dakTudHa agpeca: Business address:
Byn. METANICTIB, 20, 20, METALISTIV Str., KYIV,
M. KUIB, YKPAIHA, 03057 03057, UKRAINE

®
MicuesHaxoaXeHHs: IGAR Registered address:
18-A, MYKHAILO BOYCHUK Str., KYIV,

syn. MUXAUNA BOWYYKA, 18-A,

M. KMIB, YKPAIHA, 01103 01103, UKRAINE

Ten/daxc (044) 585-34-55 (53, 56) phone/fax 380-44-585-34-55

‘E-mail: info@igar.ua 380-44-585-34-56
E-mail: info@igar.ua

CEPTU®IKAT AHAJII3Y
Kogreus 2024

Bupo6uuk: Tosapucrso 3 o0MesxeHoro Bixnosinanbuicrio «[CAP»

Micuesnaxomkerns: Byl Mixaiina Boitayka, 18-A, m. Kuis, Vkpaina, 01103, renedon/daxc: +380445853455
Micue BupoGruiTBa (Bupobauui notyxuocti): Xapcopia Xenckeap I1sT. JItn. (Harsoria Healthcare Pvt. Ltd.,)

110-111, deits- IV, Vasor Bixap, I'ypraon, Xapessa-122 015, Inais (110-111, Phase-IV, Udyog Vihar, Gurgaon,
Haryana-122 015, India)

Hpoaykuin: Karerep BHYTpIlIHEOBEHHHWI 3 iH’ eKuiifHuM nopToM Toprosoi Mapku IGAR (moniypeTaHoBwMit), 3arevaTaHui y
GricrepHe aKyBaHHs. 36epiraTH y cyxoMy TEMHOMY NPHMIILCHHI, YHHKATH HAIMIDHO BUCOKHMX TEMIIEPATYp, HaMipHOT
BOJIOTOCT] MOBITPS Ta MPSAMOTO COHSYHOTO CBIT/A.

Heraui 3pa3kiB:

Po3mip Konvoposuit JoBxuHa KaTerepa [HenakicTs PesynbTaTn

Po3mip HMiamerp | 3oBHIimHIN KoJl JIOMMH | OBXKHMHA, | TOKY PilMHH

I'OJIKH, MM niaMeTp MM (Mn/xBun)
TOJIKH, MM
18G 0.85 1.30 3EJIEHUU 1.77 45 85 Bignosinae
20G 0.70 1.10 POXXEBUN 1.26 32 55 Bizmosinae
22G 0.55 0.90 CHUHIN 0.98 25 33 Bignosinae
24G 0.45 0.72 YKOBTUU 0.74 19 18 Biarosigae
26G 0.35 0.62 ®IOJIETOBUU 0.74 19 10 Bixnosinae

Ne HatiMenyBaHHS TIPOJIYKTY ITapris Ne Hara Aeph . K]m’m.cn’

BUTOTOBJICHHS | NIPUIATHOCTI | 3pasKiB
1 Karerep BuyTpimHboBerHn 18G 40801/0476 2024.09 2029.08 59 wr.

2 Katetep BuyTpimHsoBeHHul 206G 40802/0475 2024.09 2029.08 59 mwr.

3. Katerep BHYTpiniHb0BEHHUH 22G 40781/0459 2024.08 2029.07 59 wrr.

4. Karetep BHyTpitiHEOBEHHUH 22G 40781/0463 2024.08 2029.07 59 wr.

5. Karetep BHyTpilHbOBeHHUH 24G 40808/0476 2024.09 2029.09 59 wrr.
MATEPIAJIN:

CxaagoBuil e1eMeHT Martepian Mapka MmaTepiajy Bujx matepianry
Tino xaTeTepa PP (mominporrisieH) 1200mc TInacTHKOBI rpaHyIH
3axucHe MOKPUTTS BiJ PP (moninporninen) H 200MK IInacTrkoBi rpaHyIu
TOJIKH
PizpboBe 3’enHAHHA Ilonietnien BUCOKOI S0MA180 ITnacTukoBi rpaHyIn

IIiJIBHOCTI
Tednonoenii TpuMay POM (Ionipopmanbaerin) F30-03 ITnacTikoBl rpaHyIu
Kpumixa nopty HDPE (ITomieTunes BUCOKOI 50MA180+16MA400 TInacTuKOBI rpaHyIx
wineHOCTI)+LDPE
(TlonieTnneH HU3BKOI
L{TBHOCTI)
Karetep PUR (TToniyperan) - TepMonnacTHYHUN
eJ1IacTOMEp
Kawnrons/ronka Heprkagitoda craiib AISI 304 Heprxapitoya cTajb

