OEKJIAPALIIA NMPO BIANOBIAHICTb
N228-12/2017-1GAR Big, "11"6epesna 2019 poky

(pepakuia 2)

ToBapucTso 3 obmerkeHolo BignosiganbHictio "ITAP", kog €APIMOY 19243202,
B 0c06i AupekTopa BuKosa Bnaancnasa Meopriiosuya, NiATBEPAXKYE, WO MEAUIHMN BUDIB

KaTtetepu BHYTpiluHbOBEHHI TOproeoi mapku IGAR
Knac 6e3neku: lla
BupobHuk ToBapucTBo 3 06MexkeHolo BignosiganbHicTio "IFAP"
MiCLLe3HAXOKEHHA: ByN. Muxaiina Boluyka, 18-A, m. Kuig, YKkpaina, 01103
TenepoH/dakc: +380445853455
Micue BupobHuurea Jiangxi Huali Medical Instrument Co., Ltd.,
(Bpo6Huyi notyxHocti)  Yudu Industrial Zone, 342300 Ganzhou, Jiangxi, China
Micue supobHuuTea Harsoria Healthcare Pvt. Ltd.,
(Bupo6Huui noTyskHocti)  110-111, Phase-1V, Udyog Vihar, Gurgaon, Haryana-122 015, India

r

modudpikayii meduyHozo supoby Hasedeni 8 Jodamky Nel do daroi flexnapayii npo eidnosidHicme

BiAnosifae Bumoram [ogatky 1 TexHIUHOTO pPErAaMEHTY WOAO MeAWYHMX BUPOGIB, 3aTBEPAYKEHOrO
nocraHoeoto Kabinety MinicTpis Ykpaitu sig "02" sosTHA 2013 poky Ne753,

a TAKOM:

ACTY EN 15C 10993-1:2015 (EN ISO 10993-1:2009, IDT; ISO 10993-1:2009, IDT) "BiosnoriuHe OUjHIOBaHHS
meAnyHUX BUPobiB. HacTuHa 1. OUjHIOBaHHA Ta TECTYBAHHA B PAMKax NpoLecy yNpasiHHA pusukamu';

ACTY EN 1SO 13485:2015 (EN ISO 13485:2012, IDT; ISO 13485:2003, IDT) "MeauuHi supobu. Cuctema YNpPaBaiHHA
AKicTio. Bumoru go perynosaHHa";

ACTY EN I1SO 10993-3:2015 (EN ISO 10993-3:2009, IDT; ISO 10993-3:2003, IDT) "BionoridHe OLHIOBAHHS
MeauyHWUX BMpobis. YactuHa 3. BUNpoGOBYBAHHA Ha EHOTOKCMUYHICTb, KaHLEPOTEHHICTb Ta PenpPOAYKTUBHY
TOKCUYHICTL";

ACTY EN 1SO 10993-4:2015 (EN ISO 10993-4:2009, IDT; ISO 10993-4:2002, including Amd 1:2006, IDT) "BionorivyHe
OLIHIOBaHHA MeANYHMX Bupo6is. YacTuHa 4. OBMpaHHA TecTis, B3aEMO/IOHMX 3 KPOB'IO";

ACTY EN ISC 10993-7:2015 (EN ISO 10993-7:2008, IDT; ISO 10993-7:2008, IDT) "BionoriyHe ouiHOBaHHA
MefuuHKUX BUPoGiB. YacTmHa 7. 3anuLKku Nicna crepunizayii eTuneHoKeMaom";

ACTY 15O 10993-10:2004 "Bionori4He OUHIOBaHHA MeaWYHMX BMpobGis. YacTuHa 10. BunpoByeaHHa Ha
noApasHeHHA Ta ceHcubinizauto” (ISO 10993-10:1995, IDT);

ACTY EN 1SO 10993-11:2015 (EN ISO 10993-11:2009, IDT; ISO 10993-11:2006, IDT) "BiosioriuHe OLiHIOBAHHS
mMeanyHuX B1po6is. YactiHa 11. BUnpoboByBaHHsA Ha CUCTEMHY TOKCUYHICTL"

ACTY EN I1SO 10993-12:2015 (EN ISO 10993-12:2012, IDT; ISO 10993-12:2012, IDT) "BiosioriuHe OLiHIOBAHHS
mMeAunyHUX B1po6is. YactuHa 12. BinbvpaHHa 3pazkie Ta eTa/oHHi matepiann™;

