AEKJTAPALIA NMPO BIANOBIAHICTb
N219-03/2016-IGAR Big, "21" uepBHa 2019 pokKy
(pepakKuin 6)

ToBapucTso 3 obmexkeHoto BignosiganbHictio "ITAP", Kog €OPMOY 19243202,
B 0c0bi gupeKTopa BMKkoBa Bnaancnasa leopriioBrya, NiATBEPANKYE, WO MeAUYHUIA BUPIO

XipypriuHi nos’asku Toprosoi mapku IGAR
Knac 6e3neku: | (ctepunbHUii)
BupobHuk ToBapucTBO 3 06merkeHo BignosiganbHictio "IFTAP"
MicLle3Haxo4KeHHs: ByaA. Muxalina boltuyka, 18-A, m. Kuis, YKpaiHa, 01103,
TenedpoH/dakrc: +380445853455
Micue BupobHuuyTBa Changzhou Major Medical Products Co., Ltd.,
(BupobHUMui noTy»kHOCTI) Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China

Moougikayii meduyHozo eupoby HasedeHi e flodamky Nel do daHoi eknapayii npo sidnosidHicmes

BiZANOBiAAaE BUMOram TeXHIYHOrO periamMeHTy LWoA0 MeauyHKX BUPobiB, 3aTBEpAKEHOro nocTaHoBo KabiHeTy
MiHicTpis YKpainu Big "02" :koBTHA 2013 poky No753, ‘

a TAKOX:

OCTY EN ISO 13485:2018 (EN ISO 13485:2016, IDT; I1SO 13485:2016, IDT) "MeganuHi Bupobu. Cuctema ynpasiHHa
AKICTIO. BUMoru go perynioBaHHs";

OCTY EN ISO 14971:2015 (EN ISO 14971:2012, IDT; ISO 14971:2007, IDT) "Bupobu meguuHi. HactaHoBu ioao
ynpasaiHHA pU3nKom";

OCTY EN ISO 10993-1:2015 (EN 1SO 10993-1:2009, IDT; ISO 10993-1:2009, IDT) "BionoriyHe ouiHIOBaHHSA
MeauyHnx Bupobis. HactnHa 1. OuiHIOBaHHSA Ta TECTYBaHHA B paMKax NpoLecy yrnpasaiHHA pusmnkamm';

ACTY 1SO 10993-4:2004 "BionoriuHe OLiHIOBaHHA MeAUYHUX BUMPOoGiB. YacTuHa 4. O6upaHHa BUNPoByBaHb Ha
B3aemozito 3 Kpos'to" (ISO 10993-4:1992, IDT); _

OCTY EN ISO 10993-5:2015 (EN ISO 10993-5:2009, IDT; ISO 10993-5:2009, IDT) "BionoriyHe oOUiHIOBaHHA
mMeanyHnx BMpobiB. YactuHa 5. BUNpoboByBaHHA Ha LIMTOTOKCUYHICTD in vitro";

ACTY EN ISO 10993-7:2015 (EN ISO 10993-7:2008, IDT; ISO 10993-7:2008, IDT) "BionoriyHe OLHIOBAHHA
MeanyHMxX Bupobis. YacTuHa 7. 3anuLWKKM Nicns ctepunisauii eTuaeHOKeMaom";

ACTY 1SO 15223-1:2015 "3acobu BeTepuHapHOT TEXHIKW. YMOBHI MO3HAaKM Ha €TMKeTKax 3acobis meanuHoi
TeXHIKM, MapKoBaHHA 1 060B'A3K0BI BisomocTi. YacTuHa 1. 3aranbHi Bumoru" (ISO 15223-1:2007, IDT);

ACTY EN 1041:2015 (EN 1041:2008+A1:2013, IDT) "Bupobu meaumuHi. IHbopmaLiis, aky Hagae BUPOBHUK";

ACTY EN ISO 11607-1:2015 (EN ISO 11607-1:2009, IDT; ISO 11607-1:2006, IDT) "Bupobu meanuHi
npoctepunizosaHi. TlakosaHHA. YactuHa 1. OCHOBHI BUMOIM [0 MaTepiani, CTEPUNbHUX 6Gap'epHUX i
NaKyBaNbHUX cUCTEM";

ACTY EN 1SO 11607-2:2015 (EN ISO 11607-2:2009, IDT; ISO 11607-2:2006, IDT) "Bupobu megmuHi
npocTepunizosaHi. MakoBaHHA. YacTuHa 2. BanigavijiiHi BUmoOru";

ACTY EN I1SO 11737-1:2015 (EN 1SO 11737-1:2006, IDT; I1SO 11737-1:2006, IDT) "Crepunisauja 3acobis MeauYHoT
TexHik1. Mikpobionoriuni metoau. YacTuHa 1. BUsHayeHHs nonynsuii MikpoopraHismis Ha Bupo6ax";

