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[Tnaner (Aubxoit) Meaikan nponaxre Ko., JItn
Ceprudikar aamizy
HaiimenyBaHHs Adduna Auta MirpeHn Howmep naprii 20230220
[UIACTHP
20 mm (Mm) No5
HAC He 3acTocoByeThes 3aMOBIICHHS 1304
TecroBuii craHzapT TS-QA-022 KinpkicTh 3pa3kiB 3 KopobkH
Jlata BupoOHHUIITBA 2023-02-20 Kpaina moxopxeHHs Kurait
Ne [TokazHuK TecryBaHHs OnuHn Crangapt Pesynbrar BucHoBOK
s
1 30BHIIIHIN 30BHIIIHINA BUIIISLL | ----- 1.I'nagxuii, ajne 6e3 1AM, MOIIKOHKEHUH Bianosizae Binmosinae
BUTJIST 2. JIunpoBa CTOpOHA IIapy relito MOBHHHA
OyTH pIBHOMIPHO po3moJiijieHa, 0e3
[IPOHUKHEHHS Ha 3BOPOTHIN CTOPOHI
2 | Bamax Apomar -—- be3 3amaxy Binnosinae Bianosimae
3 | ®isuko- MiunicTs Ha H/25 Minmicts npu Bimpusi Ha 180° se moBurna | 0.9 H/25 Mm Binnosinae
XIMIYHH] piunapysanus 180 © | mm nepesuinysaru 1,47 H/25 mm
1HJIEKC 3aauImoK ——- He 3anumae BUAMMHX CIIiJIIB ITiCIIs be3 3anumky Bianosigae
HaKJICIOBaHHsI Ha CKJIO
4 Kinpkicts aepobuunx | KYO/r | <200 <10 Bianosijzae
OakTepiit
3aranbHa KUIBKICTh <20 <10 Bianosinae
IUTICHSIBH Ta KYO/r
MixkpoGiosorist | piXkIKiB
Staphylococcus KYO/r | He moBuHHO OyTH BHSBICHO He BusiBiieno Biamnogiznae
aureus
Pseudomonas KYO/r | He noBuHHO OyTH BUSBICHO eHo Binmnosinae
aeruginosa / f I MEy & %
CrBOpEHO: Aynurop: [TinTBepmKEeHO:




Planet (Anhui) Medical products Co., Ltd

CERTIFICATE OF ANALYSIS

R-SOP-QA-006-03

Item AFFIDA anti MIGRAINE Plaster ¢ 20 mm #5 Batch No. 20230220
NDC: N/A PO: 1304
Test Standard TS-QA-022 Sample quantity 3 Boxes
Manufacturi Country of
antracturing 2023-02-20 s 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 i CONFORMS CONFORMS
be spreading equably
and no penetration on
back side
2 Smell FRAGRANCE Odor Free CONFORMS CONFORMS
) 180°peeling strength
180°peeling
) ) N/25mm | shall be not greater than 0.9 N/25mm CONFORMS
Physicochemic strength
3 1.47 N/25mm
al Index
No obvi idues left
Residue 0 0bVIOUS TeSIGUES T | 1 residue | CONFORMS
after be stuck on glass
Aerobic bacterial
CFU/g <200 <10 CONFORMS
count
The total number
CFU/g <20 <10 CONFORMS
) . of mold and yeast
4 Microbiology
Staphylococcus
CFU/g Should not be detected not detected CONFORMS
aureus
Pseudomonas
. CFU/g Should not be detected not detected CONFORMS
aeruginosa
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Meauuni BupoGu:
Medical devices:

Iepenix Meaquannx Bupo6is:
List of medical devices:

BupoGuuk:
Manufacturer:

BupoGuuyi ainsnku:
Manufacturing sites:

YnosHoBaxeHN T MpPeICTABHUK:
Authorized representative:

Knacudirauis mequanux supobis:
Classification of medical devices:

Ipouenypa ouinky signosixnocti:
Conformity Assessment Route:

Tepmin aif Texnapauil npo Bianosinuicts
Validity of Declaration of Conformity

PerJamMmeHTy Woa0 MeAUYHHX BHPOGiB.

