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Ceptudikar aKocTl- [lepmartike YipTpa renb

Onuc Hepmatike Ynerpa reb
Ne YactrHa roToBOl TPOIYKIIT 400575850
KinmskicTh 5,201
Pasmep 151

Homep dopmyiu 021907-12
Jata BupoOHunTRa daik 01-17-2024
Homep cepii Dank [.2401-73
Jlara TectyBaHHs balk 01-17-2024
Jlata nakysaHHs 01-30-2024
TecryBanHs roTOBOI HPOIYKILIL 01-30-2024
Homep rororoi mpoaykuii 1.2401-109
TepMiH npUAATHOCTI 12.2026

TecTn BUIIPOOYBAHD

[Tapamerpu Metonn Croenudixanis PeaynpTaT
{nentudikanis: [lomimepri | FTIR HassHa Bianosinae
CHJIOKCAHH
Konip Ovpranonentuunnil | bezbapeuuii Bignopinae
Janax Opranonentrusui | bes zamaxy Binnosinae
30BHIMHIN BUTNAA Opraponentaunnit | TIpozopa GesbapeHa | Bigmosijae
B’sI3Ka piAuHa
B'azkicts @22C Spindle NCL SOP QC12 20,000-60,000 cps 59,840 cps /
F/12rpm Biznosimae
ITatoma Bara NCL SOP QC1 0,90-1,0 0,947 / Bignoeigae
Ackopbin NCL MQLTM- HasgHa Bimoeinae
TeTpaizonansMiTar 0095 HPLC
Mixpo6ioJoriuHi TecTH

Hapamerpu Meroau Crenndikaiis Pesynbrar
baxreprn NCL SOP MICRO03 <200 xyo/r <10 xyo/r-mn /

Binnosizae
I'pubu i 11BiIB NCL SOP MICRO3 <10 kyo/r <10 xyo/r-mu /

Bianosinae
[laTorenu NCI. SOP MICR0O3 Heratugno Herarasno /

Bianosiac

ITinTBepOKEHHS NTPOJYKTY
IMocana Tlinnec JHata
Menexep 3 3abe3nedenHs skocti | (niamuc) 03-12-2024
Bine-npesunenT 3 Bupodundoi Ta | (IiamKc) 03-11-2024
PEryNgTOPHOI AiIBHOCTL
IpumiTra: C3KJIT - Tlisniuno-3axigga kocMeTHdHa nabopaTopist
“gqetz
h One 12023 H

6 < (2o rCZq £




C of A # 2880
Corporate Office

PO Box 1160
Kingston, WA 58346

I.MNSON {800y 771-2215 Toll Free
MEDICAL, INC. 30 2o7 1908 Fax
www.hanhsonmedical.com

CERTIFICATE OF ANALYSIS — DERMATIX ULTRA GEL

Product Description DERMATIX ULTRA GEL
Finished Goods Part # 400575850
Quantity 5201
Product Size 15g
Formula # 021907-12
Bulk Manufacture Date 01-17-2024
Bulk Batch # L2401-73
Bulk Testing Date 01-17-2024
Packaging Date 01-30-2024
Finished Goods Testing Date | 01-30-2024
Finished Goods Batch # L2401-109
Use By Date 2026-12
Physical Testing
Test Parameter Test Method Specification Result
Identification Test for FTIR Present Pass
Polyorganosiloxanes
Color Crganoleptic Colorless Pass
Cdor Organoleptic Cdorless Pass
Appearance Organocleptic Clear, viscous Pass

water-white liquid
Viscosity @ 22C Spindle NCL SOP QC12 20,000-60,000cps | 59,840 cps/ Pass
F/ 12rpm

Specific Gravity @ 22C NCL SOP QC1 0.90-1.0 0.947/ Pass
Ascorbyl Tetraisopalmitate | NCL Present Present/ pass
MQLTM-0085
HPLC
Microbiology
Test Parameter Test Method Specification | Result
Bacteria NCL S0P <200 cfu/g-ml | <10 cfu/g-ml/ Pass
MICRO3
Yeast & Mould NCL SOP <10 cfu/g-ml <10 cfu/g-ml/ Pass
MICRO3
Pathogens NCL SOP Negative Negative/ Pass
MICRO3
Product Approval
Title Signature Date
Quality Assurance Manager @M* 3.12.2024
VP of Operations / Regulato .
i i i mewéL D}:/u{/zaz‘ﬂ,

Note: NCL = Northwest Cosmetic Laboratories dba Elevation Labs

Work Form Refarence: OPF-12023; Certificate of Analysis — Dermatix Ultra Gel, Version Mo.: D




Jexnapauin npo sianosianicrs Ne MEDA-01
Declaration of conformity Ne MEDA-01

TexuiunoMy PCIIRMCHTY WOA0 MCANIINX BIPOGin, 3nTcpkcnomy TMoctanonoio Kabincery Minicrpis ¥Yxpainn M753

via 2 xonvon 2013 p.