Daktnura appeca: syn. METAJICTIB, 20, m. KMIB, YKPAIHA, 03057 _Business address: 20, METALISTIV Str., KYIV, 03057, UKRAINE
MicuesHaxomxkenns: syn. M. BOMYYKA, 18-A, m. KUIB, YKPATHA, 01103 Registered address: 18-A, M. BOYCHUK Str., KYIV, 01103, UKRAINE
Ten./daxc: (044) 585-34-55 (53,56) phone/fax: +38 (044) 585-34-55 (53,56)

E-mail: info@igar.ua, web: www.igar.ua E-mail: info@igar.ua, web: www.igar.ua




ACTY 4659-1:2006 "KniHiuHi gocnigxeHHA meandHux Bupobis ana nwogent. YactnHa 1. 3aransHi Bumorn" (1ISO
14155-1:2003, MOD);

ACTY 4659-2:2006 "KniHiyHi JocnigxeHHs meaunuHux BupobiB ana nogeid. YactuHa 2. MnaHu KAiHIYHOrO
pocnigxenHa" (ISO 14155-2:2003, MOD);

AOCTY EN SO 11135-1:2015 (EN ISO 11135-1:2007, IDT; ISO 11135-1:2007, IDT) "Crepwnizaujia supobis
MeAMYHOTrO MPU3HAYEHHA OKCUMOOM eTuneHy. YactvHa 1. Bumorn go pos3pobneHHs, Banigauii Ta NOTOYHOro
KOHTPOJIIO Npouecy cTepuizaii meamMyHnx supobis";

ACTY EN 1422:2015 (EN 1422:1997+A1:2009, IDT) "Ctepunizatopv ana MeauuHUX Lineit. Ctepunisatopu okncom
eTuneHy. Bumoru ta metoam BunpoboByBaHb".

Ha nigcrasi:
OuiHkM Ta cxBaneHHA GYHKLiOHYBaHHA KOMMAEKCHOI CUCTEMM yNpaBAiHHA AKIiCTIO 3rigHo 3 Jogatkom 3 Ao
TexHIYHOro pernameHTy Woa0 MmeauyHuUx Bupobis.

Ceptudikat BsignosigHocTi Ha npogykuito NeUATR.101-399.499-2019, BuAaHuit opraHom cepTudikawii
JepxaBHMM YKpaiHCbKMM 06’eaHaHHAM "Monitexmen" (UA.TR.101), gificHuid go "06" nnnHa 2021 poky.

[Jeknapauja cknageHa nig uinkosuTy BignosigansHicte TOB "IFTAP", wo BiANoOBigae 3a BBEAEHHA MeAUUYHOTO
BMpPOOY B 06ir An15 3aCTOCYBaHHA B MEAUYHIN NPaKTUL.
TexHiYHa AOKYMeEHTaLif 4A8 Linein nigTBeparKeHHA BignosigHOCTI 36epiraeTbea 3a aapecoro:
Byn. MeTanicris, 20, m. Kuis, YkpaiHa, 03057

Deknapauis ymHHa go: "06" aunHa 2021 poky.

B.l. bukos

Daxrnuna agpeca: Bys. METAﬂIEZTIB, 20, m. KMIB, YlSPATHA, (_)3057 Business address: 20, METALISTIV Str., KYIV, 03057, UKRAINE
MicuesHaxopxenns: syn. M. BOMYYKA, 18-A, m. KMIB, YKPATHA, 01103 Registered address: 18-A, M. BOYCHUK Str., KYIV, 01103, UKRAINE
ten./dakc: (044) 585-34-55 (53,56) phone/fax: +38 (044) 585-34-55 (53,56)

E-mail: info@igar.ua, web: www.igar.ua E-mail: info@igar.ua, web: www.igar.ua




IGAR

dopaatok Nel

po Oexknapauii npo BignosigHicTb

AJOOATOK
no JAEKNAPALLT NPO BIAMNOBIAHICTb N219-03/2016-IGAR Big, "21" uepsHa 2019 poky (pegakuis 6)
Xipypri4yHi noB’A3ku Toprooi mapku IGAR
BupobHuk ToBapucTBO 3 06MerKeHoto BignosiganbHicrio "ITAP"
MicLie3Haxo4KeHHs: Byn. Muxaitna boiuyka, 18-A, m. KuiB, YkpaiHa, 01103,
TenedoH/Ppaxc: +380445853455
Micue BupobHuutea Changzhou Major Medical Products Co., Ltd.,
(BMpob6HMyi noTy:kHOCTI) Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China