CunikoHoBa TpyOka CHIIIKOHOBHH KaydyK 1096/1V CHTiKOHOBHH KaydyK

3axUCHUI KOBMAaYOK PP (moninpomnineH) H 200MK [TnacTUKOBI rpadynn

7
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Ormuc: KaTeTep BHYTPILIHBOBEHHMI

CTepuIbHICTD: BiAnoBigae Ha ocHOBI 6i0I0rYHOrO MOKA3ZHUKA
Bakrepianeunii eHIOTOKCHH: menm Hixx 20 EO/Bupi6

dizuKo-XiMidHE BHITPOOYBaHHS: Bignosinae USP-40

*DiznyHe BUNPOOYBaHHS: Bianosifgae EN ISO 10555-1 ta 5, ISO80369-7

*®i3nuHe BUNPOOYBaHHS BUKOHYETHCS 3T1JHO 3 HAIIOK CTAHAAPTHOK PO3POOKOI0 BUMIDIB.

1. Llum miATBEpIKYETHCS, 10 BKA3aHi BUILE MapTii CTEPHIBbHI, allipOreHHi.
2. Bei nepeBipeni 3pa3ku 0ys10 B3STO 3 TINBKH [0 BUTOTOBJIEHOT POAYKIIiL.
3. Ha nyMKy TOT0, XTO HiIIHCABCS HIKYE, BKa3aHi BUILE 3pa3KH CTaHAAPTHOI SKOCTI.

Hexmapamis Ne 28-12/2017-IGAR Bix "18" ciurs 2022 poxy (pemaxuist 5) mpo BiANOBIAHICTE BUMOTaM
TexHiYHOTO pernamMeHTy o0 MEAMYHNX BUpobiB. Jlekaparlis ckitafeHa M WiIKOBUTY BifnosigansHicts TOB
«Irap», 110 BIATIOBIAE 32 BBEACHHS MEIHYHOTO BUPOOY B 0GIr.

Huperrop TOB «lrap brxos B.I.
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AERAAPALUS NPO SIANORHICTE
Ne2R-1 220017 IGAR wig "18" civus 2022 powy
{osaangna 8}

Tosaprerse 3 climsnenon slanosiganciions "ITARY, woa CARPTIOY 18243202,
B acoBl gupetops Burosa Baaanonass Meoprifiosng, tlaTeepamys, o meausnnil snpie

Haretepu auyrplwnsonenni topropol mapru 1GAR
Heaac Beanerw i
BupoBinal  TOBRPHCTS § oBMaNMERow sianosigansuions MITAR"
MICUBIRAROASERIR By, Muxaiing Boluyea, T8-A, M. Kule, Yipaing, 01103,
renedon/Sane +380445R5 3455
Micue Bupofinnurea  Harsoria Healtheare Pyt .,
{BupoBr notyseocrd}]  110-114, Phase-IV, Udyog Vikay Gurgaon, Haryana-122 015, india

sodugireul smeduwnoen aupoby nosedent 8 Nodemxy Mol 8o ol Sexrapoul ape eidniveidnicoms

BIANARIAAE BumMOoran TEXHMHOTO PRIISMENTY WOAT Megiusiy supoSie, 1aTEERAMERONT NOCTaHOBOKS Hadiuery
Midiorpls Yapatun sig "02" sonrea 2013 poxy Ne7s3,

JCTY BN 180 10892120

pearrnx BEpolis. HaomiHg L OUHOBANHE T2 TROIVESHHS 8 DAMKAX NDDLSLY VIDaBTHHS DU3HKEM

AUTY EN 160 13485:2018 (EN B0 134852018, DT RO 134852016, 10T ”Ms;.“;mﬁii gupodu Cuorenn vipaar
arieTio. Bumooy a0 pehwioraran .
ACTY BN IS0 1089232015 {EN 180 10993-3:2009, 101 150 10033-2:2003, 10T "Blosorivug ouiviosanur
mefRdEHy tupobis, YaoreHa 3. BunpofosyRanus HE TRHOTOKCMUNMICT, KSMUEPOTEMHICTE T8 DENDOAYKTHENY
ToRouHsioTe

g’.‘zﬁ}“ﬁ EN B0 1009342015 {EN 150 10993-4:3008, 107; 80 109593-4:200%, including &md 12008, 107} "Runoriuse
OUIICBIRHA MenvaHny Bapolin. MacTing 4, OOUpaHRs TeUTIS, BISCMORIoUHK 3 upoRD™

