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AEKJIAPAIIILA ITPO BIAIIOBIAHICTD Ne 03/P1_DMP
Declaration of Conformity Ne 03/Pl_DMP

Meauuni BupoGu: IlnacTupi meanyni
Medical devices: Medical plasters
Iepenix mexuuHux BUPOGIB: Bxasani 8 Jopatky 1 no Hexnapauii npo Bignosignicrs

List of medical devices: Specified in Annex 1 to Declaration of Conformity
Bupo6Huk: Heabta Menixen Ilpomoyumns AT

Orenbaxracce 26, Hropux, CH-8001, lIBeituapist
Delta Medical Promotions AG

26 Qetenbachgasse, Zurich, CH-8001, Switzerland

Manufacturer:

Inauner (Cyxoy) Meniken Ipoaaxre Ko., Jra,,

Ne 33, Kinrnian Poyn, Keyryan Innactpian ITapk, Cyxoy
Xaii-Tex leenonment 30w, Cyxoy, 215151, KHP

Planet (Suzhou) Medical Products Co., Ltd.,

No.33, Qinglian Road, Xuguan Industrial Park, Suzhou

Hi-Tec Development Zone, Suzhou, 215151, P.R. China

ITnawer (Anbxoit) Meaixan Hponakre Ko., Jta.,

Ne 2066 Bect [lxinme Poyx, Xa#-tex 3o, 239300 Cyxoy Ciri,
Anbxo#, Kuraii

Planet (Anhui) Medical Products Co., Ltd.,

No.2066 West Jianshe Road, Hi-tech Zone, 239300 Chuzhou City, Anhui, China

Bupobuuyi ginsinku;
Manufacturing sites:

YnoBHOBaXeHHH NPeJCTABHUK: Ipeacrasuuureo «Jeasta Menikens Ilpomoywns ATy
m. Buunese, By, YopHosouaa 43, 08132, Ykpaina
Representative office of Delta Medical Promotions AG

08132, Vyshneve, 43 Chornovola St, Ukraine

Authorized representative:

Knacudixauis meauunux supobis: Knac I, ve crepunbuuit

Classification of medical devices: Class I non sterile

MMpouenypa ouinku BianosixHocTi: ynkr 1-4 JonaTky 8, TeXHiYHOro periiaMeHTy LI0A0 MEAUUHHX
Bupo0iB, 3aTBepaKeHoro nocraHoBow KaGinery MinicTpis
Ykpaiuu Ne753 Bin 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

Conformity Assessment Route:

Tepwmin aii Jexnapauii npo Bianosiguicts Ji#cna no 31.12.2025
Validity of Declaration of Conformity Valid till 31.12.2025

MpencraBuuurso «/lenvta Meniken Ipomoywns AI» sin imeni Bupobunka Jenbra Meniken Ipomoywns AT
AeKJIapye BHKOHAHHSl BHMOI IUOA0 MeaW4Horo BupoOy, sriano Homarky 1 ta Jdomatky 8 (m. 1-4) TexHniunoro
peryiaMeHTy Wwoa0 MeAWYHHX BUPOOiB.

Texniuna poxymenTauis wogo meaumdnnx BupoGiB 30epiracThes y BupoGHHKA Ta ¥OTO yNOBHOBAaMkKEHOTO
npeacraBHuKa. Jlekaapauis npo BiANOBIAHICTH CKAaKeHa NIl UITKOBHTY BianoBigaibHicTh BUpoGHNUKA.

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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Tonosa lNpeacrasunursa ensta Mexiken [Tpomoymus AT,
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= Head of Representative office of Delta Medical Promotjfy
Lal Fedot
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Jexknapanis npo BianosinuicTeNe 03/P1_ DMP
(Declaration of Conformity Ne 03/Pl_DMP)

