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Jiangsu Kanghua Medical Equipment Co. Ltd.
(Mlxanrcy Kaurya Menixan Exsinmenr Ko. JIta.)
Ph: +86 519 8867 5173; Fax: +86 519 8867 5173,
e-mail:kanghua@chinakang-hua.com;
web:www.kanghuamedical.com

213115, Sanhekou, Changzhou, People’s Republic of China
(213115, Canxexy, Yanwkoy, Kuraii)

ToBapuctno 3 o6Mme:xenoro Bignosiganbhicrio "AJJEKCOAPM",

xox 3a €JIPITOY 37135507,

B 0coli qupekTopa Poxka Onexcanjipa AHaTOIHOBHYA,

tent. +38 (044) 451-77-24, +38 (045) 955-40-00, e-mail:office(@alexpharm | .com.ua

By KuiBebkuit [1srx, 11, M. Bopucnins, KuiBebka 06i1., Ykpaina, 08303

MInpuuw in'ekuiiini oquopasosi crepuanni "ANGELMED"
(3rigHo JopaTky A0 wi€l xexyapauii 38 nyHKTIB nepeiKy)

BiMoraM TeXHIMHOro pernaMeHTy o/ 0 MeJMUHUX BUPOGIB, 3aTBepaKenoro [1ocTaHoBOK0
KaGinety minicTpin Yipairu Ne753 Bin 02 sxopTHs 2013 poky

3riguo "Tlopsjiky npoBeeH s IpoLeypy 3abe3rede s (yHKIIOHYBaHHS KOMIIIEKCHOT CHCTEMH
YHPaBIIHHS AKICTIO" Bi/IIOBIHO 10 JOAATKY 3 (3a BUKIIOYEHHAM po3ainy "Tlepesipka MIPOEKTY
MearHOTO BUpoOY", nyHKTH 8-11) TeXHIMHOro periaaMeHTy mojao MeAHIHUN BHPoOGiB,
3arBepukenoro Iocranosoto Kabinery minictpis Ykpainu Ne753 Big 02 sxostas 2013 poky

IIa
(3rio goaatky 2 TeXHIYHOrO PErjlaMeHTy OO MEAWUHUN BUPOGIB, 3aTBEDHKEHOTO
[TocranoBoio KaGinery minictpis Yipainu Ne753 Bin 02 xonTas 2013 poky)

I Texniuna foxymMenTania Ha MeM4HMI BUPI6 3GepiracThed 3a a/pecoro:

pyn. KuiBebknit [1Tmsx, 11, M. Bopucrins, KuiBebka o6, 08303, Yxpaina,
ToBapucTpo 3 o6Mexenoo BiamosiganpaicTio "AJIEKCOAPM",

Tel. +38 (044) 451-77-24, +38 (045) 955-40-00, c-mail:office@alexpharm1.com.ua

2 Ceprudikar signosignocri NeUA.MD.216-19 pexakuisi 02, sapeccrpoBanmii y Peecrpi '"05"
KBiTHs1 2024 powy, ailicnnii g0 "04" kpitns 2029 pORy, BuaaHui OpraHoM 3 OUIHKA
BinoBiaHocTi TOB "YKPMEJICEPT", axpeanrosannM HalioHadbHuM areHTCTBOM 3 aKpeuTarlii
Yxpainu Ha ceprudikaliio cucreM MeHeDKMeHTY Bimosiano go ICTY EN ISO/IEC 17021-1:2017,
arecrar akpepurawii Ne8O047 wmnumit 1o 14.11.2027, npusHauenuii MiHicTepcTBOM €KOHOMIKH
Ykpainu, 3a ifenrudikaniitanm nomepon UA.TR.099, ajpeca: By1. [lparomaHoBa, 1-A, og. 2, M.
Kuis, 02059, Ykpaina, tei.: +38-067-595-02-30, https://ukrmedcert.org.ua/, na nigcrasi Pimenms
OOB TOB «YKPMEJICEPT» Ne 001/MD-24.03.11/02 Big 05.04.2024.

Hexiapaniio ckiaieno [ HiTKOBUTY Bi ANOBIAAIBHICT BHPOOHHKA.

Marta najlaHus jexnapanii po BioBigHicTs (riguo 3 JICTY ISO/IEC 17050-1:2006): 05.04.2024 POKY.

Micte HajlaHst Jleknapamii npo BiANoBiAnicTs, (3riano 3 JICTY ISO/IEC 17050-1:2006): Bys. Kuisebkrnii HLisix, 11,
M. Bopucenisb, Kuisenia o641, 08303, Yrpaina. :

Tepmin aii yexitapanii: so 04.04.2029 poxky.
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Cropinka 2, CTopiHok 4

JNIOJIATOK
a0 Jdexnapauii npo BigAnoBigHiCTH
NeUA.MD.216-19/1-AM Bin 05.04.2024 poxy

(Bepcis 01)

Ne . w

o/ Ha3sBa AHIVIIfCHRO10 MOBOO HasBa ykpaiHcbK0I0 MOBOIO

I | Three-part injection disposable insulin sterile syringe [Tlnpun i1’ eKINHHIN 3-X KOMIIOHCHTHUH 1HCYTIHOBHH
"ANGELMED" 1 ml U-100 Luer Slip with detachable |oxnopa3zosuit crepunpumii "ANGELMED" 1 ma U-100 Luer
needle, 30G (0,3x13 mm) Slip 31 3HIMHOIO 1071K0I0 , 30G (0,3x13 MM)

2 | Three-part injection disposable insulin sterile syringe [Irpun i’ €K HHIEA 3-X KOMIIOHEHTHIH 1HCY/ T HOBUH
"ANGELMED" 1 ml U-100 with permanent needle, osHopazosuit crepmnibHUi "TANGELMED" 1 M U-1003
30G (0,3x13 mm) iHTerpoBanoio ronkoio, 30G (0,3x13 mm)

3 | Three-part injection disposable sterile syringe [Inpun i1 eKIIHHAR 3-X KOMIIOHEHTHUHA OJIHOPa30BUH
"ANGELMED" 2 ml Luer Slip with needle, crepwibHuit "ANGELMED" 2 mi Luer Slip 3 rosxoro,
23G (0,6x30 mm) 23G (0,6x30 Mmm)

4 | Three-part injection disposable sterile syringe [TInpun i1’ ekifiHM 3-X KOMIIOHEHTHUH OZHOPa30BUH
"ANGELMED" 2 ml Luer Lock with needle, crepunpHuit "TANGELMED" 2 mi Luer Lock 3 roskoio,
23G (0,6x30 mm) 23G (0,6x30 MM)

5 | Three-part injection disposable sterile syringe [Mnpun i1’ eKiHHIN 3-X KOMIOHSHTHHH 0HOpa30BUi
"ANGELMED" 5 ml Luer Slip with needle, crepwibhuit "ANGELMED" 5 s Luer Slip 3 rosxoio,
22G (0,7x40 mm) 22G (0,7x40 mm)

6 | Three-part injection disposable sterile syringe [IInpui iH’ eKiHHAN 3-X KOMIIOHEHTHUH OJIHOPa30BUI
"ANGELMED"5 ml Luer Lock with needle, crepwibHuil " ANGELMED" 5 mut Luer Lock 3 romnxoio,
22G (0,7x40 mm) 22G (0,7x40 mm)

7 | Three-pait injection disposable sterile syringe [npun i1’ exifHUN 3-X KOMIIOHEHTHHH OHOPA30BUI
"ANGELMED" 10 ml Luer Slip with needle, crepwibhuit "ANGELMED" 10 mn Luer Slip 3 ronxoro,
21G (0,8x40 mm) 21G (0,8x40 mm)

8 | Three-part injection disposable sterile syringe [MIrpuir i1’ eKmiHHAR 3-X KOMIIOHEHTHHH OJTHOPa30BHH
"ANGELMED" 10 ml Luer Lock with needle, crepuibhuit "ANGELMED" 10 M Luer Lock 3 roixoio,
21G (0,8x40 mm) 21G (0,8x40 mm)

9 | Three-part injection disposable sterile syringe [IInpun iH’ekifHul 3-X KOMIOHEHTHUH OHOPa30BHUit
"ANGELMED" 20 ml Luer Slip with needle, creprwibHuit "TANGELMED" 20 M Luer Slip 3 ronkoio,
21G (0,8x40 mm) 21G (0,8x40 mMm)

10 | Three-part injection disposable sterile syringe Inpun i’ exuiftauit 3-x KOMIIOHEHTHUM OJIHOPa30BUi
"ANGELMED" 20 ml Luer Lock with needle, crepuinsiuit "ANGELMED" 20 M Luer Lock 3 rosnkoro,
21G (0,8x40 mm) 21G (0,8x40 mm)

1T | Two-part injection disposable sterile syringe Inpun in’ eXmifHA 2-X KOMIIOHEHTHHH 0THOPa30BHiA
"ANGELMED" 2 ml Luer Slip with needle, crepumbHiit "ANGELMED" 2 mut Luer Slip 3 ronkoio,
23G (0,6x30 mm) 23G (0,630 Mym)