AETY BN IO 10983-72005 (EN B8O 10993-7:2008, 107 SO 1098372008, 107} "Sosorsme ouivsas
Megnstms supolis. Haotusa 7. 3anmusm nican crepunizanll stvasanrcuaom’;

ACTY 150 10993102004 "Honoriude oulosandy seauasng supofiis. Mactwna 100 Bunpofysauns wg
ngnpasenns 18 cononBisizauiio” (50 1089%-10:1998, §m‘:'§;‘

ACTY BN 50 10883102015 {(EN B0 10893-11:2000, D7) 150 10053112006, ] "Blonoriuee pulniosanus
RS BUpotis, Hactura 11, BuapoBosysaHng HA CUCTEMMY TORCHMKIETL™; :

ACTY EN B0 10893-12:2015 (EN B0 10853122012, 10T 150 10983122012, W) "Slosorkes oubuosanus
meamHEx srpolin. Hacrusa 13, Binupanns apasnis 1a evasauni maveniaan’;

ACTY BN B0 11135-102015 {EN SO 2113512007, 10T 80 1113532007, 107 "Crepinisauis supofis
MEIMHATIO ADMIHAHEHNR DHCKANM gruneny, Hactina 1. Bwvory g0 pospolaeHun, sshinsull Ta nOTOUHOIG
KORTROMO NEDUECY CTepaniauil meguunuy supobis”™

ACTY BN B0 11737-1. 2015 (EN 80 11737-1:2006, 1DT: IS0 11737-1:2006, 107) "Crepunizatis 33006 meguunol
vexniky, MixpoBlonorst memge, Harmda L Buavauenss nonyisull sikpoopraniaa

it




SOTY EN (S0 1173722005 (EN 180 1173722000, 10T; 50 11737-2:2008, 107) "Crepunisauin sacolin mepus
Texubos M i{t}@ﬁ;éi}-a@rsuw: METGRN,  YacTaad 20 B 3§n}€¥aai~zt§f§ Hy Crepdmesicts o npoRonsin Big
BHAHEYLHRA, BaAlaaul T nlaTpraRNs apousty Crepuaizaai™;

OCTY 465512006 "Kalntunl J0CAILITNEHHES M8y gm.gz@b;g ans acgel. Yacrana L 3aranesd sumord” {I8Q
' LA, MODY

& ‘\e* 4659-2;2006 "Kaltiue aocaipmennn pepresix Sipodis ane sloaei. Hacriug & Taasw sabilaHomnm
Aocnipsanna” {150 1415822008, MOy

ACTY EN B0 140712005 (BN BO 148712018, 1D 80 Wy
PRDIEANHR prawm

ACTY EN IS0 11607-12015 (EN SO TI607.12008, ©F, 150 1160712006, DT} "Bupofin menmni
apocrepuaizosani Maxcesnsn Heotuma 10 Ocuossd swssory go metepiaaly, orepwissud Bap'sprmx |
SERYRIIBNEE ghoTeM T

ACTY BN B0 JI60R201% (BN SO LIS07-22008, DT 180 11607-2:2006, BT} "Bupolu mepuus
apoctepaizoeasl Vakosaunn, Haoruns 2. Baalaauihsl ssvoms™

ACTY EN 5802007 "Cumuony rpadiuni ans Maprysanss memmsnn supodia” (EN SRC003, 10T

AUTY BN 150G 1055513004 "Havevepn suviphonbospauusl oreiueasil GRHODRI0ROIG SECTOtysanma. Harmina L
Jaranuit rexsdisl sivorn (BN B0 10555 12003,40T

ACTY 180 14844-1:2009 "Hucrl npvstiiensn T3 nop'asani 3 sume <onToonsosasl cepepoinug, Magruia L
Haatudivauis gncrom noaits” {50 14684151888 1DTY,

BOCTY BN 2059812015 (BN 20884-1199% 107 180 594-1:1886, 10T) “3 maamm pawiunl 3 6 % {luer] KORyCOMm
JUTHE TIDMUES, TONOR T IO MBS OREHOTD YO ~s RORBHHSE, i%aummi Iaraapnbgnnary™;

SCTY BN SO 1522512008 (BN B0 15323030, 10T 80 1323':%«;\,361& (Im'mi:t :::f verston 201708, 0T}
"JacoBn Megwarol Temig. sf&%ums RORMAKK Ha eTuneTRaEx zacois wmeguunol Texnbol, MapHOBINHE TR
nlor'weior! sl Yaomusa 1.3 i“afih‘ﬂf s’

