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GRI-JX-F1039-01

EU DECLARATION OF CONFORMITY

Manufacturer: GRI Medical & Electronic Technology Co., Ltd.
1805 Honggao Road
314031 Jiaxing, Zhejiang
PEOPLE’S REPUBLIC OF CHINA

MF’s SRN: CN-MF-000004203

EU Authorized Representative: Emergo Europe B.V.

Westervoortsedijk 60,
6827 AT Arnhem,

The Netherlands

AR’s SRN: NL-AR-000000116
Device: Patient warming ( refer to see the attached 1)

Basic UDI-DI: 69319181f052RZ

Intended purpose: This product family is intended to be used for passive warming of patients and are
single-use, dispoable devices, which not require sterilization.
Classification: Class | non-sterile, according to MDR 2017/745 Annex VIII, Rule 1;

Notified Body Name: NA

Notified Body Identification Number: NA

Conformity Assessment Procedure: Article 19, Annex Il, Annex Ill, MDR 2017/745
CE Certificate: NA

Applicable standards or Common Specifications: NA

The device covered by the present EU declaration is in conformity with the (EU) MDR 2017/745. All
supporting documentations are retained under the premises of the manufacturer. We are exclusively
responsible for the declaration of conformity.
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Signature/Date: 7 W} 2025-03-11

Print Name/Position: _Sidonia Donq VP RA&QA Asia Pacific
Place: Jiaxing, China
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Attached 1
Part # Description
651 Foot Warmers_50ea/cs
14010 KC100 Baby blanket_31.5" width_60gsm(30gsm Abs PSB+30gsm Abs PSB)_blue_KCBB-27
14532 KC100 Baby blanket_40cm width_60gsm(30gsm Abs PSB+30gsm Abs PSB)_blue_KCBB-27
10-003177 Baby blanket_29.5" x 40.5"_ Non-sterilze_100ea/cs
25-1340 Baby blanket_29.5inx40.5in_Non-sterilze_100ea/cs
AR-003177NS Baby blanket_29.5" x 40.5"_Non-sterilze_100ea/cs
25-1341 Baby blanket_printing_75cmx100cm_Non-sterilze_100ea/cs

14010-130X80

KC100 Baby blanket
Abs PSB)_130X80cm

Cut piece_rectangle_31.5" width_60gsm(30gsm Abs PSB+30gsm

25-1343 Blanket_Baby  “Aussie” Animals_non-sterile_100ea/case
10-519016 Cap Baby_ Pink/Blue Stripe_Non-sterilize_100ea/cs

25-1336 Warming Cap_Baby 6 x 4" used in domestic surgical pack_1400ea/cs
25-1340C Baby blanket_29.5inx40.5in_Non-sterilze_100ea/cs

AR-1336NS Baby Cap_colour_Non-sterilize_100ea/cs

AR-321336NS | Baby cap_color_Non-sterile_100ea/cs

AR-003177 Baby blanket_29.5" x 40.5" _sterilze_60ea/cs

25-1343-S Blanket_Baby_  “Aussie” Animals_sterile_50ea/case

25-1336C-S Baby Cap_Color_Sterile_100ea/cs

25-1340C-S Baby blanket_29.5inx40.5in_sterilze_50ea/cs

AR-1336 Baby Cap_colour_sterilize_50ea/cs

68-480261 Cap_Adult_100ea/cs

68-480651 Foot Warmers_50ea/cs

AR-4115137 Standard Warming Blanket_130cmX95cm_blue thread_40ea/cs
AR-4115175 Standard Warming Blanket_130cmX190cm_blue thread_20ea/cs
AR-480161 Warmng Blanket, Reflective 120cmx210cm_25ea/cs

