3aranbHa Ha3Ba BUPOOY:
Common name of medical device:

Ilepenik BUpoGiB:
List of products:

BupoOHuk:

Manufacturer:

YnoBHoBaxkeHMii NpeICTABHUK B
Yxpaini:

Authorized representative in Ukraine:

Kaacudikauis
Classification

IIpouenypa ouiHku BiAMoOBigAHOCTI:

Conformity Assessment Route:

CepTudikaTu:
Certificates:

IpusHayeHunii opra 3 oUiHKH
BignmoBigHoCTI Ta HOro
inenTudikauiinnit Ko
Conformity assessment body with its
identification number:

Hexnapauisi npo BignoBianicTs Ned
(Declaration of conformity)

Teni st iHTpagepMaIbHOTO BBEICHHS

Gels for intradermal administration

Jus. lomatok 1 mo miel Jlexmapariii mpo BiAMOBIIHICTD
See Annex 1 to the Declaration of conformity

MACTEJUII C.P.JL.

CAHPEMO (IM) BIA, BYCCAHA, BECUIA 32 CAII, 18038, Itais
tel. (+39) 0184 5111; e-mail: info@mastelli.com;

MASTELLI S.R.L.

SANREMO (IM) VIA, BUSSANA, VECCHIA 32 CAP, 18038, Italy
tel. (+39) 0184 5111; e-mail: info@mastelli.com;

Toapucto 3 odmexkenoro BianopinanpHICTIO « TOTICOAPMA T'PYTI»
VYxpaina, 65026, m. Ozneca, JleBonaHiBChKHI y3Bi3, 7

ten. 0 800-400-415, +38(050) 457-15-15, +38(068) 457-15-15;

e-mail: info@totis.ua

TOTISPHARMA GROUP LLC.

7, Devolanowsky descent, Odessa 65026, Ukraine

Tel. 0 800-400-415, +38(050) 457-15-15, +38(068) 457-15-15:

e-mail: info@totis.ua

Kaac III 3riguo ITynkry 16 Jomarky 2 TexXHIYHOTO periaMeHTty o0
MeJIMYHHUX BUPOOiB, 3aTBepmkeHoro [locranoBoro Kabinery MinicTpiB Ykpainu
Ne753 Bix 2 xoBtHs 2013 p.

Class Il according Item 16 to Annex 2 of Technical regulation on Medical devices
approved by Decree of Cabinet of Ministers of Ukraine Ne753 on 2 October 2013

JonaTtok 3 TexHIYHOro PEriIaMeHTy 11010 MEJUYHUX BUPOOIB, 3aTBEPHKEHOTO
[TocranoBoro Kadinery MinictpiB Ykpaiau Ne753 Bix 2 xoBtHst 2013 p.

Annex 3 of Technical regulation on Medical devices approved by Decree of Cabinet of
Ministers of Ukraine Ne753 on 2 October 2013

UA.TR. 120
Ceprudixar Bigmosigaocti Ne PR.129-18 Bix 22 rpyans 2023 poky

Certificate assessment of conformity Ne.: PR.129-18 dated 22.12.2023

Crpoxk naii ceprudikara BignosinHocti: 21 rpyauas 2028 poxy
Certificate assessment of conformity is valid until: 21.12.2028
Ceprudixat nepesipku npoekty Ne PP.128-18 Big 22.12.2023
Certificate design examination Ne PP.128-18 dated 22.12.2023

Crpoxk naii ceprudikara nepesipku npoekry: 21 rpynus 2028 poky
Certificate design examination is valid until: 21.12.2028

ToBapucTBO 3 00MeKeHOI0 BiANOBiAAJBHICTIO

«IMITPYB MEJUKEJI»

Limited Liability Company "IMPROVE MEDICAL"

UA.TR.120

MASTELLI S.R.L nexnapye Buxonanns sumor Jlomatky 1 10 TeXHiUHOro pernaMenTy Moo MeIHYHHX BUPOGiB 3aTBep KkeHOro [10cTaHOBOIO

Kab6inery Ykpainu Ne 753 Big 2 sxoBTHs 2013 p.

MASTELLI S.R.L declares the fulfillment of requirements of Annex 1 to Technical regulations on Medical devices, approved by Decree of

Cabinet of Ministers

Jara nigmucy: 22 rpyaast 2023 poxy
Date of signing: 22.12.2023

Ai ,) o Jupextop, L.A. Iluconbka
TTianuc Ll [ o Ha3zsa nocamu, I11b
Signature TOHC(;I'\I)“M E * Position, Full Name

[PV




Hexnapauisi npo BignoBianicTs Ned
(Declaration of conformity)
Jdonarok 1

Annex 1

Ha3zsa Mequ4HOro BUpoOy aHIJIiliCHK0I0 MOBOIO

Ha3zpa Meqn4HOro BUpo0y YKpPaiHCHKO0I0 MOBOIO

N Name of medical device in English Name of medical device in Ukrainian
1. TALEST® Hyaluronic acid TALEST® I'exnpb iHTpasepMaibHUIL 3 TialypOHOBOIO
KHCIIOTOIO.
2. NEWEST® ONE. Polynucleotide and NEWEST® ONE. I'enb inTpanepmanbHuii 3
hyaluronic acid intradermal gel MOJIHYKJICOTHAAMH Ta TialypOHOBOIO KHCIOTOIO
3. PLINEST® FAST. Polynucleotide Intradermal PLINEST® FAST. I'enb inTpanepmainbHuii 3
gel MOJNIHYKJICOTHAAMHU
4. PLINEST®. Polynucleotide Intradermal gel PLINEST® I'enp inTpagepmMaibHui 3
MOTIHYKJICOTHAAMHU
5. NEWEST®. Polynucleotide and hyaluronic acid NEWEST® I'ens inTpagepMaibHui 3
intradermal gel MOJIHYKJICOTHIAMH Ta TiaTypOHOBOIO KHACIOTOIO
6. PLINEST®One. Polynucleotide Intradermal PLINEST®One. I'ens iHTpamepMatbHuii 3
fluid gel TOJIHYKJICOTHIaMHI
7. PLINEST®Eye. Polynucleotide Intradermal PLINEST®Eye. I'enp inTpagepMaabHUA 3
gel MOJIHYKJICOTHIAMHI
8. PLINEST®Hair. Polynucleotide Intradermal PLINEST®Hair. 'enb inTpasepmanbHuii 3

gel

MOJIIHYKIEOTHIAMHU




