A 1GAR

OEKNTAPALIA NMPO BIANOBIAHICTb
Ne8-09/2016-IGAR Big "21" uepsHa 2019 poky
(pepakKuin 6)

Tosapucrso 3 o6merkeHolo BignosiganvHictio "IFAP", kog EAPMNOY 19243202,
B 0cobi gupeKTopa bukosa Bnaaucnasa leopriioBrya, NiATBEPANKYE, WO MEAUYHUIA BUPI6

LLoBK HaTypanbHUK XipypriuHuii 6e3 ronku ctepunibHuii Toprosoi mapku IGAR
Knac 6e3neku: lib
BupobHuk ToBapucTso 3 o6merkeHoto BignosiganbHictio "IFAP"
Micue3Haxo4KeHHs: ByN. Muxaiina boliuyka, 18-A, m. Kuis, YKpaina, 01103,
TenedpoH/dakc: +380445853455
Micue BupobHuurea Huaiyin Medical Instruments Co., Ltd.,
(Bupo6Huyi noTyxHocTi) Ne 8 West Ming Yuan Road, 223003, Huaian, China

modugikayii meduuHoz2o supoby HasedeHi e [lodamry Nel do daHoi fexknapauii npo eidnosioHicme

BiANOBiAa€E BUMoram TeXHIYHOro periaMeHTy WoAo0 MeAUYHUX BUpo6iB, 3aTBEPAKEHOTO NOCTaHOBOKW KabiHeTty
MiHicTpis YKpaiHu Big "02" 3koBTHA 2013 poKy Ne753,

a TaKOX:

OCTY EN ISO 13485:2018 (EN I1SO 13485:2016, IDT; ISO 13485:2016, IDT) "MeaunuHi BUpo6u. Cuctema ynpasniHHA
AKicTI0. Bumoru oo peryntoBaHHs";

ACTY EN 556-1:2014 "Crepwunisauia meguuHux supobis. Bumorn po meamuHux BupobiB 3 MO3HaYeHHAM
'CTEPUNIbHI'. YacTnHa 1. Bumorn Ao meanyHMX BUPOGiIB, WO MianAraloTh KiHUeBin ctepunizauii (EN 556-1:2001,
IDT + EN 556-1:2001/AC:2006, IDT)";

ACTY EN ISO 14971:2015 (EN I1SO 14971:2012, IDT; ISO 14971:2012, IDT) "Bupobu meaunyHi. HactaHoBwM woao
yNpaBiHHA pU3nKom";

ACTY EN ISO 11607-1:2015 (EN ISO 11607-1:2009, IDT; ISO 11607-1:2009, IDT) "Bupobu  meauuHi
npoctepunizosaHi. MakosaHHA. YacTMHa 1. OCHOBHi BMMOIM [0 MaTepianis, CTepuIbHUX 6ap'epHux i
naKyBanbHWUX cuctem";

ACTY EN ISO 11607-2:2015 (EN ISO 11607-2:2009, IDT; ISO 11607-2:2009, IDT) "Bupobu megmnuHi
npocrepunisoBaHi. MakoBaHHA. YacTuHa 2. BanigauinHi sBumoru";

ACTY EN ISO 11137-1:2015 (EN ISO 11137-1:2006, IDT, ISO 11137-1:2006, IDT) "Crepwnizauia Bupobis
MEAMYHOro npu3HadeHHa. Pagiauiiba crepunizauia. YactuHa 1. Bumorn po pospobneHHs, Banigauii Ta
NMOTOYHOrO KOHTPOAIO NpoLecy cTepunisauii meauuyHmx Bupobis";

ACTY EN I1SO 11135-1:2015 (EN ISO 11135-1:2007, IDT; ISO 11135-1:2007, IDT) "Crepwnizauja Bupo6is
MEZMYHOTO NPU3HAYEHHA OKCMAOM eTuneHy. YactmHa 1. Bumorn Ao pospobneHHs, Banigauii Ta NOTOYHOro
KOHTPO/IIO NpoLecy cTepuAisaLii MeauuHux Bupobis";

ACTY EN 1SO 11737-1:2015 (EN ISO 11737-1:2006, IDT; ISO 11737-1:2006, IDT) "Crepunisalis 3acobis MeanyHOi
TexHikn. Mikpobionoriuni metoau. YactnHa 1. BusHaueHHs nonyasuii MikpoopraHiamis Ha Bupobax";