ACTY EN ISO 11135-1:2015 (EN I1SO 11135-1:2007, IDT; ISO 11135-1:2007, IDT) "Crepunizauia supobis
MEAWHHOTO NPU3HAYEHHA OKCMAOM eTuneHy. YactuHa 1. Bumorn Ao pospobneHHs, Banigauii Ta mOTOYHOro
KOHTPO/It0 Npouecy cTepunisauii meguyHux BUpo6is";

ACTY EN ISO 11737-1:2015 (EN ISO 11737-1:2006, IDT; ISO 11737-1:2006, IDT) "Crepunisauja 3aco6is meauiHoi
TexHiku. MikpobiooriuHi meToau. YacTHa 1. BusHaueHHs nonynauji MikpoopraHismis Ha BMpobax";

Dakrnuna appeca: syn. METATTICTIB, 20, m. KB, YKPATHA, 03057 Business address: 20, METALISTIV Str.,, KYIV, 03057, UKRAINE
MicuesHaxomkeHHs: syn. M. BOMYYKA, 18-A, m. KMIB, YKPAIHA, 01103 Registered address: 18-A, M. BOYCHUK Str,, KYIV, 01103, UKRAINE
ten./dake: (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



OCTY EN ISOC 11737-2:2015 (EN I1SO 11737-2:2009, IDT; ISO 11737-2:2009, IDT) "Crepunizaujia 3acobis meanuHOi
TexHikn. Mikpobionoriuni meToau. YactvHa 2. BunpobyBaHHA Ha CTEPWAbLHICTb, WO npoBoAATbL Nia 4ac
BM3Ha4eHHA, Banigauii Ta nigTpumaHHA npougecy crepunisauii’;

ACTY 4659-1:2006 "KniniuHi aocnigxeHHa meanuHmnx Bupobie ana niogein. Yactuua 1. 3aranbhi sumorn” (ISO
14155-1:2003, MOD);

ACTY 4659-2:2006 "KniniuHi gocnifkeHHa meguuuux Bupobis gna nwogeil. YactvHa 2. Mnadu KAiHIYHOrO
JocnigxenHa" (1ISO 14155-2:2003, MOD);

ACTY EN ISO 14971:2015 (EN ISO 14971:2012, IDT; ISO 14971:2007, IDT) "Bupobu meguuHi. HactaHoBM (iT8Yale}
YMPasaiHHA pU3nKoMm";

ACTY EN I1SO 11607-1:2015 (EN SO 11607-1:2009, IDT; ISO 11607-1:2006, IDT) "Bupobu meamuHi
npoctepunizogaHi. MaxkosaHHa. YactmHa 1. OCHOBHI BMMOMM [0 Mmarepianie, CTepUAbHWUX 6ap'epHUX i
NakyBanbHUX CUCTEM;

ACTY EN ISO 11607-2:2015 (EN I1SO 11607-2:2009, IDT;, ISO 11607-2:2006, IDT) "Bupobu megmdHi
npocTepunisoBai. MakoBaHHA. YacTvHa 2. Banigauiiivi Bumorn'™;

ACTY EN 980:2007 "Cumeonu rpadiuHi Ana mapkyBaHHa meauuHux supobis” (EN 980:2003, IDT);

ACTY EN ISO 10555-1:2014 "KaTteTepu BHYTPILUHBOCYAMHHI CTEPUNBHI OAHOPA30BOrO 3acTocyBaHHA. YactuHa 1.
3aranbHi TexHiuHi BUmorn" (EN ISO 10555-1:2013, IDT);

ACTY ISO 14644-1:2009 "YucTi NpuMilleHHA Ta MOB'A3aHI 3 HUMM KOHTPOALOBaHI cepeaosuwa. YactmHa 1.
Knacudikauia yncrotn nositpa" (1SO 14644-1:1999, IDT);

ACTY EN 20594-1:2015 (EN 20594-1:1993, IDT; ISO 594-1:1986, IDT) "3'eaHaHHA KOHIuHI 2 6 % (Luer) KoHycom
{18 WINPULIB, rO/IOK Ta IHLIOTO MeAMYHOrO YCTaTKOBaHHA. YacTuHa 1. 3arankbHi Bumorun”;

ACTY EN ISO 15223-1:2018 (EN ISO 15223-1:2016, IDT; ISO 15223-1:2016, Corrected version 2017-03, IDT)
"3acobu meauuHOI TexHiku. YMOBHI MO3HaKM Ha EeTMKeTKax 3acobiB MeAMYHOT TeXHiKW, MapKOBaHHA Ta
obos'azkoBi BigomocTi. YactuHa 1. 3aranbHi Bumoru”;

