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% 5 DRLM DEVICE REGISTRATION
r Fiscal Year 2026
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Jiangsu Hongsheng Bioengineering Co., Litd.
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No. 2, No. 66 Shengde Road, Jianghai Joint Development Demonstration
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Zone, Tongzhou Bay, Nantong, Jiangsu, 226000, CHINA
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\;’ Registration Number: 3033858895 4
g% Owner/Operator Number : 10091766 %8
?Q Device Listing#: 7#\,

' Listing No ‘ Code Device Name Proprietary Name 8’4¢r

Please refer to Appendix page
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This certificate affirms that the above stated facility is registered with the U.S. Food and Drug Administration pursuant to
section 305 of the U.S. Public Health Security and Bioterrorism Preparedness and Response Act of 2002, PL. 107-188,
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such registration having been verified as effective by CIIC as of the date hereof, and CIIC will confirm that such

registration remains effective upon request and presentation of this certificate until the expiration of one year from the date

hereof, unless terminated after issuance of this certificate. CIIC makes no other presentations or warranties, nor does this
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certificate make any representations or warranties to any person or entity other than the named certificate holder, for whose

4@ 6’3» ¢® 6‘3’)

o

sole benefit it is issued. CIIC assume no liability to any person or entity in connection with the foregoing. The U.S. Food
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Query Url: https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfin
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,‘}’q and Drug Administration does not issue a certificate of registration, nor does the U.S. Food and Drug Administration N
(o recognize a certificate of registration. CIIC is not affiliated with the U.S. Food and Drug Administration. 8,
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OIC] Web: http://www.fda.gov Andrew Wang/Chief 818

4. Tel 1-888-INFO-FDA (1-888-463-6332) Issued: 12/25/2025 4

8% e-mail: webmail@oc.fda.gov Expiration Date: 12/31/202 Eg%
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Listing No | Code Device Name Proprietary Name
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Non-woven adhesive dressing / Waterproof

4 ‘4.._(‘.

film dressing / Hydrocolloid dressing / Alginate
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dressing / Foam dressing / Polyurethane foam

_.‘?';._

Non-surgical gown dressing / Silver dressing / Silicone gel dressing
/ Non-woven dressing roll / PU film dressing

S
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roll / Wound dressing / Hydrogel dressing /
Burn dressing / Dressing, wound, hydrophilic

O
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Foam Dressing, Silver Ag Foam Dressing, Silver

-

Ag Hydrocolloid Dressing, Silver Ag Hydrogel

Dressing, Skin Liquid Dressing, CHG
D547634 OEA

.“....

Antimicrobial Dressing (CHG: Chlorhexidine
Gluconate), Chlorhexidine Gel Dressing,
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Hydrogel Dressing, Transparent Dressing, Heel
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Foam Dressing

Silicone Gel Hydrogel Dressing (Core: Hydrogel,
Adhesive Layer: Silicone Gel), Blue Light Series
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Hyaluronic Acid Dressing, Medical Cooling Gel

-

Sheet, Skin Repair Dressing, Resorbable
Collagen Wound Dressing Pads, Chlorhexidine
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Gluconate |.V,Securement Dressing
Bandage (Band-Aids) / Waterproof Band-Aids /
Hydrocolloid Band-Aids / Fever cooling patch /
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Cooling patch / Cooling patch / Minus sticker /
Zipper Strip Skin Closure / IV dressing / Scar
Patch / Silicone Gel Patch / Infusion dressings /
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) Non-stick mat / Blood-sucking pad / Nursing
Adhesive backed
D547635 oMW ] mat / First aid blanket / Heel pads /
thermal skin patches )

Hydrocolloid foot pads / Acne patch / Cold
compress / Acne patch / Spot patch / Blister
patch / Non-stick mat / Abdominal pad / Baby
ear strips / Intramuscular patch / Anti-snoring
patch / Pet mat / Pimple patch / Hot pack /
Body warmer / Wound seal dressing
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Hemostatic
D547636 HXD CLAMP

forceps/FORCEPS/tweezers/Surgical scissors
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Gauze dressing/Gauze sheets/Gauze roll/Non

woven fabric sheets
Alcohol pad/Wet wipe/Gauze
NAB sponge,nonresorbable
D547637 /sponge,nonresorbable for external use
for external use
Cotton swab/Cotton ball/Cotton roll/Cotton

sheet
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Gauze /

)
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D547638 KYR BAG, ICE Ice bag
First Aid Kit/First Aid Kit/First aid kit without
drug

--‘“v-

ACEA ),
5§,

/Persaonal protection kit
Hydrocolloid Roll, Medical Adhesive Tape, First
Kit, first Aid Kit, Medical Blood Collection Kit, Medical
D547639 OVR aid, talking Puncture Kit, Medical Surgical Kit, Cesarean
Section Dressing, Cracked Skin Patch, Umbilical
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Hernia Support Patch, Anti-Embolism Stockings,

Elastic Net Cap, Tubular Elastic Net Bandage ,

!

