MnaHeT (AHbXOW) Megikan MpoaakTc Ko., 14

CeptuoikaT aHanisy

R-SOP-QA-006-03

HasBa APTETT 3Hebontotoumnit nnactup 3 JligokaiHom 10 Homep naprii 20240610
cm (cm) x 14 cm (cm) Ne5
HAL He 3acTocoByeTbcs no 1868
Cneumdikauii PA-410/10cm x 14cm KinbKicTb 3paskis 3 KOpobKH
[aTa BUroToBNEHHA 2024-06-10 KpaiHa KuTan
NOXOAXKEHHA
[aTa Bukopuctatn 2027-06-10 KinbKictb 60960 kKopobok/
o npoaykuii 635 KapToH. Kopob
TecT-cTaHpapT T5-QA-022
Ne AHANI3 TECT NYHKT o4nHMUA CNEUNSDIKALIA PE3Y/IbTAT BMCHOBOK
1) rnaaka, 6e3 nnam,
NOLWKOAXKEHb
2) nMuboBa CTOpPOHa
1 30BHilWHIN 30BHiWHIN BUrNAA, renesoro wapy noBUHHA BIAMOBIAAE | BIANOBIOAE
BUTNAL, piBHOMIpHO
po3noAinATUCA i He
MPOHUKATW Ha TUNbHY
CTOPOHY
2 Po3mip Po3mip ™ BiaxuneHHa 5 mm HosxuHa: 14.30 cm | BIAMNOBIAAE
WwnpwnhHa: 10.00 cm
3 3anax APOMAT be3 3anaxy BIAMOBIOAE | BIANOBIAAE
MiyHicTb Ha
MiuHictb go BigwWwapysaHHa 180° byTn
disuko - BigwapysaHHA 180°| H/25 mm He Binble Hix 0.40 H/25 mm | BIANOBIZAE
4 | XiMiYHUI iHaeKC 1.47 H/25 mm
3annwokK be3 ouesnaHwx 3annwkis |  bes 3anuwky | BIANOBIAAE
NicNa NPUKNEBaHHA Ha
CKNO
AepobHi KYO/r <200 <10 BIANOBIOAE
bakTepianbHUI
paxysaTu
3aranbHa KifbKicTb KYO/r <20 <10 BIAMNOBIOAE
5 Mikpobionoria | usinb Ta ApixAKIB
3010TUCTUI KYO/r He mae bytv BuasneHo He BuasneHo | BIAMOBIJAE
cradinokok
CWHbOTHIlHa KYO/r He mae byt BuaBsneHo He suasneHo | BIAMOBIAAE
nanuyka
6 AKTUBHI NIQOKATH % = 4% 4.30% BIAMNOBIOAE
iHrpeaieHTH
MeHTON 1.20% BIAMOBIOAE

Migrotysas: Yuzongchun

[ata: 2024

.07.02

3roaxeHo: Yhouxiaoshen

MevaTtb




Planet (Anhui) Medical Products Co., Ltd.
CERTIFICATE OF ANALYSIS

R-SOP-QA-006-03

[tem ARGETT Pain Relief Patch with Lidocaine 10 cm x 14 cm Ne5 Batch No. 20240610
NDC: N/A PO#: 1868
Specifications PA-410/10cmx14cm Sample quantity 3 Boxes
f: i Country of
Manufacturing 2024-06-10 0 . .y China
Date Origin
Best befi Production 60960boxes
estbelore 2027-06-10 , /
date quantity 635ctns
Test Standard TS-QA-022
No. ANALYSIS TEST ITEM UNIT SPECIFICATION RESULT CONCLUSION
1) smooth but no spot,
damaged
2) F fgell shall
1 Appearance Appearance --- aceo g_e aver sia CONFORMS CONFORMS
be spreading equably
and no penetration on
back side
. . I Length:14.30cm
2 Size Size cm Deviation +5mm ) CONFORMS
Width:10.00 cm
3 Smell FRAGRANCE Odor Free CONFORMS CONFORMS
180°peeling st th
180°peeling peeling streng
. ) N/25mm | shall be not greater than | 0.40 N/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
CFU/g <200 <10 CONFORMS
count
The total number
CFU/g <20 <10 CONFORMS
i i of mold and yeast
5 Microbiology
Staphylococcus
CFU/g Should not be detected not detected CONFORMS
aureus
Pseudomonas
. CFU/g Should not be detected not detected CONFORMS
aeruginosa
LIDOCAINE % =4% CONFORMS
6 Active
Ingredients
Menthol
QC:Yuzongchun

Date:2024.07.02

Date: 20‘*@4 0‘7' oz
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JAEKJAPAIIA ITPO BIAIIOBIAHICTH Ne ARGMDL/DMP
Declaration of Conformity Ne ARGMDL/DMP

Menuuni Bupo6u:
Medical devices:

Iepenik Menuunnx BupoGis:
List of medical devices:

BupoGuuya(-i) ginsnka(-u)

APTETT 3neGosmorounii niacrup 3 Jlinokainom
ARGETT Pain Relief Patch with Lidocaine

Bragzani B JonaTky 1 no Jexnapauii 1po BinnosinHicts
Specified in Annex I to Declaration of Conformity

NensTa Meniken Ipomoymns AT

Orenbaxracce 26, Lropux, CH-8001, HIseituapis
Delta Medical Promotions AG
26 Oetenbachgasse, Zurich, CH-8001, Switzerland

(cyOmiapsinnuit BUPOGHUK):
Manufacturing site(s) (contract manufacturer):

Inaner (Aubxoit) Menikan Ipoxakre Ko., JITn.