HonaTox 1

Annex 1

IMepenix Mmean4nux BHPOGIB
List of medical devices

Hasan Meugx e Ha3sea mexnyHoro BupoGy
e aHrﬂiﬁi::glOyMOBOlO FHpaTHEbIato MapaI0
Name of medical device in English i chrarman
5 AJITIE AHTUBAKTEPIAJIBHHUMH 3 ionamu cpibna
L ALPE ANTI‘IBAC;‘?RIAL ?;LVER#%; CLEAR PO3OPHIA knacuarmii
i . (76 mm (MM) x 19 mm (Mm)) Nel0
4 AJITIE AHTUBAKTEPIAJIBHHWU 3 ionamu cpibna
5 ALPE ANTIB{\CTERIAL SILVER#Ag CLEAR TIPO3OPUM Kmacuusmit
classic (76 mm x 19 mm) #20 (76 mm (vm) X 19 mm (vn)) Ne20
ALPE ANTIBACTERIAL SILVER Ag* CLEAR | ATHIE AHrTlgg?ggﬁglp‘ ‘Ji;mmp;g:{;;i’f”" opibm
3, multiple (76 mm (Mm) x 19 mm (Mm) Ne8,
(76 mm x 19 mm #8, 57 mm x 16 mm #8, 57 mm (vm) X 16 mm () Ne8
<2 T K22 i ) 720 22 mm (My) x 22 mm (mne) Nod) Ne20
ALPE ANTIBACTERIAL SILVER Ag" FLESH- AJITIE AHTHBAKTEPI/}HLHI/IP'I 3 ioHamu cpibna
4, TONE classic TUIECHUMU xnracuanmit
(76 mm x 19 mm) #10 (76 mm (Mm) x 19 mm (Mm)) NelO
5 ALPE WATERPROOF FLEX XL AJITIE BOJIOCTIVKHUM enacTuasmit XL
' (76 mm x 50 mm) #4 (76 mm (Mm) x 50 mm (vMm)) Ned
E ALPE WATERPROOF GENTLE classic AJITTE BOJOCTIVKUM HDKHUW kracuasmit
] (76 mm x 19 mm) #10 (76 mm (Mm) X 19 mm (mm)) Nel0
7. ALPE KIDS ZOO (76 mm x 19 mm) #8 ’?%rfmm&g{g%i%%?g
8. ALPE ROLL WATERPROOF (25 mm x 4.5 m) #1 AHHIZI;?EHLI(JIE;I)I;I(I/% iO(ﬁ;))?NHI/HG/IH
9 ALPE ROLL PAPER (25 mm x 9.1 m) #1 mn?2§%m;f;4{2rmr)§E£?BHﬁ
10. ALPE ROLL CLEAR (25 mm x 9.1 m) #1 Amg;ffml (SMmefglf?nIggi?f K
. AJITIE KOTYIIEYHUN TKAHUHHUN
11 ALPE ROLL TEX SOFT (25 mm x 4.5 m) #1 MSKUH (25 mm (vm) x 4,5 m (1)) Nel
. AJITIE TTIPO30PHMM Kacrraumit
12:
2 ALPE CLEAR classic (76 mm x 19 mm) #10 (78 rum A 1 19 rIr;[m (vn)) Ne10
AJITIE ITPO30OPUU xBapaTHuit
2 (38 mm x 3; ;;E#SLZiArr}?z;?(u;;emm 49) #18 (38 mm (M) x 38 mn () Ne9,
’ 22 mm (mm) x 22 mm (MM) Ne9) Nel8
14, ALPE LIGHT classic (76 mm x 19 mm) #10 (7?Jnlq?nE(§5)I?gﬁ§$$)H;f1 "
. AJIIE CBITJIMY pi3aux posmipis
ALPE LIGHT multiple
15. (76 mm x 25 mm #6, 57 mm x 16 mm #6, g?;n:(%);fg::g((x:))xg’