OCTY EN B30 1099352018 {EN SO 10993-5:2000, 0T 5O 10093-5:200%, IDT) "Sloapriude oulsxsanus
rmesitmur anpeis Hacrans 5. mm;saﬁf}wsaw:« HE L;m:wmwu siory e,

JUTY EN 82365:2015 (EN B2ISH2008, 10T "Bupobi Meapinl. 3aCTOVEIHAR SPIOHOMIMHOM NEDEKTYBAHRY

ERLRIEE S hE S e latl

OOTY EN 15986:2015 {EN 158 13,107 "Cuvpony, s 3aCT000RVIOTE AN MEDKVYBAHHE MEAMuHIX Sup ofig

JaransHl BHMDIM A0 MADKYEINMS STANITOMICTRIX MEM slpobin™;

DT} "Bupodn mamnnl, Hatranosy wgao

f,‘ﬂ‘;

: ";’i%:? ¥ EN 10410015 {EN 104 1:2008+A1:2013, 10T} "Bupabn megmani immpma iR, sy pange ot

Ha pigcrash
QuBom 18 ORENEHHS BYHELIOHVEIHHA ROMONSKOHOT CHCTEMSY yRDasainng asiene sviade 3 Jdogarkom 3 a0
FEOHHOTG PEDIRMEHTY 108D meuHmx Bupnbie,

Ceprudivar slanoaignoott Ha npotykiio No R3M 804 0322 B1, sugannl opradom 3 oulske slgnosignoecy) TOR
“3»' KRATHOBRUM HOTHTYT CTARGAPTINT (UATR.137), aitioun® oo 177 ciuna 2037 paky.

Jesnapauls crnpgesa nig uinsosnty signosinanesiors TOB ITAFY, wo RIAOORINEE 38 BREJGHNA MERMHHOTG
-awmﬁy g bir a9 3CT00VBIHKR § Meppnll npakmul.
Texniuma qoRyMeHTaRI A8 ulsel piareeporenss sipnorindoct aepiracTers 38 agpecma
aya, Mevaaions, 20, &, Kelg, Yapaing, Q3057

Hexaapanin wwnsa go; "17" ches 2027 povy,
=

8.5 Bywros




SRR

B &
R B R

AR :
Hogaros Nal
e ﬁemamxé‘i o wignosigsiore

SOOATOR
A0 AERAAPALI NPO BIANORIAHICTE Ne2R-12/20171GAR sig “18"cluns 2022 powy {pegawuin 5}
Raverepi BrYIphuHbOBEHNI \m‘srmm aanku HGAR
Bupobaux  Tossprorse 3 obmemeson slgnosiganeaione "IARY
RICURINARDAMEHNR, syn, Muxaias Boduvrs, 184, a. Kitls, ¥epalua, 01103,
ranedon/daxke +38DM45R5345%
Blcue svpoSunurss . Mavsoris Healthosra By, 1ad,

wud potyssiactt 110 111, Phase-iV, Udyag Vihar, Gurgaon, Harvang-132 15, india

Mg Hasea mogsdiayll mugminors supoby Hasss soasdivanil vggmanore sipady
afn aHralich e MoBDR ys{;}a‘i‘z«smmm MonoRy

1§ Wntraverious catheter with
BIAR, slee 14&,.

riectnn vake trade mark

2.1 intravenous "aﬁ‘e arwith infection valve trade mark Hareren &swf;;siu;a-u;cxa&wm 3 &:mis“é‘s\mm OIS

IGAR, size 16G yoproag] mapsi IGAR, postip 168G

3 | e ous catheter with Infection valve frade mark Havere -wgmimﬁwaeﬁmv 3 I esuiMm nopTom
RIAR. size 1% L roprasad o5 JEAR, posmip 176G

& | intravencus catheter with infection valvs trade mark I mmw;: '»;»;y liHnoRenREd 3 IR erubhume nupos

ISAR sfan ARG Toprosol sapkm IGAR, poswip 18G ,

% 1 intravensus catheter with injection valve trade mark Kavevep ssyipitiveossnnni s I snaifnns Bogiomn
IGAR, size 308 Toprosol mapiis 1GAR, posnin 208G

G, | Intravenous catheter with injection valve brade mark Katerep SRy TpREsEOBEHEIE ¥ I crulitum noprom
IGAR, stie 20 s 1 roproao! mapky IGAR, posnip 226

7 het Ijection valve trade mark Katerep BeyRiuHuopesHsd 3 B dninus nomdsm

voproas mamo IGAR, poyaib 248 :
8. fection valve tradde mark Haverep suyrpiussssiesuei 3 Werubinum nopros