Ne 2066 Becr [ikinwe Poya, Xaii-Tex 3om, 239300 Cyxoy
CiTi, Aubxoit, Kuraii,

Planet (Anhui) Medical Products Co., Ltd,

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

BupoGuunya ginsnka:
Manufacturing site:

YnosHoBaxeHni NPEACTABHUK:
Authorized representative:

Ipeacrasunuteo «Jensta Menaixen IIpomoywns AT»
M. Buwnese, Bysr. Yoprosoua, 43, 08132, Yxkpaina
Representative office of Delta Medical Promotions AG

Vyshneve, Chornovola Street, 43, 08132, Ukraine

Knac III
Class 1]

Knacudikauis meanynux BHPOGIB:
Classification of medical devices:

Mpouenypa ouinkn sianosignocTi:
Conformity Assessment Route:

HonaTok 3, Texuiunoro PErnamMeHTy LIOAO0 MEANYHHUX
BHPOGIB, 3aTBEPIKEHOT0 II0CTAHOBOK Kabinery MinicTpis
Yxpainun Ne753 i 02.10.2013

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

CepTudikar(-n):
Certificate(-s):

Ceprudikar Bianosianocti/Certificate of conformity
Ne PR.116-17

CepTudikar nepesipku npoexty/ Design Examination
Certificate Ne PR.115-17

Ipusnavennit opran 3 ouinku BiAnoBigHOCTI
Ta ioro inenTudikaniiauii HOMep:
Conformity assesment body with its indentification
number:

ToBapucTBO 3 06Me)ReHOK BinnoBiaaabHicTIO «YxpaiHebkuii
HAYKOBHIT IHCTUTYT cepTudikaniin

Inentudikauiitnnii Homep: UA.TR.116

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

Tepmin aii Jexnapauir npo Bixnosixuicte
Validity of Declaration of Conformity

Hificua no 11.01.2027 p.
Valid till 11.01.2027

Mpeacraennurso «Tensta Menien Mpomoywns AT» sin imeni JensTa Menixen Ilpomoymns AT nexJiapye
BHKOHAHHSI BUMOT IOJ0 MEIHYHOIQ BHPOOY, 3rinno NHoaatky 1 Tta Hoxatky 3 Texniunoro PerjameHTy 1oao
MEIUYHUX BHPOGie. TexHiuHa noKymeHnTauis ono meanynux BHpoOiB 3GepiracTues y BUPOOHHKA Ta iioro
YNOBHOBAXKEHOT0 NMPENCTABHUKA.

Represantive office of “Delta Medical Promotions AG" on behalf of manufacturer DELTA MEDICAL PROMOTIONS AG declares
the fulfillment of requirements Jor medical devices, according to Annex I and Annex 3 to the Technical Regdad

-0f med 'cgzl devices is kept by manufacturer and authorized representg¥es

- N,
ical Promafions AG [onosa Ipencrasuurea Henp

o s 5\
( On beralf of ; ’,{edme&mmw&;a@s AG Jlapuca ®enotosa
O AT & ARG [ Head of Representative office of De
T\m%ynéi HOBKEYION 6eo0uA Larysa Fedotova
Authorized Si ‘I%S\(u}f'é‘”““’@mu“v“”’”:‘ '
)\.\1%\\
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Hexnapanisi npo Bignosinnicts Ne ARGMDL/DMP
(Declaration of Conformity Ne ARGMDL/DMP)

Honartok 1
Annex 1

Hepenix mennannx supo6is
List of medical devices

Hasea meanunoro BHPOOY YKpaiHCbK010 MOBOW/ Name
of medical devices in Ukrainian

HasBa menuunoro Bupo6y anraiiicskoro Mosom/-]
Name of medical devices in English

APTETT 3ne6omorouunit ractup 3 Jlinokaigom
10 cm (cm) x 14 cm (cm) Nel

ARGETT Pain Relief Patch with Lidocaine
10 cm x 14 cm Nel

APT'ETT 3ne6omoroqnit nnactup 3 Jlinokaigom
10 cm (em) x 14 cm (cm) Ned

ARGETT Pain Relief Patch with Lidocaine
10 cm x 14 cm Ned

APTETT 3ne6omorounit nnactup 3 Jlinokainom
10 em (cm) x 14 cm (cm) NeS

ARGETT Pain Relief Patch with Lidocaine
10 cm x 14 ¢cm Ne5

APTETT 3ne6omorounit rmactup 3 Jlinokainom
10 em (cm) x 15 cm (cm) Ne3

ARGETT Pain Relief Patch with Lidocaine
10 cm x 15 cm Ne3

| APTETT 3neGomolounit mactup 3 Jlinokairom
w cm (eM) x 15 em (cm) Nel

ARGETT Pain Relief Patch with Lidocaine
10 cm x 15 cm Nel

APTETT sueGomorounit nnactup 3 Jlinokainom
10 cm (em) x 14 cm (cM) Ne6

ARGETT Pain Relief Patch with Lidocaine
10 cm x 14 cm Ne6

I'XPIC/’
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mMeHi Delta / i T'onosa Ipencrasuunrea Hensra Mepiken [Ipomoymns AT,
15, Mer Jlapuca ®enotosa

Head of Representative affice of Delta Medical Promotions AG

Larysa Fedotova
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OPFAH 3 OLIHKM BIAMNOBIAHOCTI Ol Va0 \ .
TOB «YKPATHCbKWI HAYKOBMI IHCTUTYT CEPTUGIKALLTY & ‘ﬂ v U NI

CEPTU®IKAT BIAMOBIOHOCTI

UA.TR.116 OR
Hopsxok nposenenns npoueaypu 3abesnedenns GpyHKIIOHYBAHHA KOMILIEKCHOT CHCTEMH
ynpapainast  sikierio  (Jonatox 3 TexHiuyHOro pernamMeHty WOAO MEIMUHHX BHDOGIB,
3aTBEPIUKEHOTO ocTaHoBoro Kabinety MinictpiB Ykpainu Bia 02.10.2013 Ne 753 (TP)

