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Ceprudikar BiINOBIAHOCT]
MOBHA cUcTema 3a0e3reueHHs SKOoCTI
Certificate of conformity
full quality assurance system
Ne R3M 380 388 Bl
BupoOnuk: Jepmoapoma IraJisa C. P. JI.
Manufacturer: Bia Jleit [Tipenei, 1, 00144 Poma (RM), Itasis
Dermaoroma Italy S.R. L.
Via dei Pirenei, 1, 00144 Roma (RM), ltalia
VaosuoBaxenuiin  TOB "M.J.A. YKPAIHA"
[Ipe/ICTABHHUK: ByJ1. Onekcanzpa I Tuporoscekoro, 19, 6yaisis 3, npumimenss 7, M. Kuis, 03110,
Authorized Ykpaina. Kog €/IPITIOY: 40229034
represeniative: LLC "M.D.A. UKRAINE"

19 Oleksandr Pyrohovskyi Street, Building 3, Office 7, Kyiv, 03110, Ukraine
EDRPOU code: 40229034

Ipoayxkitisi: InTpagepmajibHuii Qijjiep HA OCHOBI TiaJypOHOBOT KHCJIOTH.
Production: Cucremu i mNiaAroToBKH ayroJorianoi P.R.P. /
Hyaluronic Acid Interdermal Filler.
Medical device for the preparation of autologous platelet-rich plasma (P.R.P.)

Togapucteo 3 obmeskeroto sianosinanbhicTio «YKPAIHCBKUHM IHCTUTYT CTAHJIAPTIB» sk Opran 3
OLIHKH BIANOBIAHOCTI 3a5BJISE, 110 3a3HA4YEHWH BUPOOHHMK BMPOBAIMB CHCTEMY YIPABIIHHSA SKICTIO HA eTanax
PO3pOOKH. BUPOOHHMIITBA | OCTATOUHOT NEPEBIPKU BUPOOIB BIAMOBIAHO J10 JloaaTky 3 (BuKJIOUaAOUYU | lepeBipky
HpOeKTy) TeXHIYHOro peraamMenTy o0 MeAMYHUX BUPoOiB (3aTBepmkenuit [loctanosoro KMY Bin 02 skoBTHS
2013 poky Ne 753).

CUKRAINIAN STANDARDS INSTITUTION » Limited Liability Company as the Conformity Assessment Body declares. that
mentioned manufacturer has implemented a quality management system for design, manufacture and final z';fzspection of the

producis in accordance with Annex 3 (without Design Examination) of the Technical regulation on medical devices (approved
by Decrees of Cabinet of Ministers of Ukraine Ne 753 dated October 02, 2013).

s pO3NOBCIOMKEHHA Ha PUHKY NPOAYKLIT kiacy pusnky [l 104aTKOBO 0GOB'I3KOBUM € C eprudikar llepesipku npoekTy.
For the placing on the markel of products of risk class 111, the Design Examination Certificate is additionally mandatory.

Cepmudixar euuano TopapucrBoM 3  0OMEKEHOIO  BIANOBIAAIBHICTIO «YKPAIHCBKUW [HCTUTYT
CTAHJIAPTIBy, micuesnaxomienns; Yipaina, 03062, M. Kuis, BYJ. Onekcanapisebka, Gya. |, npumitenns 7
Homep npusnayenoro oprany UA.TR,137. |
Certificate is issued by «UKRAINIAN STANDARDS INSTITUTION» Limited Liability Company, location: office 7.

building 1, Oleksandrivska sireet Kyiv, 03062, Ukraine. Identification number of the notified body UA.TR.137.

PI'IU(-?H.HH No 388-000 Jara nepsunnoi ceprudikanit:  10.10.2025
Decision N().. Date of initial certification:
Jlara sujavi: JI={ JlincHui 110 09.10.2030

Issue date; T N piry date:
0,? |
,Ilu!)em‘o / Haranins CTEIIAHKIBCHKA
Director Natalia STEPANKIVSKA

TTYXTOKHa nepesipii Ha OPILITIHOMY BeG-CaliTi www usi bi 3
WWW usi biz ua ado 3a tene 38-050- 3133
Ae yreate onthe official website www.usi.biz. ua or by el.: - 38-050- 818-7-333

Cmopinka | 3 2




ToBapncTBo 3 0bmexeHoIO BinnositanbHictio «VKPATHChKUIA IHCTUTYT CTAHJIAPTIB,

Ykpaina, 03062, m. Knis, ByJ1. Onekcanapisebka, 6ya. |, npumiiienns 7
«UKRAINIAN STANDARDS INSTITUTION» Limited Liability Company
location: office 7, building 1, Oleksandrivska street, Kyiv, 03062. Ukraine

IcTopist 3Min:

History of changes:

