7.1 Quality Management System Certification
(1ISO 13485)
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Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 099460 0002 Rev. 02

Product Service

Holder of Certificate: NMS Technologies Co., Ltd.
8 Qiaobei Road, Shigiao
Pukou District
211804 Nanjing
PEOPLE'S REPUBLIC OF CHINA

Facility(ies): NMS Technologies Co., Ltd.
8 Qiaobei Road, Shigiao, Pukou District, 211804 Nanjing,
PEOPLE'S REPUBLIC OF CHINA

See Scope of Certificate

Certification Mark:

EN SO 13485

tuvsud.com/ps-cert

Scope of Certificate: Design and Development, Production and
Distribution of Spray Dressing

Applied Standard(s): SO 13485:2016
(EN 1SO 13485:2016/AC:2018, EN 1SO 13485:2016/A11:2021)

Medical devices - Quality management systems -
Requirements for regulatory purposes

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the testing and certification
regulation of TUV SUD Group have to be complied with. For details and certificate validity see:
www.tuvsud.com/ps-cert?g=cert:Q5 099460 0002 Rev. 02

Report No.: SH23114601
Valid from: 2023-12-01
Valid until: 2026-11-30

C@lh\/

Date, 2023-10-16 Christoph Dicks
Head of Certification/Notified Body
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TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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7.3 Biocompatibility Evaluation
(1ISO 10993)



Test to be | Extract(s) it wused | Extract conditions | Test and | Pass/Fail Criteria
Performed | (polar,non-polar) or | (time temp area or | control(s) | (units when
(standard animal mass to volume | used appropriate)
reference) | model/cell line ratio compared to
in-use conditions)
Cytotoxicity | 1X Minimal Essential | [SO10993-5:1992 | ISO10993- | Pass
Media 37 'C for 24hrs | 5:1992 Lysis<70%
w/MEM
Sensitizatio Dimcth_vlsqﬁoxide ISO10993-10:1995 | ISO10993- | Pass
n (w/2 | (DMSO) Mice (5 per | 10:1995
extracts) extract) Reactions Stimulation
recorded at day 1 Index of less than 3.0
and day 6
Irritation/ Sodium 1SO10993-10:1995 | ISO10993- | Pass
Intracutane | Chloride, Rabbits (2 pair per | 10:1995
ous Toxicity | Sesame Qil, NF extract) Reactions Primary
(wi2 Extract, Alcohol recorded at 24,48& Irritation
extracts) Saline, 72 hrs Index (PII) of
Polyethylene

Glycol

0-1.9




Report Number 20020532-1

FINAL TEST REPORT
CYTOTOXICITY TEST - ISO 10993-5

(Agarose Overlay Method)

Test Article

Long-acting Antimicrobial Material

Final Report Date

August 06, 2002

MANAGEMENT OF THE STUDY

Performing Laboratory

Center of Medical Devices
National Institute for the Control of
Pharmaceutical and Biological Product,
Temple of Heaven,

Beijing 100050, China

Sponsor
Nanjing Magic Science and Technology Co., LTD

259 North Zhongshan Road,
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Long-acting Antimicrobial Material

Final Report Date
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3.4 Independent Clinical
Susceptibility Studies
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[ E] 8¢ HEWERAFE(EEH)SFTLGAAEARGBHEL, T FBASBEESSTHABRERE
RO T W, 2 BERE  AAREGHERPEREMIC) HHZ RRFARALAER AR ERGR G SHL, &
R BASEESSHATHRENANA  XBRARE L RENHRE REARLRA AHHA M ELLTHE FABH
B HABIMNE, KBEFRASALALAYE RFEHK RIEEHR EKKEFE LTdk kBTG EH12.2% ~82.1%;
MEAEMBST LR HRAFTAFNAEA13.4% ~94.3% ; A A AT LR O R AEF B EHNT. 2% ~79.3% ;A%
HEA LR 6 A Faa ok 28. 1% ~95.8% 4B LR st Lik 6 i A E 6wt sh &4 20.7% ~100% ; RS AF & 2
bk 6 R AENABEEA 3% ~95.2% ;P RABARLFENHRAMRA N FEL ARV E AT BK KL BHK %
BERRKEFE LR KT e a2 A h 20.6% ~100% ; P AGHB AN 2K EH HKHE (MSSA) »F ik § i £
it SR A0.0% ~85.8% s A LA B R A" R ERE R F A RBIR G FBEH0, £ "ArHE
REBR"AA SR HAESOHE ARG BERANR S EMBARAL LR T FRANPRAHH,