Bupoouuk: Delta Medical Promotions AG / Jeasta Meaiken Ipomoymmns AT
IOpuauyna 26 Oetenbachgasse, Zurich, CH-8001, Switzerland /

ajgpeca: OrenGaxracce 26, Lliopux, CH-8001, Ilseiinapis

Bupo6unyi Delta Medical Promotions AG / [lersra Mesixen ITpomoynmas A
TUIOMAAKH: 26 Oetenbachgasse, Zurich, CH-8001, Switzerland /

Orenbaxracce 26, ITropux, CH-8001, IlIseiinapis

lpencrasauurso «/lensta Meniken [Ipomoymnas Al
08132, m. Buuinese, Bys1. Yoprosona, Oya. 43, Ykpaina

Vnopnopaxkeunii  Ipexcrasuunrso «Teanra Menike Ipomoymns AT
NIpEICTABHUK: 08132, m. Buwnese, Bys1. YopHosoua, Gyn. 43, Ykpaina
Konx €EZIPTIOY 26609879

Bupo6u: Kouxpemusosana cipepa nasedena na cmopinkax 3-4 yvoco cepmugivama
Kaac: I (crepuabuuii), Ia, 116, 111

Ilpusnavennii opram 3 ouinku Bianosigmocri TosapucrBo 3 o0Mexenow BianoBigaabHiCTIO
«Yxkpainchkuii HAYKOBHHA iHCTHTYT ceprudikaniiy (izeHTndikauiinmii Homep Ne UA.TR.116)
TiATBEPIDKYE, IO BKA3AHUI BUPOGHHK BIPOBAIMB CHCTEMY YIIPAB/IiHHA AKICTIO HA €Tanax po3pobIeHHs,
BUPOGHHIITBA Ta OCTATOYHOI MEPEBIPKH CTOCOBHO 3a3HAYEHHX BHPOOIB, a [ii BHpoGiB I (cTepuibHmii)
Kaacy Ha cTanisx BUPOGHMUYOrO mpouecy, Wo noe’s3aHi i3 3abe3neuyeHHsM Ta 30epeKeHHsIM CTaHy
CTEPUIIBHOCTI, y BianoBigHOCTI A0 nynkTie 3-7 Jlomatka 3 TP Ta ska € 00°eKTOM nepiofMIHHX
HArMIS/I0BMX  ay[UTiB 3rigHo mywkTiB 12-15 Jlomatka 3 TP. Jlns peanizauii npoaykuii T kmacy
A0NaTKOBO Ma€ GyTH HasBHMH cepTudikaT nepesipky npoekTa 3a nykkramu 8-11 Jonarka 3 TP,

IixcraBa pas Buaayi:
AKT excniepTusH gokymentauii Ne PR.738/CH1/2-PR.116/CH3-CH4/2-23 Bin 04.07.2023;
Piwenns npo Bunauy ceprudixara Ne PR. 1 16/CH3-CH4/§-_2)3 Big 05.07.2023.

Ceprudikar Ne PR.116-17
Hivicantt 1o «11» ciuns 2027 p.

Bunanns Ne 10 Big «05» nunus 2023 p.
Brnepwe Bumano 12.01.2017.

,,,,

KepiBuuk oprany 3
OLIIHKH BIAMOBIAHOCTI
Poman MUXAJKO
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OPTAH 3 OUIHKM BIANOBIAHOCTI

TOB «YKPATHCbKUM HAYKOBWIA IHCTUTYT CEPTUDIKALLIT»
04053, m. Kuis, Kyapascbkuii y3sis, 6ya. 7, odic 320
UA.TR.116

Iepeunik cy6niapsaHux BUpOOHUKIB:

- Planet (Suzhou) Medical Products Co., Ltd. / [Ltaner (Cyxoy) Menixen Iponaxre Ko., JITa.
No.33, Qinglian Road, Xuguan Industrial Park, Suzhou Hi-Tec Development Zone, Suzhou,
215151, P.R.China /

Ne 33, Kinrnian Poyn, Keyryan Innactpian ITapk, Cyxoy Xait-Tek Jlesenonment 3on, Cyxoy,
215151, KHP

- Hangzhou Singclean Medical Products Co., Ltd./ Xanwkoy Cunknun Meniken Tpogaxre Ko..,
JTn.
No. 125 (E), 10th Street, Hangzhou Economic and Technological Development Zone,
Zhejiang, P.R.China /
Nel25 (E), 10 Byn., Xanwxoy Exonomik ena Texnonorikan JleBemonment 3on, WioussH,
Kuraii

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

- Roosin Medical Co., Ltd. / Pycin Menikan Ko., JITx.
No.8 Yuandong Road, Kouan Town, Gaogang, Taizhou City 225321 J iangsu Province,
P.R.China /
Ho 8 IOanmonr Poyxn, Kyau Tayw, Taoranr, Taitxoy Citi 225321 Hxuanrey [Tposinc, KHP

- Medoffice Saglik Endiistri Anonim Sirketi / Menogic Carnik Ennycrpi Anonim Cipkeri
Egemenlik Mahallesi, 6087 sokak No:1/21 Bornova 35070 Izmir, Turkey /
Eremerik Mexasesi, 6087 cokax Nel/21 Boprosa 35070 [3mip, Typeaunna

- Medoffice Saglik Endiistri Anonim Sirketi / Megodic Carnik Eunycrpi AHoHim Cipkeri
Yazibagi MAH. Kuscu CAD. No:9 Torbali — Izmir, Turkey /
AziGawi MAT. Kyuoxy KAl Ne9 Top6ani — Ismip, Typeuunna

- WOOSHIN LABOTTACH CO., LTD. / BYILIMH JIABOTTAY KO., JIT/I.
(Songdo BRC SMART Valley B-109, 915, 1012, 1013, 1014, 1015, 1019, 1020), 30
Songdomirae-ro, Yeonsu-gu, Incheon City, Republic of Korea /
(Comrno BPII CMAPT Bemreii B-109, 915, 1012, 1013, 1014, 1015, 1019, 1020), 30,
Conrnomipae-po. €oncy-ry, M. [HuxoH, Pecny6.tika Kopest

- Planet (Anhui) Medical Products Co., Ltd. / [Tnaner (Awexoi) Menikan [Nponaxte Ko., JITa.

