A GAR

AEKNAPALIA NPO BIANOBIAHICTb
Ne28-12/2017-1GAR Big, "18" ciunsa 2022 poky

(pepakuyin 5)

ToBapucTso 3 obmexeHolo BignosigansHicrio "ITAP", kog EAPMNOY 19243202,
B 0c06i gupekTopa bukoBa Bnagucnasa MeopriiioBuya, NiATBEPAXKYE, WO MEAUYHMYI BUPIO

KaTtetepu BHyTpiluHboBeHHI Toprosoi mapku IGAR
Knac 6e3neku: lla
BupobHuk ToBapuctBo 3 o6mexeHoto BignosiganbHictio "ITAP"
MicLie3HaxooKeHHA: By, Muxaiina Boruyka, 18-A, m. Kuis, Ykpaia, 01103,
TenedoH/dakc: +380445853455
Micue BupobHuuTtea Harsoria Healthcare Pvt. Ltd.,
(BMpo6Huui notyxHocti) 110-111, Phase-1V, Udyog Vihar, Gurgaon, Haryana-122 015, India

modugpikayii meduuHo20 supoby HasedeHi 8 [lodamky Nel do daHoi [eknapayii npo eidnosidHicme

BiANOBIAAE BUMOram TeXHIYHOTO peramMeHTy LWoAo MeauYHUX BUPOG6iB, 3aTBEpAMKEHOro NocTaHoBo KabiHety
MiHicTpis Ykpainu Big "02" xoBTHA 2013 poky Ne753,

* @ TakoX:

ACTY EN ISO 10993-1:2015 (EN ISO 10993-1:2009, IDT; ISO 10993-1:2009, IDT) "BionoriuHe oOLjiHIOBaHHA
meAn4HUX Bupobis. YactuHa 1. OLiHIOBaHHA Ta TECTyBaHHA B PpaMKax NPOLLECy YNpaB/iHHA pusukamu'";

ACTY EN ISO 13485:2018 (EN ISO 13485:2016, IDT; ISO 13485:2016, IDT) "MeauuHi 8upobu. Cuctema ynpasniHHa
AKiCTI0. Bumorn ao peryntoBaHHa";

ACTY EN 1SO 10993-3:2015 (EN I1SO 10993-3:2009, IDT; ISO 10993-3:2003, IDT) "BionoriyHe OujiHIOBaHHA
mMeanyHux Bupobis. YactuHa 3. BUnpo60ByBaHHA Ha reHOTOKCMUHICTb, KaHLEPOTeHHICTb Ta PEenpoAyKTUBHY
TOKCUYHICTL";

ACTY EN ISO 10993-4:2015 (EN ISO 10993-4:2009, IDT; ISO 10993-4:2002, including Amd 1:2006, IDT) "Biosioriune
OUHIOBaHHA MeaunyHMX BUpo6is. YacTuHa 4. O6upaHHa TecTiB, B3aEMOAjI0YMX 3 KPoB'l";

ACTY EN ISO 10993-7:2015 (EN ISO 10993-7:2008, IDT; ISO 10993-7:2008, IDT) "BionoriuHe oOLiHIOBaHHA
MeAMYHUX BMPOGiB. YacTuHa 7. 3anuLWLKK nicna cTepunisaui eTuneHokecuaom";

ACTY ISO 10993-10:2004 "BionoriyHe OUiHIOBaHHA MeauuHWX BUpo6iB. YactuHa 10. BunpobysaHHA Ha
noApasHeHHs Ta ceHcubinisauito” (ISO 10993-10:1995, IDT);

ACTY EN I1SO 10993-11:2015 (EN ISO 10993-11:2009, IDT; ISO 10993-11:2006, IDT) "Bionori4He oOLiHIOBaHHA
meAu4HMX Bupobis. YacTuHa 11. BUNpo6oByBaHHA Ha CUCTEMHY TOKCHYHICTD";

