Planet (Anhui) Medical products Co., Ltd

CEPTU®DIKAT 3 AROCTI

R-SOP-QA -006-03

Homep naprii 20231215
[TynkT APTETT 3ueGouor0umii Iiactup 3 Jikapcbkum 3acobom 10 cm
(cm) x 12 cm (em) Ned PO: 1255
Tect CTaHJapTHUH TS-QA-016 3pa3ok KiJbKICTb 3 KOpO6KH
AlaTa BUPOGHMUTER, 15553 15.15 Kpaita Kurait
Bukopucratu 10 T10XOKEHHS
2026-12-15
Ne AHAJII3 TECT IIYHKT OauHuL CIEIUPIKALIA PE3YJIbTAT BUCHOBOK
BUMIpIOB
aHHA
1) rragku#, ane 6es
UISIM, TIOLIKO/PKEHb
2) JluupoBa YaCTHHA
1 30BHILIHIA 30BHIWHIN — mapy rejr IOBHHHA BIZATIOBIZIAE BIATTIOBIZJAE
BUIIA], BUTJIS/L piBHOMIpHO
posmoAinaTuca i He
[POHUKATH Ha 3BOPOTHY
CTOpPOHY
i ) ) JosxuHa: 12.20cm
2 PosmMip Posmip M BigxuieHHs £5MM BIZITIOBIZJAE
[lunpuna: 10.10cm
3 3amax APOMAT MeHTOJ BIATOBIJAE BIZAIOBIJAE
180° MinHicTb HA
180° MiLHIiCTb Ha BiZllIapOBYyBaHHSA
. BiquapyBanHs N/25 MM NOBUHHA GYTH He 0.4 N/25 mm BIZAIOBIZAE
g | TlamKet 6inble Hix 1.47
XiMiYHHH N/25mm
iHAeKe Hi oueBUHMI 3aTUIIKH
3aJIUIIoK - . Bes 3anuuKy BIAIOBIJAE
3aJIMUIMBCA Micas
HaKJIeFOBaHHSA Ha CKJIO
KinbkicTb < 200
agpoGHHX KYO/r <10 BIZAIOBIJAE
GakTepin
3araJjibHa < 20
! - = B B
5 | Mikpo6iosiori | KiJIBKICTb LB TA Sy <10 il
o JPIKIKIB
3OJ]OTHCT"” KYO/r He noBUHHO 6yTH He BHUSBJIEHO BIZATIOBIZJAE
cradinokok
BUSIBJIEHO
Geugnaraii KyO/r He niouHo 6y He BUSBJIEHO BIATIOBI/IAE
nasnyKa -

[Tposis: Yuzongchun

2024.1.17
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CERTIFICATE OF ANALYSIS

Planet (Anhui) Medical products Co., Ltd

R-SOP-QA-006-03

Batch No. 1
Item ARGETT Pain Relief Patch, Medicated Patch 10 cm x 12cm Ne4 atch o i
PO: 1255
Test Standard TS-QA-016 Sample quantity 3 Boxes
Manufacture 2023-12-15 o _
date, Expire date 2026-12-15 Country of Origin China
No. | ANALYSIS TEST ITEM UNIT SPECIFICATION RESULT CONCLUSION
1) smooth but no spot,
damaged
1 Appearance Appearance 2)Face of gel layer shall be CONFORMS CONFORMS
spreading equably and no
penetration on back side
) . L Length:12.20cm
2 Size Size cm Deviation +5mm . CONFORMS
Width:10.10 cm
3 Smell FRAGRANCE Menthol CONFORMS CONFORMS
) 180°peeling strength
180°peeling
) th N/25mm | shall be not greater than 0.4 N/25mm CONFORMS
1 Physicochem BEIE 1.47 N/25mm
ical Index
i No obvious residues left )
Residue No 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
5 Microbiology —
apiylococeuis CFU/g Should not be detected not detected CONFORMS
aureus
Pseud T
Seudomonas | cry/g “GQNFORMS
aeruginosa W %
A =

QC: Yuzongchun
2024. 1. 17




JEKJAPAIIA ITPO BIJITOBIAHICTD Ne ARGMD/DMP
Declaration of Conformity Ne ARGMD/DMP

Meanuni sBupobu:
Medical devices:

IMepeaix Meauunnx Bupobis:
List of medical devices:

Bupo6Huk:
Manufacturer:

BupoGuuyi ginsku:
Manufacturing sites:

YnoBHOBaKEeHUI NPEACTABHUK:
Authorized representative:

Knacudikauis mennunnx supobis;
Classification of medical devices:

ITpouenypa ouiHkH BiANOBiAHOCTI:
Conformity Assessment Route:

Ceprudirkar(-u):
Certificate(-s):

ITpusHaueHuii oprau 3 OUiHKH
BianosiaHocTi Ta fioro ixeHTHdIKANI
HOMep:

HHHH

Conformity assesment body with its indentification

number:

Tepmin aii Jexnapauii npo Bianosianicts

Validity of Declaration of Conformity

APTETT 3neGon10104nil NIacTUP 3 JiKapcbKHUM 3acobom
ARGETT Pain Relief Patch, Medicated Patch

Brasani B JlonaTky 1 no leknapanii npo Bianosinnicts
Specified in Annex 1 to Declaration of Conformity

Hensra Menikena IIpomoymns AT
Orenbaxracce 26, Ilropux, CH-8001, [lIseituapin
Delta Medical Promotions AG

26 Oetenbachgasse, Zurich, CH-8001, Switzerland

Ilnauer (Cyxoy) Meniken IIponaxre Ko., JIta,,

Ne 33, Kinrnian Poya, Keyryau Innacrpian [Tapk, Cyxoy
Xaw-Tek Jesenonment 3oH, 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

Inauer (Aubxoii) Menixan IIponaxre Ko., JITa.

Ne 2066 Bect [Ixinwe Poyn, Xait-tex 3o, 239300 Cyxoy CiTi,
AHbXOH, Kurait

Planet (Anhui) Medical Products Co., Ltd.