lneHTudikaLiiHui
xop 26609879

TpencraBuuureo «lensta Meniken Hpomoymns AD» Bix imeni BupobHuka Jeabta
ACKJIAPYE BHKOHAHHS BMMOT W00 MeAWqHOro BUpOOy, srizwo Hoaatky 1 ta Jogar

Texniuna pokymenTauis mrogo MeguuHMX BupoGiB 3GepiracThest y BupobHHKA
npeacraeHuka. Jexnapauis npo signosignicTs ckinagena nin HiNKOBUTY BiANOBIAANBHICTH BUPOOHUKA,
Representayive office Delta Medical Promotions AG on beheaf of the manufacturer Delta Medical Promoti

AEKJIAPAILA ITPO BIAITIOBIAHICTD Ne 03/P1_ DMP
Declaration of Conformity Ne 03/Pl_DMP

IInacrupi mepuyni
Medical plasters

Bkasani B lonatky 1 no Hexaapauii npo Bianosinricts
Specified in Annex 1 to Declaration of Conformity

HeavTa Menixes Ilpomoymns AT
Orenbaxracce 26, Wropux, CH-8001,
Delta Medical Promotions AG

26 Oetenbachgasse, Zurich, CH-8001, Switzerland

[lnaner (Cyxoy) Meaiken ITponakrc Ko., Jitx.,

Ne 33, Kinrnian Poyn, Keyryan Innacrpian ITapk, Cysxoy
Xaii-Tek Jlesenonment 30m, Cyxoy, 215151, KHP
Planet (Suzhou) Medical Products Co., Ltd.,
No.33, Qinglian Road, Xuguan Industrial Park, Suzhou

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

ITnaner (Ausxoii) Menixan ponakrc Ko, Jra.,

Ne 2066 Becr xinme Poyn, Xait-tex 30n, 239300 Cyxoy Ciri,
Amnpxo#, Kuraii

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

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

Ilpeacrasruyrso «deasta Mepixen Ipomoymns A»
M. Buuraese, sys. Yoprososna 43, 08132, Yipaina
Representative office of Delta Medical Promotions AG

08132, Vyshneve, 43 Chornovola St, Ukraine

Knac 1, ne crepunsnuit
Class I, non sterile

China

Myuxr 1-4 Jonatiy 8, TexHi4HOro peryiaMeHTy 11020 MeAHYHHX

BHpOGiB, 3aTBepaKeHoro nocTaHoso Kabinery Minicrpis
Yipainu Ne753 sin 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 Jrom 02,10.2013

Hificna o 31.12.2025
Valid till 31.12,2025

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. Declara
the full responsibility of the manufacturer.

Tonosa [peacraBunursa Jensta Mexike
Jlapuca Genorosa

Larysa Fedotova

De%rq Medica

Bucinae iy

‘:Fé?um;‘g'.\ aW
A Lo

Menixea Ilpomoywns AT
rky 8 (n. 1-4) Texuiynoro

ra WOro ymoBHOBAXKEHOr0

ons AG declares the fulfillment of

tion of conformity compiled under

N
H €O X

'y uh@w‘,/_ A Pincluk

HMexnapauis npo Binnosianicrs Ne 03/P_DMP
Declaration of Conformity Ne 03/PI DMP

Bepcin: 2
Version: 2

Jata nepuof snxadi: 02.10.2018
Date of the first issue: 02.10.2018

Hara: 14.04.2022
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Iepenix meanynux BupoGis
List of medical devices

Aexnapauis npo BixnosixuicTteNe 03/P1_DMP
(Declaration of Conformity Ne 03/P_DMP)

Honarox 1
Annex ]