AR-480161SP | Warmng Blanket,Reflective 120cmx210cm_25ea/cs

AR-480151 Warming Blanket, Reflective 120cmx120cm_ 50ea/cs

151 Medium Blanket_120 X 120cm_50ea/cs

161 Blanket_Large_120 X 210cm (Adult)_25ea/cs

751 Adjustable Leg Warmers_100ea/cs

68-4115137 Standard Warming Blanket_130cmX95cm_blue thread_40ea/cs
68-4115175 Standard Warming Blanket_130cmX190cm_blue thread_20ea/cs
68-4215185 Standard Warning Blanket_200cmX100cm _Take cover_20ea/cs
68-9815137 Biodegradable Warming Blanket_130cmX95cm_green thread_40ea/cs
68-9815175 Biodegradable Warming Blanket_130cmX190cm_green thread _20ea/cs
68-460161 Warmng Blanket, Reflective 120cmx210cm_25EA/CS

68-460151 Warming Blanket, Reflective 120cmx120cm_ 50 EA/CS

68-4115137C

Standard Warming Blanket_130cmX95cm_blue thread_40ea/cs

68-4115175C

Standard Warming Blanket_standard_130cmX190cm_10ea/cs
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68-4115175C1

Warming Blanket_ PP Standard_Non Sterile_130cmX190cm

68-4115175C2

Warming Blanket_Blue and white_ PP Standard_Non Sterile_130cmX190cm_20ea/cs

68-480001 Thermuff bag_25ea/cs

68-480101 Papoose_Infant Wrap_50ea/cs

68-480141 Blanket_Small_88cm X 100cm (Infant)_60ea/cs
68-480151 Medium Blanket_120 X 120cm_50ea/cs

68-480161 Blanket_Large_120X 210cm (Adult)_25ea/cs
68-480221 Cap_Neonatal with Stockinet Band_100ea/cs

68-480231 Cap_Infant_100ea/cs

68-480241 Cap_Child_50ea/cs

68-480251 Cap_Youth_50ea/cs

68-480311 Pediatric X-Small Jacket_Green sleeve_Silver body 50ea/cs
68-480321 Pediatric Small Jacket_Green sleeve_Silver body_50ea/cs
68-480331 Pediatric Medium Jacket_Green sleeve_Silver body_50ea/cs
68-480341 Pediatric Large Jacket_Green sleeve_Silver body 50ea/cs
68-480351 Jacket_Medium_All Silver_25ea/cs

68-480352 Jacket_Medium_Green with Silver Arms_25ea/cs
68-480361 Jacket_Large_All Silver_25ea/cs

68-480362 Jacket_Large_Green with Silver Arms_25ea/cs
68-480371 Jacket X-Laege_All Silver Green Inside_25ea/cs
68-480372 Jacket_Extra Large_Green with Silver Arms_25ea/cs
68-480441 Pulse Oximeter Mitten_Small (Infant)_100ea/cs
68-480451 Pulse Oximeter Mitten_Medium (Pediatric)_100ea/cs
68-480461 Pulse Oximeter Mitten_Large (Adult)_50ea/cs

68-480562 Patient Gown, Silver Front with Green Arms_50ea/cs
68-480711 X-Small Pediatric Pant_50ea/cs

68-480721 Small Pediatric Pant_50ea/cs

68-480731 Medium Pediatric Pant_50ea/cs

68-480741 Large Pediatric Pant_50ea/cs

68-480751 Adjustable Leg Warmers_100ea/cs

68-480841 Small Vest_Silver with Green Inside_25ea/cs

68-480851 Medium Vest_Silver with Green Inside_25ea/cs
68-480861 Large Vest_Silver with Green Inside_25ea/cs

68-480871 X-Large Vest_Silver with Green Inside_25ea/cs
68-480901 Rescue Wrap_Full Enclosure Bag_10ea/cs

68-480951 Kit_48" X 48" Blanket with Adult Cap and 2 Leg Warmers_20ea/cs
68-480961 Kit_48" X 84" Blanket with Adult Cap_24ea/cs
AR-M2029NS | Limb holder_Non-Sterile_20ea/cs(10 pairs/cs)

88-02550 Baby Towel_100X100CM

25-BWTO00 neoTHERM®, Small, Non-Sterile

25-BWT10 neoTHERM®, Medium, Non-Sterile
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25-BWT20 neoTHERM®, Large, Non-Sterile

AR-1366NS Baby Cap_colour_Non-sterilize_100ea/cs