ACTY EN ISO 10993-5:2015 (EN 1SO 10993-5:2009, IDT; 1SO 10993-5:2009, IDT) "BionoriyHe oOLjHIOBaHHSA
meanuHux eupobis. YactuHa 5. BUnpo6oByBaHHA Ha LUTOTOKCUYHICTb in vitro";

ACTY EN 62366:2015 (EN 62366:2008, IDT) "Bupobu meanyHi. 3acToCyBaHHA eproHOMIYHOrO NPOeKTYBaHHA
MefUYHUX BUpobis";

ACTY EN 15986:2015 (EN 15986:2011, IDT) "Cmsonu, AKi 3aCTOCOBYIOTb /19 MapKyBaHHA MeAMYHUX BUPOGIB.
3ara/ibHi BUMOTW [0 MapKyBaHHA GTanaToMiCTKUX MeaUYHUX BUPo6iB";

ACTY EN 1041:2015 (EN 1041:2008+A1:2013, IDT) "Bupo6u meamuHi. Iidpopmaus, AKy Haaae BAPOBHUK".

lpoueaypa OUiHKM BIANOBIAHOCTI NPOBEAEHa 3TiAHO i3 3a3HaYeHUM TEXHIYHUM PErNaMEeHTOM WOAO MEANHHMX
BMpobiB, poamatok Ne6: nopagok 3abesneueHHA YHKLiOHYBaHHA CUCTEMM YNPaBAIHHA AKICTIO Nig uac
BMpOobHMUTBA MeanyHKUX BUpo6iB Ta AodaTok No8: BHYTDILWHIN KOHTPONL BUPOBHULITBA.

Ceptudikar signosigHocti Ha npoaykujio NePR.303-17, BugaHuil opravom ceptudikauii ToBapucTBOm 3
0bMeKeHOI0 BiANOBIAaNLHICTIO "YKPATHCLKUIA HayKoBUIA IHCTUTYT cepTudikauii" (UATR.116), giiicHuit go "27"
cepnHa 2022 pory.

feknapauia cknagena nig UinkoBuTy BignosiganeHicte TOB "IFAP, 1o Bignosigac 3a BBeAeHHA MeaUYHOTo
Bupoby B 06Ir AnA 3acTocyBaHHA B MEAMUHIN NpaKTMLj.
TexHiuHa AOKYMEHTaLiA 4NA Uinei NiaTBepaMXKeHHA BignosigHocTi 36epiraeThbea 3a apecoio:
Byn. Metanicris, 20, m. KuiB, YkpaiHa, 03057

Aeknapauia YMHHa po: "27" cepnHa 2022 p%y.
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Adopatok Nol
no [leknapauii npo signosigHicts

JOOATOK
Ao AEKAAPALLIT MPO BIAMOBIAHICTb No28-12/2017-IGAR Big, "11" 6epests 2019 poKy (peaakuia 2)
Karetepu BHYTpilLHbOBEHHI TOprosoi mapku IGAR
TosapucTeo 3 obmexeHol BignosiganbHictio "IFTAP"
MicLe3HaxomKeHHa: ByN. Muxaitna boluyka, 18-A, m. Kuis, Ykpaina, 01103,

BMpobHUK

TenedoH/dakc: +380445853455

Micue BupobHuLTBa
(BupobHMuUi NOTYHOCTI)
Micue enpobHMLTEa
(BMpoBHKWUi noTyKHOCTI)

Harsoria Healthcare Pvt. Ltd.,
110-111, Phase-IV, Udyog Vihar,

Jiangxi Huali Medical Instrument Co., Ltd.,
Yudu Industrial Zone, 342300 Ganzhou, Jiangxi, China

Gurgaon, Haryana-122 015, India

Ne Haszsa moaudikauii meguuHoro Bupoby Hazea moaudikauii meguuHoro supoby

3/n AHININCHKOK MOBOIO YKpPaiHCbKOH MOBOIO

1. | Intravenous catheter with injection valve trade mark KaTeTep BHYTPIWHLOBEHHWI 3 iH EKUIMHUM NopTom
IGAR, size 14G TOProeoi mapKku IGAR, poamip 14G

2. | Intravenous catheter with injection valve trade mark KaTeTep BHYTRIWHbOBEHHWIA 3 IH EKLIAHWM nopTom
IGAR, size 16G TOproeoi mapku IGAR, posmip 16G

3. | Intravenous catheter with injection valve trade mark KaTeTep BHYTPIWHbLOBEHHMWH 3 (H EKLIMHMM NnopTom
IGAR, size 17G TOproeoi mapku IGAR, poamip 17G