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

Hpeacrasuuurso «leasta Meaixen IIpomoymns Al
M. Buwinese, syn. Hopuososia 43, 08132, Ykpaina
Representative office of Delta Medical Promotions AG

08132, Vyshneve, 43 Chornovola St, Ukraine

Kunac I11
Class 111

Hoaatok 3, TexHi4HOro perjiaMeHTy U040 MeANYHUX BUPOOiB,
3aTBepaxeHoro nocranosoro Kabinery Minicrpis Yxkpainn Ne753
Bin 02.10.2013

Annex 3 of Technical regulation on medical devices, approved by Resolution of
Cabinet of Ministers of Ukraine No. 753 from 02.10.2013

Ceprudikar signosianocri/Certificate of conformity

Ne PR.116-17

Ceprudikar nepesipky npoekry/Design Examination Certificate

Ne PR.115-17

ToBapucTBo 3 06MeKEHOIW BiANOBIAANBHICTIO «YKpaTHChKHI
HAYKOBHH IHCTHTYT cepTHdirauii»

Inentudikauiitnuit Homep: UA.TR.116

Limited Liability Company “Ukrainian Scientific institute of certification”
Identification number: UA.TR.116

Hivicua o 11,01.2027
Valid till 11.01.2027

IpencraBunurBo «Jeasta Meaiken Ilpomoywns AI» Bia imeni deabra Meniken Ilpomoymns AT mexnapye
BHKOHAHHS BUMOT {00 MEAUYHOI0 BUPOOY, 3rinno Jonatky 1 va JoaaTky 3 TexHi4HOro pernamMeHTy W00 MeAUUYHHX
Bupobis. Texniuna JoxkymeHTaUis Wo0A0 MeXHYHHX BUPOGIB 36epiracrecs y BHPoOHMKA Ta HOro YNOBHOBAKEHOrO

NpeaCTaBHUKA.

Representayive office Delta Medical Promotions AG on beheaf of Delta Medical Promotions AG declares the fulfillment of requirements for
medical devices, according to Annex | and Annex 3 to the Technical Regulation on Medical devices. Technical documentation of medical
devices is kept by manufacturer and authorized representative.

Bin imeni Delta Medical Promotions AG:
_Orbehalf of TheRelta Medic,
z I

Ve

TIOBHOBKCHOEDLOOH:

Authorized Signature:

\pewTucial
xoA 2

MEAIKEA
[IPOMOYLUHS Al

09879

iaHud

Ionosa Ipencrasuuurea Jdensta Meniken ITpomoy:
Jlapuca ®enoToBa

Larysa Fedotova

Jexnapauis npo BiamosignicTs Ne ARGMD/DMP |

" Bepcis: 6.0

Declaration of Conformity Ne ARGMD/DMP

Version: 6.0

Jlara: 24.10.2023 | Jara nepwoi Bagaui: 10.04.2017
Date: 24.10.2023 | Date of the first issue: 10.04.2017




Jlexnapauist npo BixnosinxictsNe ARGMD/DMP
(Declaration of Conformity Ne ARGMD/DMP)

HonaTtok 1
Annex 1

ITepenik MexuyHux BHpoGiB
List of medical devices

HaszBa mexuyHoro
BUPOOY

Haszea Mexu4HOro Bupody

e AHICLKOI MOBOIO s ki
Name of medical device in English i o edicalexiptin:Sladinin
ARGETT Pain Relief Patch, Medicated Patch APTETT 3HeOOIH0O0YUMN IUTACTHAP 3 JIiKapCLKPﬂVI
1. 10emx 12 cm zacoGom 10 cm (cm) x 12 cm (cm)
Nel Nel
ARGETT Pain Relief Patch, Medicated Patch APTETT 31e60/m0r0unii ITacTAp 3 JTiKapChKUM
2, 10cmx 12 cm 3acobom 10 cm (em) x 12 cm (cM)
Ne2 N2
ARGETT Pain Rellef Patch, Medicatcd Patch APTETT 3He60n}0}oquﬁ [UTacTHP 3 niKapCLKHM
3. 10emx 12 cm 3acoGom 10 cm (cm) x 12 cm (cm)
NeS NeS
ARGETT Pain Relief Patch, Medicated Patch APTETT 3ue6omoounii miacTtyp 3 JTiKapChKuM
4, 12cmx 18 cm 3acobom 12 cm (cm) x 18 cm (cm)
Nel Nel
ARGETT Pain Relief Patch, Medicated Patch APTETT 3HeG0Or0uHi TIACTHD 3 TiKapChKHM
5. 12cm x 18 em 3acobom 12 cm (cm) x 18 cm (cm)
Ne2 Ne2
ARGETT Pain Relief Patch, Medicated Patch APTETT 31e601r0r0uHit TIIACTHP 3 TiKapChKUM
6. 12cmx 18 cm 3acobom 12 cm (cm) x 18 cm (cm)
NS Nes
ARGETT Pain Relief Patch, Medicated Patch APTETT 3He60m0r04Mit IIACTAP 3 TIKapChKIM
7. 6,5 cm x 4,2 cm 3aco6oM 6,5 cm (cm) x 4,2 cm (cm)
Nel Nel
ARGETT Pain Relief Patch, Medicated Patch APTETT 30e60/I0r04 M TUTACTHP 3 TIKapChKUM
8. 6,5cmx 4,2 cm 3aco6om 6,5 cm (cM) X 4,2 cm (cm)
NeS Ne§
ARGETT Pain Relief Patch, Medicated Patch APT'ETT 3HeG0MOI0YHI MIACTHP 3 JTIKAPCHKUM
9 6,5cmx4,2cm 3aco6oMm 6,5 cm (cMm) X 4,2 cm (cm)
NelO NelO
ARGETT Pain Relief Patch, Medicated Patch APTETT 31601501041 IIAaCTHP 3 JiKapChKHM
10. 10ecmx 12cm 3aco6om 10 cm (cm) x 12 em (cm)

