided
6.2 | fHHHIE N/A VLS"
Use error /
7.0 Bt J7 Formulation
71| ENRER N/A /
Biodegradation
72 | VA AlRe sl O o | TR TREEM | LM Use | S| P | acc | KRR ATEZA - |- Z AR
Biocompatibility May cause skin sensitization | %} Hazardous safe raw materials. 215 it LA TEAE T MSDS PL K& F
or irritation. materials may be 2. AR R Low risk, it is ENAEDHE
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Company: Shijiazhuang Hongray Group Cg d.
Product: Disposable Nitrile Examinatio awder Free

f Hazard JAT 45 4% A 45 4% T ELpei &<y e
/| Risk Evaluation; i TR U/ 5 it (before CA) | FIA&MKAHT | (after CA) LUEE #? NH
# Risk Analysis Ae R Implementation of the Evaluation of the Verlﬁcatlon of
Y np . . the risk control
432K class faE KR & LA G g Wle causes Risk Control Measures | S| P | RL residual risks P | RL measures P | RL
Factors & Consequences
dsed Control contact in the acceptable, and lEEi- e
process. no CA'is Refer to
O required. material‘s
MSDS and
Biocompati-
K bility Testing
k Report of
gloves.
73 | WERGEERE | NA
fe (s B 65
No information or
inadequate
specification
provided
74 | AIEHE T N/A
Incorrect formulations >
75 | AR N/A
Use error -’ .
8.0 Usability
8.1 GRRREERE | N/A q
Sk =R g <
Confusing or missing o
instruction for use &\
82 | BAMSIREN | N/A ‘( /
RS
Complex or
confusing control /
system
83 | AWIMERAERR | NA -
AR
Ambiguous or
unclear
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Company: Shijiazhuang Hongray Group Cg d.
Product: Disposable Nitrile Examinatio 0wder Free

&% Hazard

/|

Risk Evaluation; 7]

4135 class

Risk Analysis
JEFEE R R LT e JE

Factors & Consequences

RE SR A

wﬂe causes

IR /3 it
Implementation of the
Risk Control Measures

IR 45 45
(before CA)

S

P

RL

Tl 42 RS 43 Bt
Evaluation of the
residual risks

IR S5 454
(after CA)

S|P

RL

LA s
Verification of
the risk control

measures

5l fE
%E? NH

P

RL

state of the medical
device

Y 4
N\

8.4

BRI AT 2
BE. WEMA
(EESYEZN
Ambiguous or
unclear presentation
of settings,
measurements or
other information

N/A

)]

2

>,

8.5

URIARR TR
Misrepresentation of
results

N/A

,y’

8.6

ANFEIFHI AT ILEE S
A Ve JEE
Insufficient visibility,
audibility or tactility

N/A

N 4

8.7

T e 4 o) B SE BRIk
SRENMEENAR
il &l

Poor mapping of
controls to actions, or
of displayed
information to actual
state

N/A

o
J

8.8

AN B LEE
i i &
Controversial modes
or mapping as
compared to existing
equipment

N/A

8.9

HE 45 sk 285

N/A
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Company: Shijiazhuang Hongray Group Cg d.
Product: Disposable Nitrile Examinatio 0wder Free

&% Hazard

/|

Risk Evaluation; 7]

4135 class

Risk Analysis

Je TR R AT RE A

Factors & Consequences

RE SR A

Wle causes

IR /3 it
Implementation of the
Risk Control Measures

IR 45 45
(before CA)

S

P

RL

Tl A2 AU 73 Hr

IR S5 454
(after CA)

Evaluation of the
residual risks

P

RL

LA s
Verification of
the risk control

measures

slitHfE
%7 NH

P

RL

RINEH Use by

unskilled/untrained
personnel

/R

8.10

ANFEr HEIAE
==

=

Insufficient warning
of side effects

N/A

%

8.11

A — VR P 2T
AP P A AR
KA e H

P==%
i

Inadequate warning of

hazards associated
with re-use of single-
use medical devices

If reuse

reduced

DR E R AL —
Lo ORIE S i E b

the single use devices,

the protection function will be

B s b
8y — A A P 5
2 (B

Not operate as per
indication for
single use on the
packaging of the
product

;é%ﬁ%%u#a@ Fhx

IR — KA AR AR R

instruction to i
“For Single Use
to remind users

w2

(9]

N

AR RS T 42 32 AN
it B2 IR Tt
Low risk, it is
acceptable, and
no CA is
required.

Z LN & L
S
P a kRN Refer
to “Product
Using
Instruction” or
Label of the
inner box.

8.12

AN TEAf 0 22 A
b B 57 THI
Incorrect
measurement and
other metrological
aspects

N/A

o
J

8.13

I E b/ B oA
BRIT B IRA A2
Incompatibility with
consumables/
accessories/ other
medical devices