TOpropol mapky IGAR, poasip 366

2 i*z%r‘eswsnzmr cathater without Injection vabes trade mark S sayTpinseneented e ooty oty
&mR, sz *-f~{.«; yoprosomapri 1GAR, posnip 146

tinjection valve trade mavk | Katersp BrymiutisoserHnit Ses i engiBnore nopry
TEEtHReT mIpky HRAR, pomaip 180

313 imrwebcus cathister without ‘ﬁ}r’ﬁ.iit}ﬁ valve trade mark | Kororep seytplussbonsunnlt fes W {SRUIHORY Ry
L GAR size 176 Toprobol Mmapsn IGAR, poamip 37

catheter without injection valve trade mark | Haverep sHyTphunnoas i Bes
sopronal mapne IGAR, paanin 18G
13 KaTeTRE BHVINIUHGO seNHnit Ge3 ks LRy
roprosol sapse AR possig 208
34 Karerep emytpllnbpassadi B SUR eRTY
i TOProBol Mapus KGAR, poanin - s
15, | intravenous catheter without e Kaverap suyrphissosesull ey W exuifinoronopyy

IGAR, she 346 ToprnEnt mans AR, Roamip 246G

Harerap sHytohlidsonensui 63 B siiliane nopy
T@pm&zm A AR, posmip 286

" B.F Buwos

Orvomdnre 138
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Micue pupobrstursa
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%\awmw BHVIDlYEOEeRM Tapresol smaprn IGAR

Bupof

SITUSRRAXGLRE N By, M
Teaedon/dane
Harsorls Healthowrs Bet. Ltd,,

Wira boluvss,
+IRCLITEBRA5S

AI6-111, PhuseiV, Udyvog Vihay, Gurgaon, Harvana13

TORIPHLTRS 3 ofmemenae m,agmgmammmm APy

CERAL a Ruls, Yeoatea, 01103,

S O15, indis

- Ng Hases voaudinanll segianoss supady Hasea Mﬁ@,ﬂﬁiixaq%‘ MSAMURDNG SNRely
a/n aHraiteRo Mosnio VB A0 OB i
i \}f?i‘s inteavinous catheter with injection valve trade Ka're'rw suyTpiREOsEH RS Sesneunis 3 I erilifing

noproM Toprosol Mapi 1GAR, poanip 146

{GAR: sle ia@-a;s
b Injsction valie trade

KOTETED BHYTRIHOOBEHHIN Beanaunit ¢ ekl

HORTOM Toprosol Maprs [EAR, poasip 166

1 o valve trade Raverep suyTpiumnoaeanel Besneurul 20 euuiitnm
NORTCM TORFOSO] MARKW IGAR, poamip 175G
2R vor with injection valve trade Karerep suprphuneoseannd fessummud 5 ;H’éi{tg?::?uﬂcﬁ.aﬁ
: - nopTos Toprose] magur 1GAR, posnip 186
ES cathelsr with njection valve trads Kaverop SHYTRIRGHL OB W eaneunni :

3 iR sk
HOpTRM TRprosol mapke KGAR, poamip 306G

rtaﬂ’em;a ﬁzi’g‘*;:\zma\wmm m« ‘-«mns\m s» 3 ~H’é:m%$%z~smz

&éq erep sayTphus anen zs;«z Gesr;eqs-mm & .w’-ezﬁgiﬁm»;m
ASRTOM TORFOR Mani IGAR, poswip 245

SERUiREA

Kaverep suyrpiunbonarini Gesneumi 3
RORTOM YopTasal Mapii 1GAR, pasnip 286G

) toey
R,, se 4%:3

Kararep -s'awpi-wﬁbaaeawmé SeansuHnn He3

M tmmww HOSTY QIR MERRY IGAR pogmip 145

36, "Saf‘%zy ntravensus datheter without njecton valve trade op BHYTplamLoBeHl Beanet He3
¥R i S Nuom nopTy Topraaol sagrd 1GAR, poaniy 16G
27 ciion valve trade