Nod

Ned

Ionosa IMpencrasnuursa [lessta Meniken [Tpomoymss AT,
Jlapuca deporosa

Head of Representative office of Delta Medical Promotions AG
Larysa Fedotova

A
PTHOIKATIB

Jexnapauis npo Bianosignicts Ne ARGMD/DMP | Bepcis: 6.0 Jata: 24.10.2023 | Jara nepwoi Buaayi: 10.04.2017 Cropinka 2132
Declaration of Conformity Ne ARGMD/DMP Version: 6.0 Date: 24.10.2023 Date of the first issue: 10.04.2017 Page of 2 of 2




OPTAH 3 OUIHK/ BIANOBIAHOCTI

TOB «YKPATHCbKMIM HAYKOBWUM IHCTUTYT CEPTUGIKALLIT»
04053, m. Kuis, Kyapascbkuit y3si3, 6ya. 7, odic 320
UA.TR.116

4 Uni
CERT

CEPTV®IKAT BIAMOBIAHOCTI

IMopsaoKk npoBeIeHHs npoueaypu 3abe3nedeHHss GpyHKUIOHYBAHHA KOMILIEKCHOT CHCTeMH
ynpapiinna  sikicrio (Jozatok 3 Texuiunoro pernameHTy LIOAO MEIHHYHHUX BUPOOIB,
3aTBEPIIKEHOTO MocTaHoBoI0 Kabinery Minictpis Ykpainu six 02.10.2013 Ne 753 (TP)

Bupoouuk: Delta Medical Promotions AG / leasTa Meaikea IIpomoymns ATl
IOpuauyuna 26 Oetenbachgasse, Zurich, CH-8001, Switzerland /

agpeca: Orenbaxracce 26, Liopux, CH-8001, Illseiinapis

Bupotuuui Delta Medical Promotions AG / Jlensra Meniken [Ipomoymns Al
IVTOMIAKH: 26 Oetenbachgasse, Zurich, CH-8001, Switzerland /

Orenbaxracce 26, [ropux, CH-8001, IlIseiinapis

IIpencraBauurso «Jleasta Meniken [Ipomoymas Al
08132, M. Bumrnese, Bys1. HopHoBona, 6ya. 43, Ykpaina

Vnosnosaxennii  Ipeacrasunurso «leanta Meaiken Ipomoymmns A»

TIpeACTaBHUK: 08132, M. Buwunene, By, HopHoBona, Oya. 43, Ykpaina

Kox CJIPTIOVY 26609879
Bupo6n: Kouxpemusosana cepa nagedena na cmopinkax 3-4 ypo2o cepmupixama
Knac: I (crepuabumii), Ha, I16, ITI

Mpusnavenuii opranm 3 ouinku Bianosianocri Tosapucrso 3 00MEKeH0I0 BiAMOBIAAIbLHICTIO

«Yxpainchknii naykosuii incruryt ceprudikauiiy (inentudixauiiinnii Homep Ne UA.TR.116)

TiATBEPIKYE, 1O BKa3aHUi BUPOOHHMK BIPOBAIHB CHCTEMY YIPABIiHHA AKICTIO Ha eTanax po3pobiieHHs,

BUPOGHUIITBA Ta OCTATOYHOI IEPEBIPKH CTOCOBHO 3a3HAUYEHMX BMPOOIB, a /1A BHpoGiB 1 (CTepHILHHUIHA)

K/acy Ha cTamisx BMPOOHWYOrO mpouecy, Wo noB’a3aHi i3 3a0e3neueHHsM Ta 30€PEKEHHAM CTaHy

cTepunbHOCTi, y BianosiaHoeti Ao nymkris 3-7 Jlomarka 3 TP Tta ska e 06’exkToMm nepioAnYHHX
A

HATTIA0BMX ay/uTiB 3riaHo myHkTiB 12-15 Jlomatka 3 TP. Jlns peanizauii mpoaykuii T kmacy
[ONATKOBO Mae GyTH HasBHHMit cepTudikaT nepeBipku npoekta 3a mynkramu 8-11 Jlonatka 3TP.

IMixcraBa as1 BUaavi:
AKT excreprnsu gokymentanii Ne PR.738/CH1/2-PR.116/CH3-CH4/2-23 Bin 04.07.2023;
Piwenns npo sujauy ceptudixara Ne PR.1 ]6/CH3-CH4/§-M2)3 Bix 05.07.2023.

e

Ceprudikat Ne PR.116-17

Jlivicuuii 1o «11» ciung 2027 p.
Bunanus Ne 10 sig «05» nunns 2023 p.
Brepine Bunano 12.01.2017.

KepiBuuk oprany 3
OLIIHKH ocTi

s0103 10302 Cropinka 1 3 6

ACTY ENISOTEC 170211 ACTY ENISOAEC 17065
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OPT'AH 3 OLIHKM BIAMNOBIAHOCTI

TOB «YKPATHCbKMIM HAYKOBWM IHCTUTYT CEPTUDIKALT»
04053, m. Kuis, Kyapascbkui y3sis, bya. 7, odic 320
UA.TR.116

| Uni
CERT

Iepenik cyOmiapsiiHux BUPOOHHKIB:

- Planet (Suzhou) Medical Products Co., Ltd. / [1manet (Cysxoy) Meniken Iponaxrc Ko., JITa.
No.33, Qinglian Road, Xuguan Industrial Park, Suzhou Hi-Tec Development Zone, Suzhou,
215151, P.R.China /

Ne 33, Kinrnian Poya, Keyryan Innactpian Ilapk, Cyxoy Xait-Tex Jlepenonment 3oH, Cyxoy,
215151, KHP

- Hangzhou Singclean Medical Products Co., Ltd./ Xanwxkoy Cunkymn Meniken [Tpoxaxre Ko.,
JTn.
No. 125 (E), 10th Street, Hangzhou Economic and Technological Development Zone,
Zhejiang, P.R.China /
Nel25 (E), 10 Byn., Xanwkoy Exonomik ena Texuonorikan [lepenonment 3oH, UioussH,
Kurai