No.2066 West Jianshe Road, Hi-tech Zone, 239300 Chuzhou City, nh/lii,,éhina/
No.2066 Bect ixinwe Poyn, Xaii-rex 30u, 239300 Cyxoy Ci}i,//}xpﬁ, Kurait
75 e

Kepisuuk oprany 3
OLIHKH BiAMoOBiAHOCTI
Poman MUXAJIKO
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OPTAH 3 OUIHKK BIANOBIAHOCTI
TOB «YKPAIHCbKWUIA HAYKOBWUIA IHCTUTYT CEPTUDIKALLIT»
04053, m. Kuis, KyapascbKuid y3sis, 6ya. 7, odic 320

Uni
CERT

UA.TR.116
Kounkperuzosana cepa:
Ne Ha3eu BupoGis, Hasen BHpoOGiB,
3/n AHIVIIFICHKOI0 MOBOIO YKPaiHCbKOI0 MOBOIO
1 proFLEX® INTRA medical orthopedic npo®JIEKC IHTPA meauunuii oproneauutmii
" | hyaluronate gel for injections refib riajypoHary HaTpito as in'ekuii
2, K.UCHIKOO® vonsupation, lexative KYUHUKY® sakpen, nocnabmoroua Mikpokisva
micro-enema
3 ALPE® first aid (spray, gel, dressing, | AJITTE® 1151 nepBHHHOT Z0MOMOrH (CripeH, refih,
" | bandage) 0B A3Ka, N1acTup)
4 ALPE® burncare (spray, gel, dressing, | AJIIIE® ans nikysanHa omikie (crpei, reab,
~_| bandage) T10B ' A3Ka, [J1aCTHP)
s ALPE® Pain Relief Patch, Medicated | AJITTE® snebonowouni MAacTUp 3 JiKapChKUM
| Patch 3acobom
6 ARGETT Pain Relief Patch, Medicated | APFETT 3neGoatotoumii MIacTUp 3 NiKapCbKum
| Patch 3acobom
7 ALPE® HEMOSTOP Surgery (soluble | AJIITE® TEMOCTOII Xipypriuna (pozuunna
" | hemostatic gauze) rEMOCTaTHUYHA MapJist)
g ALPE® HEMOSTOP Dental (soluble | AJITTE® TEMOCTOT Henransha (po3umina
" | hemostatic gauze) remMocTaTHiHa Mapiisi)
9 ALPE® HEMOSTOP Nasal (hemostatic | AJITTIE® 'EMOCTOI Hazansmii
" | sponge) (reMocTaTHUYHHIT TAMITOH)
10, | ALPE® HITECH HYDROCOLLOID | AJINE® XAH-TEK [1APOKOJIOI (nos s3km,
" | (dressings, plasters) [L1ACTUPU)
13 ALPE® HI-TECH HYDROCOLLOID | AJIIIE® XAW-TEK TJIPOKOJION MIacTHp
" | minor cuts 1py 1opizax
12. | ALPE® STERIL (plasters) AJITIE® CTEPHWJI (naactupn)
13 ALPE®  PrimaDerm Hydrocolloid | AJITIE® [Tpumalepm [iapokonointmii
" | (dressing) (noB’si3ka)
® : -
14. éii‘Jel)sgng) Frmalenn Transparent AJIME® TpumaJlepm [pozopuit (s’ a3ka)
15. | ALPE® PrimaDerm Alginate (dressing) aggfiayp””aﬂew 3 BALIIHETOM Kalbuiio
16 ALPE® PrimaDerm Alginate Ag Silver | AJITIE® Tlpuvallepm 3 anbrinaToM Kaiblifo Ta
" | (dressing) ioHamu cpibna (nos’s3ka)

17. | KUCHIKOO® Protect cleansing wipes | KYUHKY® [TpoTeKT ouMLLYIOUi BONOTI cepBeTKH
KUCHIKOO® CREAM Protect with

KYUUKY® KPEM 3axucHuii 3 okcHIom LHUHKY

zinc oxide
® .
19. | ALPE® FirstAid Zn-cream éﬂﬂs Mepuwa nomomora kpem 3 okcuaom
ADGESTOP medical sodium | AITECTOIl meauuHWii aHTHAAre3uBHUI Treiln
20. | hyaluronate anti-adhesion gel in pre- rianypoHary HaTpito y MOMEPEIHLO
filled syringe HANOBHEHOMY LUMPHLL
Jeunelle  Contour medical sodium | Tkyrens Kontyp MEMUHNH PesE=TiagypOHaTy

21. | hyaluronate gel for injections in pre- | HaTpilO ANs iHeKWiN y nop

filled syringes with needles LNpULUAx 3 roJikaMmu ¢
Jeunelle Beauty medical sodium oxyrens BlioTi meauf
22. | hyaluronate gel for injections in pre- HaTPilo A iH'exui yi|m
, LUNPULIAX 3 FOJKaMu
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OPTAH 3 OLIHKM BIANOBIAHOCTI

TOB «YKPATHCbKUIA HAYKOBUI HCTUTYT CEPTUDIKALLIT»
04053, m. Kuis, Kyapsascbkuit y3Bis, 6ya. 7, odic 320

- Uni
CERT

UA.TR.116
Ne Hasu Bupo6is, Hazssu BupoGis,
3/n AHINIHCHKOI0 MOBOIO YKPAiHCbKO MOBOIO
Jeunelle  Touch  medical  sodium | JlkyHens Tau wmexnunuii rens  rianypowHary
23. | hyaluronate gel for injections in pre- | HaTpilo Aas iH’eKUil y NonepeaHbO HANOBHEHHX

filled syringes with needles

Lunpuiax 3 rojKkaMmu

24.

sodium
in pre-

Jeunelle  Sense  medical
hyaluronate gel for injections
filled syringes with needles

Jokywens Cenc MeAMYHWH TeNb  TiajJypoHaTy
HaTpito 1S iH'EKLIN Y NonepeIHbO HAaMOBHEHHX
LUMPULAX 3 FONKAMH

23

sodium
in pre-

Jeunelle Volume medical
hyaluronate gel for injection
filled syringes with needles

JDxyHens Bon'tom MennuHMit refib riamypoHary
HaTPItO A1 iH €KLl y MONepesiHbo HANOBHEHHUX
LINpULax 3 rojkamu

26.