ACTY EN 1041:2015 (EN 1041:2008+A1:2013, IDT) “Bupobu meguuHi. Indopmauis, aAKy Hasae BUPOOHUK";
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ACTY ISO 15223-1:2015 "3acobu BeTepuHApHOi TexHiKW. YMOBHI MO3HAKM Ha e€TUKeTKax 3acobis meauyHoi
TEXHIKKM, MapKoBaHHA 1 060B'A3K0BI BiZoMocCTi. YacTuHa 1. 3aranbHi Bumoru (ISO 15223-1:2007, IDT)";

OCTY EN ISO 11137-2:2015 (EN ISO 11137-2:2013, IDT; ISO 11137-2:2013, IDT) "Crepwunisauia Bupobis
MeZMYHOTo Npu3HaveHHsa. Pagjauinna ctepunizauia. YactuHa 2. BCTaHOBAEHHA CTEpUAi3yodoi go3un';

OCTY EN ISO 10993-1:2015 (EN 1SO 10993-1:2009, IDT; I1SO 10993-1:2009, IDT) "BionoriuHe oLiHIOBaHHA
MeanyHuX BUpobiB. YacTuHa 1. OLiHIOBaHHSA Ta TECTYBaHHA B paMKax NpoLecy yrnpaeaiHHA pusmkamu';

OCTY EN ISO 10993-3:2015 (EN 1SO 10993-3:2009, IDT; ISO 10993-3:2009, IDT) "BionoriuHe oOLiHIOBaHHSA
mMeanuHMX BMpo6iB. YactuHa 3. BunpoboByBaHHA Ha rEHOTOKCWYHICTb, KAaHLIEPOTEHHICTb Ta PEenpoayKTUBHY
TOKCUYHICTBL";

ACTY EN ISO 10993-5:2015 (EN ISO 10993-5:2009, IDT; ISO 10993-5:2009, IDT) "BionoriyHe OL,HIOBaHHA
MeaMYHNX BUPOobiB. HacTuHa 5. BUNpoHOBYBaHHA Ha LIMTOTOKCUYHICTB in vitro";

OCTY EN ISO 10993-6:2015 (EN ISO 10993-6:2009, IDT; I1SO 10993-6:2009, IDT) "BionoriuHe OLUiHIOBaHHS
MeauuHux Bupobis. YactuHa 6. BUnpoboByBaHHA Ha /I0KaNbHI edekTv nicns imnnaHTauji'’;

OCTY EN ISO 10993-7:2015 (EN ISO 10993-7:2008, IDT; I1SO 10993-7:2008, IDT) "BionoriuHe OLHIOBaHHSA
MeaAnYHUX BUpPobiB. YacTuHa 7. 3a/MLWKKM Nicna cTepunizalii eTuneHoKkenaom";

ACTY 1SO 10993-10:2004 "BionoriyHe OLHIOBAHHA MeAMuHMX BUpo6iB. YactuHa 10. BunpobysaHHA Ha
noApasHeHHa Ta ceHcubinizauito (1ISO 10993-10:1995, IDT";

OCTY EN ISO 10993-11:2015 (EN ISO 10993-11:2009, IDT; ISO 10993-11:2009, IDT) "BiosoriuHe OLiHIOBaHHSA
mMeanyHux Bupobis. HactnHa 11. BUnpoboByBaHHA Ha CUCTEMHY TOKCUYHICTL".

Ha nigcrasi:
OuiHKM Ta cxBaneHHA OYHKLIOHYBaHHA KOMMMEKCHOT CUCTEMM YMNpaBAiHHA AKICTIO 3riaHo 3 Joaatkom 3 Ao
TeXHIYHOro pernameHTy WoA0 MeauiHuX BUpobis.

Ceptudikat signosigHocTi Ha npogykuito NeUATR.101-399.499-2019, BupaHuit opraHom cepTudikauii
[JepaBHUM yKpaiHCbKUM 06’ eaHaHHAM "Monitexmen" (UA.TR.101), gificHmid go "06" aunHa 2021 poky.