- Industria Farmaceutica Nova Argentia S.p.a. / IHIYCTPIA ®APMAILIEBTUKA HOBA
API'EHTIA C.n.A.
Via Torino, 448, 10032 Brandizzo TO, Italy / Bia Topino, 448, 10032 bpanzizzo TO, ITanis

- Roosin Medical Co., Ltd. / Pycin Menikan Ko., JITx.
No.8 Yuandong Road, Kouan Town, Gaogang, Taizhou City 225321 Jiangsu Province,
P.R.China/
Ho 8 I0annour Poyn, Kyan Tayn, Faoranr, Taitkoy Citi 225321 Jixuanrcy [Tposinc, KHP

- Medoffice Saglik Endiistri Anonim Sirketi / Menogic Carnix Enmyctpi Anonim Cipkeri
Egemenlik Mahallesi, 6087 sokak No:1/21 Bornova 35070 Izmir, Turkey /
Eremennix Mexanesi, 6087 coxax Nel/21 Boprosa 35070 I3mip, Typeuunna

- Medoffice Saglik Endiistri Anonim Sirketi / Menodic Carnix Eunyerpi Anonim Cipkeri
Yazibasi MAH. Kuscu CAD. No:9 Torbali — Izmir, Turkey /
SziGawi MAT . Kyupky KA Ne9 Top6ani — I3mip, Typeuunna

- WOOSHIN LABOTTACH CO., LTD. / BYILIWH JIABOTTAY KO., JIT/L.
(Songdo BRC SMART Valley B-109, 915, 1012, 1013, 1014, 1015, 1019, 1020), 30
Songdomirae-ro, Yeonsu-gu, Incheon City, Republic of Korea /
(Courno BPI] CMAPT Bemneit B-109, 915, 1012, 1013, 1014, 1015, 1019, 1020), 30,
Couraomipae-po, €oucy-ry, M. [Huxon, Pecnydaika Kopest

- Planet (Anhui) Medical Products Co., Ltd. / ITnaner (Arbxoit) Meaixan [Tponakre Ko., JIta.
No0.2066 West Jianshe Road, Hi-tech Zone, 239300 Chuzhou City, mﬁi,ﬁ/éhina/
No.2066 Bect Jlxinwe Poysx, Xaii-rex 3ou, 239300 Cyxoy SI/TI, /bxoﬁ; Kurait

s
S s

RPN, ";
s é\{ éf’&‘,\ ST

80103 10302
ACTY ENISOTEC 170211 | | JICTY ENISOMEC 17065




OPT'AH 3 OUIHKK BIANOBIAHOCTI

TOB «YKPATHCbKMIA HAYKOBUM IHCTUTYT CEPTUDIKALLIT»
04053, m. Kuis, Kyapascbkuii y3Bis, bya. 7, odic 320

Uni
CERT

UA.TR.116
KonkperuzoBaHna chepa:
No Hasen BHpOGiB, Haseu BupoGiB,
3/m AHNHCBK0I0 MOBOIO YKpaiHCbKOK MOBOIO
1 proFLEX® INTRA medical orthopedic | npo®JIEKC THTPA meauunuii oproneanunmii
" | hyaluronate gel for injections resib riajlypoHaTy HaTpito Ans iH €KL
® . . .
2, KUCHIKOO cansupation, laxative KYUUKY® sakpen, nocnabmoroua Mikpokiizma
micro-enema
3 ALPE® first aid (spray, gel, dressing, | AJITTE® ana nepuuHOi gomomorw (cnpeii, resb,
bandage) noB’s13Ka, N1acTHp)
4 ALPE® burncare (spray, gel, dressing, | AJITIE® ansa nikysauus onikis (cnpei. reb,
" | bandage) 0B’ A3Ka, M1acTHp)
5 ALPE® Pain Relief Patch, Medicated | AJITTE® 3neGomoiouuii naacTup 3 nikapchbKuMm
" | Patch 3acobom
6 ARGETT Pain Relief Patch, Medicated | APTETT 3neOontotouuii naactup 3 JikapcbKum
" | Patch 3acobom
7 ALPE® HEMOSTOP Surgery (soluble | AJIIE® TEMOCTOIT Xipypriuna (po3umnna
" | hemostatic gauze) reMOCTaTU4YHa MapJis)
g ALPE® HEMOSTOP Dental (soluble | AJITIE® TEMOCTOIT [lenTanbHa (po3uuHHa
" | hemostatic gauze) reMocTaTH4yHa Mapas)
9 ALPE® HEMOSTOP Nasal (hemostatic | AJITIE® F'EMOCTOI HazansHwuit
" | sponge) (reMOCTaTHUHUH TaMIIOH)
10 ALPE® HI-TECH HYDROCOLLOID | AJINE® XAMW-TEK I'JIPOKOJIOI (nos’sasku,
" | (dressings, plasters) [1aCTUPU)
i1 ALPE® HI-TECH HYDROCOLLOID | AJIIIE® XAW-TEK TIJIPOKOJIOIJl nnactup
" | minor cuts Mpy 1nopizax
12. | ALPE® STERIL (plasters) AJITIE® CTEPUJI (nnactupy)
13 ALPE®  PrimaDerm  Hydrocolloid | AJITIE® [lpumallepm iapokonoinHui
" | (dressing) (noB’s3Ka)
® : -
14. éi]rfssmg) PrmeDenm R AJITE® TMpuma/lepm [Tposopwit (1108’ a3Kka)
® - :
15. | ALPE® PrimaDerm Alginate (dressing) Aﬂ]’EE lpopnflpen & FRNMSE, SO
(noB’s3Ka)
16 ALPE® PrimaDerm Alginate Ag Silver | AJITIE® Tlpumallepm 3 anbriHatoM Kamibiito Ta
~ | (dressing) ioHamu cpibna (moB’si3Ka)
17. | KUCHIKOOQ® Protect cleansing wipes | KYUHMKY® TTpoTeKT 0umLLyIoUi BOJIOTi cepBeTKH
18. K.UCHI.KOOGD CREAN Frages Wil KYUYUKY® KPEM saxucuuii 3 OKCHIOM IIHHKY
zinc oxide
19. | ALPE® FirstAid Zn-cream ﬁ“ﬂ:yE@ Tlepwa fOMOMOTa Kpem 3 OKCHIOM
ADGESTOP medical sodium | AIITECTOIT meauyHuii aHTHAATrEe3UBHUH Telb
20. | hyaluronate anti-adhesion gel in pre- | riamypoHaty HATpiro y nonepeaHbo
filled syringe HAMOBHEHOMY 1UMPHULL
Jeunelle Contour medical sodium | Dxynens KoHTyp Memu4HMH Teab TiamypoHaTy
21. | hyaluronate gel for injections in pre- | HaTpilO 4SS iH'€KWIH y MOTIEPENHBO HAMOBHEHNX
filled syringes with needles WINprLUax 3 rojJKamu
Jeunelle Beauty medical sodium