Ne Hassa mopgudikauii meguuHoro supoby
3/n aHINIACbKOK MOBOKO

Hassa mogudikauii meauuHoro Bupoby
YKpPaiHCbKO MOBOIO

1. | Surgical dressing trade mark IGAR Lightpore type
(spunlace base) 10,0 x 9,0 cm

XipypriuHa nos’a3ska Toprosoi mapku IGAR Tvn flaidTnop
(Ha ocHoBi cnaHnelic) 10,0 X 9,0 cm

2. | Surgical dressing trade mark IGAR Lightpore type
(spunlace base) 15,0 x 9,0 cm

XipypriuHa nos’sska Toprosoi mapku IGAR tvn Jlaittnop
(Ha ocHoBi cnaHneiic) 15,0 x 9,0 cm

3. | Surgical dressing trade mark IGAR Lightpore type
{spunlace base) 20,0 x 9,0 cm

XipypriuHa nos’a3ska Toprosoi mapku IGAR Tvn flaiitnop
(Ha ocHosi cnaHnelic) 20,0 x 9,0 cm

4. | Surgical dressing trade mark IGAR Lightpore type
(spunlace base) 25,0 x 9,0 cm

XipypriyHa nos’aska Toprosoi mapku IGAR Tun /laittnop
(Ha ocHoBi cnaHnelic) 25,0 x 9,0 cm '

5. | Surgical dressing trade mark IGAR Lightpore type
(spunlace base) 30,0 x 9,0 cm

XipypriuHa nos’aska Toprosoi mapku IGAR Tun Jlaittnop
(Ha ocHoBi cnaHnelic) 30,0 x 9,0 cm

6. | Surgical dressing trade mark IGAR Lightpore type
(spunlace base) 6,0 x 10,0 cm

XipypriuHa nos’a3ka Toprosoi mapku IGAR Tvn Jlaittnop
(Ha ocHosi cnaHnelic) 6,0 x 10,0 cm

7. | Surgical dressing trade mark IGAR Lightpore type
(spunlace base) 10,0 x 10,0 cm

XipypriuHa nos’sska Toprosoi mapku IGAR tvn Jlaittnop
(Ha ocHosi cnanneiic) 10,0 x 10,0 cm

8. | Surgical dressing trade mark IGAR Lightpore type
(spunlace base) 15,0 x 10,0 cm

XipypriuHa noe’A3Kka Toprosoi mapku IGAR Tvn /laiditnop
(Ha ocHoBI cnaHnelic) 15,0 x 10,0 cm

9. | Surgical dressing trade mark IGAR Lightpore type
(spunlace base) 20,0 x 10,0 cm

XipypriuHa nos’aska Toprosoi mapku IGAR Tvn flaittnop
(Ha ocHoBi cnansieiic) 20,0 x 10,0 cm

10. | Surgical dressing trade mark IGAR Lightpore type
(spunlace base) 25,0 x 10,0 cm

XipypriuHa nos’a3ka Toprosoi mapku IGAR Tvn flaidTnop
(Ha ocHoBi cnaHsneiic) 25,0 x 10,0 cm

11. | Surgical dressing trade mark IGAR Lightpore type
(spunlace base) 30,0 x 10,0 cm

XipypriuHa nos’a3ka Toprosoi Mapku IGAR tvn Naiitnop
(Ha ocHoBi cnaHnelic) 30,0 x 10,0 cm

12. | Surgical dressing trade mark IGAR Lightpore type
(spunlace base) 15,0 x 15,0 cm

XipypriuHa nos’a3ka Toprosoi Mapku IGAR Tvn flaiTnop

(Ha ocHosi cnapAeiic) 15,0 x 15,0 cm

CmopiHka 132

®akruuna appeca: syn. METAJTICTIB, 20, m. KUIB, YKPATHA, 03057
MicuesnaxomxenHs: Byn. M. BOMYYKA, 18-A, m. KMIB, YKPAIHA, 01103
Ten./dakc: (044) 585-34-55 (53,56)

E-mail: info@igar.ua, web: www.igar.ua

Business address: 20, METALISTIV Sir., KYIV, 03057, UKRAINE
Registered address: 18-A, M. BOYCHUK Str., KYIV, 01103, UKRAINE
phone/fax: +38 (044) 585-34-55 (53,56)

E-mail: info@igar.ua, web: www.igar.ua




(BMpobHMYi NOTYXKHOCTI)
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£o [eknapauii npo BignosigHicTb

OOOATOK
o JEKNAPALLIT MPO BIANOBIAHICTb Ne19-03/2016-IGAR 8ig, "21" yuepsHsa 2019 poky (pepakuisa 6)
XipypriuHi nos’a3ku Toprosoi mapku IGAR
BupobHuk ToBapucTBO 3 06MexKeHoto BignosiganbHicrtio "IFTAP"
Micue3HaxoaKeHHs: Byi. Muxaiina Boliuyka, 18-A, m. Kuis, YKpaina, 01103,
TenedoH/dakc: +380445853455
Micue BupobHuutea Changzhou Major Medical Products Co., Ltd.,

Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu-Province, China

Ne
3/n

Ha3ea mopgudikauii meguuHoro supoby
QHTNINCbKOK MOBOIO

Hassa mopudikauii meguuHoro supoby
YKPaiHCbKOO MOBOIO

13.