12 | Two-part injection disposable sterile syringe [IInpun i1’ ekiufHUN 2-X KOMIOHEHTHHIA OHOPA30BU
"ANGELMED" 5 m Luer Slip | with needle, crepwibaui "ANGELMED" 5 mu Luer Slip 3 rosxoro,
22G (0,7x40 mm) 22G (0,7x40 MM)

13 | Two-part injection disposable sterile syringe [Hmpun i’ eKidAN 2-X KOMIIOHEHTHUH 0JIHOPA30BUIMA
"ANGELMED" 10 ml Luer Slip with needle, crepuibHui "TANGELMED" 10 mn Luer Slip 3 ronkoro,
21G (0,8x40 mm) 21G (0,8x40 mm)

14 | Two-part injection disposable sterile syringe [Inpur i eKIIHHAN 2-X KOMIIOHEHTHHE OHOPA30BHI
"ANGELMED" 20 ml Luer Slip with needle, creprwibHIi "ANGELMED" 20 mi Luer Slip 3 roikoio,
21G (0,8x40 mm) 21G (0,8x40 Mm)

15 [Three-part injection disposable sterile syringe [ITrpu in’ekiHHUHA 3-X KOMIIOHEHTHUIA OIHOPA30BHiA
"ANGELMED" 50 ml Luer Lock with needle, crepwibhuit "ANGELMED" 50 mu Luer Lock 3 ronkoro,
18G (1,2x40 mm) 18G (1,2x40 nMm)

Hipexrop TOB "AJTEKCOAPM"
Poxxxo O.A.
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Cropinka 3, CTopiHok 4

16 | Three-part perfusion disposable sterile syringe Inpun nepdy3iiumit 3-X KOMIOHEHTHHH OJHOPa30BHH
"ANGELMED" 50 ml Luer Lock with needle, 14G (2,0 |crepumbamii "ANGELMED" 50 mi Luer Lock 3 ronkoio,
x30 mm) 14G (2,0x30 Mm)

17 | Three-part disposable sterile syringe "ANGELMED" [Inpu 3-X KOMIIOHCHTHHH O{HOPa30BUM CTEPHILHUN
50 ml Catheter Tip without needle "ANGELMED" 50 mi Catheter Tip 6e3 rojku

18 | Three-part disposable sterile syringe "ANGELMED" [Inpwur 3-X KOMIIOHEHTHHH OJHOPA3OBHH CTEPUIHLHUN
100 ml Catheter Tip without needle "ANGELMED" 100 mn Catheter Tip 6e3 ronku

19 | Three -part injection disposable sterile syringe [xpyiy i’ eXIi#HIN 3-X KOMIIOHEHTHUE O{HOPa30BUN
"ANGELMED" 2 ml Luer Slip with two needles, 24G | crepmibruiit "ANGELMED" 2 mut Luer Slip 3 xBoma
(0,55x25 mm) and 23G (0,6x30 mm) ronkamy, 24G (0,55x25 mm) ta 23G (0,6x30 MM)

20 | Three-part injection disposable sterile syringe [Inpun in’exiiiiHuii 3-X KOMIOHEHTHUH OIHOPA30BHi
"ANGELMED" 5 ml Luer Slip with two needles, 23G | crepuibamit "ANGELMED" 5 mu Luer Slip 3 xBoma
(0,6x30 mm) and 22G (0,7x40 mm) ronkaMy, 23G (0,6x30 mm) Ta 22G (0,7x40 Mmm)

21 | Three-part injection disposable sterile syringe [npun in’exuifiauit 3-X KOMIOHEHTHAR OHOPA30BHI
"ANGELMED" 10 ml Luer Slip with two needles, 23G | crepunbuuii "ANGELMED" 10 i Luer Slip 3 xBomMa
(0,6x30 mm) and 21G (0,8x40 mm) ronkamy, 23G (0,6x30 mm) Ta 21G (0,8x40 Mm)

22 | Three-part injection disposable sterile syringe [npuu ie’ekiiiiHuit 3-X KOMIOHEHTHUH O/JHOPA30BHH
" ANGELMED" 20 ml Luer Slip with two needles, 23G | crepmmhuit "ANGELMED" 20 M Luer Slip 3 xBoMa
(0,6x30 mm) and 21G (0,8x40 mm) ronkamy, 23G (0,6x30 mm) Ta 21G (0,8x40 Mm)

23 | Three-part injection disposable sterile syringe [ npuir is’ eKIiAHAH 3-X KOMIIOHEHTHAR OJIHOPAa30BUH
"ANGELMED" 2,5 ml Luer Slip with two needles, 24G | crepunbauit "ANGELMED" 2,5 s Luer Slip 3 gpoma
(0,55x25 mm) and 23G (0,6x30 mm) roaxaMy, 24G (0,55x25 mm) ta 23G (0,6x30 M)

24 | Three-part injection disposable sterile syringe I npyn is’eXIidHUM 3-X KOMIIOHEHTHUH OJHOPa30BUM
"ANGELMED" 3 ml Luer Slip with two needles, 24G | crepunshuit "ANGELMED" 3 st Luer Slip 3 nBoma
(0,55x25 mm) and 23G (0,6x30 mm) ronkamy, 24G (0,55x25 mm) Ta 23G (0,6x30 MM)

25 | Three-part injection disposable sterile syringe IImpu i’ eKidHmM 3-X KOMIOHEHTHMH OJHOPA30BUH
"ANGELMED" 5,5 ml Luer Slip with two needles, 23G | crepuibauit "ANGELMED" 5,5 mut Luer Slip 3 1Boma
(0,6x30 mm) and 22G (0,7x40 mm) roikamy, 23G (0,6x30 mm) 1a 22G (0,7x40 Mm)

26 | Three-part injection disposable sterile syringe [rpu il eKIHHIE 3-X KOMIIOHEHTHHI 0(HOpa30BUH
"ANGELMED" 6 ml Luer Slip with two needles, 23G | creprbauit "ANGELMED" 6 ma Luer Slip 3 iBoma
(0,6x30 mm) and 22G (0,7x40 mm) ronkamy, 23G (0,6x30 mm) Ta 22G (0,7x40 MM)

27 | Three-part injection disposable sterile syringe [Impury i eKIHHAN 3-X KOMIIOHEHTHUH OJHOPA30BUI
"ANGELMED" 2,5 ml Luer Slip with needle, crepwibimit "ANGELMED" 2,5 mut Luer Slip 3 rojkoio,
23G (0,6x30 mm) 23G (0,6x30 Mm)

28 | Three-part injection disposable sterile syringe [TInpu in’exiidHuN 3-X KOMIIOHEHTHUH OHOPA30BUI
"ANGELMED" 3 ml Luer Slip with needle, crepuibHuit "ANGELMED" 3 mn Luer Slip 3 ronkoro,
23G (0,6x30 mm) 23G (O,6x30 MM)

29 | Three-part injection disposable sterile syringe [Inpui i1’ ek fHUE 3-X KOMIIOHEHTHHI 0HOPa3OBHI
"ANGELMED" 5,5 ml Luer Slip with needle, crepwibnmnit "ANGELMED" 5,5 M Luer Slip 3 roixoro,
22G (0,7%x40 mm) 22G (0,7x40 Mm)

30 | Three-part injection disposable sterile syringe [ rpwy i’ eXIHHIE 3-X KOMIIOHEHTHAH OHOPA30BHIA
"ANGELMED" 6 ml Luer Slip with needle, crepuibHuit "ANGELMED" 6 aut Luer Slip 3 roskoro,
22G (0,7x40 mm) 22G (0,7x40 Mn)

31 |Three-part injection disposable sterile syringe [mpury i eI AHAM 3-X KOMIIOHEHTHHH OJTHOPa30BUN
"ANGELMED" 2.5 ml Luer Lock with needle, crepunbhuit "ANGELMED" 2,5 ma Luer Lock 3 ronxoto,
23G (0,6x30 mm) 23G (0,6x30 Mmm)

32 | Three-part injection disposable sterile syringe [Mipuir i1’ €Ki AHHEA 3-X KOMIIOHEHTHHH 0HOPa30BUH
"ANGELMED" 3 ml Luer Lock with needle, crepwibHuit "ANGELMED" 3 miu Luer Lock 3 rosnxolo,
23G (0,6x30 mm) 23G (0,6x30 MMm)

33 | Three-part injection disposable sterile syringe [IInpwun i’ ek HUN 3-X KOMIOHEHTHHH 0/{HOPa30BUi
"ANGELMED" 5,5 ml Luer Lock with needle, crepunbuuit "ANGELMED" 5,5 i Luer Lock 3 ronxolo,
22G (0,7x40 mm) 22G (0,7x40 Mm) :
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34

Three-part injection disposable sterile syringe
"ANGELMED" 6 ml Luer Lock with needle,
22G (0,7x40 mm)