Penaxuis Onne JlaTa

Editorial Description e & Date

Bl [Tepiie supauus / First edition R T L e 10.10.2025
Ilepenik BHPOOHHYNX TIAHOK:
List of manufacturing sites:
No Ha3zpa Ta aapeca JlisinbHicTs
2 Name and address Activity
JAepmoapoma Iranis C. P.J1. / Dermaoroma Italy S.R.L.
1 Bia [leit ITipenei, 1, 00144 Poma (RM), Itanis / Jleransuuit BupoOHuk / Legal manufacturer

Via dei Pirenei, 1, 00144 Roma (RM), ltalia
Mdepmoapoma Irania C. P. J1. / Dermaoroma Italy S.R.L.
2. Bia /Dx. Jle Pymxbepo, snc — 80031 Bpywano (NA), Itanis /
Via G. De Ruggiero, snc - 80031 Brusciano (NA), ltaly

[lpoekTyBaHHs, po3podKa, BUPOOHULITBO /
Design, Development, Production

[lepenixk MmeanuHuX BUPOOIB:

List of medical devices:
L No ApPTHKY, HaliMenyBaHHs Me1MYHOTO BUPOOY HalimMmeHyBaHHs MEIUYHOTO BUPOOY Kitac
No. MOZEINb YKpaTHCbKOKO MOBOIO aHrJ1iCbKOK MOBOIO Class
K | Article, model Name of medical device in Ukrainian Name of medical device in English
[IpucTpiit ans oTpumMaHHsa ayTo0riyHOT Device for the preparation of
= DPG1105 nya3mu, 30arayeHoi tpombountamu (P.R.P.) autologous platelet-rich plasma lla/ lla
| (ynakoBka 3 2 npo6ipok no 10 ml (m)) (P.R.P.) (pack of 2 tubes of 10 ml (ml))
[IpucTpiit 1ja OTpUMaHHS ayTOJOTIYHOT Device for the preparation of
2 DPGI110D naa3mu, 30arayeHoi tpomoouuramu (P.R.P.) autologous platelet-rich plasma [la/ Ila
(ynakoska 3 6 npo0ipok no 10 ml (mx)) (P.R.P.) (pack of 2 tubes of 10 ml (ml))
[IpucTpiit a1 OTpUMaHHA ayTOJOTTYHOT Device for the preparation of
8 DPGI1112 nja3mu, 30araueHoi tpomobouuramu (P.R.P.) autologous platelet-rich plasma [la/ lla
(ynakoBka 3 2 npo0ipok no 12 ml (mn)) (P.R.P.) (pack of 2 tubes of 10 ml (ml))
| [TpucTpiit A OTpUMaHHA ayTONONYHOT Device for the preparation of
| 4. DPGI112D ~ nJja3Mu, 30arauyeHoi tpomOouuTamu (P.R.P.) ~autologous platelet-rich plasma lla / lla
| | (ynakoBka 3 6 npo0ipok no 12 ml (mi)) (P.R.P.) (pack of 2 tubes of 10 ml (ml))
[TpucTpiit 1ng OTpUMaAHHA ayTOJIOTIYHOT Device for the preparation of
DPGI115D mjaa3mu, 306aradyeHoi tpomoounramu (P.R.P.) autologous platelet-rich plasma lla/ lla
i (ynakoska 3 6 npoOipok no 15 ml (m)) (P.R.P.) (pack of 2 tubes of 10 ml (ml))
IHTpaaepmanbHUil (iajaep Ha OCHOBI

Hyaluronic acid filler Volomis Soft

(2 syringes) -l

VLMS SFT ria1ypoHoBoi kucjiotu Bosomic Codr
(2 WnpuLK)
[HTpaaepmanbHUii puIep Ha OCHOBI
VLMS SFT rianypoHoBoi kucaoTu Bosomic Codr
(3 wnpuum)
[HTpasepmanbHuii (issiep Ha OCHOBI
rianypoHoBoi kucaoTu Bojomic Meaniym
(2 wnpuim)
IHTpasepmaibHuil hiiep Ha OCHOBI
rianypoHoBoi kucsaotu Bonomic Meaiym
(3 wnpuin)
IHTpasepmasbHUi (pUIIEP HA OCHOBI
rlanypoHoBoi kueaotn Bosomic Crponr

Hyaluronic acid filler Volomis Soft

. |
(3 syringes) W

Hyaluronic acid filler Volomis
. : L
Medium (2 syringes)
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Hyaluronic acid filler Volomis m
Medium (3 syringes)

Hyaluronic acid filler Volomis Strong m
(2 syringes)

IHTpasepmaibHUil Hyaluronic acid filler Volomis Strong Ml

riallypoHoBoi 1((;103 8 s Minace)
JI"PWT Haranin CTEINIAHKIBCbKA
Directo Natalia STEPANKIVSKA
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