N/A

8.14

Incorrect patient
identification

N/A

8.15

Kix. JHE B R

N/A
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Company: Shijiazhuang Hongray Group Cg d.
Product: Disposable Nitrile Examinatio 0wder Free

f6% Hazard ” JAT 45 4% R 5 2 9o 1 4 FlREH G
/| Risk Evaluation; PS5/ D 4 it (before CA) | Fl 4 K& s b7 (after CA) v ¥f ’f.' ¢ %£? NH
# Risk Analysis e Implementation of the Evaluation of the thzrrliéiaclool?tr(c))l
719K class faE W RF R K AT R )G wle causes Risk Control Measures | S | P | RL residual risks S| P |RL measures P RL
Factors & Consequences
Slips, laps and V4
mistakes N
9.0 Functionality I ) )
o1 [ mT/MMCEBERN | NA |
AEFIHAZ 2K loss of
electrical or K
mechanical integrity / |
92 | mTEf. BHA | mEAEL, RobmREM | 1L Rl REEs) | O RERAESER [ S|P AC [ MkERA |- |- |- | 1L AL - -
HEMHERNT) | KEAFEREESR, 286 | A IR 215]|¢C R NInt Eyi K
BEAR iR P Tt will result risk if 2. WHHE | ASTM % Low risk, it is 2. Ptk
Deterioration in pinhole, tensile strength and R SRS | 20 & acceptable, and s
performance (e.g. elongation of before aging and | TR A ( no CAis 3. PERERZS
gradual occlusion of after aging did not conform to 1. Poor control to BT B required. 1. Water
fluid or gas pjath, the specification. the production PRATRAE A Leakage Testing
change in re51§tance process 1. Strictly control record
to flow, .el.ectrlcal 2. Not use the production process so as O 2. Physical
conduf:tmty) as result device strictly as to ensure the products <./ Property Testing
of ageing, wear and per the indications | manufactured meet Record
repeated use showed on the ASTM requirements. 3. Product
packaging materials Labeling

single use” only, and
“place the product in a

to remind users

2. Identify clearly on the
packaging materials “For

cool and dry place” so as

9.3 I 55 SR N/A
Failure of a
component due to
ageing, wear or
fatigue

O

10.0 Security

10.1 | Unsecured data ports | N/A |
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Company: Shijiazhuang Hongray Group Cg d.
Product: Disposable Nitrile Examinatio 0wder Free

f&-% Hazard ” JAT 45 4% R 5 2 9o 1 4 FlREH G
/| Risk Evaluation; A PTGt £ it (before CA) | Fl 4 R4 H7 (after CA) v ¥f ’f.' . #? NH
# Risk Analysis el Implementation of the Evaluation of the thzrrliéiaclool?tr(c))l
732 class faH R R K Re e WIe causes Risk Control Measures | S | P | RL residual risks S|P |RL neasures S|P| RL
Factors & Consequences
that are externally V4

accessible (e.g.
network, serial or
USB ports) /\

10.2 | Data without N/A ‘ / R - - -
encryption »

10.3 | Software N/A <
vulnerabilities that

can be exploited

10.4 | Software updates N/A
without authenticity
confirmation /.

Completeness of risk control K4
We have reviewed the risk control activities to ensure that the risks from all identified hazardous situations‘ha? g¢n considered and all risk control activities are completed.

Evaluation of overall residual risk

/N
FEXT FITA B A 2 1 15 i L0 SIERt IR IR S A7 i J F R A RS S 2 T LA 52 1, TR BT 32K F U

After all risk control actions are implemented and verified, the residual risks caused by this product are acceptable.

AR FRZE B0 1T 5 . Review of risk management experience:
I RS BV, — PR R T e A T B R AR — R P R T #e i I B B B & EUE 5
By review of risk management, disposable nitrile examination gloves are the very low risk single-use medical device. As long as
with it, thus they can use the gloves safely and won’t cause risk to users.

ers notice the information that is defined on the inner box and follow

! A{}{Tﬁﬂ‘]i (2w FE B ARHEHEEREE.

Production and post-production activities

We actively collect and review information relevant to the gloves in the production and post-production phases. Including:
a) generated during production and monitoring of the production process;

b) information generated by the user;

¢) information generated by the supply chain;

d) publicly available information; and

e) information related to the generally acknowledged state of the art.
Also considered the need to actively collect and review publicly available information about similar gloves and similar other products on the market.
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Company:
Product:

Shijiazhuang Hongray Group Co., Ltd.
Disposable Nitrile Examination Gloves, Powder Free

47m& iR : Abbreviations used

RE KUK PEAY Risk Evaluation
S J*EFEE Severity (S1-1] ZB& [ negligible, S2-1FRHI marginal, S3-F(rH critical,
S4-KMEVER] catastrophic)
P 1t R AEMER Possibility (P1-Z2% K4 frequent, P2- I &4 probable, P3-fH4R &4

occasional, P4-1R/> K4 remote, P5-#/b&‘E unlikely, P6-3LLE (5 incredible)

/\ RL

K2 2% Risk Level = /2 EFESE Severity x f&E R AN Possibility

RS20 e Risk Reduction Measure

165 K4 New hazard generated (no/ yes - if yes, AT #:5%2, 5 H fGFE 519 then

number of new hazard indicated)

Nﬁﬁ%?ﬁ‘ﬂﬁwg&isk Evaluation Criteria):

w1 il JZEE Severity

Possibil % ST $2 s3 s4
Pl Zz AFAP N/ACC N/ACC N/ACC
P2 AP AFAP N/ACC N/ACC
P3 /  AFAP AFAP AFAP N/ACC
P4 L /:C) AFAP AFAP AFAP
Ps Sl N ACC AFAP AFAP
P6 ACC ACC ACC ACC

(N/ACC— AT 52 X ACC— 4532 1X:  AFAP JE T AR/ X)

KRIUE TG, AR A AR A 7E ACC 7K P
All residual risks must be controlled within acceptab
RIS (R4 B0 R AR, ARV N/JACC K=

Concerning the residual risks after taking actions, it is
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