i 22 mm (MM) X 22 mm (vm) Ne6) Nel8
. AJITIE TUIECHUH xnacuarui
16. P -
ALPE FLESH-TONE classic (76 mm x 19 mm) #10 36 g G 19 mm (vn0)) Nel0
; AJIIIE TUIECHHMH pisuux po3mipis
ALPE FLESH-TONE multiple (76 mn (a) 19 F:n - (Mﬁ) o 6"
17. (76 mm x 19 mm #6, 57 mm x 16 mm #6, 57 mm (Mpa) % 16 mam () N0-6’
i R 22 mm (MM) X 22 mm (MM) Ne6) Nel8
18 ALPE WATERPROOF FLESH-TONE classic AJITE BOOOCTIVMKWM TIJIECHUM kinackaHu#
) (76 mm x 19 mm) #I (76 mm (Mm) x 19 mm (MM)2 Nel
19 ALPE ELAST FLESH-TONE classi = AJITIE EJIACTUYHUM TITECHUH xnacuanuit
' (76 mm x 19 mm) #1 P\ (76 mm (m) x 19 mm (vm)) Nol
20 ALPE TEX FLESH-TONE R {G E TKAHUHHUY TIJIECHUM knacuurmit
' (76 mm x 19 mm) #//s (76 mm (Mm) x 19 mm (Mm)) Nel
[[g *
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a1 ALPE FAMILY ROLLFIX PAPER AJIITE ®EMIJI POJI®IKC ITATTEPOBHUU
) (12.5mm x4.5m) #1 (12,5 mm (MM) x 4,5 m (m)) Nel
2 ALPE FAMILY ROLLFIX TEX AJITE ®EMUII PONI®IKC TKAHMHHUA
) (12.5mm x 4.5 m) #l (12,5 mm (MM) X 4,5 m (M)) Nel
23 ALPE FAMILY ROLLFIX PAPER AJITIE ®EMUTI POJI®IKC ITATIEPOBUH
) (25 mm x 4.5 m) #1 (25 mm (MM) X 4,5 m (m)) Nel
24 ALPE FAMILY ECONOM SOFT classic AJITIE ®EMUII M'SIKUH « EKOHOM»
) (76 mm x 19 mm) #1 x 300 KnacHyHui (76 mm (M) x 19 mm (Mm)) Nel x 300
25 ALPE FAMILY ECONOM SOFT classic AJITIE ®EMUII M'SIKUM «EKOHOM»
' (76 mm x 19 mm) #1 knackdHui (76 mm (M) X 19 mm (Mm)) Nel
2% ALPE FAMILY ECONOM CLEAR classic AJIIIE ®EMLUI [TPO30PUH "EKOHOM"
' (76 mm x 19 mm) #1 x 300 Kiacgaud (76 mm (MM) x 19 mm (mm)) Nel x 300
27 ALPE FAMILY ECONOM CLEAR classic AJIITE ®EMIJII ITPO30PHH "EKOHOM"
T (76 mm x 19 mm) #1 KnacigHui (76 mm (Mm) x 19 mm (mm)) Nel
23 AFFIDA anti MIGRAINE Plaster Adduna Axru Mirpens [Tnactup
) 220 mm #1 ©20 mm (mm) Nel
29 AFFIDA anti MIGRAINE Plaster Adduna Artu Mirpens [Tnactup
) 920 mm #5 @20 mm (mm) Ne§
30 AFFIDA anti MIGRAINE Plaster Adduna Arru Mirpers ITnactup
' @20 mm #10 920 mm (MM) Nel0