Surgical dressing trade mark IGAR Transparent type
(polyurethane base) 10,0 x 9,0 cm

XipypriyHa nos’A3Ka TOProeoi mapku IGAR Tvn
Mpo3opwuii (Ha noniypeTaHoBsiit ocHosi) 10,0 x 9,0 cm

14.

Surgical dressing trade mark IGAR Transparent type
(polyurethane base) 15,0 x 9,0 cm

XipypriuHa nos’a3ka Toprosoi mapku IGAR t1n
Mpo3opuit (Ha noniypeTaHoBilt ocHOBI) 15,0 x 9,0 cm

15.

Surgical dressing trade mark IGAR Transparent type
(polyurethane base) 20,0 x 9,0 cm

XipypriyHa nos’a3Ka Toproeoi mapku IGAR Tvn
Mpo3opuii (Ha noniypetaHoBil ocHoBi) 20,0 x 9,0 cm

16.

Surgical dressing trade mark IGAR Transparent type
(polyurethane base) 25,0 x 9,0 cm

XipypriuHa nos’saska Toprosoi mapku IGAR t1n
Mpo3opwuit (Ha noniypeTaHoBilt 0cHoBI) 25,0 X 9,0 cm

17.

Surgical dressing trade mark IGAR Transparent type
(polyurethane base) 30,0 x 9,0 cm

XipypriyHa nos’s3Ka Toprosoi mapku IGAR t1n
Mpo3opwuii (Ha noniypeTtaHosiit ocHoBsi) 30,0 x 9,0 cm

18.

Surgical dressing trade mark IGAR Transparent type
(polyurethane base) 6,0 x 10,0 cm

XipypriyHa nos’s3ka Toprosoi mapku IGAR T1n
Mpo3opwuit (Ha noniypeTaHoBilt 0cHOBI) 6,0 X 10,0 cm

19.

Surgical dressing trade mark IGAR Transparent type
(polyurethane base) 10,0 x 10,0 cm

XipypriyHa nos’a3ka Toproeoi mapku IGAR Tvn
Mpo3opwuii (Ha noniypeTaHosiit ocHosi) 10,0 x 10,0 cm

20.

Surgical dressing trade mark IGAR Transparent type
{(polyurethane base) 20,0 x 10,0 cm

XipypriyHa nos’A3ka Toproeoi mapku IGAR Tvn
Mpo3opwuii (Ha noniypeTaHosilt ocHosi) 20,0 x 10,0 cm

21.

Surgical dressing trade mark IGAR Transparent type
(polyurethane base) 25,0 x 10,0 cm

XipypriuHa nos’si3ka Toprosoi mapku IGAR tun
Mpo3opwuii (Ha noniypeTaHosiit ocHosi) 25,0 x 10,0 cm

22,

Surgical dressing trade mark IGAR Transparent type
(polyurethane base) 30,0 x 10,0 cm

XipypriyHa nos’a3Kka Toproeoi mapku IGAR Tmn
Mpo3sopwuii (Ha noniypeTtaHosiit ocHosi) 30,0 x 10,0 cm

23.

Surgical dressing trade mark IGAR Transparent type
(polyurethane base) 15,0 x 10,0 cm

XipypriyHa nos’aska Toprosoi mapku IGAR t1n
Mpo3opuii (Ha noniyperaHosilt ocHosi) 15,0 x 10,0 cm

24.

Surgical dressing trade mark IGAR Transparent type
(polyurethane base) 15,0 x 15,0 cm

XipypriyHa nos’s3ka Toprosoi mapku IGAR t1n
Mpo3opwuii (Ha ngalypeTaHosiit ocHoBi) 15,0 x 15,0 cm

B.T. bukos

CmopiHka 2 3 2

Daktnuna agpeca: syn. METATICTIB, 20, m. KWIB, YKPAIHA, 03057
MicuesHaxopxeHHs: syn. M. BOMYYKA, 18-A, m. KMIB, YKPAIHA, 01103
ten./¢akc: (044) 585-34-55 (53,56)

E-mail: info@igar.ua, web: www.igar.ua

Business address: 20, METALISTIV Sir,, KYIV, 03057, UKRAINE

Registered address: 18-A, M. BOYCHUK Sir., KYIV, 01103, UKRAINE

phone/fax: +38 (044) 585-34-55 (53,56)
E-mail: info@igar.ua, web: www.igar.ua