Jeknapauia cknageHa nig, uinkosuTty BignosiganbHicTe TOB "ITAP", o BignoBiAaE 3a BBeAEHHA MEOUYHOrO
BMpOoOy B 0bir AnA 3acTocyBaHHA B MEAMYHIN NPAKTUL.
TexHi4uHa AOKYMeHTaLia ANs winei niaTsepakeHHA BiANoBigHOCTI 36epiraeTbea 3a agpecoro:
Byn. MetanicTis, 20, m. Kuis, YkpaiHa, 03057

Aexnapauis yuHHa go: "06" annHa 2021 p

/
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IGAR

dopatok Nel
£0 Oexknapadii npo BignoBigHicTb

OOOATOK
no AEKNAPALITN NPO BIANOBIAHICTb Ne8-09/2016-IGAR Big, "21" uepsHa 2019 poky
(pepakuis 6)
LoBK HaTypanbHUI XipypriuyHnit 6e3 rosnku cTepuibHUiA TOprosoi mapku IGAR
BupobHuMK ToBapucrso 3 06merXkeHo BignosiganbHictio "IFAP"
MicLLe3HaxXo4KeHHs: Bya. Muxalina boiuyka, 18-A, m. Kuis, YKpaiHa, 01103,
TenedoH/dpakrc: +380445853455
Micue BupobHuuTtea Huaiyin Medical Instruments Co., Ltd.,
(Bupo6Huui noTy:kHocTi) Ne 8 West Ming Yuan Road, 223003, Huaian, China

Ne Hasea moauodikauii meguuHoro supoby
3/n aHrNiMCbKOIO MOBOIO

Hassa mogudikauii meguuHoro supoby
YKPaiHCbKOIO MOBOH

1. | Silk natural surgical sterile without needle trade mark
IGAR, USP size 11/0 (Metric size 0.1)

LLoBK HaTypanbHUM XipypriuHuii 6e3 ronku
cTepuabHuli Toproeoi mapku IGAR, USP posmip 11/0
(MeTpuuHUit po3mip 0.1)

2. | Silk natural surgical sterile without needle trade mark
IGAR, USP size 10/0 (Metric size 0.2)

LLoBK HaTypanbHUI XipypriyHunit 6e3 ronku
CTEpUNbHUI TOproeoi mapku IGAR, USP posmip 10/0
(MeTpuuHuit posmip 0.2)

3. | Silk natural surgical sterile without needle trade mark
IGAR, USP size 9/0 (Metric size 0.3)

LLIoBK HaTypanbHKUI XipypriyHnit 6e3 ronku
CTepubHUIA TOprosoi mapku IGAR, USP posmip 9/0
(MeTpuyHuit posmip 0.3)

4. | Silk natural surgical sterile without needle trade mark
IGAR, USP size 8/0 (Metric size 0.4)

LUoBK HaTypanbHWi XipypriuHunii 6e3 ronku
cTepunbHuit Toprosoi mapku IGAR, USP posmip 8/0
(MeTpuyHuit poamip 0.4)

5. | Silk natural surgical sterile without needle trade mark
IGAR, USP size 7/0 (Metric size 0.5)

LoBK HaTypanbHUiA XipypriuHunii 6e3 ronku
CTepubHUI Toprosoi mapku IGAR, USP posmip 7/0
(MeTpuyHuit posmip 0.5)

6. | Silk natural surgical sterile without needle trade mark
IGAR, USP size 6/0 (Metric size 0.7)

LoBK HaTypanbHUM XipypriuHuii 6e3 ronku
CTepubHUI Toprosoi mapku IGAR, USP po3smip 6/0
(MeTtpuyHwuii posmip 0.7)

7. | Silk natural surgical sterile without needle trade mark
IGAR, USP size 5/0 (Metric size 1.0)

LLIOBK HaTypanbHUM XipypriyHuii 6es ronku
CTepUbHUIA TOProeoi mapku IGAR, USP posmip 5/0
(MeTpuuHwuii posmip 1.0)

8. | Silk natural surgical sterile without needle trade mark
IGAR, USP size 4/0 (Metric size 1.5)

LloBK HaTypanbHUi XipypriyHuii 6e3 ronku
CTepuUnbHUI Toprosoi mapku IGAR, USP po3mip 4/0
(MeTpuuHuit posmip 1.5)

9. | Silk natural surgical sterile without needle trade mark
IGAR, USP size 3/0 (Metric size 2.0)

LUoBK HaTypanbHUI XipypriuHunii 6e3 ronku
cTepunbHUi Toproeoi mapku IGAR, USP posmip 3/0
(MeTpuuHuii poamip 2.0)