['onosa [Npeactasumursa Jensta Mexixen [Tpomoywns AT,
Jlapuca QegoTosa

Head of Representative office of Delta Medical Promotions AG
Larysa Fedotova
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" Ilnaner (Anbxoii) Meaikaa Ilpogakre Ko., JITa
e Anpeca: Ne 2066 Becr [Dxine Poya, Xaii-tex 3oH, Cyxoy Citi, AHbxoii [Tposinnis, Kuraii
Sy
i Ceptudikat ananisy
Ne: SY-SOP-QC-021-R01
KommaHis BUpOOGHHUK ITnaner (AHbX0#) Menikan Hasga Bupo6y AJIIIE BpIIOCTIﬁKHIZ
= ITpoaakrc Ko., JIta. HIDDKHWHA knacuynwmii ( 76 mm
e (MM)* 19 mm (mm)) Nel0O
— Cneundikanis PA-110W/76*19 mm Howmep maprii 20230315
(23*12mm)
- Kinekicts npoaykuiil | 7200 kopo6ox/150 kpTH ara 20230315
. BUPOOHULTBA, 20280315
o nata
-~ «BHUKOPUCTATH JIO»
Homep 3amMoBneHHs PO 102 [ata nepeBipku 2023.04.10-2023.04.17
KITi€HTa
[Tincrara s SY-QS-03-001 Crannapt nepeBipku MoB's3Ku
. iHCTIeKIT
Ll Ne | O6’exT nepeBipku CraHaapT nepeBipku PesyneTar Tecty BuchHoBok
- 1 30BHIIHIT BUTTIAL PiBHi, uucri, 6e3 misam, 6e3 Bianosinae Binnosinae
re TOLIKOKEHD
- 2 Po3mip HowminaneHe 3HayeHHs + (1x1 MM); Po3mipu: 7619 mm Binmnosigae
e HominanbHe 3HaueHHs =50 MM, a Po3zmip abcopbyrouoil
s IOITYCK CTAHOBHUTH 1/32 noxyueyku: 23x12
- HOMIHABHOTO 3HauYeHHsA. A6o MM
E BIAMOBIOHO OO BUMOT 3aMOBHHUKA
3 | A6cop6yroua >500 r/m? 830 ~849 r/m> Bianoginae
HoIyevKa
KinbKicTh BOIH
- 4 | BomonornuHaHHA Hemae cunporo moMiHo(hopHOro Binnoginae Binnosinae
» dayopecuenwis apKyIua 3 CHHIM moMiHodopom
. MOy LLIEYKH
5 | MiuHicTs Ha >1 H/em 25~3.1H Binnoeinae
o po3iapyBaHHs
» 6 | YnakoBka I[TpaBUIBHHMI BMICT JPYKY Ta MapTis Bixnosinae Binmoginae
e Homep; ToYHa KiJIbKICTh yIaKOBKH
- BuchoBok: [TpuaaTHa
ITigrorosneno/dara: 2023.04.17 IepeBipeno/[ara: 2023.04.17 3arBepmxeno/ara: 2023.04.17
-
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ZHHILETHRERAF
Planet (Anhui) Medical Products Co.,Ltd

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

M EuiE IR & 2
CERTIFICATE OF ANALYSIS
No.: SY-SOP-QC-021 -R01

ol 1 SRS P A IR AR P 47 AR et N Sk
Production company | Planet (Anhui) Medical Products Co., Ltd Product name GENTLE Glasste
= (76mmx19mm) # 10
AL e
ﬂfgiﬁ PA-110W/76*19mm (23*12mm) £ 20230315
Specifications Batch no.
R Manufacture 20230315
Production quantity 7200boxes/150ctns date,Expire date 20280315
EPATRS PO#102 ﬁgﬁ.a # 2023.04.10-2023.04.17
Customer order no. Inspection date
A 504K SY-QS-03-001 ) 71 il i 7 Ay 36
Inspection basis SY-QS-03-001The inspection standard of the bandage
. é:!; ¥
Tl wwwe Rkt R4 R A
= e . The results
Inspection item Inspection standard Test results .
No determine
| 5P . s, TP T G i
Appearance Flat, clean, no stain, no breakage Accord Pass
FRARME £ (1X Imm); FRFR(E=50mm ,
‘\ + d\ ,_i ) 2| B ‘\E\ .
REEARHEN 152 SERER | sijgRt: 76%19mm -
g R~ : &
2 size Nominal value = (1X1mm) ; Tk H R ~F: 23*12mm Pass
The nominal value is =50mm and the )
tolerance is 1/32 of the nominal value.Or
according to customer requirements
TS S 2
3 Absorbent pads | =500 g/m? 830~849g/m? ;’
: ass
Water quantity
i E7 v o 2k
KBTI | o prag i ot e =
-4 Water absorbing ;
No strong blue phosphor sheet into Accord Pass
pad fluorescence
fmEE | o &
. Peel strength e Al Pass
s ENRI N A RS B BRHMEAER. A
6 : Correct printing content and batch ?’%ﬁ“ H
packaging . ; : B Pass
number;Accurate packing quantity £8Y i {?} -
Gt EH \*{}:33 /w/; /9, :
Conclusion:  qualified Q, hw,
,‘ ~
WEN B #3CE 2023.04.17 THNEM: EHK 2023.04.17 | X J% :; 2023.04.17
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