RO103

ACTY EN ISOAEC 176211

10302
JCTY ENISOAEC 17062




OPTAH 3 OUIHKM BIANOBIAHOCTI

TOB «YKPATHCbKMA HAYKOBUM IHCTUTYT CEPTU®IKALLIT»
04053, m. Kuis, Kyapascbkuit y3si3, 6ya. 7, odic 320

| Uni

UA.TR.116
Ne Hazsu Bupobis, Ha3ssu BupoGis,
3/n AHIIHCHKOIO MOBOIO YKPAiHCbKOI0 MOBOI)
Jeunelle Touch medical sodium | Jikywens Tau Meanunuit resib  rianypoHaty
23. | hyaluronate gel for injections in pre- | HaTpito Ans iH'eKWii y NONepeaHbO HaNOBHEHHX
filled syringes with needles LINPULAX 3 TOJIKAMH
Jeunelle  Sense  medical  sodium | Jhxynens CeHc MeanuHuii Tenb riamypoHary
24. | hyaluronate gel for injections in pre- | HaTpilo Ans iH'€KLL y MOMEPEHBO HATIOBHEHMX
filled syringes with needles LINPHLAX 3 FONIKAMH
Jeunelle Volume medical sodium | JikyHens Bom'toM MeIWdHHWIH Tellb rianypoHary
25. | hyaluronate gel for injection in pre- | HaTpit0 A iH €KL Yy MONEPEHBO HATIOBHEHNWX
filled syringes with needles LINPHULIAX 3 TOJIKAMK
Jeunelle AS Volume with Lidocaine | Jixyrens AC Bom'tom 3 JlizokaiHoMm MeanuHuii
2% medical sodium hyaluronate gel for | rems rianyponaTy Hatpito Ans iH'ekuii y
" | injections in pre-filled syringes with | nonepeaHbo HaroOBHEHUX LIMPHUAX 3 TOJIKAMH
needles for aesthetic surgery /19 BAKOPUCTAHHS B €CTETHYHIH MEAULIMHI
27, A.R GETT Bmy Reliel Eateh Tl API'ETT 3uebomorounit minactup 3 Jligokainom
Lidocaine
28. | KUCHIKOO® Aroma pad KYUMKY® ApomaTudHuii miacTup
29 ALPE ANTIBACTERIAL ULTRA | AJITIE AHTUBAKTEPIAJIBHUM  VJIIBTPA
" | classic KJTaCHUYHWH
30 ALPE ANTIBACTERIAL ULTRA | AJITIE AHTUBAKTEPIAJIBHAN  VJIbTPA
" | medium cepejiHix po3Mipis
31. | ALPE ANTIBACTERIAL ULTRA XL | AJITE AHTUBAKTEPIAJIbHUH VJIbTPA XL
0 ALPE ANTIBACTERIAL ULTRA | AJIIIE AHTUBAKTEPIAJIbHUA  YJIBTPA
~ | multiple pi3HUX pO3MIpIB
13 ALPE ANTIBACTERIAL SILVER | AJITIE AHTMBA{'KTEPIAﬂbHMI}‘i 3 ioHaMH
" | Ag+ CLEAR classic cpi6aa IMPO30OPUU knacuutni
4 ALPE ANTIBACTERIAL SILVER | AJIIIE AHTI/IBA\JKTEPIAJIBHI/IVI 3 ioHaMH
" | Ag+ CLEAR multiple cpitna [TPO30OPHUH piznunx posmipis
35 ALPE ANTIBACTERIAL SILVER | AJITTE AHTI/IB/{\‘KTEPIAJTBHI/H‘/JI 3 ioHamu
“" | Ag+ FLESH-TONE classic cpi6na TIECHWM knacnunui
36 ALPE ANTIBACTERIAL SILVER | AJITE AHTMBA‘KTEPIAﬂle/ll\/’l 3 ioHamu
“7" | Ag+ FLESH-TONE XL cpi6aa TNIECHUM XL
37 ALPE ANTIBACTERIAL SILVER | AJITIE AHTVIBAVKTEPIAJH)HI/II‘;I 3  ioHaMH
“" | Ag+ FLESH-TONE XXL cpitna TUTECHUHW XXL
33 ALPE ANTIBACTERIAL SILVER | AJIIIE AHTUBAKTEPIAJIbHUM 3 ionamu
" | Ag+ FLEX classic cpibna PJIEKC knacuunui
39 ALPE ANTIBACTERIAL SILVER | AJITIE AHTUBAKTEPIAJIBHAU 3 ionamn
" | Ag+ FLEX XXL cpiba JIEKC XXL )
ALPE ANTIBACTERIAL SILVER | AJITIE AHTHUBAKTEP JIBHAM 3 ionamu
40. 3
Ag+ FLEX cross finger

80103 10302
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OPTAH 3 OUIHKM BIANOBIAHOCTI