Cropinka 4, Cropinok 4

Mrpun i’ exmifHmif 3-X KOMITOHSHTHUA OJIHOPA30BHI
crepwibHuit "ANGELMED" 6 mi1 Luer Lock 3 TOJIKOIO,
22G (0,7x40 Mm)

Two-part injection disposable sterile syringe
"ANGELMED" 2,5 ml Luer Slip with needle,
23G (0,6x30 mm)

[Inpun 0 eXIiAHAMi 2-X KOMIIOHEHTHUIH OJIHOPAa30BHIA
crepuiibHuit "ANGELMED" 2.5 mi Luer Slip 3 ronxoro,
23G (0,6x30 MM)

36

Two-part injection disposable sterile syringe
"ANGELMED" 3 ml Luer Slip with needle,
23G (0,6x30 mm)

[Tpy i’ eXIidHUI 2-X KOMIIOHEHTHUH OJIHOPa30BHit
crepuibinit "ANGELMED" 3 v Luer Slip 3 TOJIKOIO,
23G (0,6x30 mm)

37

Two-part injection disposable sterile syringe
"ANGELMED" 5,5 ml Luer Slip with needle,
22G (0,7x40 mm)

[Inpum iH exIi Mt 2-X KOMIIOHEHTHUH OJTHOPA30BHIT
crepuibhnit "ANGELMED" 5,5 Mt Luer Slip 3 TOJIKOIO,
22G (0,7x40 Mm)

38

Two-part injection disposable sterile syringe
"ANGELMED" 6 ml Luer Slip with needle,
22G (0,7x40 mm)

Inpan inexiiHHKA 2-X KOMIIOHEHTHUH OJIHOPA30BHIA
crepuibauit "ANGELMED" 6 Mt Luer Slip 3 TOJIKOIO,
22G (0,7x40 nn)

Poskko O.A.
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Jiangsu Kanghua Medical Equipment Co. Ltd.

3siT No.: 2024-0601

Ceprudikart ananizy

TTepesipka No.: 2024-0601

Inpuy in’ekuidnui 3-X KOMIIOHEHTHUH

HaiimenyBaHHS onHopaszoBui crepunsiuii "ANGELMED" 2 mn C L. 2ml (0.6x30 mm) Ta
TIPOIYKITiT Luer Slip 3 nBoMa ronkamu, 24G (0,55x25 mMm) Ta s (0.55x25 mm)
23G (0,6x30 mm)

TTaprin (cepisn) Ne 240615 (sterilization 240616) ' JlaTa BUpOOHUUTBa 2024.06
IIpupatHi mo 2029.05 Kinskicts B maprii 831 600
BupoGHuunit . ' . . o

) . Jiangsu Kanghua Medical Equipment Co. Ltd. Kinekicts Tecty 125
Niapo3AL

IHcmekisa ToBapy

XiMiYHi BUMOTH,
Gionoriuni BUMOTH;

¢iznuni BEIMOTH;

Jlata incnexuii

2024.06.17~2024.06.30

ITepeBipka ToBapy

1SO7886-1:2017, GB15810-2019

Jara 3BiTy

2024.07.01

IlepeBipka ToBapy

l Bumoru crangapris |

PezynbraTi nepeBipku

[Ximiuni Bumorn]

ExcrparoBaHi MeTanu

MMOBUHHO BiJMOBIAaTH BUMOraM Biagnosinae
KucnorHicTb-ITy)KHiCTB 1.0 max (pisenus B 3HaueHHi pH) 0.2
[Bionoriuni BuMorn)
AmiporeHicTb I MOBUHHO BiAOBigaTH BUMOraM Binnosigae
[®iznuni BumMorn] '
MOBUHHI GyTH BiNBHI BiX YacTOK i CTOPOHHIX . )
Yucrora . Bigmnosigae
JIOMIIIOK
3malleHHs 3MalieHHs He TOBUHHO OyTH BUIHO Binnosinae

Jlomyck Ha rpayiioBaHy MiCTKiCTb

AKIIO MEHIIe MOIOBHHN HOMIHANBHOI €MKOCTI
+(1.5% Big V+2% 3muroro 06'emy) 0.8 Mn/ml sixiio
JopiBHioe a6o Ginblue IMONOBMHM HOMiHAIBHOL

eMKocTi £5% 3nutoro 06'emy 2 Mi/ml

-0.0287~0.0216 mn/ml

-1.5%~1.6%
e

TpanyroBanHs MIKaIU

ITina moxinku mxanu nosunHa 6yTr 0.1 Mi/ml;
JIinii rpagyroBaHHs TIOBUHHI OyTH 0JHAKOBOI

TOBLIMHA. BOHN OBMHHI Ie)KaTH B MUIOLNHAX,
pO3TANIOBAHKMX  NEPHEHAMKYNAPHO OO  Bici
uuniHi(py. IMoB3MOBXKHA BiCh TOBHHHA OyTH
piBHOMipHO JHIH

nporpanyifosana. - Kinui

po3TamoByBaTUCA BEPTUKAJIEHO.
y R ‘o A
KOpOTKHAX JIHIA Ha KOXHIA II.IKa.Tg"

JOpiBHIOBATH TPUONU3HO IOJIOBUH

JIOBIUX JiHiH.




Ipupict Mix mniniit rpamxyroBaHHS TOBMHEH OyTH
0.5 mn/ml. HoMiHanbHa €MHICTE 3a IIKAJIO0
nosuHHa 6yt 2 Mn/ml. [udpu Ha mkani nosuHHI

OyTH po3TalIOBaHi BEPTHKAIBHO i TAKUM YHHOM

floro Ha TUIOCKY TIOBepXHIO Tig kKytom 10° 1o
TOPM30HTY

Hymepysauus mxamu o Binmosizae
06 MepeTHHATICH HABIILI JIIHIIMU TpagyIOBaHHS
110 SIKUX BigHOCAThCs. L{ubpu noBuHAI 6yTH
6113BKO, ane He TOPKATUCH JIiHiH rpalyioBaHHs 10
SIKUX BiXHOCATHCH.
3arajpHa JOBXHHA IIKAIH A0 JiHiT
. Lo . >27 mMm/mm 32 MM/mm
HOMiHaJIbHOI MICTKOCTI
HynwsoBa JtiHif rpamyroBaHHA INKAIM TOBMHHA ,
[MonoxxeHHs mKanu 36iraTeics 3 JIHIEIO BiLTIKy TOPINHA B MeXax Binmoginae
YBepTi JOBXWHY HalMEHINO1 L{iHN NOIIKH
JlomkuHA WWTHAPY TOBWHHA OYyTH Takoro, 100
Po3amip nuningpy MaKCHMaJNlbHa MicTKicTh wmmpuiy Oyma Ha 10% 17%~18%
OinpIne HOMIHANBHOT MiCTKOCTI
HeobximHo mepekoHaTucsi, 100 INNPUL  HE
oGepHeThes OLIBI HK Ha 180° mpwm ycraHoBHi ) .
PyxosTka Bignosigae

lIOB)KHHa MOpIIHIO 3 l'IOBerHi

3aXOINIEHHA OO TOPIIO

MiHiMaJIbHa JOBKUHA IOBUHHA OyTH 9 MM/mm

13~14 MM/mm

MOBMHHA Martd BHOMMY 1 YiTKy KpOMKOIO, fKa
BUCTYIIA€ B SKOCTI JiHIT BiUTiKy y KiHII TIOPLIHS.

MOBUHEH BiINOBiIaTH BUMOTaM

Jlinis Bigmiky . L . Bignosimae
Jlimis BimTiky NOBMHHA OyTH B KOHTAKTI 3
BHYTPILIHEOIO [TOBEPXHEI0 LUIIHAPY
Koniune 3'emHaHHA nosuHHI Bigmosigat ISO80369-7 Binmosinae
TTONOXKEHHA  HAKOHEYHHKA HA | HAKOHEYHMK HImnpuna MIOBHHEH OyTH i _
PO o . . Bingnosinae
LATHPI PO3TALIOBAHMIA 10 LIEHTPY, CIiBBICHO 3 LAMiHAPOM
. MpPOCBIT HAaKOHEYHWKAa TMOBWHEH MaTH JiaMeTp He
[IpocBiT HaKOHEYHUKA 2.2 MM/mm
MeHme 1.2 MM/mm
Meprteuit mpocTip <0.07 mn/ml 0.03 mn/ml
fpy BUNpoOyBaHHI Ha HAUMIIKOBWH THCK He
NOBUHHO BifOyBaTUCs BHUTIKAHHA BOAM YeEpe3
. ) .. | nopwens a6o ywinsHioBau(1); mpu BUOpoOyBaHHi
BincyTHicTE BUTOKY TIOBITpS 1 . ) . i
. Ha HEraTWBHUM THCK HE TIOBHHHO BifOyBaTHCS Binmosigae
pinuHI 8 .
BUTIKAHHA  TIOBITPS  MOB3  TOpIIEHs  abo
yINiMBHEHHA(M) 1 He NMOBMHEH IafgaTh THCK Ha
MaHOMeTpi;
TTaxyBanns TMOBWHHO BiANOBiAaTH BUMOraM Bignosinae
MapKyBaHHs [OBHHHO OYTH IIOBHUM, 3MiCT ) .
MapkyBaHH Binmosinae

BucHOBOK: niepesipsmucs signosigao ISO7886-1: 2017, GB15810-2019, 3po6ieHo BHCHOBOK, WO AaHA napris npoifmna

BUNPOGYBaHHA.