Jeunelle AS Volume with Lidocaine
medical sodium hyaluronate gel for
injections in pre-filled syringes with
needles for aesthetic surgery

Hxynens AC Boa'rom 3 JligokaiHom MeanuHuii
refb  TianypoHaTy HaTpilO Ans  iH'eKuii y
NOMNEPEAHLO HAMOBHEHHWX LINMPHUAX 3 TOJIKAMU
U1 BAKOPUCTAHHS B €CTETUYHIN MEAULMHI

%L, A.RGETT Pain Relief Patch -with APTETT 3nebomorounit nuactup 3 Jlijgokainom
Lidocaine
28. | KUCHIKOO® Aroma pad KYUMUKY® ApomaTnanuii mractup

29.

ALPE ANTIBACTERIAL ULTRA
classic

AJITIE  AHTUBAKTEPIAJIBHUMA  VJILTPA
KJIJAaCHYHWH

ALPE ANTIBACTERIAL ULTRA

AJIIIE  AHTHMBAKTEPIAJIBHUM  VJIBTPA

2, medium CepeIHIX po3mipis

31. | ALPE ANTIBACTERIAL ULTRA XL | AJIIE AHTUBAKTEPIAJIbBHUNA YJIbTPA XL

32 ALPE ANTIBACTERIAL ULTRA | AJITIE AHTHUBAKTEPIAJIbHUM YJIBTPA
" | multiple Pi3HUX po3MipiB

33 ALPE ANTIBACTERIAL SILVER | AJITIE AHTI/IEAtKTEPIAJIbHI/IP‘I 3 ioHaMu
" | Ag+ CLEAR classic cpibna [NTPO30OPHU knacuunmii

34 ALPE ANTIBACTERIAL SILVER | AJI[TE AHTI/IBA‘JKTEPIAHBHI/II‘/'I 3 ioHamu
" | Ag+ CLEAR multiple cpitna TTPO30OPHMU pisHux posmipis

35 ALPE ANTIBACTERIAL SILVER | AJITIE AHTI/IBQKTEPIAJTBHI/H‘/T 3 ioHamu

"~ | Ag+ FLESH-TONE classic cpi6na TUIECHUM knacuunuii

36 ALPE ANTIBACTERIAL SILVER | AJITIE AHTHBA‘KTEPIAﬂbHHﬁ 3 ioHamu
" | Ag+ FLESH-TONE XL cpi6aa TVIECHUM XL

37 ALPE ANTIBACTERIAL SILVER | AJITE AHTM.BQKTEPIAHI)H,.I/IH 3 iOHaMu

" | Ag+ FLESH-TONE XXL cpibuta THNIECHHUM XXL

13 ALPE ANTIBACTERIAL SILVER | AJITIE AHTUBAKTEPIAJIbHUM 3 ionamn
" | Ag+ FLEX classic cpitna DJIEKC knacuunwuii

39 ALPE ANTIBACTERIAL SILVER | AJIIIE AHTUBAKTEPIAJIbBHUN 3 ioHamu
" | Ag+ FLEX XXL cpibna GJIEKC XXL —

40, | ALPE  ANTIBACTERIAL  SILVER [ ATIIE AHTHBAKTEPJATIBHAN 35 ionawn
" | Ag+ FLEX cross finger cpi6na MIIEKC mix il
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OPFAH 3 OLIHKV BIAMOBIAHOCT! Db .
TOB «YKPATHCbKN HAYKOBUI IHCTUTYT CEPTUDIKALLIT» N U n |
04053, m. Kuis, Kyapascbkuit y3sis, 6ya. 7, odic 320

UA.TR.116 C E RT

ICTOPISI CEPTUDIKATA

Ne 3/m1

Jara Onuc
BHAAHHSA

1 12 ciuns 2017 p. Briepiie Bunano.

2 17 mororo 2017 llepeBunanus y 3B'a3Ky 3i 3MiHOIO arecTaTy akpeaurtauii Ta
P ($aKTUYHOrO MiCLIe3HAXOIKEHHS OPraHy 3 OUiHKM BiAMNOBIAHOCTI.

IlepeBunanus y 3B°s13Ky 3i 3MiHOIO aJpecH BUPOOHWYO! MiNSTHKH
cybniapsaanoro eupobuuka “Nova Argentia S.p.A., Gorgonzola
(MI), via Milano 35, ltaly” na *Industria Farmaceutica Nova
Argentia S.p.a. on site Via Torino, 448, 10032 Brandizzo TO,
Italy™.

3 14 kBiTHs 2018 p. | Bupaneno BUpoGHMuy AlsSHKY CyOmiApSAHOro BHpOGHHMKa
New.Fa.Dem s.r.l, Viale Ferrovia dello Stato — Zona ASI,
Giugliano in Campania (Na), 80014, Ttaly.

Brueceno 3minn B nazsu BupoGis: KUCHIKOO™ 3mineno Ha
KUCHIKOO®; KYUUKY™ smineno na KYUHMKY®; EVACO
smineno Ha EVAKO™; EBAKO 3mineno na EBAKO™,

Mo ceprudikaty 101aHO KOHKpPETH30BaHy cepy Ta po3LIMPEHO

¥ i Sapeam 211 . cepy ceprudikaty Ha nosuuii 13-15.

