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Annex 1

Ilepenik Mean4yHuX BHpOGiB
List of medical devices
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Name of medical device in English AR - apelical Tevice i Li]fm":”an =
ALPE ANTIBACTERIAL SILVER Ag* CLEAR AJIIIE AHTHEAKTEPI/}IILHHI/I 3 10HaMHu cpibna
{2 d \ 4 [MTPO30OPUU knacuyuui
classic (76 mm x 19 mm) #10 (76 mm (Mm) X 19 mm (vm)) Ne10
ALPE ANTIBACTERIAL SILVER Ag* CLEAR | AJUIE AHTHBAKTEPIAJIHHM 3 ioHam cpiGna
2. lassic (76 19 #0 IMTPO30OPUM knacuaHuit
classic (76 2 % 13 rhm) (76 mm (MM) x 19 mm (mm)) Ne20
ALPE ANTIBACTERIAL SILVER Ag* CLEAR | ATTIE AH;ggggggIﬁ:;iixfW epib
% multiple (76 mm (vy) x 19 mm (vm) NeS,
(76 mm x 19 mm #8, 57 mm x 16 mm #8, 57 mm (vm) X 16 mm (vvr) Ne§
22 thm x 22 mmn #4) £20 22 mm (MM) x 22 mm (vm) Ned) Ne20
ALPE ANTIBACTERIAL SILVER Ag* FLESH- AJITIE AHTUBAKTEPIAJIBHWM 3 ioramu cpibna
4. TONE classic TUIECHUH xnacuanmit
(76 mm x 19 mm) #10 (76 mm (MM) x 19 mm (mm)) Nel0
5 ALPE WATERPROOF FLEX XL AJITIE BOOOCTIVKMH enactuanmit XL
) (76 mm x 50 mm) #4 (76 mm (MM) x 50 mm (MM)) Ned
ALPE WATERPROOF GENTLE classic AJITTE BOOOCTIMKUM HDKHUH xnacranuit
6.
(76 mm x 19 mm) #10 (76 mm (Mm) x 19 mm (mMm)) Nel0
7. ALPE KIDS ZOO (76 mm x 19 mm) 8 ?%rfmﬂg%fz??gﬂiﬁiﬁ
8. | ALPEROLL WATERPROOF (25 mm x 4.5 m) #1 AJILIE é?gﬁf;%% ?no(l\g))%{uxm
9. ALPE ROLL PAPER (25 mm x 9.1 m) #1 : JH%I:—,{OmmI : (UEMM;{)?;IFH?&%E;;?B””
10. ALPE ROLL CLEAR (25 mm x 9.1 m) £1 Am}f;f,ﬁﬁﬁff?‘fﬁ I(Ihf )()3 i{?lp i
- AJITIE KOTYIIEYHUN TKAHMHHUN
1. ALPE ROLL TEX SOFT (25 mm x 4.5 m) #1 NESIKEH (25 mm (o) x 4.5 m (1)) Nl
12. ALPE CLEAR classic (76 mm x 19 mm) #10 (%nrﬁ gi?iﬂ*;“n?m"?;;g;”’fo
AJITIE TTIPO3OPUH xeanpaTHuit
ALPE CLEAR square
1. (38 mm (Mm) x 38 mm (Mm) Ne9,
(38 mm x 38 mm #9, 22 mm x 22 mm #9) #18 22 mm (Mm) x 22 mm () Ne9) Nel8
14, ALPE LIGHT classic (76 mm x 19 mm) #10 (7%?(35)13}?& i
. AJIIIE CBITJIMH pizanx posmipis
ALPE LIGHT multiple
15, (76 mm x 25 mm #6, 57 mm x 16 mm #6, 2 &T));‘fg mm ((::‘:‘4‘)) v
44 WL R Yt Ay 22 mm (MM) X 22 mm (Mm) Ne6) Nel8
, AJIIE TUIECHUU knacudHuit
16. ALPE FLESH-TONE cl
ONE classic (76 mm x 19 mm) #10 €76 s (s 5 19 mm () Nel0
ALPE FLESH-TONE multiple Agfmgﬁﬁﬁffg D peis
17 (76 mm x 19 mm #6, 57 mm x 16 mm #6, 57 mm () % 16 mm () No_6’
Fo R 20w ) #18 22 mm (M) X 22 mm (vm) Ne6) Ne18
18, ALPE WATERPROOF FLESH-TONE classic AJITIE BOOOCTIMKUM TUIECHWH knacuanuit
(76 mm x 19 mm) #I (76 mm (MM) x 19 mm (mm)) Nel
9. ALPE ELAST FLESH-TONE classic AJIIIE ETACTAYHUH TUTECHUH wnacuunmit
(76 mm x 19 mm) #1 (76 mm (Mm) X 19 mm (Mm)) Nel
20. ALPE TEX FLESH-TONE classic AJIIE TKAHWUHHUY TUIECHUM knacugsmit
(76 mm x 19 mm) #l (76 mm (MMm) x 19 mm (Mm)) Nel
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Planet (Anhui) Medical products Co., Ltd