(%] #&dk “ARMERER ;B

B EBSES RI9.3  TEIRIAMB:A  doi:10.3969/]. issn. 1002 - 1310, 2011. 03. 002

A comparison study of susceptibility to clinical drug - resistant strains between skin physical
antimicrobial film and common antibiotics

CHEN Chuan -jun, YU Yi —peng, SUN Bu —mei, LI Luo - zhu, CHEN Ya - bao, LI Jia —ain, LI Xin, GAO Ling ~ bao
( Jiangsu Taizhou Peoples Hospital, Taizhou 225300, China )

[ Abstract ] Objective

sistant strains. Methods  Afier the isolated culture of 7 species of bacteria without any specific nutritional requirements whose clinical i-

To investigate the innovative physical antimicrobial method ( non - drug) susceptibility to common clinical re-

solation rate was > 5% , the drug resistance of common antibiotics and " skin physical antimicrobial film" patent technology was com-
pared by antibiotics minimum inhibitory concentration (MIC) dilution method. Results  The isolated 7 species of bacteria with a clinical
isolation rate of > 5% were Escherichia coli, Staphylococcus aureus, Pseudomonas aeruginosa, Acinetobacter, Klebsiella pneumoniae,
Enterobacter aerogenes and Enterobacter cloacae. The resistance rate of Escherichia coli to Levofloxacin, ampicillin, piperacillin, genta-
micin, cefazolin, ceftazidime was 12. 2% ~82. 1% ; the resistance rate of Klebsiella pneumoniae to the above 6 kinds of antibiotics was
13.4% ~94.3% ; the resistance rate of Aerogenes to the above 6 kinds of antibiotics was 7. 2% ~79. 3% ; the resistance rate of Enter-
obacter cloacae to the above 6 kinds of antibiotics was 28. 1% ~95.8% ; the resistance rate of Pseudomonas aeruginosa to the above 6
kinds of antibiotics was 20. 7% ~ 100% ; the resistance rate of Acinetobacter to the above 6 kinds of antibiotics was 21. 3% ~95.2% ;
the resistance rate of Methicillin - resistant Staphylococcus aureus (MRSA) to penicillin, levofloxacin, ampicillin, oxacillin, piperacil-
lin, gentamicin, cefazolin, ceftazidime was 20. 6% ~ 100% ; the resistance rate of Methicillin - sensitive Staphylococcus aureus ( MSSA)
to the above 8 kinds of antibiotics was 0. 0% ~ 85. 8% ; These isolates were susceptible to “skin physical antimicrobial film” patent tech-
nology product JUC long — lasting antimicrobial materials, and the drug resistance rate is 0. Conclusion “Skin physical antimicrobial
film” patent technology has broad - spectrum antimicrobial function and high susceptiblity, providing a highly effective new antimicrobial
material for the clinical treatment of infections, especially the infections of multi — drug resistant strain.

[ Key word] Resistant Strains; Skin physical antimicrobial film; Susceptibility; Antibiotics
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1L4.1 HE%FE HEAERTED R
ERAMAEYY A S EREIITHELEE,
1.4.2 AR W4 RS KEITEM RH]
AR 56 2 FERG Bk AT, T 25 B R 45 SR B B NCCLS
1997 bRUEREFTHING AR E T 2525 BB i 2 2
143 #HHKABHERESEH UKBKRAKHE
ATCC 25922, 4 ¥ (B 2 Bk ACTT 25923, 4 418
HIE ATCC 27853 X ¥ MMk i AT A LR R /Y
RS, 5 B 7 NCCLS 1997 HLE A TEE .
2 & B
2.1 BB IERRERA Ak sy B RS IR
BRAVAE 315 #k, B RBIT 5% 1 7 AR KK
HRKBHBEAFERE(169%) £ ECHEHRE
(15.8% ), &% L 55 M W (12.3%) . A B AT &
(9.4%) B R L EHE (8.6%). 7™ < I ¥ &
(6.9% ) FRVARGITH(6.4% ) ,FEMERIE 1,

R1 BEESEHE 315 HohHEERT 5%

T HEAEEKD TR

W SR SER(%)
Kt Kl 53 16.9
SHAHERE 50 15.8
AR R 39 12.3
Rt 30 9.4
R LB 27 8.6
et gl 22 6.9
Bt BT 20 6.4