ACTY EN ISO 10993-12:2015 (EN I1SO 10993-12:2012, IDT; ISO 10993-12:2012, IDT) "BionoriyHe OLjHIOBaHHA
mefu4HuX Bupobis. YactuHa 12. BinbupaHHs 3pa3kis Ta eTanoHHi maTepianun”;

ACTY EN I1SO 11135-1:2015 (EN I1SO 11135-1:2007, IDT; ISO 11135-1:2007, IDT) "Crepunizauia supobis
MEAWUYHOTO NPU3HA4YeHHA OKCMAOM eTusieHy. YactuHa 1. Bumorn go po3pobneHHs, Banigalil Ta MOTOYHOro
KOHTPO/IO Npouecy cTepuisauii meanyHux supobis";

ACTY EN ISO 11737-1:2015 (EN 1SO 11737-1:2006, IDT; ISO 11737-1:2006, IDT) "Crepunizauja 3acobis meauyHoi
TexHiku. MikpobionoriuHi metogu. YactuHa 1. BusHayeHHs NonynaLyi MiKpoopraHismis Ha Bupo6ax";

Pakruuna agpeca: syn. METATICTIB, 20, m. KUIB, YKPAIHA, 03057 Business address: 20, METALISTIV Str., KYIV, 03057, UKRAINE
Micueanaxonxenns: syn. M. BOMYYKA, 18-A, m. KUIB, YKPAIHA, 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



ACTY EN ISO 11737-2:2015 (EN ISO 11737-2:2009, IDT; I1SO 11737-2:2009, IDT) "Crepunisauisa 3acobis meanyHoi
TexHiku. MikpobionoriyHi metoau. YactmHa 2. BunpobyBaHHA Ha CTEPUNbHICTb, WO MPOBOAATL Mig Yac
BU3Ha4eHHA, Banifallii Ta nigTPMMaHHA npouecy crepunizauii”;

ACTY 4659-1:2006 "KniHiuni gocnigkeHHs meauuHux supobis ans nogei. Yactuua 1. 3aranbei sumorn” (ISO
14155-1:2003, MOD);

ACTY 4659-2:2006 "KniHiyHi pocnipgyenHa meauunux eupobis ana nogeil. Yactuua 2. TnaHu KAiHIYHOTO
pocnipxenHa" (ISO 14155-2:2003, MOD);

ACTY EN ISO 14971:2015 (EN ISO 14971:2012, IDT; ISO 14971:2007, IDT) "Bupobu meauuHi. HactaHOBM w040
yNpasniHHA pu3nkom";

ACTY EN ISO 11607-1:2015 (EN I1SO 11607-1:2009, IDT; ISO 11607-1:2006, IDT) "Bupobu meaunuHi
npoctepunisoBaHi. [MakoBaHHA. YactHa 1. OCHOBHI BMMOrM A0 Matepianis, crepunbHux 6ap'epHux i
naKyBasbHUX cuctem";

ACTY EN ISO 11607-2:2015 (EN I1SO 11607-2:2009, IDT; ISO 11607-2:2006, IDT) "Bupobu MmeanuHi
npocrepunisosani. MakosaHHA. YacTuHa 2. BanigauiiiHi sumoru";

ACTY EN 980:2007 "CumBsonu rpadiuni ana mapkysaHHa MeaunuHux Bupo6is" (EN 980:2003, IDT);

ACTY EN ISO 10555-1:2014 "KaTteTepyu BHYTPIWHbLOCYAUHHI CTEPU/IBHI OAHOPA30BOro 3acToCcyBaHHA. YacTuHa 1.
3aranbHi TexHivHi Bumoru" (EN ISO 10555-1:2013, IDT);

OCTY ISO 14644-1:2009 "YucTi npUMIlLEHHA Ta NoB'A3aHi 3 HUMM KOHTPO/NbOBaHI cepeposuuia. YactuHa 1.
Knacudikauia unctotu nositpa" (1SO 14644-1:1999, IDT);