Posmmpeno chepy ceprudikary, a came gogano nozuuif 16-25.
Honano  BupoOuuuy  pinsinky — cyOniapsiaHoro  BupoGHuKa
Medoffice Saglik Endiistri Anonim Sirketi Egemenlik Mahallesi,
6087 sokak No:1/21 Bornova 35070 Izmir, Turkey.

5 21 tpaBns 2019 p.

Ckopoueto cdepy ceprudikaty Ha npoxykuito: KYUUKY® pyuka
as BUanenns Goponasok; MakcnBAPT® kpiotepanestiunmii
BUpiO nns BupanewHs Goposasok; MakcuBAPT® renp ans
BUaaneHHs GopoaaBok; MakcuBAPT® pimuna anst Bupanenns
BoponaBok; MakcuBAPT® pyuka ans BuaaneHus BopoaBokK;
EBAKO™ mikpoknisma 3 raiueputom.

Bunyueno cybninpsanux  BupoGuukie: PK  Benelux BV
(Vluchtoord 17, Uden, 5406 XP, Netherlands) ta Koninklijke
Utermohlen NV, (De Overweg 1, 8471 ZA, Wolvega,
Netherlands).

6 14 motroro 2020 p.

BHreceHo 3MiHK B Ha3BH BUPOGIB:

- AJITIE® MpumaJlepm Tiapokonoinanii (nnactupu) / ALPE®
PrimaDerm Hydrocolloid (plasters) smineno na AJITIE®
IpumaJlepm T'inpokonoinnuit (nos’sska) / ALPE® PrimaDerm
Hydrocolloid (dressing);

- AJIMIE® Tlpumallepm Tlposopuit (mnactupu) / ALPE®
PrimaDerm  Transparent (plasters) 3wmineno mna AJITIE®
7 24 Gepesns 2021 p. | MNpumallepw  Tlposopuit  (nos’sska) / ALPE®  PrimaDerm
Transparent (dressing); —_—
- AJITIE® Mpuma/lepm 3 anbrinatom kagkfeo (185 ALPE®

PrimaDerm Alginat (dressings) 3mi LI Bidwa [lepm
3 anbriHaTOM KanbLilo (OB’ A3Ka) A Alginate
(dressing);
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OPTAH 3 OLIHKM BIANOBIAHOCTI
TOB «YKPATHCbKMM HAYKOBWUI IHCTUTYT CEPTUDIKALLIT»
04053, m. KuiB, Kyapsscbkui y3Bi3, 6ya. 7, odic 320
UA.TR.116

Ne 3/n

Hara Onuc
BHAAHHSA

3mineHo Ha AJI[E® [lpumallepm 3 anbrinatom xanbuito Ta
ionamn cpibna (nos’sska) / ALPE® PrimaDerm Alginate Ag
Silver (dressing);

- APTETT® 3neGomoouuii nnactup 3 nikapcbkum 3acoBom /
ARGETT® Pain Relief Patch, Medicated Patch 3mineHo Ha
API'ETT 3nebomorouuii 1iiactup 3 1ikapcbKuM

3acobom / ARGETT Pain Relief Patch, Medicated Patch.

HonaHo nepenik BUPOOHMYHX MIOLIALO0K.

Hofano TPaHCKPHUNIUIO Ha3B Ta TPAHCIITEpaLliio aApec BUPOOHHKa
Ta cybniapsaHUX BUPOOHMKIB.

lNosTopHo ceprudikosano.

Poswupeno chepy ceprudikara, a came goaano noszuuii Ne 20-27.
8 12 ciung 2022 p. Hopano  BUpOOHMYI  AiNSHKM  CyOmiapsiaHuX — BHPOOGHHKIB
WOOSHIN LABOTTACH CO., LTD ra Planet (Anhui) Medical
Products Co., Ltd.

Poswmpeno chepy ceprudikara, a came poaano supodu: «AJITTE
AHTUBAKTEPIAJIBHUA  VJIBTPA  knacuunmit», «AJIIE
AHTUBAKTEPIAJIbBHUM  VIIBTPA  cepeanix pO3MIpiB»,
«AJITIE  AHTHUBAKTEPIAJIbBHUM VJIbTPA XL», «AJIIE
AHTHUBAKTEPIAJIBHUM VJIbTPA pistux po3MmipiB», «AJIIIE
AHTHUBAKTEPIAJIbHUW 3 iowamu cpi6na  [TPO3OPMIA
KIacH4HHi», «AJITIE AHTUBAKTEPIAJIBHUH 3 ionamu cpidna
MPO30PUH pizHux PO3MipiB», «AJINE
AHTUBAKTEPIATIBHUH 3 ionamu cpibna  TIIECHMWH
knacuunmii», «AJITIE AHTUBAKTEPIAJIBHWUM 3 ionamu cpi6na
TUIECHHUH XL», «AJIIE AHTUBAKTEPIAJIbHUM 3 ionamu
cpibna TUIECHUM XXL», «AJITIE AHTUBAKTEPIAJIbHUH 3
ionamu cpibna DJIEKC KITACUYHHI», «AJITIE
AHTUBAKTEPIAJIbBHUHM 3 ionamu cpi6na ®JIEKC XXL»,
«AJITTE. AHTUBAKTEPIAJIbHUMA 3 ionamu cpitna ®IIEKC
MDKNAJIbLEBUH».

Honawo agpecy BUpOGHWHOT LiNsHKH CyOmiapsaHOro BUpoGHMKa
Medoffice Saglik Endiistri Anonim Sirketi / Menogic Carsik
Eunycrpi Auonim Cipxeri (Yazibasi MAH. Kuscu CAD. No:9
Torbali — Izmir, Turkey / SI3iGawi MAIL. Kyumky KA Ne9
10 05 smmus 2023 p. | Top6ani — [smip, Typeuunna).