2.2 WARMHHEDT LIAEER>S5%H T F
B AR MRS NCCLS 1997 A xt % J& 40 1 1
Sett T RGOS R B 1S MK 25 A5 R AT
THE TRENWAR, SRILK2,

®2 ERIRMEAEARERSEEMKIAEMBNTEE(%)

BT R S HOHHIRE gw{&#@%
o _%IIKZSWH‘I%E
K Fili 46 5% et ikl MRSA  MSSA HLRp Rah
B EaEES] ki) FrE B HFHE
HEER 100.0  85.8
EERWE 62.4 13.4 22.1 40.2 57.6 30.2 32.2 21.3
HAEH A 82.1 9.3 76.5 95.8 90.5 48.6 99. 6 55.9
JEE P AR 82.1 94.3 76.5 95.8 100.0 0.0
W £ 75 K 53.4 68.2 29.2 35.6 45.3 37.6 34.1 66.2
FREER 42.9 18.9 7.2 28.1 65.8  25.12 53.6 47.9
Sl HImE AR 41.0 21.2 79.3 89.3 20.6  70.21 100.0 95.2
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VYDA YIRS W TR 254
ot B R i 24 B R 2 ST DL HY
LAY

HEE ELER BEH EFRA KRS

[WHE] B# WReIHYERMEYEXERERR EMAERNEERL. FZE X
168 FidE R B R G METRIEE B ESE, URMMEKRE (MIC) MBRH#TASRAE, UK
HANEAY RYEFMEYENHAERL. EF 2B 63 Wk Al h £ Bk
h: £EAEERE. AREELRE. mEBTE. BRBITE. AN, REEERE. &
HOWEREMNETEE, ZERAVE. EFEAK. FRAEK, IRRIAK, KXER. LHEMMA,
S HUfhBESE 8 FTEZIMTH RN 23.5% ~ 100%; FRBEMER 23.5% ~ 97.8%; =S HHTHE
H7.5% ~ 75.3%; FBIGFFE N 30.5% ~ 94.6%; AEhFFE R 21.6% ~ 94.6%; FEBEHRE RN
5.6% ~ 83.8%. L b 6 B EMYIBBMAYERAER 0. it YWEIMAEYERABHTE,
X & A EBURRE MRS, ARSI REIRR R R TAR, T AT B R A2 Y B SRR
Tk

[XgiR] MWHE; BRRE; 48 YERBEYR; ESY

Comparative study on susceptibility of physical antimicrobial film and common antibiotics against drug-
resistant strains isolated from diabetic foot Mei Qinghua, Fan Cuigiong, Yang Yin, Li Mingyou, Lin Maorui.
Department of Pharmacy, Guangdong No.2 Provincial People's Hospital. Guangzhou 510317, China

[ Abstract] Objective To study susceptibility of innovative physical method against resistant
strains isolated from clinical diabetic foot. Methods ~Pathogens from 168 cases of patients with diabetic foot
infections were isolated and cultured, minimum inhibitory concentration (MIC) dilution method was adopted for
susceplibility test to compare drug resistance of Physical Antimicrobial Film and common antibiotics. Results
63 strains were cultured and isolated from affected parts of diabetic foot patients. According to ratio, the
strains from the maximum to minimum were: Staphylococcus aureus, Pseudomonas aeruginosa, Enterobacter
aerogenes, Enterobacter cloacae, Acinetobacter, Staphylococcus epidermidis. The drug-resistant rates of
Staphyloceccus aureus to penicillin, levofloxacin, ampicillin, oxacillin, piperacillin, gentamicin, cefazolin,
cefiazidime were 23.5% to 100%; those of Pseudomonas aeruginosa to eight antibiotics were 23.5% to 97.8%;
those of Enterobacter aerogenes to eight antibiotics were 7.5% to 75.3%; those of Enterobacter cloacae to
eight antibiotics were 30.5% to 94.6%; those of Acinetobacter to eight antibiotics were 21.6% to 94.6%;
those of Staphylococcus epidermidis to eight antibiotics were 5.6% to 83.8%. The drug-resistant rates of the
above six isolated strains to Physical Antimicrobial Film JUC Spray Dressing were 0. Conclusion Physical
Antimicrobial Film has the characteristics of broad—spectrum antimicrobe, with high sensitive rates to a variety
of bacteria. It provides a new effective anti-infective physics (not chemical or biological) method and can avoid
drug resistance for the clinical treatment of diabetic foot.