TOB «YKPATHCbKMIA HAYKOBWM IHCTUTYT CEPTUDIKALLIT»
04053, m. Kuis, Kyapsascbkuit y3sis, bya. 7, odic 320
UA.TR.116

4 Uni
CERT

ICTOPISI CEPTUDIKATA

Ne 3/m1
BHAAHHS
1 12 ciuns 2017 p. Brnepiue BUaaHo.
) 17 motoro 2017 p. Mepeunanis y 3B'A3Ky 31 3MiHOIO arecrary a.lcpenv!TauiT Ta
(haKTHYHOrO MiCLIE3HAXOUKEHHS OpraHy 3 OLIHKH BIANOBIAHOCTI.
lMepeBunanns y 3B’s13Ky 3i 3MIiHOIO ajpecH BUPOOHWYOT JiMAHKH
cyGninpsaanoro supoGuuka “Nova Argentia S.p.A., Gorgonzola
(MI), via Milano 35, Italy” na “Industria Farmaceutica Nova
Argentia S.p.a. on site Via Torino, 448, 10032 Brandizzo TO,
Italy”.
3 14 kBiTHa 2018 p. | Bunaneno BupoGHMuy AinaHKy —cyOnipaaHoro BUpOOHHUKA
New.Fa.Dem s.r.l., Viale Ferrovia dello Stato — Zona ASI,
Giugliano in Campania (Na), 80014, Ttaly.
Bueceno 3minn B Hassu BupoGis: KUCHIKOO™ 3mineno Ha
KUCHIKOO®;, KYUUKY™ s3mineno na KYUMKVY®; EVACO
amineno na EVAKO™; EBAKO 3mineno na EBAKO™.
Jlo cepTHdikaTy 101aHO KOHKPETH30BaHy c(epy Ta po3LIHpEeHo
chepy ceprudikary Ha nozuuii 13-15.
PosmmpeHo chepy cepTrdikaty, a came 101aH0 MO3ALT 16-25.
JlonaHo  BMpOOHWUY — JiAsiHKY — cyOmniapsanoro BHpoOHHUKa
Medoffice Saglik Endiistri Anonim Sirketi Egemenlik Mahallesi,
6087 sokak No:1/21 Bornova 35070 Izmir, Turkey.
CkopoueHo chepy cepTudikaTy Ha NPOAYKLIIO: KYUYUKVY® pyuxa
JUis BujaneHHs OopoiaBoK; MakcuBAPT® kpiorepanesruunmii
BUpI6 a1 BUaaneHHs G0poJaBoOK; MakcuBAPT® renb s
BUAAJCHHS OOPOAABOK; MakcuBAPT® pinuna st Buaanchus
6opoaBok; MakcuBAPT® pyuka ans BHAANEHHS OOpOAaBOK;
EBAKO™ wmikpokaizma 3 riuepuHoMm.
Bunyueno cybniapaanux  supobnukis:  PK - Benelux BV
(Vluchtoord 17, Uden, 5406 XP, Netherlands) ta Koninklijke
Utermohlen NV. (De Overweg 1, 8471 ZA, Wolvega,
Netherlands).
BHeceHO 3MiHM B Ha3BH BHPOOIB:
- AJIME® Tpuma/flepm Tiapokonoinuuii (nnactipw) / ALPE®
PrimaDerm Hydrocolloid (plasters) 3mineHo Ha AJITIE®
[Ipumaflepm [iapokonoianuii (nos’sska) / ALPE® PrimaDerm
Hydrocolloid (dressing),
- AJIME® Tlpuma/lepm Tposopwit (nnactupu) / ALPE®
PrimaDerm  Transparent (plasters) 3mineHo Ha AJITIE®
7 24 Gepesns 2021 p. | MNpumallepy  Tposopuit  (nos’s3ka) /  ALPE® PrimaDerm
Transparent (dressing);
- AJITIE® TIpuma/lepm 3 anbriHatom Kanbiito (nos’a3xu) / ALPE®
PrimaDerm Alginat (dressings) 3miHeHO Ha AJITIE® Tlpuma/lepm
3 anbriHATOM Kambliiio (nop’aska) / ALPE® PrimaDerm Alginate
(dressing);
- AJINE® [Mpuma/lepm 3 anbriHaToM Kaj
nos’sakn) / ALPE® PrimaDerm Silyg

Hara Onuc

4 28 Gepesns 2019 p.

5 21 tpaBus 2019 p.

6 14 mororo 2020 p.
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OPTAH 3 OLIHKK BIANOBIAHOCTI

TOB «YKPATHCbKUIA HAYKOBWUM IHCTUTYT CEPTU®IKALLIT»
04053, m. Kuis, Kyapascbkuit y3sis, 6ya. 7, odic 320
UA.TR.116

4 Uni
CERT

Ne 3/n

arTa Omnue
BHIAHHS A

smineHo Ha AJI[TE® T[lpumallepM 3 anbriHatom Kajblilo Ta
ionamu cpibna (noe’sska) / ALPE® PrimaDerm Alginate Ag
Silver (dressing);

- APTETT® 3neGomtotounii niacTup 3 Jikapcbkum 3acobom /
ARGETT® Pain Relief Patch, Medicated Patch 3mineno Ha
APTETT 316000 IIACTUP 3 JIIKAPCHKHM

3acobom / ARGETT Pain Relief Patch, Medicated Patch.

JloaaHo nepenik BAPOOHWUHX MIIOLLEL0K.

JIOAaHO TPAHCKPHMIUIIO HA3B Ta TPAHCITITEPALLif0 anpec BUpoOHHKa
Ta cyOniaApsAHHX BUPOOHHKIB.

MosTopHO cepTHdikoBAHO.

PoswmpeHo chepy ceprudikara, a came 1oaaHo nosuuii Ne 20-27.
8 12 ciuns 2022 p. JlogaHo  BUpOGHMUI  AiNAHKM  CyOMiApSAHMX — BHPOOHHKIB
WOOSHIN LABOTTACH CO., LTD Tta Planet (Anhui) Medical
Products Co., Ltd.