3MmiHeHo HasBy BHPOOY 3 «KYUUKY® [TpoTekT 3axucHumit KpeM 3
okeuaom umnky / KUCHIKOO® Protect Zn-cream» Ha
«KYUUKY® KPEM 3axucHuii 3 okcHioMm unHKy LIGCHTRG:
CREAM Protect with zinc oxide». = Zo*

9 08 ueppHs 2023 p.

Ceprudixar Ne PR.116-17

Hiticauit 1o «11» ciurs 2027 p.
Bunanus Ne 10 Bijg «05» numas 2023 p.
Brepme srnano 12.01.2017.
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OPT'AH 3 OIITHKHY BIAIIOBIJHOCTI
TOB «YKPATHCHKHUIM HAYKOBUH IHCTUTYT CEPTUDIKAIT»
04053, m. Kuis, Kynpsascbkuit y38i3, 6yx. 7, odic 320

UA.TR.116

CEPTUDIKAT INEPEBIPKHU ITPOEKTY

(mynktn 8-11 Jlomatka 3 TeXHIYHOro peraMeHTy IIOJO MEIMYHHMX BHPOOIB, 3aTBEpIKEHOrO
nocraHoBoo Kabinety MinicTpiB Ykpaiuu Big 02.10.2013 Ne 753 (TP)

Bupo6nuk: Delta Medical Promotions AG / leasta Menikea Ipomoymns AT’
KOpnanuna 26 Oetenbachgasse, Zurich, CH-8001, Switzerland /
ajpeca: Orenbaxracce 26, Lliopux, CH-8001, [lIBeiuapis
YnoBHOBaXeHUH MpencraBanurBo «Jeanta Meniken [Ipomoymns Al
NpeaCTaABHHK: 08132, m. Bumnese, Bys1. YopHoBoia, 43, Ykpaina

Kox €JIPTIOVY 26609879
Bupo6u: ARGETT Pain Relief Patch, Medicated Patch / APIETT

3He00/1I0104HH MJIACTHP 3 JIKapCHKHM 3ac000M

ARGETT Pain Relief Patch with Lidocaine / APIETT
3ue60.110104nH miactup 3 Jlizokainom

(konkpemusosana chepa nagedena Ha cmopinyi 2 yboeo cepmudpikama)

Kaac: 111

IIpusnavennii opram 3 ouinkm Bizmosigsocri ToBapHcTBO 3 06MekeHoOI BiIMOBIIATBLHICTIO
«Ykpaincbknii RaykoBmil iHCTHTYT ceprudikauii» (izentndikauiiinuil Homep Ne UA.TR.116)
T ATBEPIKYE, MO NPOEKT 3a3HAYCHHX BHPOGIB BinoBifae Bumoram myrkTis 8-11 nogatka 3 TP.

MincraBa nas BUaAYi:
Akt excnieptusu gokymentantii Ne PR.115/CH5/2-PR.116/CH7/2-24 8in 11.04.2024;
Pimenns nmpo Bumauy ceprudixara Ne PR. 1 15/CH5/3-24 Bin 12.04.2024.

,// )

Ceprudikar Ne PR.115-17

Hiticuuit no «16» mororo 2027 p.
Bunanns Ne 8 Bin «12» kBithst 2024 p.
Brnepme Bugano 17.02.2017.
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KepiBHuk oprany 3
OMIHKH BIAMOBIAHOCTI
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OPT'AH 3 OLIHKH BIAITOBIAHOCTI

TOB «YKPATHCHKMI HAYKOBWH IHCTUTYT CEPTU®IKALT»

04053, m. Knis, Kynpsascsiuit y38i3, 6ya. 7, odic 320

UA.TR.116
Konxkpern3opana cgepa:
Ne Haseu BupoGiB Ha3zBu Bupo0is
3/m AHITIHCHKOK MOBOIO YKPaiHCHbKO0I0 MOBOIO
ARGETT  Pain  Relief  Patch, | APTETT 3He6omoiounii niaacTup 3 JiKapChKAM
e Medicated Patch 10 cm x 12 ¢cm Nel 3acobom 10 cm (cm) x 12 cm (cm) Nol
5 ARGETT  Pain  Relief  Patch, | APTETT 3ueGomorounit mmactup 3 JikapchKum
" | Medicated Patch 10 cm x 12 ecm Ne2 | 3aco6om 10 cm (em) x 12 cm (em) Ne2
ARGETT  Pain  Relief  Patch, | APTETT 3neGomoounii niaacTup 3 JiKapChKHM
G Medicated Patch 10 cm x 12 cm NeS | 3acobom 10 cm (ecm) X 12 cm (cm) NeS
ARGETT  Pain  Relief  Patch, | APTETT 3ueGomorounii riactup 3 JiKapcbKHM
4 Medicated Patch 12 cm x 18 cm Nel | 3acofom 12 ¢cm (cM) x 18 cm (cm) Nel
5 ARGETT  Pain  Relief  Patch, | APTETT 3ue6omorounii niacTup 3 JiKapCbKHUM
~ | Medicated Patch 12 cm x 18 cm Ne2 | 3acobom 12 cm (cM) x 18 cm (cm) No2
6 ARGETT  Pain  Relief  Patch, | APTETT 3neGomoounii niactTup 3 JiKapchKUM
" | Medicated Patch 12 cm x 18 cm Ne5 | 3aco6om 12 ¢cm (cm) X 18 cm (cm) NeS
7 ARGETT  Pain  Relief  Patch, | APTETT 3xeGomotounii miactup 3 JikapchbKuM

Medicated Patch 6,5 cm x 4,2 cm Nel

3acoboM 6,5 cm (cm) x 4,2 cm (cm) Nel

ARGETT  Pain  Relief  Patch,

APTETT 3HeGomo0unii niaacTup 3 NiKapCbKAM

8 Medicated Patch 6,5 cm x 4,2 cm NeS | 3acobom 6,5 cm (cm) x 4,2 cm (cm) NeS
ARQETT ram = Beliel  Pawh, APTETT 3Hebomoounii nuacTup 3 JiKapcbKum
9. | Medicated Patch 6,5 cm x 4,2 cm
Nol0 3acoboM 6,5 cm (cM) x 4,2 cm (cm) Nel(