KoxeH ecATHil TeCT BiiNOBiac MOKA3HUKAM CTEPUIBHOCTI




CrepunbHi rinoiepMivHi FONKH IJI51 OAHOPAa30BOr0 BUKOPUCTAHHS

3BiT BUnpodyBaHb QisHUYHUX BUMOT

Haiimenysanns
MIPORYKLT, 10 CrepuiipHi rinofepMiyHi ronku ass )
nepeBipeTECA OIHOPa30BOr0 BUKOPUCTAHHS Crieundikauis 0.6x30 MM
ITapris (cepis) Ne 240615 (sterilization 240616) Hara BupoOHILITBA 2024.06;
IpupatHi 1o 2029.05 / /
Bupo6Hrgamii Jiangsu Kanghua Medical Equipment o
; ; Kinekicts TECTY 125
I APO3IN Co. Ltd.
IHcmekuist ToBapy ¢i3snuni BEMOrY; MHara incriexuii 2024.06.17~2024.06.18
Tepeninka Tosa GB15811-2016 , 2024.07.01
TO -
pepipia ToRapy 1S07864-2016 flara shity
) PesynwTaTu
IIepeBipka ToBapy Hopma .
nepeBipKn
JXopctkicTs HopMa 3ruHy <0.45 MM/mm 0.35-0.38
MirHicts He nosunHO GyTH po3ipBaHa MPOTATOM LMKITY be3 po3puBy

JlormycTiMmif BMICT KHCITHX 1 JTY)KHHX

) [ToBHHEH BiANMOBiHaTH Hobpe
IOMIIIOK
Koniune 3'eqHaHHA IoBuHHO Bixmosigatu 1S080369-7 Biarmosigae
3'eHaHHS TOJIOBKH i TPYOKU TOMKI He mosuHHO pyitHyBaTuch ipu 34 H He 3pyitHyBanocs
. Bictps ronku . HosuHHO GyTH TOCTPYM i BiIGHUM Bif Bif 3aIHPOK Biamogigae
BicTps roiku moBUMHHO GyTH TOCTPUM | MaKCUMaITbHE '
3ycuIIs IPOKOMIOBAHHS g ) . 0.37~0.55
3yCHJUIA He MOBUHHO OyTH Ginbue, Hix 0.70 H _
3oBHimHIl giamerp D=0.630%£0.01mMM/mm 0.625-0.634
JomxuHa TpyOKH L=27.5~31.5 MmmM/mm 29.3~30.4
KyT 3aTouyBaHHSs rONKI a=11°+2° 10°48” ~12935”
Yucrora ToBuHHI 6yTU BiTEHMMM Bi YaCTOK i CTOPOHHIX JOMiIIOK Yucri
11IBuAKiCTE MOTOKY BOAH Yepe3 FONKY il MiApoCTaTHYHUM
L . THCKOM, 110 He nepesuirye 0,1 MITa noBrHHa 6yTH He ) .
IIpoximHicTe MPOCBITKY i , ) Binnosinae
Mene 80% Bif MOTOKY JUTS TONKH €KBIBAIEHTHOTO '
IiaMeTpy ‘
Konip ronoBky ronku Mae GyTH TEMHO CHHiH Binnosigae
IlepeBipTe PiBHICTE 1 MPIMONIHIMHICTE TPYOKH, TOBIIH . .
Hedexrun PRI PR ) B0 = Binmnosigae
TpyOKH i mepepi3
3MammesHs 3MamieHHs He TIOBUHHO OyTH BUIHO Bixgmosigae
3ano6hKHU KOBIIa40K TToBUHEH 3aXULIATH BiCTpi TONKA Binnosizae

BucHoBOK: nepesipsmmcs sinnosinto 1SO7864-2016, GB15811-2016, 3po6inero BUCHOBOK, 1110 laHa napris npoiiwna

BHINPOGYBaHHA.

KoweH ecatnit TeCT BifiNoBiAae Noka3HUKaM CTEPUIBHOCTI
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CrepunbHi rinogepMidHi rolnky aj1st OTHOPA30BOro BUKOPUCTAHHS

3BiT BUDpoOyBaHb QisMynuX BAMOT

HaiimenyBanHs CrepuiibHi rimogepMidHi TOIKY IIst

MIPOAYKUIT, 110 OIHOPAa30BOT'0 BUKOPUCTAHHS Crienudikaiis 0.55%25 MM
HepeBipsAeThCA

IMapris (cepisn) Ne 240615 (sterilization 240616) Jara BupoOHUIITBA 2024.06
TpupatHi o 2029.05 / /
Bupo6Hiramii Jiangsu Kanghua Medical Equipment L
. . Kinekicts Tecty 125
TApO3 it Co. Ltd.

IHcnekuis ToBapy

¢isnyHi BIMory;

Jara incnekuii

2024.06.17~2024.06.18

. GB15811-2016 . 2024.07.01
IlepeBipka ToBapy ISO7864-2016 Jata 3BiTy
. PesyabraTu
ITepeBipka ToBapy Hopma .
nepesipkn
XoperkicTb HopMa 3ruHy <0.40 MM/mm 0.32-0.36
MiunicTs He noBuHHO OyTH po3ipBaHa MPOTATOM LIMKITY

be3s poszpuBy

JlomycTUMHIA BMiCT KHCITHX i JIyXKHUX

] [ToBuHeH BiANOBigaTH Ho6pe
JIOMIIITOK
Kouniyne 3'equanus TToBunno Bigmosimatn 1S080369-7 Bignosigae
3'eTHaHHS TONIOBKH i TPYOKH TOIKH He moBunHO pyiiHyBaTHce npu 34 H He 3pyiiHyBanocsk
Bictps ronku " TloBuHHO GyTH FOCTPHM i BiNLHUM Bijl Bill 3aAMpPOK Binnoginae
SyCHIA MOKQMOBAHHS BicTps ronku noBMHHO OyTH I‘OC‘TpHM i N{aKCMMaJ'leC 0.36~‘0.54
3yCHIUISA He MTOBUHHO OyTH Ginbine, Hix 0.70 H
3oBHIilIHIN giameTp D=0.550+0.01 MM/mm 0.551-0.556
JomxuHa TpyOKu L=22.5~26.5 MmM/mm 24.3~25.1
KyT 3aTO4yBaHHS OJKH a=11°+2° 10°26” ~12°48”
Yucrora TToBuHHi GyTH BiNEHIMHU Bijl YACTOK i CTOPOHHIX IOMILIOK Yucri
IIBuaKicTE TOTOKY BOOY Uepes TOJIKy Il TiApocTaTHYHIM
. . THCKOM, L0 He nepesuiuye 0,1 MITa noBunHa GyTH He L
TlpoximHicTs MPOCBITKY ) ) Binnosinae
MeHnre 80% BiJl TIOTOKY ISt TONKH €KBIBaJIEHTHOTO
nIiamerpy
Konip ronosxu ronku Mae 6ytn tioneToBmii Binnosinae
Tiedens Hepenip‘re PIBHICTS i npﬂMO{iiHiﬁHif:TL TpyOKH, TOBIIUHY Blrostie
TpyOKH 1 Iepepi3
3MameHHS 3MaleHHs. He TOBUHHO OyTH BHIHO Binmosinae
3ano0hKHMIT KOBIAYOK IToBHHEH 3aXUMIATH BiCTPi TONKH Binmosinae

BHCHOBOK: nepeBipanucs Binnosinro ISO7864-2016, GB15811-2016, 3poGnieno BICHOBOK, WO XaHa NMapTis mpoifuina

BUMPOOYBAHH.