Rarerep E*-i‘y’fpiwhbﬂﬁaﬁ nrl Sesnearmit Sey »
BEERifRors BoeTY INRIoB U MgnR AR, patnip 179G

stion valve tradde

Karstep sHyTpHuRBOBeHEWE Setneurini Sex
i e auiiNnrD nonTy e i sapny 1GAR (&

caniy 186G

28 1 Safety t?ave i HY wﬁfmmz without injection valve trade | Karevep Buytnininnasaesmed Geaneunul Ses
mark [GAR, s2e 2008 , Inexuifinore sopTy Toprosol Manky IGAF
30, | Safety mtravenous catheter without Injection valve trade. | KSTETED BHYTDIUHLOBEHHMN Beansunmit Hes
mark ;&m% sizg kéiﬁ' ’ PR REore DODTY TODIOEE MR0KK 1GAR, poamip 226G
31 : ! ction valve trade | Karsrep auyrplnssorenwsdt Seaneuamitl Ses
i eruiitunrn nopyy roprasot mapiu IGAR, poasip 246
32 i valve trade | Maverep swyrplusmisonenunll Geanesnnk fies

i e\mfsmn:s FICATY TORRQROT MapRy ‘&'\AR; soip 366

2
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BupoGuux:

[Tpomyxmia:

Binmosinac BHMOTraM:

AT iOFRE Wil reguirements of

Hodamiosa inghopwanin:

I'JIIJ FTFEWriTy K o TR

Lep:md:ur-:m BHIAHO:

ernificate is wssed by

YKPATHCBKWIA
IHCTHUTYT
CTAHAAFTIB

nic

Cepmucpikam gionogionocmi

Certificate of Conformin
Ne R3M 804 032/3 B1

Tosapuctso 3 odmexenoro sianosizaashictTio «ITAP»

IGAR Lid.

Byn. Muxaiina Boiiuyka 18-A, m. Kuis, 01103, Vkpaina, kog €APTIOV 19243202
18-4, Myvkhailo Boychuk Str., Kyviv, 01103, Ukraine, code 19243202

Mennuni Bupodn Toprosoi mapkn IGAR
[epenik meawuHux Bupodie 3aznauennii v Jonartky 2, mio € HEBIA EMHOK YACTHHOK ULOTO
CepTuikary BiANOBIIHOCTI

Medical ﬂ’t"wc‘ei rrffdu mark IGAR

ated fn Anrex 2 which is the tmtegral paves of the Certificate qf C

The list of medical dev 5 15 o e

Texniunoro pernamenTy Wmono Memuuuux supodis (zateepowenuii [Noctanosorw KMV pix 02
#0BTHA 2013 poxy MNoT53) — Monatok Ne 3: zabeineveHHs (YHKUIOHYBAHHA KOMIUIEKCHOI
CHCTEMM YNIPaBTiHHA AKICTIO (32 BHHATEOM NMEpeBipky TIPD'E‘h'T!r’}

r vices (approved by Decrees af Cabiner of Ministerz of Ukra

echmioal regutation on medical dn e A 7SS daved Ocraber

0z, 2M 3l {nnex [ ensurig of fumetioning of full gualiny assurance system fexcept for the desige examinaglion)

Mepenix BrpobHRUEX AlneHHUE 3a38adeHni B Jogatky |

st o manuiaciiring sifes are indicaved m Annex |

TOB «¥YkpalHcekrii
OnekcaHIpiBceka,

Likrarnan Standa

[ncaTyT Cranmaprier, MicHe3HaXOmHeHHA: OyvioHHOK 1,
micTo Kuis, 03062, ¥kpaina. Homep npsuasiesoro oprany UA TR.137

(Neksardriveka street. Ky, 03062, Liraine

BYIIHLEA

5 fmsiiriatron. benlding |/, Identification mumber of

P

the nofified body AT |_‘; r
Piwenns Ne: 032/3-000 Hificamii3:  18.01.2022
Decision Ne Effective dete
Jlara enoaui: 15.01.2022 HificHuii 17.01.2027
1x5ire daie i (a s
Expiry dee
’}
3acTynHMK nHpeKkTOpa ! Hazapia IYYKO
Deputy director Nazari LUCHKO
ke YHHHHICTE Ce CHTY BB i i il
: i PTsEETY BIINGBAROCT] HEOOXIAND MePeBIPHTH HA odiuiAHoMy Beb-caliT
Lﬂc R e wonw.usi biz.ua 450 3a Teneonon: +38-050- 818.7.333

Cl ma,rmr.k'a Iz 4



b2

Lad

Jonatok 1
Anmex |
10 Ceprriikary sinnosianocti Ne R3M 804 032/3 Bl

, to Certificate of Conformity M RIM 804 032/3 BI

Mepenik BHPOOHHYHX JIIEHHID

Lizt of manufaciuring sitex

Hantonr Enmsen Menikan Incrpymente Ko., Jira.

Nantong Angel Medical Instruments Co., Lid.