OCTY EN 20594-1:2015 (EN 20594-1:1993, IDT; I1SO 594-1:1986, IDT) "3'eaHaHHA KOHiuHi 3 6 % (Luer) KoHycom
ANA WNPULIB, FONOK Ta IHWOro MEeAUYHOrO yCTaTKoBaHHA. YacTuHa 1. 3aranbHi Bumorn”;

OCTY EN ISO 15223-1:2018 (EN ISO 15223-1:2016, IDT; ISO 15223-1:2016, Corrected version 2017-03, IDT)
"3acobu MeguUHOT TeXHIKU. YMOBHI MO3HaKM Ha eTUKeTKax 3acobiB MeAMuHOI TEeXHiKM, MapKOoBaHHA Ta
0608'A3KOBI BigoMoCTi. YacTuHa 1. 3aranbHi Bumorn";

ACTY EN ISO 10993-5:2015 (EN ISO 10993-5:2009, IDT; ISO 10993-5:2009, IDT) "BionoriyHe OLHIOBAHHA
MeanyHKUX Bupobis. YacTuHa 5. BUNpoboByBaHHA Ha LIMTOTOKCMYHICTb in vitro";

ACTY EN 62366:2015 (EN 62366:2008, IDT) "Bupobu meauuHi. 3acToCcyBaHHA €ProHOMIYHONO MPOEKTYBAHHA
Mean4Hux Bupobis";

OCTY EN 15986:2015 (EN 15986:2011, IDT) "Cumsonu, AKi 3aCTOCOBYIOTb A1 MapKyBaHHA MeAUYHUX BMPOGIB.
~ 3aranbHi BUMOTX A0 MapKyBaHHA GTaNaTOMICTKUX MeanyHuX Bupobis";

ACTY EN 1041:2015 (EN 1041:2008+A1:2013, IDT) "Bupo6u meaunuHi. lHpopmauis, AKy Haaae BUPOOHUK".

Ha nigcrasi:
OUiHKM Ta CXBaneHHA QYHKUIOHYBaHHA KOMMNIEKCHOI CUCTEMM YNPaBAiHHA AKICTIO 3rigHo 3 JogaTtkom 3 Ao
TexHiYHOro pernameHTy LWoA0 MeAUYHUX BUPOGIB.

CeptudikaT BignosigHOCTI Ha npoaykuito Ne R3M 804 032/3 B1, BuAaHuUii opraHoM 3 OUIHKK BignosigHocTi TOB
"YKPATHCbKUM IHCTUTYT CTAHAAPTIB" (UA.TR.137), aitichuit go "17" ciuHa 2027 poky.

[Jexnapauia cknageHa nig LinkosuTy BignosiganbHicts TOB "IFAP", wo BiagnoBiAae 3a BBEAEHHA MESUYHOIO
BMPOOY B 06ir A4/1A 3aCTOCYyBaHHA B MeAUYHIN NpaKTUL,.
TexHi4yHa AOKYMeHTaLia Ans Winei nigTeepaxeHHa BianoBigHocTi 36epiraeTbea 3a agpecoto:

Byn. Metanicris, 20, m. KuiB, YkpaiHa, 03057

Aeknapauia YuHHa go: "17" ciuna 2027 poky.
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. AOOOATOK
£o OEKNAPALLIT NPO BIAMOBIAHICTb Ne28-12/2017-1GAR sig, "18"ciuna 2022 poky (peaakuis 5)
KaTteTepu BHyTpiwWHbOBEHHI TOProsoi mapku IGAR

Bupo6HuK

ToBapucrso 3 o6mexeHoto BignosiganbHictio "IFAP"

Micue3sHaxomKeHHs: By. Muxaitna boivyka, 18-A, m. Kuis, Ykpaida, 01103,

TenedpoH/dakc: +380445853455
Harsoria Healthcare Pvt. Ltd.,
110-111, Phase-V, Udyog Vihar, Gurgaon, Haryana-122 015, India

Micue BupobHuLTBa

Ne
3/n

Hassa mogudikauii meauuHoro Bupoby
aHINiACbKO MOBOKO

Hassa mogudikauii meguuHoro supoby
YKpaiHCbKOK MOBOH

1.