Waist Support Belt, ostomy barrier strips

Closure, wound, , . .
D547640 MGO dhesi Wound Closure Device/Wound Skin Closure Kit
adhesive

- -

':'9' @' N

ks
Sl

al o ol
.-g.;(.k 4.‘\4.;‘..,

-u;‘—— -i‘*o—.

DG
©S

L.

09 @\‘*

L
S

et

2

OO O OB O LD, O DG, O OB} O

- Al
Sy
bs
W7

l-\t
<A

o\
S

\la 6’)

S

48 6’) q\a 6’)
77 EE) ( g éi"
«\2_96_1 %

D66, DO DG, BE, DG, DG, DG, DG, DO DD DG, DL OB,
SCCAC AR AT RS SRS ACCACCACCAC SRS AT )



-
&)

fj‘”

\a' 6 «\@6& x\®6b 4®6b \ta@b «\861» \t®6?; «\a‘ Gb 486» -386» \\aGb 4@6’ LR 4®6b :

-.4

EDA ‘Appendix page 2
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#,f Listing No | Code Device Name Proprietary Name &
1a) i
" Eye pad/Eye pad/PAD, EYE %8
8—;5 D547643 HMP PAD, EYE yep vep Ny
4?', Eye Pad .3#_»,
) Alcohol cotton ball / Alcohol swab / lodophor >
i Evoked photon image e
‘#‘ D547644 PNA . cotton ball / lodophor cotton swab / lodophor ‘¢‘
A% capture device A%
88 cotton tablet 88
-,#e- Surgical mask/KN95 mask/Civilian face ?-
A7 D547645 KHA MASK, SCAVENGING mask/facemask A
i Medical mask/Medical mask i
'?tt' - : : 7#"'
*\% Isolation gown/protective suit/Face a:f,
% % ) _ mask/blindfold %8
R D547646 FMQ Restraint, protective ) _ ) R
& /Varicose venous socksMedical gloves/Medical 3"
8;8 shoe cover 8;
;:r ACCESSORIES, Catheter fixing device/Catheter fixation %
3 D547647 KGZ _ &
Eg: CATHETER dressing %83
INC BAG, URINE (e
!’*\ . ) (‘\
A D547648 EXG COLLECTING, urine collection bag/Ostomy bag A%
88 URETEROSTOMY 8
‘«F ?-
Al D547649 FOK PAD, NEONATAL EYE Paper diaper/Breast pad A%
8—;*8 CHROMATOGRAPHY %e\_
4*»;‘) D547650 KZR (LIQUID, GEL), Silicone Scar Gel 4*,&
88 CLINICAL USE Eg >
3: Sunglasses (non ::#::
Eg' N D547651 HQY prescription including goggles %%
-:r;v photosensitive) ?#:v
A% AT
i Pad, menstrual, %)
D547652 HHD pads
YAV unscented )ie
c/\3 {#\
N Pad, alcohol, device disinfectant/Disinfectant, A
(e Disinfectant, medical medical devices %83
v D547653 LRJ . RS
4'», devices APPLICATOR, ABSORBENT TIPPED A#,’
g% NON-STERILE/FIBER, MEDICAL, ABSORBENT %g
w» MASK, OXYGEN ?‘
4;"% D547654 BYG MASK,OXYCEN g%
1};. INSTRUMENT, ?‘
A D547655 KDC SURGICAL, INSTRUMENT,SURGIC.AL.DISPOSABLE N
i DISPOSABLE i
%
D547656 ILI SLING, ARM SLING, ARM o
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Listing No | Code Device Name Proprietary Name

TOURNIQUET, ‘v
8‘;’8 D547657 GAX NONPNEUMATIC TOURNIQUET,NONPNEUMATIC ;”8
W ;v
Ale. Pack, hot or cold, T
' D547658 IME Pack, hot or cold, reusable i
, reusable .
N Ny
XX BEDDING, o , , (X
Si7 Bedding, disposable, medical / Razor, medical, e
D547659 KME DISPOSABLE, di bl
! isposable !
% MEDICAL P ¥
AL A
?8 Wound closure tape / Silicone gel tape / Plaster '8
o bandage / Triangle bandage / Gauze bandage / RS
\‘!5- Zinc oxide tape / Tattoo bandage / Breathable i
8, tape / Self-adhesive bandage / Silk tape / \
i D547641 FQM BANDAGE, ELASTIC ~

-

Abdominal band / Sports bandage / Elastic
bandage / Medical tape / Tourniquet / Surgical

)

tape / Tape and bandage, adhesive / Waist

S

support / Medical bandage
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