®ywenr Poyn, Keitoans Tayw, 226543 Hanryns, Kuraiicska Hapoaua Pecriybaika
Fusheng Road, Xiayuan Town, 226543 Nantong, People s Republic of China
Mpoayknis: Karerepn ®oen crepuanni Toprosoi mapkn IGAR.

Production: Foley catheters sterile trade mark IGAR.

Anpxoii Xonsio Byxoy Menikan Manydaxuaypep Ko, Jra.

Anhui Hongyu Wuzhou Medical Manufacturer Co., Ltd.

No2, T'yanbin Poyn, Exosomix Jesenonment 3oyu, Taiixy Kayuri 246400 AHbliH, AHBXOH, Kuraiicbka
Haponna PecriyGnika

M 2, Guanyin Road, Economic Development Zone, Taihu County 246400 Anging, Anhui, People’s
Republic of China

Mpoxykuis: Karerepn aas in’exuiii Tuny mereank toprosoi mapkn IGAR, crepuabai; [MInpuon
in’exuiiini 0AHOPA30BOT0 BHKOPHCTAHHE TOprosol Mapks IGAR, crepuasni; Ipucrpoi ans
BIHBAHHA KPOBO3AMIHHHKIB Ta imgysiiinux posunnie IIP Toprosoi mapkwu IGAR, crepHabHi;
MpueTpoi 118 NepeHBAHEA KPOBi, KPOBo3aMiMHAKIE Ta inysifinnx posunuis IMK TOprogoi
mapkn IGAR. creprabyi.

Production: Scalp vein sets trade mark IGAR, sterile; Injection disposable syringes trade mark IGAR,
sterile: Blood. blood substitutes and solutions transfusion sets BT trade mark IGAR. sterile; Blood
substitutes and solutions infusion sets IV trade mark IGAR, sterile.

[zancy [xiuyn Menikaa disaiicec Ko., J1a.

Jiangsu Jichun Medical Devices Co., Lid.

Henrny Tayn, Tianninr 213111 Wzaxcy Kurai

Zhenglu Town, Tianning 213111 Jiengsu China

Mpoaykuin: (npoaykuis): Katerepm aam iw'ckmiii THHY MeTEIHK toprosoi mapkn IGAR,
crepuasai; npunu in’exuiiini 01HOPA30BOro BHKOPHCTAHHS TOProOBOI MapKH IGAR, crepuiasni;
MpueTpoi 118 BAMBAHAN KPOBO3AMIHHHKIE Ta indysilianx posunnis IP roprosoi mapkn IGAR,
crepiabhi; TpreTpoi A48 NepeHBAHHA KPOBi, KPOBOIAMIHHHKIB Ta indysiiinnx posunnis K
toproeoi mapkn IGAR, crepuasai.

Production: Scalp vein sets trade mark IGAR, sterile; Injection disposable syringes trade mark IGAR,
stevile; Blood substitutes and solutions infusion sets IV trade mark IGAR, sterile; Blood, blood substitutes
and solutions transfusion sets BT trade mark IGAR, sterile.

Xapcopia Xenckeap [er. JTa.

Harsoria Healthcare Pvi. Lid.

110-111, Meiiz-1V, Yasor Bixap, ['vpraon, Xapeana-122 015, Inais

110-111, Phase-1V, Udyog Vihar, Gurgaon, Harvana-122 (013, India

Mpoayknia: (npoaykuin): Karerep euyrpimusopennnii YHO®JIOH 3 in’exkuiiinam mopToM Ta
kpnabnamu Toprosoi mapkn IGAR; Karerep payrpimasosennnii YHO®JIOH Ges in’ exniiinoro
HOPTY Ta 3 MAJEHLKHMH KPHIbHSMH TOProBoi MapkH IGAR; Karerep BHYTPIlUHbOBEHHHH
VHO®JIOH Ges im’ckuiiinoro mopry Ta Oes wpuaeus toprosoi mapkm IGAR; Karerep
BHYTPIIIHBOBEHHHI 3 in’exuiiinum moprom Toprosoi mapkn IGAR: Karerep BHYTPIilIEBOBEHAHH
fes im’ekuifinoro moprTy Toprosoi mapkm IGAR; Karterep BHYTpimHLOBeHHHH OesmewHmii 3
in’exuiiinam moprom Toprosoi mapkm IGAR; Karerep BHyTpimHbOBeHHH Oesnewnui oes
in’exniiinoro nopry Toprosoi mapku IGAR; Tpuxonosmii cTonopHHii Kpan Meand i 0IHOPA30BH
crepuabunii Toproeoi mapeku IGAR: 3araymka Jlyep Toproeoi Mapku IGAR (cTepuabna).
3araymka 3 in'exuiiinoro membpanolo Toprosoi mapkn IGAR (cTeprabua).