Poswmpeno cdepy ceptudikara, a came 104ano supodu: «AJITTE
AHTUBAKTEPIAJIBHUM  VIIBTPA  knacuunnit»,  «AJIIIE
AHTUBAKTEPIAJIBHUM ~ VJIBTPA  cepeanix  po3mipis»,
«AJITIE  AHTUBAKTEPIAJIBHUM VYJIbTPA XL», <«AJIIE
AHTUBAKTEPIAJIBHUIA VJIBTPA pisuux posmipis», «AJIIIE
AHTUBAKTEPIAJIBHUIM 3  iowamu  cpibia MMPO30PUH
KyTacHuHmi», «AJIITE AHTUBAKTEPIAJIbHUN 3 ionamu cpiGna
MPO30PUH pizHux po3mipiB», «AJIMNE
AHTUBAKTEPIAJIBHUMA 3 iowamu cpi6na  TIJTECHUH
knacuunmii», «AJITTE AHTUBAKTEPIAJIBHUM 3 ionamu cpiGna
TUIECHUM XL», «AJIIE AHTUBAKTEPIAJIBHUMA 3 ioHamu
cpina TUIECHUM XXLy, «AJITIE AHTUBAKTEPIAJIbHUH 3
joHaMu cpibia DJIEKC KJIACHYHHI», «AJITIE
AHTUBAKTEPIAJIbHUM 3 iomamu cpibra DJIEKC XXL»,
«AJIMIE AHTUBAKTEPIAJIbHUW 3 ionamu cpibna OJIEKC
MDKNAIbUEBUH».

Jlojano aapecy BHPOOHWHUOT MiNSHKH CyOmiapsaHOTO BUpOOHUKA
Medoffice Saglik Endistri Anonim Sirketi / Menodic Carnik
Enayctpi Auonim Cipkeri (Yazibasi MAH. Kugcu CAD. No:9
Torbali — Izmir, Turkey / SziGawi MAID. Kyumxy KA Ne9
10 05 s 2023 p. | TopGani — [3mip, Typeuunna).

3MmiHeHO Ha3By BHpOOY 3 «KYUUKVY® [TpoTeKT 3aXMCHHMIT KpeM 3
okcuaom wneky / KUCHIKOO® Protect Zn-cream» Ha
«KYUYUKY® KPEM 3axucHuii 3 OKCHAOM LLAHKY / KUCHIKOO®
CREAM Protect with zinc oxide». .~

9 08 uepsus 2023 p.

Ceprudixar Ne PR.116-17

Titicanit 10 «11» ciuns 2027 p.
Bumanust Ne 10 Bijg «05» ounus 2023 p.
Buepuie Bugano 12.01.2017.
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OPTAH 3 OLIHKW BIANOBIAHOCTI
TOB «YKPAITHCbKMIA HAYKOBUM IHCTUTYT CEPTUDIKALLT»
04053, M. Kuis, KyapascbKkuii y3sis, 6ya. 7, odic 320

UA.TR.116

4~ Uni
CERT

CEPTUOIKAT MEPEBIPKU MPOEKTY

(mysktn 8-11 Jdopatka 3 Texuiumoro perjamenry IoA0 MeAMYIIMX BHPOOIB, 30TBCPKCHOTO
nocranoBoto KaGinery Minictpis Ykpainu Bix 02.10.2013 Ne 753 (TP)

Bupobtnuk:

HOpuauyna
anpeca:

YnoBuoBaKeHHH

NpeaACTaBHHK!

Bupotu:

Kaac:

Delta Medical Promotions AG / leasta Meaikesa [Ipomoymns Al

26 Oetenbachgasse, Zurich, CH-8001, Switzerland /
Orenbaxracce 26, Liopux, CH-8001, Ipeiiuapis

IpeacraBanurBo «AensTa Meaikea Ilpomoymns Al
08132, M. Buninene, Byn. YopHoBona, 43, Ykpaina
Kon €JIPTIOY 26609879

ARGETT Pain Relief Patch, Medicated Patch / APTETT
3000010 HiT IVIACTHP 3 JiKapcLKHM 3acofom
ARGETT Pain  Relief Patch with Lidocaine /
3HeGorowyHii niacTap 3 Jlizokainom

(koukpemuzoeana cghepa nagedena na emopinyi 2 yuozo cepmudpixama)

APTFETT

I

Mpusnavenuit opran 3 ouinku Bianosixwocti ToBapHCTBO 3 00Me)EHOI BiANOBIAAAbHICTIO
«YkpaiHcbKuii  HaykoBuii incruTyT ceprudikauiiy (izentudikanifumit nomep Ne UA.TR.116)
MiATBEPIUKYE. 10 TIPOEKT 3a3HaYeHOro Bupody Bianosigae Bumoram myHkris 8-11 noparka 3 TP.

Migcrasa nig BHAAYI:

Axr excnieprusu gokymenrauii Ne PR.115/CH3/2-PR.116/CHS5/2-23 8in 17.10.2023;

Ceprudikar Ne PR.115-17

Hiiicuuit no «16» motoro 2027 p.
Bupanns Ne 6 Bix «18» sxopris 2023 p.
Briepure Bunano 17.02.2017.

PiwcHns 1po sugady ceprudikara Ne PR.113/CH13/3-23 sin 18.10.2023.

