JNEKJAPAIIS IIPO BIAITOBIIHICTh Ne ARGPRPH/DMP
Declaration of Conformity Ne ARGPRPH/DMP

Menuyni Bupobu:
Medical devices’

Iepenix megnaunx BUpoOiB:
List of medical devices:

Bupoduuk:
Manufacturer

BupoOunua ginsHka:
Manufacturing site:

¥YnoenoBaxeHHH MPEICTABHUK:
Authorized representative:

Knacudirkauis meanannx supobis:
Classification of medical devices:

TIpouenypa ouiHKH BiAnoBigHOCTI:
Conformity Assessment Route:

Tepmin aii Jexnapauii npo Bianoginuicts

Validity of Declaration of Conformity

APT'ETT 3Hebo/0104ni NIACTHP TENI0OBUHMH
ARGETT pain relief patch heatpad

Brkasani 8 JogaTky 1 no Jexmapauii npo Binnosianicte
Specified in Annex 1 to Declaration of Conformity

Henwta Meaixes ITpomoywns AT
OTenGaxracce 26, Ilropux, CH-8001, Lliseiiuapis
Delta Medical Promotions AG
26 Oetenbachgasse, Zurich, CH-8001, Switzerland

Ilnaner (Anbxoit) Menikan IIpoxaxre Ko., JITa.,
Ne 2066 Becr [ximme Poyn, Xait-tex 3on, 239300 Cyxoy Ciri,

Anpxoii, Kurait

Planet (Anhui) Medical Products Co., Ltd.,
No.2066 West Jianshe Road, Hi-tech Zone, 239300 Chuzhou City,

Anhui, China

TIpeacraBunuTso «Jensta Menixen Ilpomoyuras AT»
M. Buwrnese, By, Hoprosona, 43, 08132, Ykpaina
Representative office of Delta Medical Promotions AG
Vyshneve, Chornovola Street, 43, 08132, Ukraine

Knac I, ve crepunbHni

Class I, non-srerile

HyukT 1-4 Jonatky 8, TexHidHOro pernaMeHTy [LOX0

MeIHYHHX BHPOOiB, 3aTBEpIKeHOro noctanoso Kabinery
MinicTpis Yipainu Ne753 gin 02.10.2013
Paragraph 1-4 Annex 8 of Technical regulation on medical
devices, approved by Resolution of Cabinet of Ministers of
Ukraine No. 753 from 02.10.2013

Hiiicna no 31.12.2025 p.
Validtill 31.12.2025

IIpencrasunuteo «Jdenwta Memiken ITpomoywns AI» sin imeni Bupobuuka Jdeasra Meaixen Ipomoywns AT
AeKNapye BHKOHAHHA BHUMOT 1010 MeauuHoro BHpoOy, arinvo Jomatky 1 Ta Joparky 8 (m. 1-4) Texnignoro
perjiaMeHTy I0J0 MeJHYHHX BHPOOIB.

Texniuna JOKyMeHTalis wono MeauyHux BHpoGiB 30epiraeTbest y BHpoGHHK2 Ta §iOT0 YNOBRHOBaMKEHOTO
npegcraguuka, Jlekaapanis npo BianoBiaHicTs ckiiageHa nix UiNKOBUTY BiiNOBiAa/ibHICTE BHPOGHHKA,
Representayive office Delta Medical Promotions AG on beheaf of the manufacturer Delta Medical Promotions AG
declares the fulfillment of requirements for medical devices, according to Annex I and Annex 8 (p. 1-4) to the Technical
Regulation on Medical devices.

Technical documentation of medical devices is kept by manufacturer and authorized representative. Declaration of
conformity compiled under the full responsibility of the manufacturer,
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Hexnapauis npo Bignosinricts Noe ARGPRPH/DMPG
(Declaration of Conformity Ne ARGPRPH/DMPG)
Honarok 1

Annex !

Iepenixk mexnynuX BHPOGIB
List of medical devices

moBoxo/ Name of medical devices in Ukrainian ok T i
evices in Englis
l APTETT 3ne60mor09nii TUTACTHDP TEILIOBHIT ARGETT pain relief patch heatpad
i 9.5 cm (em) x 7 cm (em) NeS 9.5 cm x 7 cm Ne5
5 APTETT 3HeComorounil IIacTHp TEIIOBHH ARGETT pain relief patch heatpad
) 29.5 cm (cM) x 9 cm (cm) Ne3 29.5cm x 9 cm Ne3
3 API'ETT 3ne0omrorounit IIIaCTHpP TEIUIOBHH ARGETT pain relief patch heatpad
] 10 cm (cm) X 13 cm (cm) Nos 10 cm x 13 cm Ne$
4 APTETT 3nebomrorounii I1acTup TEIIOBUH ARGETT pain relief patch heatpad
) 14.5 em (cm) x 39 cm (cm) N2 14.5 cm x 39 cm No2
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MNMnaHet (AHbXOW) Megpikan MpogakTe Ko. 1A,