4. | Intravenous catheter with injection valve trade mark KaTeTep BHYTRIWHbLOBEHHMWIA 3 IH'EKLiMHMM nopTom
IGAR, size 18G TOprosoi mapku IGAR, posmip 18G

5. | Intravenous catheter with injection valve trade mark KateTep BHYTPILWHLOBEHHWIA 3 IH'EKLiAHUM nopTOMm
IGAR, size 20G TOProsoi mapku IGAR, posmip 20G

6. | Intravenous catheter with injection valve trade mark Katetep BHYTPILWHLOBEHHWIA 3 iH EKLiHHMM NopTOM
IGAR, size 22G TOprosoi mapku IGAR, posmip 22G

7. | Intravenous catheter with injection valve trade mark KaTeTep BHYTPILHbOBEHHWIA 3 IH EKUIAHMM NOPTOM
IGAR, size 24G Toprosoi mapku IGAR, posmip 24G

8. | Intravenous catheter with injection valve trade mark KateTep BHYTPILLIHbOBEHHUIA 3 TH"EKUiMHMM NopTOM
IGAR, size 26G TOprosoi mapku IGAR, po3mip 26G

9. | Intravenous catheter without injection valve trade mark KaTteTep BHyTpiluHbOBEHHUIA 6e3 1H eKUiiHOro nopTy
IGAR, size 14G TOProBoi mapku IGAR, po3mip 14G

10. | Intravenous catheter without injection valve trade mark KaTtetep BHyTpiWwHb0BEeHHMH 623 i eKuiiiHoro nopty
IGAR, size 16G TOoprosoi mapku IGAR, po3mip 16G

11. | Intravenous catheter without injection valve trade mark KateTtep BHyTpilWHbOBEHHMIA Ge3 iH ekuiiiHoro nopty
IGAR, size 17G Toproeoi mapku IGAR, posmip 17G

12. | Intravenous catheter without injection valve trade mark | KaTeTtep BHyTpilWHbOBEHHWIT Be3 i ekuifiHoro nopTy
IGAR, size 18G TOprosoi mapku IGAR, poamip 18G

13. | Intravenous catheter without injection valve trade mark | KaTetep BHyTpiluHbOBEHHWI Be3 iH’exLiliHOro nopty
IGAR, size 20G TOproeoi mapku IGAR, posmip 20G

14. | Intravenous catheter without injection valve trade mark | Katertep sHyTpilwHb0BeHHNIT Be3 iH ekuiliiHOrO nopty
1GAR, size 22G TOprosoi mapku IGAR, posmip 22G

15. | Intravenous catheter without injection valve trade mark Katetep BHyTpiwHboBEeHHUIA Be3 iH'eKuiliHOro nopTy
IGAR, size 24G Toproeoi mapku IGAR, po3mip 24G

16. | Intravenous cathe;gé,wlthout injection valve trade mark | KaTeTep BHyTpiwHbOBeHHMI Be3 in'exujiiiHoro nopTy
IGAR, size 2,6@'" :{: O p TOProeoj 1 IGAR, posmip 26G

B.I. bukoe

CmopiHka 132

DakmuHa appecd: ByN. METAHICTIB 50 I/H$
Micuesnaxogxenns: syn. M. EOW—W%A 18- A“’
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MicLe Bu pobHuuTBa
{BMpobHKMUi noTyKHOCTI)
Micue supobHuLTBa
(BMpoBHMYI noTy»HOCTI)

IGAR

dopatok Nel
Ao fexknapauii npo BignosigHictb

DOLATOK
Ao AEKNAPALLIT PO BIANOBIAHICTb Ne28-12/2017-IGAR sig "11" 6epesns 2019 poky (peaakis 2)
KaTeTepu BHYTpilUHbOBEHHI TOprosoi mapku IGAR

BupobHukK

ToBapucteo 3 0bmeeHOW BignosigansHictio "IFAP"

MicuesHaxogxeHHa: Byn. Muxaiina boluyka, 18-A, m. Kuis, Yipaina, 01103,

TenedoH/dakc: +380445853455
Jiangxi Huali Medical Instrument Co., Ltd.,
Yudu Industrial Zone, 342300 Ganzhou, Jiangxi, China

Harsoria Healthcare Pvt. Ltd.,

110-111, Phase-IV, Udyog Vihar, Gurgaon, Haryana-122 015, India

No
3/n

Hazea moaudikauii meguurHoro Bupoby
AHFNIACHKOK MOEBOID

Hasea mogudikauii meauuHoro empoby
YKpaiHCbKOK MOBO

17.