Intravenous catheter with injection valve trade mark
IGAR, size 14G

KaTteTep BHYTPIiLWHbOBEHHWMI 3 iH €KLiiiHUM nopTOM
ToproBoi Mapku IGAR, po3mip 14G

Intravenous catheter with injection valve trade mark
IGAR, size 16G

KaTeTep BHYTPiWHbLOBEHHWUI 3 iH €KLiiHUM nopTOM
Toprosoi mapku IGAR, po3mip 16G

Intravenous catheter with injection valve trade mark
IGAR, size 17G

KaTtetep BHYTPiLLHbOBEHHMM 3 iH EKLiiHUM nopTOM
TOprosoi mapku IGAR, po3mip 17G

Intravenous catheter with injection valve trade mark
IGAR, size 18G

KaTteTtep BHYTPIiLHbOBEHHWIA 3 iH'EKUiiHUM nopTOMm
TOprosoi Mapku IGAR, po3smip 18G

Intravenous catheter with injection valve trade mark
IGAR, size 20G

KaTeTep BHYTPiLHbOBEHHUIA 3 iH EKLiAHMM NOpTOM
Toproeoi Mapku IGAR, po3mip 20G

Intravenous catheter with injection valve trade mark
IGAR, size 22G

KaTtetep BHYTPILWHbOBEHHMI 3 iH EKLIMHUM NOPTOM
Toprosoi mapku IGAR, po3mip 22G

Intravenous catheter with injection valve trade mark
IGAR, size 24G

KaTeTep BHYTPiLIHbOBEHHUI 3 iH EKLHUM NOPTOM
ToproBoi mapku IGAR, po3mip 24G

Intravenous catheter with injection valve trade mark
IGAR, size 26G

KaTteTep BHYTPILUHBOBEHHW 3 iH €KLiiHUM NOPTOM
Toprosoi mapku IGAR, po3mip 26G

Intravenous catheter without injection valve trade mark
IGAR, size 14G

KaTteTep BHyTPilUHbOBEHHUI1 6€3 iH’eKujiiiHoro nopty
TOprosoi Mmapku IGAR, po3mip 14G

10.

Intravenous catheter without injection valve trade mark
IGAR, size 16G

KaTteTep BHYTPilUHbOBEHHWIA 6€3 iH’eKuiliHOro nopTy
TOprosoi mapku IGAR, po3mip 16G

13

Intravenous catheter without injection valve trade mark
IGAR, size 17G

KaTteTep BHYTPIiLWHbOBEHHWUI 6€3 iH’eKLiiiHOoro nopTy
TOprosoi mapku IGAR, posmip 17G

12,

Intravenous catheter without injection valve trade mark
IGAR, size 18G

KaTtetep BHYTPilLHbOBEHHMI 63 iH eKLiliHOro nopTy
Toprosoi mapku IGAR, po3mip 18G

13.

Intravenous catheter without injection valve trade mark
IGAR, size 20G

KaTteTep BHYTPilLHbOBEHHMI1 63 iH'eKLiliHOro nopTy
TOprosoi mapku IGAR, posmip 20G

14.

Intravenous catheter without injection valve trade mark
IGAR, size 22G

KaTteTep BHYTPilLHbOBEHHMI 63 iHeKLiliHOro nopTy
Toprosoi Mapku IGAR, po3mip 22G

153

Intravenous catheter without injection valve trade mark
IGAR, size 24G

KaTtetep BHYTpilWHbOBEHHWI 6e3 iH'eKUiiHOro nopTy
ToproBoi Mapku IGAR, po3mip 24G

16.