Anpeca: N2 2066 Bect [IxiHLwe Poya, Xan-tek 3oH, Cyxoy CiTi, MpoBsiHLig AHbXoM, KuTam

CEPTU®IKAT AHANI3Y

Ne: ML/QR-04-29

HoMmep 3aMoBeHHs | PO 2051 Hasea Bnpoby APTETT 3HeBontokunii nnactnp Tennosuni
KnieHTa 29.5cm (cM)x 9 cm (cm) N23
Cneundikauin UN-2003/29.5 cm | Homep 20240730
X9 cM naptii/data
BMPOOHMUTBA
KinbkicTe npoayku,ii 10032 Bxxutm go 20270730
ynakoeok/209
KopoBok
KinbkicTtb ana | 96 ynakoeok [aTa nepeBipku 2024.07.31
nepeeipku1
MeTog nepeBipku Mepesipka 3pazkiB npoaykuii
N2 | O6’ekT nepeBipku CraHpapT nepesipku Pesynbtat TECTY OTpumMaHuin
pesynbrat
1 P0o3Mip BHYTPILLHbOTO NakyBaHHA 295 x 90+5 MM Bionoeipae Binnoginae
2 | 30BHIWHIA BUMAL BHYTRiWHLOrO | He 6pyaHe, He | Bionosinae Bianogigae
nakyBaHHA NoLIKOAXKEHE, 6es
BONOCCH
3 Bara npogyxuii 505 Binnoginae Bignoeinae
4 Yac HarpiBaHHsA 212 roguH Bignoeinae Bionosipae
5 | TeMnepaTypa HarpiBaHHsA 44-48°C Bignogigae Bianosinae
6 MapkyBaHHs calle MoBHWIA MaKeT, YiTkMiA | Bianosigae Bignosigae
opyk, 6e3 pisHuui
Konbopie
7 Poamip cawe 165 x 125 MM Bianoginae Bianoeinae
8 lepMeTUYHiCTL cale He nportikae Bignosinae Bianoeigae .
9 WnpwrHa TEepMO3BaproBanbLHoro | 6-10 MM Bignogrinae Bignoeigae
naketa
10 | Po3Mip konbopoBoro 6okca 130 x 35x 187 MM Bignoeinae Binnosigae
11 | Po3Mip BHYTPILWHbLOT KOPOBKM 40.5x20.5x30.5¢cm Bianoeinae Bignoeinae
12 | 30BHILLHIN pO3Mip KOPOOKM 44.5x 44 x 34.5 cMm Bignoeigae Binnosinae

BrcHoBOK: cepTudikoBaHui

CreopeHo/[laTa: ®eHr TyaHni

2024.07.31

MepesipeHo/0arta: YeH BeHXOI

2024.07.31

Morogxero/Oata: Nyi gxaHgor

2024.07.31




ZRMILETRAERAE
Planet (Anhui) Medical Products Co.,Ltd

Adrees:No.2066 West Jianshe Road , Hi-tech Zone ,Chuzhou City, Anhui Province, China

CERTIFICATE OF ANALYSIS

Fi

No.: ML/QR-04-29
ARGETT pain relief patch
Customer order no. PO#2051 Product name heatpad 29.5 cm x 9 cm
No3
Specifications UN-2003/29.5cmx9¢m RSt 20240730
Manufacturing date
Production quantity 10032boxes/209¢ctns Expiry date 20270730
Inspection quantity 96boxes Inspection date 2024.07.31
Inspection method Product sampling inspection
No Inspection item Inspection standard Test results The resplts
determine
1 | Inner bag size 295x90+=5mm Accord Pass
2 | Inner bag appearance | No dirt, no damage, no hair Accord Pass
3 | Product weight 50+5g Accord Pass
4 | Heating time >12hours Accord Pass
5 | Heating temperature 44-48°C Accord Pass
& | Povdinrinting Complt_:te layout, clear printing, no re— Pass
color difference
7 | Pouch size 165x125mm Accord Pass
8 | Pouch airtightness No leak Accord Pass
A0 n@%
9 | Pouch heat seal width | 6-10mm Accord 2% ;r%
. g AJin 2
10 | Color box size 130x35x187mm Accord % | CEPTHOROSFIB | *
11 | Inner box size 40.5x20.5x30.5cm Accord & \;,r __Pas
Uigipgin kO L of
& oG ¥
12 | Outer carton size 44.5x44x34.5¢cm Accord ass
Conclusion: qualified gj,\ ol Mdy 2%

N4

Generated by /Date: Feng tuanli
2024.07.31

Reviewed by /Date: Chen wenhui

2024.07.31 \ =

\ Wt X 74 '.'JJ_:-

4

S }
Aéﬁiﬁtéd by¥Date: Liujjandong

FoV 202407 31

VR =k


http://www.tcpdf.org