Declaration of Conformity Ne 03/P1 DMP
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Hasea Meﬂ: TR Hassa menyHoro Bupo6y
e aumiﬁggggwymosom YpaliEeKor mosoto
Mg of wadveal deviee w8 Englih Name of medical device in Ukrainian
. AJITTE AHTUBAKTEPIAJIbHUH 3 mHaMn cpibna
| AL NI TR ST A LA TPO3OPHH xrscrum
(76 mm (mMm) x 19 mm (MM)) NelQ
ALPE ANTIBACTERIAL SILVER Ag* CLEAR AJITIE AHTUBAKTEPIAJIBHYH 3 ionamu cpibna
o classic (76 mm x 19 mm) #20 TPOSORHH nacuni
(76 mm (MM) X 19 mm (MM)) Ne20
+ AJITIE AHTUBAKTEPIAJIEHUH 3 ioramu cpi6na
ALPE ANTIBACT ERIAL SILVER Ag* CLEAR TIPOSOPHI pisumx posmipis
3 mnitiple (76 mm () x 19 mm () Ne,
' (76 mm x 19 mm #8, 57 mm x 16 mm #8,
22 mm x 22 mm #4) #20 57 mm (Mm) X 16 mm (mm) NOS
- 22 mm (vm) x 22 mm (Mm) Ned) No20
ALPE ANTIBACTERIAL SILVER Ag* FLESH- AJITIE AHTI/IBAKTEPIAIH)HI/H/I 3 ioHaMu cpibia
4. TONE classic TUIECHUM xnacwanmit
(76 mm x 19 mm) #10 (76 mm (Mm) X 19 mm (Mm)) Ne10
5 ALPE WATERPROOF FLEX XL AJIIE BOIOCTIMKHH enactuanmit XL,
' (76 mm x 50 mm) #4 (76 mm (Mm) x 50 mm (Mm)) Ned
6 ALPE WATERPROOF GENTLE classic AJITTE BOJIOCTIMKMM HDKHUU xnacuanuit
) (76 mm x 19 mm) #10 (76 mm (mMm) X 19 mm (mm)) Nel0
AJITIE JUTSAYUY «300IIAPK»
7 ALPE KIDS ZOO (76 mm x 19 mm) #8 (76 mm (vnd) 19 mm (vn)) Nes
: AJIIE KOTYIIEYHWI BOJOCTIMKHHN
8. ALPE ROLL WATERPROOF (25 mm x 4.5 m) #1 (25 mm () x 4,5 m () Nl _
0. ALPE ROLL PAPER (25 mm x 9.1 m) £1 AJIIE KOTYIIEYHWH [TATIEPOBUH
(25 mm (Mm) x 9,1 m (m)) Nel
AJITE KOTYIIEYHUH ITPO30OPHI
10.
0 ALPE ROLL CLEAR (25 mm x 9.1 m) #1 (25 mm (ve) % 9,1 m () Nel
. AJIIE KOTYIIIEMHUA TKAHUHHUH
1L
ALPE ROLL TEX SOFT (25 mm x 4.5 m) #1 MSAKUH (25 mm (uv) x 4.5 m () Nel
. AJITIE ITPO30PUH xnacynuit
12. ALPE CLEAR classic (76 mm x 19 mm) #10 (76 mm (vm) X 19 mm (vp)) Nel0
AJITIE TTPO3OPHH xsanparsmit
ALPE CLEAR square
13. (38 mm (Mm) X 38 mm (MM) Ne9,
(38 mm x 38 mm #9, 22 mm x 22 mm #9) #18 22 mm () x 22 mm (vnr) Ne9) Nol8
. AJITE CBITJIMH knacuanmuit
14,
ALPE LIGHT classic (76 mm x 19 mm) #10 (76 mm (v) X 19 mm (ww)) Nel0
. AJIIE CBITJIHH pisanx posmipis
ALPE LIGHT multiple I
15. (76 mm x 25 mm #6, 57 mm x 16 mm #6, (76 mm (n) X 25 mm (mm) Nes,
22 mm x 22 mm #6) #18 57 mm (MM) X 16 mm (vm) Ne6,
22 mm (MM) X 22 mm (MM) Ne6) No18
: AJITIE TUIECHUH xnacuanui
16. i
ALPE FLESH-TONE classic (76 mm x 19 mm) #10 (76 mm (vr) x 19 mm (a0)) Ne10