10 ARGETT  Pain  Relief  Patch, | APTETT 3ue6omoouunii TIACTUP 3 JTIKAPCHLKAM
" | Medicated Patch 10 cm x 12 cm Ne4 | 3aco6om 10 cm (cm) x 12 cm (cm) Ned

1 ARGETT  Pain  Relief  Patch, | APTETT 3neGomotounii miactip 3 mikapchKuM
" | Medicated Patch 10 cm x 12 cm Ne6 | 3acoGom 10 cm (em) x 12 cm (cm) Nob

12 ARGETT  Pain  Relief  Patch, | APTETT 3neGomomounii niacTup 3 mikapchkum
" | Medicated Patch 10 cm x 13 cm Nel0 | 3aco6om 10 cm (eM) X 13 cm (cm) Nel0

13 ARGETT Pain Relief Patch with | APTETT 3ue6omorounit mactup 3 JlizokaiHom
" | Lidocaine 10 cm x 14 ¢cm Nel 10 cm (eMm) x 14 cm (cm) Nel

14 ARGETT Pain Relief Patch with | APTETT sueGomotouuii mmactup 3 Jlinokainom
" | Lidocaine 10 cm x 14 cm No3 10 cm (cMm) x 14 cm (cm) NeS

15 ARGETT Pain Relief Patch with | APTETT 3ue6omoiounit maactup 3 JlizokaiHom
" | Lidocaine 10 cm x 14 cm Ned 10 cm (cM) x 14 cm (cm) Nod

16 ARGETT Pain Relief Patch with | APTETT 3ue6omotounii mmactup 3 Jlizokainom
" | Lidocaine 10 cm x 15 cm Nel 10 cm (cm) x 15 cm (cm) Nel

17 ARGETT Pain Relief Patch with | APTETT 3ue6omotounii macTHp 3 JlimokaiHom
' | Lidocaine 10 cm x 15 cm Ne3 10 cm (cm) x 15 cm (cm) Ne3 -

18 ARGETT Pain Relief Patch with | APTETT BHCGOWVI nstactup 3 Jligokainom
" | Lidocaine 10 cm x 14 cm Ne6 ) Neb

KepisHuk oprany 3
OIIHKH BiZMOBITHOCTI
Poman MUXAJIKO

Ho ceprudikara Ne PR.115-17  Cropinka 2 3 3
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OPT'AH 3 OIIHKH BIAITOBIJHOCTI
TOB «YKPATHCHKHUI HAYKOBUIH IHCTUTYT CEPTU®IKALII»
04053, M. Kui, Kynpsascbkuii y3si3, Gyxn. 7, odic 320

Uni
CERT

UA.TR.116
ICTOPISI CEPTU®IKATA
N i Hara Onnc
BHIAHHS
| 17 motoro 2017 p. | Brepuie Bumano.

[TepeBunanna y 3B’s3Ky 3i 3MiHOIO aTecTaTy akpeaWTalii Ta
2 14 kBiTHa 2018 p. | GaKTHYHOTO  MICIE3HAXOMKEHHS  OpPraHy 3  OLIHKH
BIZINIOBIAHOCTI.

Bueceno 3miHy B Ha3By Bupo6y «ARGETT® Pain Relief
Patch, Medicated Patch / APTETT® sne6omorounii mactip
3 mKapchKUM 3acoboM» 3miHeHo Ha «ARGETT Pain Relief
3 24 6epesna 2021 p. | Patch, Medicated Patch / APTETT 3neGomorounii miacTup 3
JIKapChKUM 3aC000M»,

Jlonano TpaHCKpHNNIIO HA3BU Ta TPAHCHITEPAUIK ampecu
BHUPOOHHKA,

IMoBTOpHO cepTHdiKOBaHO.

Honano koukperusoBany cepy ceprudikara.

Posmmpeno cdepy ceprudikara, a came monmano Bupi6
«APTETT 3nebomorounii ruiactup 3 JligokaiHom».
Posmmpeno cdepy ceprudikata, a came momamo BHpi6
S 07 kBiTHa 2023 p. | «<APT'ETT 3nebomntorounii nnactup 3 Jligokainom 10 ¢m (c™m)
X 14 cm (cm) Nod»,

Posmpeno cdepy ceprudikara, a came nomaHo BHPI6
6 18 xoBTHs 2023 p. | «<APTETT 3neGomoroumii miacTup 3 JKapChbKUM 3aC000M
10 em (em) x 12 cm (cm) Ned»,

Posmmpeno cdepy ceprudixara, a came nomamo BHpoGH
«API'ETT 3uebomorounit miactup 3 Jlizokainom 10 cm (cm)
X 15 cm (cm) Nel» ta «APTETT 3HeGomooumii MIacTHp 3
Jligokainom 10 cm (cm) x 15 cm (cm) Ne3».

Posumpeno cdepy ceptudikara, a came gomano BupoGu:
«APTETT 3ueGomoiounii miacTup 3 NMikapchbKuM 3acoGoM
10 cm (cM) x 12 cm (cm) Neb», «<APTETT 3ue6omorounii
TUIACTHp 3 Jikapcekum 3aco6om 10 cm (em) x 13 cm (cm)
NelO», «<APTETT 3ueGomorounii muactup 3 Jligokainom 10
cm (cM) X 14 cm (cm) Neb».

4 17 mororo 2022 p.

7 07 rpynus 2023 p.

8 12 xBiTHS 2024 p.

Ceprudikar Ne PR.115-17

Hicnuit no «16» motoro 2027 p.
Bunanus Ne 8 Bin «12» ksitHa 2024 p.
Brepiue Bumano 17.02.2017.

(epiamm oprany 3
OIIHKH BiAMOBIZHOCTI
PomMan MUXAJIKO
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