Intravenous catheter without injection valve trade mark

KaTteTep BHYTPilWHbOBEHHWI 6€3 iH'eKuiliHOro nopTy
Toprosoi Mapku IGAR, po3mip 26G

IGAR, size 26G Pross
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HDopatok Nel
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OOOATOK
Ao AOEKNTAPALLII NMPO BIANOBIAHICTb N228-12/2017-IGAR Big, "18" ciuHa 2022 poky (pepakuis 5)
KaTeTepu BHyTpilWHbOBEHHI TOproBoi mapku IGAR

BupobHuk

ToBapucteo 3 obmexkeHoto BignosiganbHictio "ITAP"

MiCLe3HaxooKeHHs: Bya. Muxaitna bonuyka, 18-A, m. Kuis, YkpaiHa, 01103,

TenedpoH/dakc: +380445853455

Micue BupobruuTea Harsoria Healthcare Pvt. Ltd.,

110-111, Phase-1V, Udyog Vihar, Gurgaon, Haryana-122 015, India

Ne
3/n

Hassa mogudikauii meguuHoro smpoby
AHrNINCbKOK MOBOIO

Hassa mogudikayii meauuHoro Bupoby
YKpaiHCbKOO MOBOH

573

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

KaTeTep BHYTPiWHbLOBEHHUI Be3neyHuit 3 iH ekUiiHUm
noptom Toprosoi mapku IGAR, posmip 14G

18.

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

KateTep BHYTPILUHbOBEHHWMI 6e3neyHnit 3 iH eKLitHUM
nopTom Toprosoi mapku IGAR, posmip 16G

19.

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

KaTtetep BHYTPiLWHbOBEHHMY 6e3neyHnit 3 iH ekLinHUM
nopToM TOprosoi mapku IGAR, po3mip 17G

20.

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

KaTetep BHyTPilWHbOBEHHUI 6e3neyrunit 3 iK' ekUitHum
nopTom Toprosoi mapku IGAR, po3mip 18G

21.

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

KaTeTep BHyTPIiLLHbOBEHHWIA Be3meyHuit 3 iH'ekLiitHUMm
nopTom Toprosoi mapku IGAR, po3mip 20G

22,

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

Katetep BHYTPiLUHbOBEHHMI 6e3nevHnit 3 iH'ekLitHUM
nopTom Toprosoi mapku IGAR, po3mip 22G

23.

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

KaTtetep BHYTPIlLHbOBEHHMI 6e3neyHunid 3 iH ekLitHUM
nopTom TOpProsoi mapku IGAR, posmip 24G

24.

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

KaTeTep BHYTPILUHbOBEHHWIT Ge3neuHnit 3 iH eKLitHUM
nopTom Toprosoi mapku IGAR, posmip 26G

25.

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

Kartetep BHYTPilWHbOBEHHMI 6e3nevHunis 6e3
iH’EKLIUHOro NOpTY TOProsoi Mapku IGAR, po3mip 14G

26.

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

KaTeTep BHYTPiLWHbOBEHHUIA 6e3neyHnit 6e3
iH’EKLiHOro NopTy TOProeoi mapku IGAR, po3mip 16G

27

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

KaTetep BHyTpilWHbOBEHHUI Ge3neununii 6e3
iH’eKUiMHOro nopTy Toprosoi mapku IGAR, posmip 17G

28.

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

KaTerep BHyTpilWHbOBEHHUI Be3neynunii 6e3
iH’eKUiiHOro nopTy Toprosoi mapku IGAR , po3mip 18G

29.

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

KaTeTtep BHYTpilWHbOBEHHUI 6e3neynunii 6e3
iH’ eKLiiHOro nopTy ToproBoi mapku IGAR, po3mip 20G

30.

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

KaTeTep BHYTpiWHbOBEHHUI Be3nevHnii 6e3
iH’eKUiiHoro nopTy Toprosoi mapku IGAR, po3mip 22G

31.

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

KaTeTtep BHyTpilWHbOBEHHUI 6e3neynunii 6e3
iH’eKLiiHoro nopTy Toprosoi mapku IGAR, po3mip 24G

32.

Safety intravenous catheter without injection valve trade

KaTeTep BHYTPiWHbLOBEHHUM Be3nevHnii 6e3
iH’€KLiHOro NopTy TOProsoi mapku IGAR, po3mip 26G

mark IGAR, size 26G
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