KoxeH mecsTit TECT BilTIOBIAaE MOKa3HUKaM CTEPHIBHOCTI
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Bupo6nuk:
(nas3Ba, Tenedon, e-mail,
WwWw)

MicuesHaxomKxeHH
BUpoOHUKA (Aapeca
TOTYKHOCT el
BUPOOHMLTBA):

‘YiioBHOBaKeHUIt
npeacT aBHUK:

(nassa, kog €IPTIOY,
KepiBHUK, TenedoH, e-mail,
www)

Micue3snaxoKeHHs
YIIOBHOBAKEHOT 0
npeAcTABHUKA

MinrBepmxye, mo
MeANYHUi BUpio6

BignmoBigac

MponeAypa OMiHKH

BignoBigHoCTI

Knac pusnky

JonaTkogi BinoMocrti

dexaapanist npo BianmoBiaHicTh

NeUA.MD.216-19/1-AM Bin 05.04.2024 poky
(Bepcia 01)

Jiangsu Kanghua Medical Equipment Co. Ltd.
(Hxanrcy Kanrya Mezikan ExsinmenTt Ko. JITa.)
Ph: +86 519 8867 5173; Fax: +86 519 8867 5173,
e-mail:kanghua@chinakang-hua.com;
web:www.kanghuamedical.com

213115, Sanhekou, Changzhou, People’s Republic of China
(213115, Canxeky, Yanwkoy, Kuraii)

Tosapucrso 3 06MexeHolo BianosigansHicTio "AJJEKCDAPM",

xoz 3a €IPTIOY 37135507,

B 0co0i mupekTopa Poxxka Onekcanapa AHaroniioBnya,

Ten. +38 (044) 451-77-24, +38 (045) 955-40-00, e-mail:office@alexpharm1.com.ua

ByJ1. KuiBcpkuit 1nsx, 11, M. Bopucnine, Kuisceka o6:1., Yipaina, 08303

Hllipnun in'exuiiini oxnopasosi crepuabni "ANGELMED"
(3rigHo nogaTky Ao miel gexaapanii 38 nyHKTIB nepeliky)

BUMoraM TeXHIYHOro periamMeHTy LOA0 MeAWYHUX BUpOOiB, 3aTBEpIKeHOro [TocTaHoBOO
Ka6inery minictpie Yipainu Ne753 Bin 02 xoBTHsa 2013 poky

arigHo "TlopsaaKy npoBeeHH Npolexypy 3abe3netueHHs (YHKLiOHYBaHHS KOMIUTIEKCHOI CHCTEMH
YIpaBITiHHA AKiCTIO" BiATIOBiIHO 0 KomaTky 3 (3a BUKITIOYEHHAM pozniny "TTepeBipka npoekTy
MenuuHoro BupoOy", myHkTH 8-11) TexHiuHOro periaMeHTy 1040 MEAUYHUX BUpPODiB,
3atBepkeHoro ITocranoBoro Kabinety minictpi Yipainu Ne753 Big 02 sxostHs 2013 poxy

IIa
(3rimHo pomatky 2 TeXHIYHOrO perjiaMeHTy WOI0 MEANYHUX BUPOGIB, 3aTBEPIHKEHOTO
ITocranoBoro Kabinety MiHicTpiB Ykpainu Ne753 Big 02 sxoBTHs 2013 poky)

1 TexHiyHa JOKYMEHTAWis HA MEAUYHHIA BUPIO 30epiracThbes 3a agpecoro:

Byn. Kuiscekuit Llnsix, 11, M. Bopucnine, Kuiscrka 0611., 08303, YkpaiHa,
ToeapHcTBO 3 06MexkeHot0 BignosinaneHicTio "AJJEKCOAPM",

tel. +38 (044) 451-77-24, +38 (045) 955-40-00, e-mail:office@alexpharm1.com.ua

2 Ceprudikar BigmosigHocti NeUA.MD.216-19 penaxuia 02, 3apeectposanuii y Peecrpi "05"
KkBiTHR 2024 poky, milicHmit mo "04" kBiTHa 2029 poxy, Bumanuii OpraHom 3 OUIHKH
signmosigHocti TOB "VKPMEJICEPT", akpenutoBanuM HalioHaNnBHMM areHTCTBOM 3 aKpeauTallii
Vikpainu Ha cepTudikalito cucteM MeHemkMeHTy BinosinHo no JCTY EN ISO/IEC 17021-1:2017,
atectar akpemutauii Ne8O047 umnumit no 14.11.2027, npusHadennit MiHicTepcTBOM E€KOHOMIKH
Vkpainu, 3a inentudikauiiinum Homepom UA.TR.099, anpeca: Byn. JlparomaHosa, 1-A, od. 2, M.
Kwuis, 02059, Ykpaina, Ten.: +38-067-595-02-30, https://ukrmedcert.org.ua/, Ha mincrasi Pimenns
OOB TOB «YKPMEJCEPT» Ne 001/MD-24.03.11/02 Bix 05.04.2024.

Jlexnapaniro CKiIaneHo i UiTKOBUTY BiMOBifanbHicTs BUPOOHUKA.

JlaTa HamaHHs Dekiapauii npo BimmoBigHicTs (3rigHo 3 ICTY ISO/IEC 17050-1:2006): 05.04.2024 poky.

Micue HanaHHa Aeknapanii npo Bignosiguicts (3rigso 3 JCTY ISO/IEC 17050-1:2006): Byn. Kuiscbkuii Hlnx, 11,
M. Bopucnine, Kniscbka 0061., 08303, Yipaina.

Tepwmin ail nexnapauii: xo 04.04.2029 poky.

, 'A8H ik By 95 2
2 %03 371355{{""3 :




Cropinka 2, CropiHok 4

JOJIJATOK
no Jdexnapanii npo BixmoBigxicTn
NeUA.MD.216-19/1-AM Bin 05.04.2024 poxy

"ANGELMED" 1 ml U-100 Luer Slip with detachable
needle, 30G (0,3x13 mm)

(Bepcia 01)
Ne - %
i Hasga anrniiicskoro. MoBoI0 Hasea ykpaiHcbKOKH MOBOIO
1 | Three-part injection disposable insulin sterile syringe IInpuu in’ekuiftHui 3-X KOMIOHEHTHUH iHCYTiHOBWI

oaHopasoBwmii crepunsHuil "ANGELMED" 1 mn U-100 Luer
Slip 3i 3niMHO¥O ronkoro , 30G (0,3x13 mMm)

"ANGELMED" 50 ml Luer Lock with needle,
18G (1,2x40 mm)

2 | Three-part injection disposable insulin sterile syringe Inpwu in’ekuiftHui 3-X KOMIOHEHTHUH iHCYTiHOBHIA
"ANGELMED" 1 ml U-100 with permanent needle, onHopazosuii crepunsHuii "TANGELMED" 1 mn U-100 3
30G (0,3x13 mm) iHTerpoBaHoto ronkoro, 30G (0,3x13 mm)

3 [Three-part injection disposable sterile syringe ITnpuu in’exkuifANA 3-X KOMNOHEHTHUH OHOPA30BHI
"ANGELMED" 2 ml Luer Slip with needle, crepunsHuit "TANGELMED" 2 mn Luer Slip 3 ronkoro,
23G (0,6x30 mm) 23G (0,6x30 mMm)

4 | Three-part injection disposable sterlle syringe IInpuu iv’eKUiitHUA 3-X KOMIOHEHTHHI OIHOPa30BHH
"ANGELMED" 2 ml Luer Lock with needle, crepunsauit "ANGELMED" 2 mn Luer Lock 3 romnxoro,
23G (0,6x30 mm) 23G (0,6x30 Mm)

5 | Three-part injection disposable sterile syringe ILInpun in’ ekuifiHmit 3-X KOMIIOHEHTHHIT OIHOPa30BHil
"ANGELMED" 5 ml Luer Slip with needle, crepunbhuii "ANGELMED" 5 ma Luer Slip 3 ronxoto,
22G (0,7x40 mm) 22G (0,7x40 mm)

6 |Three-part injection disposable sterile syringe [Inpu in’ ekuiitHmit 3-X KOMIOHEHTHUH OTHOPA30BHit
"ANGELMED"S5 ml Luer Lock with needle, crepunsiuit "ANGELMED" 5 mn Luer Lock 3 ronkoto,
22G (0,7x40 mm) 22G (0,7x40 mm)

7 |Three-part injection disposable sterile syringe npun in’exuiiiHUi 3-X KOMIIOHEHTHUIT onﬂopaaomm
"ANGELMED" 10 ml Luer Sllp with needle, crepunbuuii "ANGELMED" 10 mn Luer Slip 3 ronkoto,
21G (0,8x40 mm) 21G (0,8x40 mMm)

8 | Three-part injection disposable sterile syringe IInpu in’eKuiftHmit 3-X KOMITOHEHTHHI om-{opasanﬁ
"ANGELMED" 10 ml Luer Lock with needle, crepunsHuit "ANGELMED" 10 mn Luer Lock 3 ronkoto,
21G (0,8x40 mm) 21G (0,8%40 Mm)

9 | Three-part injection disposable sterile syringe npun in’ekuifianii 3-Xx KOMMOHEHTHH I OOHOPa30BUH
"ANGELMED" 20 ml Luer Slip with needle, crepunbHUit "ANGELMED" 20 mn Luer Slip 3 roskoro,
21G (0,8x40 mm) 21G (0,8x40 mm)

10 | Three-part injection disposable sterile syringe M npuu in’exuifiHURA 3-X KOMMOHEHTHHI OHOPA30BUi
"ANGELMED" 20 m| Luer Lock with needle, crepunbHnit "ANGELMED" 20 mn Luer Lock 3 ronxoro,
21G (0,8x40 mm) 21G (0,8x40 mm)