Safety intravenous catheter with injection valve trade
mark IGAR, size 14G

KaTeTep BHYTPiWHLOBEHHUWIA Be3neuHnit 3 in ekuifHMM
noptom TOproeoi mapku IGAR, posmip 14G

18.

Safety intravenous catheter with injection valve trade
mark IGAR , size 16G

KateTep BHYTPilWHbOBEHHMI Be3neuHuit 3 iH eKUiHUM
NOPTOM TOpProsoi Mapku IGAR, posmip 16G

19.

Safety intravenous catheter with injection valve trade
mark IGAR, size 17G

KaTeTep BHYTPIWHbOBEHHMH Be3nedHnia 3 IH eKLiiHMM
NopTOM TOProBoi Mapku IGAR, poamip 17G

20.

Safety intravenous catheter with injection valve trade
mark IGAR, size 18G

KateTep BHYTPILLHbOBEHHUI1 Be3neyHnit 3 i1 eKUiliHUM
NopToOM TOProsoi mapku IGAR, poamip 18G

21.

Safety intravenous catheter with injection valve trade
mark IGAR, size 20G

KateTep BHYTPilUHbOBEHHMI Ge3neuHuit 3 IR eKUilHUM
nopTOoMm Toprosoi mapku IGAR, po3mip 20G

22,

Safety intravenous catheter with injection valve trade
mark IGAR, size 22G

Karetep BHYTPIWHbOBEHHMI He3neuHuit 3 in'ekuitHm
nopTom Toproeoi Mapku IGAR, poamip 22G

23.

Safety intravenous catheter with injection valve trade
mark |GAR, size 24G

KateTep BHYTPIlIHLOBEHHMI Be3neunnit 3 in ekuiiHnm
NopTOM TOProsoi mapku IGAR, posmip 24G

24,

Safety intravenous catheter with injection valve trade
mark IGAR, size 26G

Katetep BHYTPIilUHbOBEHHUI Be3neuHnit 3 K eKLiNHUM
noptom Toprosoi mapku IGAR, poamip 26G

25,

Safety intravenous catheter without injection valve trade
mark IGAR, size 14G

KateTep BHyTpiWHbOBEHHWI Ge3nevHunin Ges
iH'exuiiHOro nopTy TOoproBoi mapku IGAR, po3smip 14G

26.

Safety intravenous catheter without injection valve trade
mark iIGAR, size 16G

Katetep BHYTpilWHbOBEHHMI Be3nevHuit Bes
iH eKUiHOro NopTy ToproBoi mapkk IGAR, poamip 16G

27.

Safety intravenous catheter without injection valve trade
mark IGAR, size 17G

KaTetep BHYTPIlWHbOBEHHWI Be3neduHnin Bes
iH’eKUiiHOro nopty Toprosoi mapkn IGAR, posmip 17G

28.

Safety intravenous catheter without injection valve trade
mark IGAR, size 18G

Katerep BHyTpPIlUHBOBEHHMIA Be3nedHunin ez
in’exkuiiHOro nopty Toprosoi mapku IGAR , poamip 18G

28,

Safety intravenous catheter without injection valve trade
mark IGAR, size 20G

KaTtetep BHYTRIWHbOBEHHMIA Be3neyHuit Hes
iH’eKujiiHOro nopTy ToproBoi mapku IGAR, posmip 20G

30.

Safety intravenous catheter without injection valve trade
mark IGAR, size 22G

Katetep BHYTPIWHbOBEHHWI Be3nevHunin Bes
iH'exUiAHOro nopTy TOoprosoi mapku IGAR, po3mip 22G

31

Safety intravenous catheter without injection valve trade
mark IGAR, size 24G

KaTteTep BHyTPIlWHBOBEHHUI Be3nedynnis Ges
iH’eKuiiiHOro nopTy TOprosoi mapku IGAR, posmip 24G

32,

Safety intravengusies i Terwi ithout injection valve trade
.‘\L = JJ") ot

mark IGAR :s‘?@% A 500

n4 2

LA’ EKLLIMHOTQ

KaTerep BHYTPiWHLOBEHHUI BesneuHnii Gea
TOProsoi mapku IGAR, posmip 26G

B.I. bukos

CmopiHka 232
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Micuesnaxomkenna: syn. M. BOM4YY, 4 1/ hfﬁ #2
ten./dakc: (044) 585-34-55 (53, 58mg

, YKPATHA, 01103

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

Business address: 20, METALISTIV Str.,, 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.va, web: www.igar.ua




	1
	2
	3
	4