ALPE FLESH-TONE multiple AH%E TIHECHMII’; P o e
7. (76 mm x 19 mm #6, 57 mm x 16 mm #6, (76 mm () X 19 mm (vane) NeS;,
22 mm x 22 mm #6) #18 57 mm (MM) x| 16 mm (vm) Ne6,
22 mm (MM) X 22 mm (MM) Ne6) Nel8
18 ALPE WATERPROOF FLESH-TONE classic AJITIE BOOOCTIMKUM TUIECHUM knackanuit
) (76 mm x 19 mm) #l (76 mm (mMm) x 19 mm (MM)) Nel
19 ALPE ELAST FLESH-TONE classic AJITIE EJIACTI/I‘{HI/Iﬁ TUIECHMH xnacuanmuit
) (76 mm x 19 mm) #1 (76 mm (Mm) x 19 mm (MM)) Nel
o ALPE TEX FLESH-TO ;. Mp %N\ AJIE TKAHHHHUA TUIECHUM wiackem
' (76 mmx 19 m ,,s\& =, 4] (76 mm (M) x 19 mm (vwm)) Nel
Hexnapanis npo Bignosigricts Ne 03/P1 _DMP Ta: 14 D Jara nepuof Bupaui: 02.10.2018 Cropinka2is 3
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21 ALPE FAMILY ROLLFIX PAPER AJITTE ®EMUIL BOJI®IKC ITAITIEPOBUM
' (12.5mm x 4.5 m) #1 (12,5 mm (Mm) x 4,5 m (m)) Nel
29 ALPE FAMILY ROLLFIX TEX AJITTE ®EMIII POJI®IKC TKAHUHHUN
’ (12.5mm x 4.5m) #1 (12,5 mm (MM) X 4,5 m (M)) Nel
23 ALPE FAMILY ROLLFIX PAPER AJITTE @EMIJII POJI®IKC ITAITEPOBUM
) (25 mm x 4.5 m) #1 (25 mm (M) x 4,5 m (m)) Nel
24 ALPE FAMILY ECONOM SOFT classic AJITIE ®EMUT M'SIKUH «kEKOHOM»
) (76 mm x 19 mm) #1 x 300 KnacugHu (76 mm (MM) x 19 mm (mm)) Nel x 300
25 ALPE FAMILY ECONOM SOFT classic AJIITE QEMUTI M'SIKUM «EKOHOM)»
) (76 mm x 19 mm) #1 KacudHui (76 mm (Mm) X 19 mm (vm)) Nel
2% ALPE FAMILY ECONOM CLEAR classic AJIIIE ®EMLUII [TPO30PUN "EKOHOM"
' (76 mm x 19 mm) #1 x 300 KacuyHu# (76 mm (Mm) x 19 mm (mm)) Nel x 300
27 ALPE FAMILY ECONOM CLEAR classic AJIIE ®EMUITI ITPO30PUH "EKOHOM™
' (76 mm x 19 mm) #1 knacwqHui (76 mm (Mm) x 19 mm (mm)) Nel
28 AFFIDA anti MIGRAINE Plaster Adduna Arri Mirpers [Inactup
) @20 mm #1 @20 mm (mm) Nel
29 AFFIDA anti MIGRAINE Plaster Abduna Arti Mirpens IlnacTup
) 920 mm #5- 920 mm (mm) Ne5
30 AFFIDA anti MIGRAINE Plaster Adduna Arri Mirpers ITnacTup
) @20 mm #10 220 m! (MM) Ne10

Fonosa Ipeacrasuuursa lensta Metiken ITpomoywns AT,
Jlapuica ®epoTtosa

Head of Representative office of Delta Medical Promotions AG
Larysa Fedotova

*\CEPTHOIKATIB
Nl

5 DN 2 bP‘
%, /4@;".":—-..... L) &F
. i ORI
% o AW
\Es&mng s
| e

Delta Medical Promotions AG

M_ii\Ex [ LA Pinchuk

Busivens Develoment Department

Aexaapauia npo Bixnosiznicts Ne 03/PI_DMP
Declaration of Conformity Ne 03/Pl DMP
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