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Texuiunmii ormc. Technical description DATA SHEET

Ha3zga: (UA) 3aco0u renesi aHTUMIKpoOHi «OmikYu» ® TY V 21.2-39157124-
002:2014 \
Name: (ENG) Antimicrobial hydrogel medical devices «OpikUn» ® N\
TU U 21.2-39157124-002:2014
Cneuudikaiisi: Cepserka resena anTuMikpo6Ha «OmikYa» ® (30x20 cm)
Specification: Antimicrobial hydrogel dressings «OpikUn» ® (30x20 cm) UA.TR.101

3araabHi BitomocTi: [1oB'si3ku renesi aHTUMIKpOOHI «OTiKYH» ® BiTHOCITHCS 10 BUPOOIB HOBOT'O ITOKOJIIHHS,
BUTOTOBJICHUX Ha OCHOBI rijiporento. ['enesi moB's3ku 3a0e3MmevyoTh 3aXUCHUN 0XOJIO/DKYIOUUH eeKT, SIKHii 1ae
HeTaiiHe MOJETIIeHHs, 3ano0iraloTh 1H(IKyBaHHIO paH, MPOTrpecy OIiKy, i 3pocTaHHs Oakrepiid. [loB'si3kn
MPOCSAKHYTI BOJAHOAIBIIHAHTHUM PO3UYMHOM 3 JI0JITABAHHAM JIe3UH(IKYI0UOTO0 3ac00y MOTireKCaMeTHIICHTY aH 1 IHH
rigpoxyopu. 3aBIsAKy crienu(igHIii MUKPOCTPYKTYpl MaTepiairy i HassBHOCTI aHTHOAaKTepiaJbHUX BIACTHBOCTEH,
TTOB'SI3KH, HE MPUJIUTIAIOTE 10 PaHH, IPUCKOPIOIOYN PETeHEPAIito TKAHUH 1 3MEHIITYIOTh JUCKOMQOPT TIPH 3aMiHi
TTOB'SI3KHU.

General information: Antimicrobial hydrogel dressings «OpikUn» ® belong to a new generation of
products made from hydrogel. Dressings provide a protective cooling effect that offers immediate relief,
prevents wound infection, burn progression, and bacterial growth. The dressings are impregnated with a
water-alginate solution containing the antimicrobial agent polyhexamethylene guanidine hydrochloride.
Due to the specific microstructure of the material and its antibacterial properties, the dressings do not
adhere to the wound, accelerating tissue regeneration and reducing discomfort during dressing changes.

Ha3sga noka3zuuka / INDICATOR NAME IMapamerpu / TECHNICAL FEATURES
Apruxyn/ REF Nel-3030
Kinekicts B ynakosui/ QUANTITY PER 1 .
PACKAGE 1 pc.
Posmip/ DIMENSIONS 30,0 x 20,0 (+1,0) cm (Mm)
Tosmmaa Bupody/ THICKNESS + 1,1 mm (mMm)
30BHIIIHIH BUTIISA MEAUIHOTO BUPOOY: Onnopinna nparnenoaioHa Maca 6e3 CTOPOHHIX

noMimok. CepBeTKH Ta CMY>KKH MaloTh OyTH
[UTICHUMH, 3 PIBHUMH KPasiMH; JIOITyCKA€EThCSI
HasBHICTH OyJbOAIIOK MOBITPS Ta HE3HAUYEHE
ITOMYTHIHHS, 3MOPITIKA. be3 3a0pyIHEHb.

FORM OF THE MEDICAL DEVICE: Homogeneous jelly-like mass without foreign
impurities. Dressing and bandages are whole with even
edges; air bubbles and slight cloudiness, wrinkles are
allowed. No contamination.

Boanesuii nokazuuk/ PH INDICATOR 5,7-8,9 pH (PH)
IMaxysanus/ PACKAGING: TpboxiapoBa iHIUBIAyaabHa YIIAKOBKA, F€PMETHUYHA.
Three-layer individual packaging, airtight.
Bukopucranns/ USAGE IToBTOpHO He BUKOpUcTOBYBaTH/ Single Use Only
36epiranns/ STORAGE 0°C + +25°C - BignocHa Bonoricts: 20% + 80%
0°C + +50°C - Relative humidity: 20% + 80%

Tepwmin mii/ EXPIRY 3 pOKH 3 JaTH BUPOOHUIITBA 32 YMOBH MPABUIHLHOTO
36epiranms/ 3 years from production date if correctly
stored

BIAMMOBIAHICTb CTAHIAPTAM COMPLIANCE TO STANDARDS

BupoOHuIITBO BiAmoBigae HacTymuuM ctanaapram: | Production meets the following standards: DSTU EN

JACTY EN 980:2007 «CumBonu rpadiuni mis 980: 2007 “Graphic symbols for labeling of medical