Production: Intravenous catheter UNOFLON with injection valve and wings trade mark IGAR;
Intravenous catheter UNOFLON without injection valve and with small wings trade mark IGAR;
Intravenous catheter UNOFLON without injection valve and without wings trade mark IGAR: Intravenous
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catheter with injection valve trade mark IGAR; Intravenous catheter without injection valve trade mark
IGAR; Safety intravenous catheter with injection valve trade mark IGAR: Safety intravenous catheter
without injection valve trade mark IGAR; Disposable medical 3-way stop cock sterile trade mark IGAR;
Luer cap trade mark IGAR, (sterile); Injectjon stopper trade mark IGAR, fsrerile).
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IMepeaik mexquunnx Bupodis

List of medical devices

N ' HaiimenyBanns meanasoro supoby | HaiiMenyBanHs MeIHIHOr0 BHPOGY | Kiac
\”: ! VEPAiHChKOKW MOBOIO AHIIIHCEKO0I0 MOBOH Cliss
Name of medical device in Ulrainian Name of medical device in English
1 KateTepn ®onea cTepiibHi Toprosoi Mapkn | Foley catheters sterile trade mark IGAR lla
IGAR
" Katetepw nas im'exuifi Tuny wmetennk | Scalp vein sets trade mark IGAR, sterile ITa
= Toprosoi mapkd IGAR, crepuisHi |
LI mpuis i1’ EXLEFHI 0IHOPA3OROID | Injection disposable syringes trade mark Ia
3 pHEOpHcTanHa Toproeol Mapen IGAR, IGAR, sterile
| CTepHIBHI |
TlpHCTpol 1A BAMBAHNA KpososaMinuukis Ta | Blood substitutes and solutions infusion sets | Ila
4 indyzifinux pozunsis [1P Toproeol Mapru IV trade mark 1GAR, sterile
IGAR, cTeprarni .
[IpHeTpoi Ana nepenHBaHHA KPOBL, Blood, blood substitutes and solutions | Ia
5 KPOBO3AMIHHWKIB Ta IH(Y3IHHHX po3uHHIB transfusion sets BT trade mark IGAR, sterile
[TK Toprosoi mapsu IGAR, cTepiibHi |
Katetep HyTpimHbosennnii YHOMIOH 3 | Intravenous catheter UNOFLON with lla
f iH° EXLILHHAM MOPTOM Ta KPHABLAMH injection valve and wings trade mark IGAR
toprosoi mapkn IGAR
Karerep suytpiwHsoeeHHMi ¥ HODJIOH Intravenous catheter UNOFLON without lla .
7 fes iH'ekUAHOMD TOPTY T2 3 MATEHLKHMH | injection valve and with small wings trade |
EpHaLUAMH Toproeol Mapkr [GAR | mark IGAR
Karerep suyTpiluisoseHdni Y HODIIOH Intravenous catheter UNOFLON without a
8§ | Ges in’exuifinoro mopTy Ta Ge3 KpHAEL | injection valve and without wings trade mark
Toprosol Maprs [GAR IGAR
9 Katetep BHYTpiluHBOBEH NI 3 iH exuifinam | Intravenous catheter with injection valve trade Ila
: noprom Toproeol mapke [GAR mark IGAR
10 Kartetep muyTpiliHbOBEHHIT Ge3 Intravenous catheter without injection valve Ila |
in'ekuifinoro nopty Toprosoi Mapkn IGAR | trade mark IGAR 5
11 Katerep BHyTpliuHLOBEHHIIA GeaneyHui 3 Safety intravenous catheter with injection Ila 5
| iH extifinaM mopToM Toprosol Mapen IGAR | valve trade mark IGAR |
12 Katetep BHYTpilUHbOBEHHTI Oeaneynnii Oes | Safety intravenous catheter without injection lla
| in’exuiiinoro nopty Toprosol Mapku IGAR valve rade mark IGAR
l Tpuxonosnit cToNOPHHEA Kpas MeaHHIH Disposable medical 3-way stop cock sterile Ila
13 | oasopasosHil cTEPHIRHHEA TOPrOROT MAPKH trade mark IGAR
| IGAR
14 Jaraviuka Jlyep toproeoi mapen IGAR Luer cap trade mark IGAR, (sterile) Ila
| | (cTepunbLHa)
‘ 15 | 3arnyuika s is‘exuiiinoio memBpasioro Injection stopper trade mark IGAR. (sterile) lla
toproeoi mapkn IGAR (cTepunsra)
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