11 | Two-part injection dlsposable sterile syringe IlInpur is’ eKLifHMI 2-X KOMIIOHEHTHUH OIHOPA30BHil
"ANGELMED" 2 ml Luer Slip with needle, crepunbHuit "ANGELMED" 2 mMn Luer Slip 3 ronxoto,
23G (0,6x30 mm) 23G (0,6x30 Mm)

12 | Two-part injection disposable sterile syringe Inpun iH’exiifHu# 2-X KOMITOHEHTHHIA onHopaaann
"ANGELMED" 5 m Luer Slip | with needle, crepwibHuit "ANGELMED" 5 mn Luer Slip 3 rosnkoro,
22G (0,7x40 mm) ‘ 22G (0,7x40 mm)

13 | Two-part injection disposable sterile syringe Inpuu in’exuifinui 2-X KOMITOHEHTHUI OHOPa30BHH
"ANGELMED" 10 ml Luer Slip with needle, crepunpHuil "ANGELMED" 10 mn Luer Slip 3 ronxoto,
21G (0,8x40 mm) 21G (0,8x40 Mm)

14 | Two-part injection disposable sterile syringe IInpuy, i’ eKUifHUA 2-X KOMIIOHEHTHH OJHOPa30BHUii
"ANGELMED" 20 ml Luer Slip with needle, crepunshuit "ANGELMED" 20 mn Luer Slip 3 ronkoro,
21G (0,8x40 mm) 21G (0,8x40 Mm)

15 | Three-part injection disposable sterile syringe Inpuy, i’ ekuiiHMiA 3-X KOMIIOHEHTHHUI OIHOPa30BUMH

crepunsuuit "ANGELMED" 50 mn Luer Lock 3 ronkoro,
18G (1,2x40 Mm)

JIupextop TOB "AJIEKCDPAPM"

Poxxko O.A.
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Cropinka 3, CropiHok 4

16 | Three-part perfusion disposable sterile syringe MlInpun nepgysiianii 3-X KOMITOHEHTHHH OIHOPA30BHI
"ANGELMED" 50 ml Luer Lock with needle, 14G (2,0 |crepunsuuit "ANGELMED" 50 ma Luer Lock 3 roskoto,
x30 mm) 14G (2,0x30 Mm)

17 | Three-part disposable sterile syrmge "ANGELMED" LUnpuu 3-X KOMIOHEHTHUI OIHOPA30BMHA CTEPHIILHMIA
50 ml Catheter Tip without needle "ANGELMED" 50 mn Catheter Tip 6e3 ronku

18 | Three-part disposable sterile syringe "ANGELMED" Impwury 3-X KOMIIOHEHTHUH OTHOPA30BHIA CTEPUITLHHIH
100 ml Catheter Tip without needle "ANGELMED" 100 mx Catheter Tip 6e3 rosnku

19 | Three -part injection disposable sterile syringe HInpuu in’ekuifiHui 3-X KOMNOHEHTHUH OOHOPA30BUIA
"ANGELMED" 2 ml Luer Slip with two needles, 24G | crepunsnmit "ANGELMED" 2 mn Luer Slip 3 1soma
(0,55x25 mm) and 23G (0,6x30 mm) ronkami, 24G (0,55x25 mm) Ta 23G (0,6x30 Mm)

20 |Three-part injection disposable sterile syringe UInpuu in’eKuifiHuit 3-X KOMIOHEHTHUI OAHOPA3OBWA
"ANGELMED" 5 ml Luer Slip with two needles, 23G | crepunennit "ANGELMED" 5 mn Luer Slip 3 qsoma
(0,6x30 mm) and 22G (0,7x40 mm) ronkamu, 23G (0,6x30 mm) Ta 22G (0,7x40 Mm)

21 | Three-part injection disposable sterile syringe npuuy iv’exuifHMHA 3-X KOMIOHEHTHHH OHOPA30BHIi
"ANGELMED" 10 ml Luer Slip with two needles, 23G | crepunsnuit "ANGELMED" 10 mn Luer Slip 3 1soma
(0,6x30 mm) and 21G (0,8x40 mm) ronkam#, 23G (0,6x30 mm) Ta 21G (0,8x40 mm)

22 |Three-part injection disposable sterile syringe ITnpun in’ekuifHui 3-X KOMIOHEHTHU I OQHOPA30BHI
"ANGELMED" 20 ml Luer Slip with two needles, 23G | ctepunsnnii "ANGELMED" 20 M Luer Slip 3 nBoma
(0,6x30 mm) and 21G (0,8x40 mm) rosikamu, 23G (0,6x30 mm) Ta 21G (0,8x40 MM)

23 | Three-part injection disposable sterile syringe Inpun in’ekuiftHui 3-X KOMIOHEHTHHI 0HOPa30BHit
"ANGELMED" 2,5 ml Luer Slip with two needles, 24G | crepunsiuit "ANGELMED" 2,5 mn Luer Slip 3 aBoma
(0,55x25 mm) and 23G (0,6x30 mm) roakamy, 24G (0,55x25 mm) Ta 23G (0,6x30 MM)

24 | Three-part injection.disposable sterile syringe npun iH’ekuiftHuit 3-X KOMIOHEHTHUI 0OHOPa30BHH
"ANGELMED" 3 ml Luer Slip with two needles, 24G | crepunenmit "TANGELMED" 3 mn Luer Slip 3 qBoma
(0,55x25 mm) and 23G (0,6x30 mm) ronkamy, 24G (0,55x25 mm) ta 23G (0,6x30 Mm)

25 | Three-part injection disposable sterile syringe UInpun in’ekuifiuit 3-X KOMTIOHEHTHUH OHOPA30BHil
"ANGELMED" 5,5 ml Luer Slip with two needles, 23G | crepunsruit "ANGELMED" 5,5 min Luer Slip 3 nBoma
(0,6x30 mm) and 22G (0,7x40 mm) ronkamy, 23G (0,6x30 Mm) Ta 22G (0,7x40 Mm)

26 | Three-part injection disposable sterile syringe IInpun in’exuiftHuit 3-X KOMIOHEHTHUI OHOPa30BHIA
"ANGELMED" 6 ml Luer Slip with two needles, 23G | crepunsuuit "ANGELMED" 6 mn Luer Slip 3 aBoma
(0,6x30 mm) and 22G (0,7x40 mm) ronkamu, 23G (0,6x30 Mm) Ta 22G (0,7x40 Mwm)

27 |Three-part injection disposable sterile syringe HInpuy i’ ekUiiHMHA 3-X KOMNOHEHTHHI OHOPA30BHIA
"ANGELMED" 2,5 ml Luer Slip with needle, crepunbHuit "ANGELMED" 2,5 mn Luer Slip 3 ronkoto,
23G (0,6x30 mm) 23G (0,6x30 Mm)

28 | Three-part injection dlsposable sterile syringe IInpun in’exuiitHuii 3-X KOMIOHEHTHU o;mopazonnn
"ANGELMED" 3 ml Luer Slip with needle, crepuneHuit "ANGELMED" 3 mn Luer Slip 3 rosnkoto,
23G (0,6x30 mm) 23G (0,6x30 Mm)

29 | Three-part injection disposable sterile syringe IInpu in’exuiitHuit 3-X KOMIOHEHTHU I OXHOPa30BHi
"ANGELMED" 5,5 ml Luer Slip with needle, crepuneHuit "ANGELMED" 5,5 mn Luer Slip 3 ronkoto,
22G (0,7x40 mm) 22G (0,7x40 MM)

30 | Three-part injection disposable sterile syringe Inpuu iH’exuiftHmit 3-X KOMITOHEHTHH I OHOPa30BUH
"ANGELMED" 6 ml Luer Slip with needle, crepunbHnit "ANGELMED" 6 ma Luer Slip 3 ronkoto,
22G (0,7x40 mm) 22G (0,7x40 mm)

31 | Three-part injection disposable sterile syringe Ulnpur in’ekuiifHuii 3-X KOMNOHEHTHUH OOHOPA30BUIA
"ANGELMED" 2,5 ml Luer Lock with needle, crepunshuit "ANGELMED" 2,5 mn Luer Lock 3 ronkoro,
23G (0,6x30 mm) 23G (0,6x30 Mm)

32 | Three-part injection disposable sterile syringe Inpuu in’exuifHmii 3-X KOMIOHEHTHUH OIHOPA30BHit
"ANGELMED" 3 ml Luer Lock w1th needle, crepwipHuii "ANGELMED" 3 mnt Luer Lock 3 ronkoto,
23G (0,6x30 mm) 23G (0,6x30 Mm)

33 | Three-part injection disposable sterile syringe npyu in’exuifHUH 3-X KOMIOHEHTHHI OAHOPA30BUMH

"ANGELMED" 5,5 ml Luer Lock with needle,
22G (0,7x40 mm)

crepunbHuit "ANGELMED" 5,5 mn Luer Lock 3 ronxoro,
22G (0,7x40 mm)

Poxxko O.A.
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34

Three-part injection disposable sterile syringe
"ANGELMED" 6 ml Luer Lock with needle,
22G (0,7x40 mm)