MapkyBaHHs MeaudHuX BupoOiBy; JCTY EN ISO | devices”; DSTU EN ISO 11137-1:2015 (EN 1SO
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11137-1:2015 (EN 1SO 11137-1:2006, IDT; ISO
11137-1:2006, IDT); ACTY EN ISO 14971:2015;
JACTY 1SO 780-2001, ICTY EN ISO 11135-
1:2015; ACTY EN ISO 11137-2:2015; ACTY ISO
15223-1:2015; ACTY EN 1SO 11607-1:2015;
ACTY EN 1SO 10993-1:2015; ACTY EN I1SO
10993-10:2015; ACTY I1SO 2859-1-2001; ACTY
EN ISO 13485:2018 «Meauuni Bupoou. Cucrema
yHpaBIiHHA SIKiCTIO. BUMorn 1o perymoBaHH Y Ta
TV ¥V 21.2-39157124-002:2014 3i 3miHamu.
Cucrema ympaBIiHHS SKICTIO BUPOOHUKA
BIIPOBA/KEHA Y BIAMIOBIAHOCTI 3 MOJIOKEHHSIMHU
YHHHOT'O 3aKOHOAABCTBa YKpaiHu, M0
3acBiguyeThes HasBHICTIO CepTudikaTa
BiAmoBigHoCcTi Ha CHucTemy YmpaBiiHHS SKicTiO
3riguo 3 Bumoramu JJCTY EN ISO 13485:2018.

11137-1:2006, IDT; 1ISO 11137-1:2006, IDT); DSTU
EN ISO 14971:2015; DSTU ISO 780-2001, DSTU EN
ISO 11135-1:2015; DSTU EN I1SO 11137-2:2015;
DSTU ISO 15223-1:2015; DSTU EN ISO 11607-
1:2015; DSTU EN ISO 10993-1:2015; DSTU EN ISO
10993-10:2015; DSTU ISO 2859-1-2001; DSTU EN
ISO 13485:2018 “Medical devices. Quality
management system. Requirements for regulation” and
TU U 21.2-39157124-002:2014 with changes.

The manufacturer's quality management system is
implemented in accordance with the provisions of the
current Ukrainian legislation, which is certified by
presence of a Quality Management System Certificate
in accordance to the requirements of DSTU EN I1SO
13485:2018

Kirac pusuky/ Risk class:

2A/ IIA medical device

PesynbraTti MikpoOiOIOTIYHUX JOCTIIKEHB

MICROBIOLOGICAL TEST RESULTS

Kinpkicts Me30(iapHUX aepoOHUX Ta (paKyIbTaTH-
BHO-aHaepoOHUX Mikpoopranizmis, KYO B 1 T;
KinpkicTh ApiXIKiB Ta uricHaBUX rpubi, KYO B 1
r; Bakrepii poguau Enterobacteriacese B 1 t;
Staphylococcus aureus B 1 ; Pseudomonas
aeruginosa B 1 r.aeruginosas 1 r.s 1 1.

The number of mesophilic aerobic and facultative
anaerobic microorganisms, CFU in 1 g; The
number of yeasts and mold fungi, CFU in 1 g;
Bacteria of the Enterobacteriaceae family in 1 g;
Staphylococcus aureus in 1 g; Pseudomonas
aeruginosain 1g.

3acobu reneBi aHTUMIKpOOHI «OMiKY H»®
BinnoBigaroTs BuMoram TY YV 21.2-39157124-
002:2014 3rizHo MpOTOKOJiB BUNPOOYBaHb Ta
Pe3yJIbTATIB MIKPOOIOJIOTIUHUX JTOCIIIKEHb.

Antimicrobial hydrogel products «OpikUn»®
comply with the requirements of TU U 21.2-
39157124-002:2014 according to test protocols and
the results of microbiological studies.

IIpu3naueHHs

FIELD OF APPLICATION:

[loB's3km  Tpu3HAUYEHI I BHUKOPHUCTAHHS  SIK
CaMOCTIHHUI OmepaliiHo-TIepeB'sI3yBaIbHUI 3aci0
B XIpypriuyHUX KIiHIYHMX YCTaHOBaX, B JIKapHSX,
TPaBMaTOJOTTYHHX Ta OMIKOBUX IIEHTPaX, alTeyKax
MEPIIoi TOTIOMOTH, B CHEIiaTi30BaHUX JKAPHSIX,
OTIKOBUX IIEHTpPaX, CTAHIISX IMBUIKOT METUIHOL
JIOITOMOTH, CTOMATOJIOTIYHMX KJIIHIKaX, a TaKoX -
JUTSI KOMITICKTYBaHHS alTeYOK IEPIO1 JOITOMOTH Ta
B JIOMAIIIHIX i MOJBOBUX YMOBaX.

Dressings are designed for use as an independent
surgical dressing in clinical surgical institutions,
hospitals, trauma and burn centers, first aid Kits,
specialized hospitals, burn centers, emergency medical
stations, dental clinics, as well as for equipping first
aid Kkits and use in home and field conditions.
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