KepiBHMK Oprany 3
OIIHKH BLMTOBIIHOCTI
Poman MUXAJIKO

Cropika 1 33




OPTAH 3 OLIHKM BIANOBIAHOCTI

TOB «YKPATHCbKUW HAYKOBUW IHCTUTYT CEPTUDIKALT»
04053, m. Kuis, Kyapascbkuii y3sis, 6ya. 7, odic 320

UA.TR.116
KonkperusoBana cepa:
Ne Ha3zsu BupoGiB Haseu BupoOiB
3/m aHrJIiHCHK0I0 MOBOIO YKPaiHCBKOIO MOBOIO
1 ARGETT  Pain  Relief  Patch, | APTETT 3ue6ommoounii MiacTHp 3 JiKapChKuM
" | Medicated Patch 10 cm x 12 cm Nel saco6om 10 cm (cm) x 12 cm (em) Nel
) ARGETT  Pain  Relief  Patch, | APTETT 3ueGomoiounii MiacTHp 3 JiKapChbKum
* | Medicated Patch 10 cm x 12 cm Ne2 3acobom 10 cm (cm) X 12 cm (cm) Ne2
3 ARGETT  DTain  Relief  Patch, | APTETT suc6oimoiounit IUACTHp 3 JIiKapChbKuM
| Medicated Patch 10 cm x 12 cm NeS 3acobom 10 cm (cM) X 12 cm (cm) Ne5
4 ARGETT  Pain  Relief  Patch, | APTETT 3neGomorounii IiiacTHp 3 JTiKapChbKUM
| Medicated Patch 12 cm x 18 cm Nel 3acobom 12 cm (cm) x 18 cm (cm) Nel
5 ARGETT  Pain  Relief  Patch, | APTETT ane6omolounii miacTHp 3 JiKapCLKHM
| Medicated Patch 12 cin x 18 cin Ne2 sacobom 12 cin (eMm) x 18 cin (em) Ne2
5 ARGETT  Pain  Relief  Patch, | APTETT 3ueGomoiounii iacTup 3 JIiKapChLKuM
" | Medicated Patch 12 cm x 18 cm Ne§ saco6om 12 cm (cm) x 18 cm (cm) NeS
7 ARGETT  Pain  Relief  Patch, | APTETT 3ne60m0I0uHif ITaCTHP 3 JTiKapChKHM
" | Medicated Patch 6,5 cm x 4,2 cm Nel | 3aco6om 6,5 cm (cM) X 4,2 cm (cm) Nel
3 ARGETT  Pain  Relief  Patch, | APTETT 31e60IMOI0UNH IIACTHP 3 JTiKapChKUM
" | Medicated Patch 6,5 cm x 4,2 cm Ne$ 3acobom 6,5 cm (cm) x 4,2 cm (cm) Ne5
9 ARGETT  Pain  Relief  Patch, | APTETT 3ne6omoiounii IacTup 3 J1iKapChbKHM
" | Medicated Patch 6,5 cm x 4,2 cm Nel0 | 3aco6om 6,5 cm (cm) x 4,2 cm (cm) NelO
10 ARGETT  Pain  Relief  Patch, | APTETT 3He60/I0K09HIA TUIACTHP 3 JTIKapChKAM
Medicated Patch 10 cm x 12 cm Ne4 zacobom 10 cm (cm) X 12 cm (cm) Ned
1 ARGETT Pain Reclicf Patch with | APTETT 3ucGomorouuii ruractup 3 JlizokaiHom
" | Lidocaine 10 cm x 14 cm Nel 10 cm (cm) x 14 cm (cm) Nel
12 ARGETT Pain Relief Patch with | APTETT 3neGomorounti nnactup 3 Jligokainom
" | Lidocaine 10 cm x 14 cm Ne5 10 cm (cM) x 14 cm (cm) Ne5
13 ARGETT Pain Relief Patch with | APTETT 3ueGomorounit nmnactup 3 JlizokaiHoMm
" | Lidocaine 10 cm x 14 cm Ned 10 cm (cm) x 14 cm (CW
7
D
i
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OPTAH 3 OLIHKM BIANOBIAHOCTI

TOB «YKPATHCbKUIM HAYKOBUM IHCTUTYT CEPTUDIKALLIT»
04053, m. Kuis, Kyapascbkuit y3sis, 6ya,. 7, odic 320
UA.TR.116

ICTOPISI CEPTH®IKATA
N ae Jara Onuc
BHAAHHS
1 17 mororo 2017 p. | Bnepiue Buaaso.
[lepeBuanns y 38’43Ky 3i 3MiHOIO aTecTaTy aKkpeaWTauii Ta
2 14 xBiTHs 2018 p. | GaKTHYHOTO  MICIE3HAXOMKEHHS OpPraHy 3  OWiHKH

BIINOBIAHOCT1.

Bueceno 3MiHy B Ha3sy BupoOy «ARGETT® Pain Relief
Patch, Medicated Patch / APTETT® 3ueGomoroduii IiacTip
3 JikapchkuM 3acobom» 3mineHo Ha «ARGETT Pain Relief
3 24 6epesus 2021 p. | Patch, Medicated Patch / APTETT 3neGosrorounii riractup 3
JIKapCchKUM 3acob0M».

JIOMaHO TPAHCKPUIIKD HABU TA TPAHCTITEPAIIO AnpecH
BUpOOHHKA.

losropHo cepradikoBano.

JlonaHo KOHKpeTH30BaHy chepy cepTudikata.

Posmmpeno cdepy ceprudikara, a came a0maHO BHpI6
«APT'ETT 3neGomorounit miactup 3 JlizokaiHom».

4 17 mororo 2022 p.

Posumpeno cgepy ceprudikara, a came J0JaHO BHPi®
5 07 keitas 2023 p. | «*APTETT 3ueGourorounit mwiactup 3 Jlizokainom 10 cm (cm)
x 14 cm (cm) Nedy.

Posmmpeno cdepy ceprudikara, a came JIONAHO BHPIO
6 18 sxoBTHs 2023 p. | «APTETT 3He60smor0unii IiacTap 3 JJikapchkuM 3acobom 10
cm (cM) x 12 em (em) Nod»

Ceprudixat Ne PR.115-17
Jiiicauit no «16» motoro 2027 p. )
Bupannsa Ne 6 Big «18» xostua 2023 p. e

Bniepure Bunano 17.02.2017.

///
iBHHK Oprasy 3
OIIHKY BiMOBIHOCTI
f%/ Poman MHXAJIKO

Jlo ceprudikara Ne PR.115-17  Cropinka 3 33
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