Technical regulations on Medical devices, approved by Decree of Cabinet of Ministers of Ukraine Ng753 on 2 October 2013

Nome of modical deviee

Halsa meanqnoro pipoGy:

Jepmatixe Yaurpa,
cunikonosuit rens no 1S (g) y tyGax
Dermatix Ultra, gel in tubes of 15g

BupoGmne:

AfanuAnturcr

Nancon Meankan lak., Kinrcron, Bainnnrron 98346, CLUA
ren.: (800) 771-2215

Encxiponna nourta; info@huansonmedicnl.com
Hanson Medical Inc., Kingston, Wi 98346, USA
tel. (800) 771-2215 e-mail: info@hansonmedical.com

Vnosuosaxcunil NPCACTABHHK B

Vispalui:

Aurhorized repe sentotie i LRraine.

“TIPEACTABHHUTBO *MEJA WAPMACLIOTIKAJI3 CBITCEJIEHA T'MBX”, aya.
Oneca Tonuapa, Gyamox 57-B, m. Kiiis, 01054, Vkpaina, koa ENPTIOY: 26600387
Ten. +380444821551
Enckrporna nowrta: office@meda.ua
“REPRESENTATIVE OFFICE OF "MEDA PHARMACEUTICALS SWITZERLAND
GMBH", 57 b Olesya Gonchara str., 01054, Kyiv, Ukraine , tel. +380444821551. e-mail:
office@meda.va, USREQU Code: 26600387

Knacndikauin:
Classificanon,

Kane 1 (Mynxt: 12, Zonatok 2,Texuiumii pernament wono meanuannx supobis, IKMY
Ne753 sin 2 wonTua 2013)
Safety class: 1 (Rule: 12, Annex 2, Technical Regulation on medical devices approved by
Decree of CMU N2753 on October 2nd, 2013)

Crepinbnicts Bipoby:

Hectepunbuitii

Sterility of device: Non-sterile

Busmipiosansia pynruin: Be3 pyukuii sumipiosanns

Measuring Function: Without measurement function

Mpoueaypa ouinkn Tloaatox 8 (6€3 nonoxens n, 5, 6) Texniunoro peraamenty wWoAo Meawynux oipoGis,
sianosisnocti: 3ateepaxenoro Moctanosoio KMY Ne753 sia 2 sosTus 2013 poky

Conformity Assessment Route: Annex 8 (Excluding items 5, 6), 1o Technical regulation on medical devices approved by

Decree of CMU Ne753 on October 2nd, 201 3.
pianosianicTh

15.03.2028 p. @
Validity term of declaration of conformiry 15.03.2028

M, Xancon Meankan Ink., B oco6i ynosrosaxeHoro npeactasiuka BupoGHuka B YkpaiHi: “MPEJCTABHHLUTBO “MEJA
DOAPMACBIOTIKAJI3 CBITCEJIEHA I'MBX” Ha ocHosi aosipeiocri pia 16.03.2023 poky, A¢KNapyeEMo BlanosiaHicTh
npoIyKuil, 3a3Ha4eHol B Ui Aexnapallii npo BiNOBIAHICTb, BUKOHAKHA OCHOBHHX BUMOT UIOO MEAHYHOrO Bupo6y, ariano donarky
1 TexHi4HOro perfaMeHTy WIONO MeMM4HHX BHPOGIS, 3aTBepkexoro IMoctanosoto KaGimery Minictpis Ykpaiun Ne753 Bin 2
skoBTHs 2013 p.

Texuiuua NOKYMEHTALliA Ha MeAsuHi BUpoGH 3riaHo uiel Nexnapauil npo innosiaxicTs po3po6neHa Ta BnpoBatikeHa.

Jlexnapauiiio Npo BIANOBIAHICTL CKAANEHO NiAl ULNKOBHTY BIANOBIAANLHICTE BupOGHHKA KOMNAHIT Xauconn Meanxan luk.
BianosifanbHICTb 328 LOCTOBIPHICTb HaaaHoi iHdopMaLii Hece BHPOGHHK,

Tepsin iV aeknapauii npo

Hereby we, Hanson Medical Inc. in person of “REPRESENTATIVE OFFICE OF “MEDA PHARMACEUTICALS SWITZERLAND
GMBH", Authorised representative in Ukraine, according to Power of Attorney dated 16.03.2023, declares the Sulfillment of basic
requirements for medical devices according to Annex | of Technical regulation on Medical devices, approved by Decree of Cabinet
of Ministers of Ukraine Ne753 on 2 October 201 3.

The technical documentation for medical devices to this Declaration of Conformity has been developed and implemented.
The Declaration of Conformity is written under the sole responsibility of the manufacturer Hanson Medicglhnoemidig nanufacturer
is responsible for the authenticity of the provided information. 2
Micue siupayi: Kuis, Yipaina

Place of issue: Kyiv, Ykraine

Jars nignncy | Ilannc ynonnonaenoi ocobu 14.07.2023

Pave of signing * Signature of Authorized person

TG ynosnosaxenos ocobu | Hazisa nocaun Marypa O.1.
Full Name of Auihrized person | Positiun Alagura Oferx

[ Jlara: 14.07 2023 Penauis: | Cropinka 1 13 1
Date: 14.07.2023 Fevma | Pogelofy

MEfIA ®apmackiotikan3 Ceircanona MmbX (npeacrasinyreo 8 Ykpaiul )

Byn. O. Monvapa, §7-6, 6-% nosepx, Kuis, 01054, Ykpaina 1()
Ten.: +380 44 482.1551; dakc: +380 44 482-1599;

Buxkonabeus: Bacununa Ononowxeun (+380 95 640 0051)


http://www.tcpdf.org