CERTIFICATE OF ANALYSIS

R-SOP-QA-006-03

Item AFFIDA anti MIGRAINE Plaster 020 mm #5 Batch No. 20220720
NDC: N/A PO: 450
Test Standard TS-QA-022 Sample quantity 3 Boxes
Manufacturin Country of
. 2022-07-20 vode China
Date Origin
No. ANALYSIS TEST ITEM UNIT SPECIFICATION RESULT CONCLUSION
1) smooth but no spot,
damaged
2) Face of gel layer shall
1 Appearance Appearance —me . CONFORMS CONFORMS
be spreading equably
and no penetration on
back side
2 Size Size cm Deviation +3mm 3.05cm CONFORMS
3 Smell FRAGRANCE Odor Free CONFORMS CONFORMS
) 180°peeling strength
180°peeling
. ) N/25mm | shall be not greater than 0.5N/25mm CONFORMS
Physicochemic strength
4 1.47 N/25mm
al Index
) No obvious residues left )
Residue No residue CONFORMS
after be stuck on glass
Aerobic bacterial
eroblcbacteria CFU/g <200 <10 CONFORMS
count
The total b
& ORI IHMOET 1 ey /g <20 <10 CONFORMS
. ) of mold and yeast
5 Microbiology Stanhvl
RRPOEREEES CFU/g Should not be detected not detected CONFORMS
aureus
Pseud
seu o.monas CFU/g Should not be detected not detected CONFORMS
aeruginosa
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21 ALPE FAMILY ROLLFIX PAPER AJITTE ®EMIJIL POJI®IKC ITAITEPOBUN

) (12.5 mm x 4.5 m) #1 (12,5 mm (mm) x 4,5 m (m)) Nel
2 ALPE FAMILY ROLLFIX TEX AJITTE ®EMIJI POJIOIKC TKAHMHHUN

) (12.5mm x 4.5 m) #1 (12,5 mm (Mm) x 4,5 m (m)) Nel
23 ALPE FAMILY ROLLFIX PAPER AJITIE ®EMIJIL POJIOIKC TTAITEPOBUI

' (25 mm x 4.5 m) #1 (25 mm (MM) x 4,5 m (m)) Nel
2 ALPE FAMILY ECONOM SOFT classic AJITTE ®EMUI M'IKHUH « EKOHOM»

) (76 mm x 19 mm) #1 x 300 kaacuaHu# (76 mm (mMm) x 19 mm (mm)) Nel x 300
25 ALPE FAMILY ECONOM SOFT classic AJITIE ®EMUITI M'IKUM «<EKOHOM»

' (76 mm x 19 mm) #1 KIacHyHu# (76 mm (Mm) X 19 mm (mm)) Nel
2% ALPE FAMILY ECONOM CLEAR classic AJIIIE ®EMUII [TPO30PHM "EKOHOM"

' (76 mm x 19 mm) #1 x 300 KiracuyHui (76 mm (Mm) x 19 mm (Mm)) Nel x 300
97 ALPE FAMILY ECONOM CLEAR classic AJITTE ®EMUII [TPO30PHIH "EKOHOM"

) (76 mm x 19 mm) #1 knacuaHui (76 mm (mMm) X 19 mm (mMm)) Nel
28 AFFIDA anti MIGRAINE Plaster Adduna Arru Mirpens I[Tnactup

' @20 mm #1 @20 mm (mm) Nel
29 AFFIDA anti MIGRAINE Plaster Adduna Artu Mirpens ITnacTup

' 920 mm #5 @20 mm (mm) Ne5
30. AFFIDA anti MIGRAINE Plaster Adduna Artu Mirpens [TnacTup

@20 mm #10 920 mm (Mm) NelQ

S

Bt
Nes

Fonosa INpeacrasnuursa Jensta Meaixen [Tpomoyins AT,
Jlapuca ®enotosa

Head of Representative office of Delta Medical Promotions AG
Larysa Fedotova

3 Delta Medical Promotians AG
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‘(‘""(}leﬁ Pinchuk
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AEKJAPAILA ITPO BIAIIOBIAHICTD Ne 03/P1_ DMP
Declaration of Conformity Ne 03/PI_DMP

Meauyni BupoGu: IInacrupi meawuni

Medical devices: Medical plasters

Ilepesnix mexuanux BupoGis: Brasani 8 lonatky 1 no Jexaapauii npo Bianosizgicrs

List of medical devices: Specified in Annex 1 to Declaration of Conformity

BupoGuuk: HenvTa Menikes Ilpomoymns AT
Orenbaxracce 26, iopux, CH-8001, Ilseiinapis

Delta Medical Promotions AG
26 Qetenbachgasse, Zurich, CH-8001, Switzerland

Manufacturer:

[nauer (Cyxoy) Meaixen Mpoaaxre Ko., JItx,,

Ne 33, Kinrnian Poyn, Keyryan Inpacrpian [Tapk, Cyxoy
Xaii-Tex Jdesenonment 3ou, 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

ITnaner (Ausxoit) Meaixan Mponakre Ko., JIta.,

Ne 2066 Becr [ixinme Poyx, Xaii-rex 3on, 239300 Cysxoy Ciri,
Anpxo#, Kuraii

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

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

BupoGuuyi ginanku:
Manufacturing sites:

YnoBHOBaXeHUH NPeACTABHUK: Ipeacrasruurso «Jdeasra Meniken Ipomoymus AT»
M. Buurnese, sys1. Yoprosoua 43, 08132, Vpaina
Representative office of Delta Medical Promotions AG

08132, Vyshneve, 43 Chornovola St, Ukraine

Authorized representative:

Knacudikauis mexuanux supobis: Knac I, ne crepuasuuit
Classification of medical devices: Class T non.sterile
IMpouenypa ouinku BignosixHocTi; Mynkr 1-4 Jonatky 8, TeXHI4HOro perJamMenTy MIOA0 MeQHHHUX

BUPOGiB, 3aTBepLKeHoro nocTanosow Kabinery MinicTpis
Yipainu 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 Hexaapauil npo Bianosiauicts Hificna go 31,12.2025
Validity of Declaration of Conformity Valid till 31.12,2025

Hpencrasunurso «/lenvta Meniken [pomoymmns AT» Big imeni BupoGunka Menvra Menikea IIpomoymns AT
ACKJIapye BHKOHAHHS BUMOI W00 MeaW4Horo BupoGy, srino Momatky 1 Ta Jlomartky 8 (n, 1-4) Texniunoro
PerJiaMeHTy WOX0 MeAUYHHX BUPOGIB.

Texniuna JoxkymedTauis wo0Z0 MeaMYHMX BupoGiB 36epiracTbcst y BHPOOHHKAZ T2 {i0r0 yNOBHOBAXKEHOIO
npeacrasHuka. Jleknapauis npo BianosianicTs ckaagena nin HiIKOBHTY BiANOBiAANBHICTE BUPOGHHKa,

Representayive office Delta Medical Promotions AG on beheaf of the manufacturer Delta Medical Promotions AG declares the Julfillment 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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Jlapuca denotosa

Head of Representative office ¢
Larysa Fedotova
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Planet (Anhui) Medical Products Co., Ltd.

Ceptudikar aHanisy

R-SOP-QA-006-03

Bupib APOUIA aHTM MITPEHb nnacTup Homep naprii 20220720
020 mm Ne5
HAC He 3acTtocoByeTbCA 3amMoB/IeHHA 450
CraHpaprt TS-QA-022 KinbKicTb 3paskis 3 Kopobok
Oarta Bupobuuyrea | 2022-07-20 KpaiHa noxogeHHa | KuTai
Ne AHanis s OpuvHuui Cneuudikauin Pesynbrar BucHoBOK
NOKasHUK
1) Ywucrun, 6es
NOLWKOAKEHb
2) Jlvubosa
CTOpOHa
30BHiLLHIN 30BHiLWHIN renesoro wapy . . . .
1 . . Bipnosiaae Bignosigae
BUMNAL BUTNAL M€ pPiBHOMIpHO
po3noainaTuca
Ta He
NPOHWKATK Ha
TUNIbHY CTOPOHY
2 Po3mip Po3mip ™M BigxuneHHs 3 mm 3.05cm Bignosinae
3 3anax APOMAT be3s 3anaxy Bignosigae Bignosigae
MiyHicTb Bigpusy
MiyHicTb 8o npu 180° He
BigwapysaHHsa | N/25mm NOBUHHA 0.5 N/25mm Bignosinae
di3unko- 180° nepesuuLysaTtu 1,47
4 | XimiyHUA H/25 mm
iHOEeKC Micha HaknetBaHHA
3anuwok Ha CK/IO He . .
: be3 3annwky Bignosigae
cnipy 3a/IMLLAETLCA ABHUX
cnigis
MigpaxyHoK
aepobHmX KYO/r <200 <10 Binnosinae
HakTepiit
3aranbHa
5 T —— Kil‘IbKi.CTb u,‘Bini KYO/r <20 <10 Bignosigae
Ta ApiXKAXKIB
3°n0.mcm” KYO/r He mapwiro Gy He BUABIEHO Bignosinae
cTadinoKok BUAB/IEHO
CUHBOTHIMHA KYO/r H naeHEH: By He BUABNEHO Bianosigae
nasuyka BUAB/NIEHO
CneuianicT 3 AKOCTI: Aygpitop: /ﬁfm‘;:\;\ 3aTBepAKeHo:

A ME 1 8,
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