10. | Silk natural surgical sterile without needle trade mark
IGAR, USP size 2/0 (Metric size 3.0)

LioBK HaTypanbHUIA XipypriyHnit 6e3 ronku
cTepuabHUI Toprosoi mapku IGAR, USP posmip 2/0
(MeTpuyHuii posmip 3.0)
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Micue BMpobHULTBA
(BMpOo6HUYi NOTYKHOCTI)

A GAR

NOLATOK

OopaTtok Nel
0,0 Oexknapauii npo BianoBigHiCcTb

Ao AEKNAPALIT MPO BIAMNOBIAHICTb Ne8-09/2016-IGAR Bia "21" yepsHa 2019 poky
(pepakuis 6)
LLIoBK HaTypanbHUiA XipypriyHuii 6e3 ronku ctepunbHuii Toprosoi mapku IGAR

BUpPO6HMK

ToBapucTeo 3 06merkeHo BignosiganbHictio "IFAP"

MicLLe3HaxoaXKeHHn: Byn. Muxaiina boiuyka, 18-A, m. Kuis, YKpaiHa, 01103,

TenedoH/daxc: +380445853455
Huaiyin Medical Instruments Co., Ltd.,
Ne 8 West Ming Yuan Road, 223003, Huaian, China

Ne
3/n

Hassa mogudikauii meguuHoro supoby
AHINIINCbKOIO MOBOIO

HasBa mopgudikauii meguuHoro Bupoby
YKpaiHCbKOIO MOBOIO

11.

Silk natural surgical sterile without needle trade mark
IGAR, USP size 0 (Metric size 3.5)

LLoBK HaTypanbHUiA XipypriyHuii 6e3 ronku
CTepUNbHUIA TOProeoi mapku IGAR, USP po3mip 0
(MeTpuuHuii posmip 3.5)

12.

Silk natural surgical sterile without needle trade mark
IGAR, USP size 1 (Metric size 4.0)

LLIoBK HaTypanbHUA XipypriyHuii 6e3 rosku
CTepuIbHWUIA TOproeoi mapku IGAR, USP po3mip 1
(MeTpuuHUin posmip 4.0)

13.

Silk natural surgical sterile without needle trade mark
IGAR, USP size 2 (Metric size 5.0)

LLoBK HaTypanbHUM XipypriuHnii 6e3 ronku
CTepUNbHUI TOProBoi mapku IGAR, USP po3smip 2
(MeTpuyHuin posmip 5.0)

14.

Silk natural surgical sterile without needle trade mark
IGAR, USP size 3 (Metric size 6.0)

LLIoBK HaTypanbHUI XipypriuHunii 6e3 ronku
CTepUNbHUI TOprosoi mapku IGAR, USP po3mip 3
(MeTpuyHuit po3mip 6.0)

15:

Silk natural surgical sterile without needle trade mark
IGAR, USP size 4 (Metric size 6.0)

LLIoBK HaTypanbHWU XipypriuHuii 6e3 ronku
cTepuabHUIA Toprosoi mapku IGAR, USP po3smip 4
(MeTpuuHuit posmip 6.0)

16.

Silk natural surgical sterile without needle trade mark
IGAR, USP size 5 (Metric size 7.0)

LLloBK HaTypanbHUI XipypriyHuii 6€3 ronku
CTepuibHUIA Toprosoi mapku IGAR, USP posmip 5
(MeTpuuHuii posmip 7.0)

17.

Silk natural surgical sterile without needle trade mark
IGAR, USP size 6 (Metric size 8.0)

LloBK HaTypanbHUiA XipypriuHuii 6e3 ronkm
CTepuibHKI TOprosoi mapku IGAR, USP posmip 6
(MeTpuuHmit po3mip 8.0)

18.

Silk natural surgical sterile without needle trade mark
IGAR, USP size 7 (Metric size 9.0)

LloBK HaTypanbHUI XipypriuHuii 6e3 ronku
CTepUbHMIA TOprosoi mapku IGAR, USP po3mip 7
(MeTpunynuit posmip 9.0)

19.

Silk natural surgical sterile without needle trade mark
IGAR, USP size 8 (Metric size 10.0)

LloBK HaTypanbHUM XipypriuHuii 6e3 ronku
cTepunbHUit Toprosoi mapku IGAR, USP posmip 8
(MeTpuyHuii posmip 10.0)
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