Cropinka 4, Ctopinox 4

Ilnpui iH’eKUidHUE 3-X KOMIIOHEHTHUH OHOPA30BUH
crepunsHnii "ANGELMED" 6 mn Luer Lock 3 ronkoto,
22G (0,7x40 Mm)

35

Two-part injection disposable sterile syringe
"ANGELMED" 2,5 ml Luer Slip with needle,
23G (0,6x30 mm)

npun in’exuiitHuit 2-X KOMMOHEHTHUI OHOPA30BHA
crepunsauii "ANGELMED" 2,5 mn Luer Slip 3 ronkoto,
23G (0,6x30 Mm)

36

Two-part injection disposable sterile syringe
"ANGELMED" 3 ml Luer Slip with needle,
23G (0,6x30 mm) '

Il npuu iR’ exuifHui 2-X KOMINOHEHTHUI OJHOPA30BUI
crepwbHUE "ANGELMED" 3 mn Luer Slip 3 ronkoto,
23G (0,6x30 Mm)

37

Two-part injection disposable sterile syringe
"ANGELMED" 5,5 ml Luer Slip with needle,
22G (0,7x40 mm)

Hlnpuy iH’ekiifHAN 2-X KOMIIOHEHTHUH 0HOPa30BHi
crepunsHuit "ANGELMED" 5,5 mn Luer Slip 3 ronkoro,
22G (0,7x40 Mm)

38

Two-part injection disposable sterile syringe
"ANGELMED" 6 ml Luer Slip with needle,
22G (0,7x40 mm) :

IInpun iH’exiiHAR 2-X KOMIOHEHTHUWH OHOPa30BUMH
crepunshuii "ANGELMED" 6 mn Luer Slip 3 ronkoro,
22G (0,7x40 mMm)

Poxxko O.A.

MII

okt gt

€, 130t aigung o
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Jiangsu Kanghua Medical Equipment Co. Ltd.

3sit No.: 2024-1002

Cepradikart anaizy

Iepesipxa No.: 2024-1002

Inpwn iv’ekuifiHuA 3-X KOMIMOHEHTHUH

HaiimenyBanHs onnopazosuit crepunsHuil "ANGELMED" 5 mn c L 5 mi/ml (0,6x30 MM/mm)
nponyKuii Luer Slip 3 xBoma ronkamu, 23G (0,6x30 Mm) Ta nema bl Ta (0,7x40 MM/mm)
22G (0,7x40 mm)

Tapris (cepis) Ne 241014 (Sterilization 241015) Hara BrpoOHUIITB 2024.10
IIpunatHi go 2029.09 Kinexicts B maprii 851 760
BupoGauauit . : : o

) ) Jiangsu Kanghua Medical Equipment Co. Ltd. KinekicTs TECTY 125
MiAPO3 i

[HCIexuis ToBapy

XiMiYHI BUMOTH;
GiororiuHi BUMOrH;

(i3ngaHi BUMOTrH;

Jata iHcrekuii

2024.10.16~2024.10.29

ITepesipka ToBapy

ISO7886-1: 2017, GB15810-2019

Jara 3BiTy

2024.10.30

IlepeBipka ToBapy

‘ Bumoru crangapris

PesyabTaTn nepesipkn

[Ximiuni Bumorn]

ExcrparoBaHi MeTanu [MOBWHHO BiAITOBiIaTy BUMOraMm Bignosigae
KHCNOTHICTE-IIY)KHICTh 1.0 max (pizHuL B 3Ha4eHHi pH) 0.2
[Bionoriuni Buvoru]
AniporeHicTb l [IOBHMHHO Bi/IIIOBiIaTH BIMOram Binnosizae
[@izuuni Bumorn]
HOBMHHI OyTH BiNBHI Bio 4YacTOK i CTOPOHHIX . ,
Yucrora ) Binmosinae
JIOMILIIOK
3MalleHHs 3MalieHHs He MOBUHHO OyTH BHAHO Bigmosinae

Jlormyck Ha rpajgyiioBaHy MiCTKiCTh

SKII0 MEHIIe IIOJIOBUHM HOMIiHAJIEHOI €MKOCTI
+(1.5% Bix V+1% 3muroro 06'eMy) 2 mn/ml Ko
fopiBHIOE a60 Ginblue MONOBUHM HOMiHAJBHOL
eMKocTi £4% 3nuroro 06'emy 5 Mi/ml

-0.0607~0.0527 mn/ml

-1.6%~1.5%

T'panyroBaHHS LIKAIH

Llina moginku mkanu nosuaHa 6y 0.2 Mu/ml; Jlinii
rpayloBaHHs TOBHHHI OyTH OJHAKOBOI TOBIIMHHU.
Bonn TOBUHHI

JIe)KaTH B IJIOIINHAX,

pO3TAIIOBAHWX  TEPIEHAMKYSIPHO 10  Bici
mumisapy. IToB3MOBXHS BiCE TIOBUHHA OyTH
piBHOMipHO Kinumi  ninift
rpajytoBaHHs

pO3TaINOBYBaTHCSA

nporpanyioBaHa.

OIHAKOBOI  JIOBXHWHU TMOBHHHI

BepTHKANBHO.  JOBXKHMHU
KOPOTKMX JiHifl Ha KOXHifl IIKani TMOBHHHI
JIOpiBHIOBaTH NpPUOIM3HO MONOBMHI HTOBXKHUHH

JOBTHUX TiHIH.

228

HymepyBaHH IIKaNH

Tpupicr Mix JiHil TpamxyroBaHH. /nop
1 mi/ml. HoMiHanbHa €MHICTB 335K ,0}0




TIEPETUHATHCH HABILT JIiHISIMA TpaxylOBaHHI IO
AKUX BinHOCATHCA. L{udpu moBHHHI OyTH GITU3BKO,
are He TOPKAaTHChH JiHIMl TpaiylOBaHHS [0 SIKUX
Bi/IHOCATECH.

3aranpya JOBXKHWHA MKAIH O JIHIT

YBEPTi AOBKUHU HaliMEHIIOl I[iHN TOIiTTKI

, . , >36 MM/mm 42 MM/mm
HOMiHaNbHOI MiCTKOCTI
HyneoBa IiHiS rpamyloBaHHS UKl IIOBMHHA
[Monoxennst mkanu 36iratucs 3 JiHICIO BiUIIKy HOPIIHA B Meax Binmoginae

Posmip umninapy

JlopxuHA IMTIHAPY TOBWMHHA OYyTH TaKowo, 100
MakcMMallbHa MicTKicTh mmpuny Oyna Ha 10%

Ginplle HOMiHaIbHOI MiCTKOCTI

21%~22%

PyxosaTka

HeoOxigHo mnepekoHaTwcs, ULI0 IINPHUIL HE
obepHeThes Gimpm Hix Ha 180° mpu ycraHOBHi
Horo Ha IUIOCKY MOBepxHIO mixg kytoM 10° mo

TOPU3OHTY

Biamnosigae

JIoBKHHA TIOPIIHIO 3 TIOBEPXHI
3aXOTUICHHS JI0 TOPLIO

MiHiMalbHa JOBXKWHA TIOBUHHA OyTH 8§ MM/mm

14.2 mm/mm~14.8 MM/mm

NOBMHHA MaTH BHOMMY i YiTKy KpOMKOIO, fAKa

BUCTYIIA€ B SKOCTI JIiHII BiJUTIKY Yy KiHIIS ITOPIIHS.

menwe 1.2 MM/mm

Jlinis BimmiKy . L . Bingmosigae
Jlimis Bimmiky moBMHHA OyTM B KOHTakTi 3
BHYTPILIHBOIO TOBEPXHEIO LMITIHAPY
Kownivne 3'eqHaHHs noeuHHI Bignosigata ISO 80369-7 Binmmosinae
TTonoxeHHss  HaKOHEYHWKAa Ha | HAKOHEYHHK LIPHITY MTOBUHEH oyt ) ,
.. . Bianosinae
LITIHApI po3TalloBaHUN EKCUEHTPUYHO
, IPOCBIT HAKOHEYHWKA MOBUHEH MaTU JiaMeTp He
ITpocBiT HakOHEeYHHKa 2.2 MM/mm

MepTBuit POCTip

<0.075 mur/ml

0.042 mi/m1~0.068 mn/ml

BincyTHicTs BHTOKY TOBIiTpA i

npy BuUnpoOyBaHHI Ha HaUIMIIKOBHM THCK He
MOBUHHO BinOyBaTHCS BUTIKaHHA BOAM Yepes
HopuIeHs 260 yIuibHIOBa4(1); IpA BUNPOOyBaHHI

MOBWHEH BiAIMOBIIATH BUMOTraM

. Ha HETaTHBHWIl THCK HE IOBMHHO BimOyBaTHCS Bingnosinae
pmHH.“ BUTIKAaHHA TOBiTpA  I[0B3  TopmeHb  abo
yIIinbHEHHA(M) 1 He IOBMHEH IafaTd THUCK Ha
MaHOMETpi;
ITaxyBanHS MTOBMHHO BiIIIOBIigaTH BUMOTamM Bigmosinae
MapKyBaHHS TIOBMHHO OyTM [OBHMM, 3MiCT ) )
MapkyBaHHs Bimnosinae

BucHoBoK: nepesipsnuca sianosinno [SO7886-1: 2017, GB15810-2019, 3poGneHo BUCHOBOK, IO AaHa napris npoiimna

BHMPOOYBAHHS.