[ Key words]  Drug-resistant strains; Diabetic foot; Susceptibility; Physical Antimicrobial Film;
Antibiotics

DOI: 10.3760/cma.j.issn.1007-1245.2014.07.028
Yeg sl 510317 TN, IARAB S ARKRGSSE (WHE. WRR), MR (GE), RER (F

Bk, #REEL)
971

T3 75 $idfs



EFRBEA TA SR 2014 £ 55205 55 78 IMHGN, April 2014, Vol.20 No.7

JE i ) B SR S R MR A, #reR MR IR
B ARSI EREMEY, AarEmitk Y,
ZEFEMGHINEEHF SFDA) R T KE
Frast. 1A T HEREMAEY S &K RIE RS A
A, P, BRAEEIRMEE, AKX
MmEE . ERRRE.

AR ER, KBRS WEEEE 2008 4 8
A ZE 2013 4 7 HBAH 168 FIERRE R B H
A3 WA T B SR R R4 S R eh R B A BA:
SHOBHRE ., HGERERE. =BHE.
FRIAIAFT . AEhiTH . REHERE. BTA
AR A It S R T A RS A RIERE
MZ5tE, 2yt oSt 2 A T B R R g
) — R HERE

WK UE, WRRE EENBURHEME
HEAYHMER, SUREEEARRREREE,
BHHEEMZEE N 100%, {H3X 6 F 405 %t JUC
KRBT RN 25 R 0,

Yy BRI AR PR AE S — R Q3T 3 b A
MEFER, REFEETEAYILFSEY
Tk, MEXRAYEEFEE, BabiE
Y S BT AR A, NIEKRIGI R RR 2 1R
T HHB BT

&M

KEW BRI BE MR R R B AR [J). kR
B SEIR{E, 2002 5 (4):297-298.

Singh N, Armstrong DG, Lipsky BA.Preventing foot ulcers
in patients with diabetes[J]. JAMA, 2005, 293: 217-
228.

Prompers L,Huijberts M, Schaper N, et al. Resource

(]

[6]

7]

1%

(10]

(11]

(2]

utilization and costs associated with the treatment of
diabetic foot ulcers. Prospective data from the Eurodiale
Study[J]. Diabetologia, 2008, 51 (11) : 1826-1834.
PR A, AEXR, B22 FEASREHERAE
P B RR B — B R 2 W (7] P E 2R EE,
2010, ,13 (2) : 544.
RULL. BAEYELR M) Jbat. e TlkdpGt,
2010: 129-131.

Clinical and Laboratory Standards Institute.
Approved document M02-A9. Performence standards
for antimicrobial susceptibility testing.22th ed.
Pennsvlvania; CLSI. 2012.

HiRR, =HER, TR, % SEMGENEES
BE R Y B R MY AH DR HE AT AT (1) R R R, 2011, 4
(24) : 448-452.

TR TAMHL (WHO). ERTHED YRt 2
IRILHE [R]. 2009.

B, BRI, IR . BS B 4 4R MR BB B T 2 R

St (). B bR EE 25 T A4 24 ,2013,19 (20) = 3156-
3158.

Yizhou Zeng,Runzhi Deng,Barry,et al.Application of an
antibacterial dressing spray in the prevention of post-
operative infection in oral cancer patients:A phase
1 clinical trial[J]. African Journal of Biotechnology,
2008,7(21):3827-3831.

Wei He, Zhangqun Ye, Dongmin Wang. Application a
Nanotechnology Antimicrobial Spray to Prevent Lower
Urinary Tract Infection: A Multi Urology Centers Trial[J].
Journal of Translational Medicine ,2012, 10(1): 14.
W.Li, X.Ma, Y. Peng, etal.Application of a nano-
antimicrobial film to prevent ventilator-associated
pneumonia: A pilot study[J]. African Journal of
Biotechnology , 2011, 10(10): 1926-1931.
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*2 FERFREMNEAEAYS JUC KB BIHAR (%)

FHEEY SEOHEHRE  ASKEERE EEETE FRBTE AEFFE REEEHRE
EEE 9.5 = = = - 83.8
EEUDE 476 322 221 402 21.6 30.2
E=RS YN 90.6 99.8 70.5 94.6 55.9 48.6
M FE AR 100.0 70.5 94.6 0.0
URAL AR 46.5 35.2 29.2 30.5 66.2 37.6
RAEE 65.8 53.6 75 28.1 479 25.12
Sk 235 97.8 75.3 89.3 94.6 70.21
Sar ki 72.5 235 30.6 62.3 527 5.6
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