KoxeH fecaTuii TeCT BiIMOBIIaE MOKA3HWKAM CTEPUIILHOCTI




CrepuiIbHI rinofepMiyuHi rojku JUist OXHOPa30BOro BUKOPHCTAHHS

3BiT BUNpOOYBaHb Qi3NYHUX BUMOT

HaiimenyBanHus
TNIPORYKILIT, 0 CrepunipHi  rimomepMiuHi TONMKA A7 o
nepijpﬂeTBcﬁ OOHOPa30BOI'0 BUKOPHUCTAHHSA CHCLIH(I)IK&L[ISI 0.7x40 Mm/mm
IMapris (cepis) Ne 241014 (sterilization 241015) Jara BupoOHMIITBa 2024.10
[pupatHi 1o 2029.09 / /
Bupo6Huamii Jiangsu Kanghua Medical Equipment ..
. . Kinexicts Tecty 125
i IpO3Iin Co. Ltd.
THcmexuis ToBapy (izmuni BUIMoOTH, Jara increkmii 2024.10.16~2024.10.17
o . GB15811-2016 . e
epeBipka ToBa .10.
PR TR 1SO7864-2016 flara saity
; PesyabTaTu
Ileperipka ToBapy Hopma .
nepeBipKH
JXKopctkicth HopMa 3rudy <0.50 MM/mm 0.39-0.44
MimHicTh He nosunHO OyTH po3ipBaHa MpOTITroM LUKILY Be3 po3pusy
JlomycTUMHEit BMICT KHCITUX 1 JIy)KHUX ) i
. [TornHeH BimmOBIZATH Hobpe
JOMIIIOK
Koniune 3'e1HaHHA TToBunHO Bigmosigata 1S080369-7 Binmoginae
3'eTHaHHS TOJIOBKH | TPYOKH TONKH He mosunHO pyitHyBaTHch ipu 40 H He 3pyfiayBanocs
Bictps ronku TToruHHO GyTH TOCTPUM i BITBHAM BiJ 3aIMPOK Bigmnosinae
BicTpst ronku OBUHHO GyTH TOCTPHUM i MaKCHMalTbHE
3ycHuIst MPOKOMIOBAHHS . . 0.42~0.58
3yCHIUIS He TIOBUHHO GyTH Ginbue, Hix 0.85 H
3oBHilHIA KiamMeTp D=0.710%0.01Mm/mm 0.702-0.711
JomxunHa TpyOKH 1=35.5~40.5 mM/mm 36.2~37.0
KyT 3aTouyBaHHS TOJIKH a=11°42° 10°34” ~12°26”
Yucrora TToBuHHI 6yTH BiILHUMHE BiJ 4aCTOK i CTOPOHHIX TOMILIOK Yucri
I1IBUAKiCTS HOTOKY BOM Yepe3 FONKY Mif TilpoCTaTHYHIM
L . THCKOM, 10 He nepesurye 0,1 MITa moeunHa 6yTH He . .
TIpoxigHiCTh NPOCBITKY ) . Binmnogsinae
Menmie 80% BifI OTOKY IS FONIKH €KBiBalIEHTHOTO
niamerpy
Konip roioBka ronku TloBuHeH OyTH YOpPHIM Binnosinae
IT i IBHICTb i imiliHicTs TPYOKH, TOB . .
I — epeBipTe PiBHICTH 1 ]'IpﬂMOJ.'IIH lf‘,T Py LUHY Binesiae
TpyOKH 1 Iepepi3
3MarneHHs 3MalneHHs He TTIOBUHHO OyTH BUIHO Binnosinae
3anob6iKHAN KOBMau0K IToBMHEH 3aXHUIIATH BiCTPi TONKK Bignosinae

BucHoBoK: mepesipsmcs BianosiaHo 1SO7864-2016, GB15811-2016, 3po6iieH0 BUCHOBOK, IO
JiaHa naprtis npoiimia BunpoOysanHs. KoxeH necaTuii TecT BiANoBinae noggu ‘
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CrepunbHi rinofepMivyHi FOIKU U151 OMHOPAa30BOro BUKOPUCTaHHS

3BiT BUNpoGyBanL GisHYHHX BUMOT

HaiimenyBanus
MPORYKIii, Mo
nepeBipAETHCS

CrepwTsHi rinomepMidHi TOIMKY 115
OJIHOPa30BOr0 BUKOPUCTAHHSA

Crneuudikauis

0.6x30 MmmM/mm

ITapris (cepist) Ne 241014 (sterilization 241015) Jara BupoOHUIITBa 2024.10
TpunatHi Ko 2029.09 / /
BupoGHuTwi Jiangsu Kanghua Medical Equipment o

) ) KinekicTs Tecty 125
Miapo3in Co. Ltd.

IHcmekuist ToBapy

(hiznuHiI BIMOTH;

Jara incnexuii

2024.10.16~2024.10.17

GB15811-2016

[Nepesipka ToBapy aTa 3Bi 2024.10.30
: 1SO7864-2016 flerra ssity
; PesyasTaru
IlepeBipka ToBapy Hopma .
nepeBipku
XKopcTkicThb Hopwma 3runy <0.45 MM/mm 0.35-0.38
Miunicts He nosunHO 6yTH po3ipBaHa NpOTATroM HUKITY Be3 po3pusy
JIomycTUMWUI BMICT KHCITUX 1 Ty)XHUX ) )
. IToBuHEH BignoOBinaTH Hobpe
JIOMILIIOK
Koniune 3'eqHaHAsA ITosunnoO Bigmosimata [S080369-7 Bignosigae
3'eqHaHHS TONOBKH i TPYyOKH rOKH He mosunHoO pyitnyBaTrcs mpu 34 H He 3pyiinyBanoce
Bictps ronkn TToBuHHO GYTH rOCTPUM i BINEHAM Bij Bif 3aUpPOK Bigmosinae
BicTpst ronku noBUHHO GyTH TOCTPUM i MaKCHMaJIbHE
3yCcHImIst IPOKOITFOBAHHS ) . 0.36~0.57
3yCHIIIA He TOBMHHO GyTH Ginbine, Hixk 0.70 H
3oBHilHIA AlamMeTp D=0.630=%0.01MM/mm 0.625-0.634
JloBxiHa TpyOKH L=27.5~31.5 mM/mm 29.5~30.4
KyT 3aTOuyBaHHs FOIKH a=11°+2° 10°42” ~12°38”
Yucrora TToBuHHI 6yTH BiTEHUMMY BiJl 9aCTOK i CTOPOHHIX JOMIIIOK Yucri
11IBMAKiCTE TIOTOKY BOAM Yepe3 rONKY IiJl TipoCTaTHYHIM
L . THCKOM, 10 He nepesurye 0,1 MITa mopnuHa 6yTH He . .
IIpoxiaHicTh MPOCBITKY . . Binnosigae
MeHre 80% BiJ TTOTOKY IUIS TOIMKH EKBiBaJIEHTHOTO
nIiameTpy
Konip ronoBky ronku Mae GyTi TEMHO CHHIl Binnosinae
TlepeBipTe PiBHICTB i IPAMONIHIAHICTE TPYOKH, TOBIIX . .
Hedexrn PERIp= P . ) B w Binmnosimae
TpyOKkH i mepepis
3MarneHHs 3MaleHHs He TIOBUHHO OyTH BHIHO Binmoginae
3anobixHUN KOBIA40K IToBMHEH 3aXUILATH BiCTPi FOMKK BinmnoBinae

BYICHOBOK: MepeBipsuHCs BiATIOBIIHO 1SO7864-2016, GB15811-2016, 3po6neHO BUCHORBOK,

IO JaHa TapTis MPOHIIa BHIPOOYBaHHS.

KorkeH HeCATHI TECT BijIMOBi1a€ MOKA3HAKAM CTEPHITBHOCTI




Jiangsu Kanghua Medical Equipment Co. Ltd.

Ceprudikar aHaxisy

3BiT No.: 2024-1001 Tleperipka No.: 2024-1001
lnpun in’ekuifHmii 3-X KOMMOHEHTHHMI
HaiimenyBanHs onHopasoeuii crepunshuii "ANGELMED" 2 mn . 2ml (0,6x30 MM) Ta
. Crenmdikanis
TIPOMYKII{ Luer Slip 3 nBoma ronkamy, 24G (0,55x25 MmM) Ta (0,55%25 mm)
23G (0,6x30 Mm)

TTapris (cepis) Ne 241014 (sterilization 241015) Hara BupoOHMIITBA 2024.10
[TpupatHi 10 2029.09 Kinekicts B maprii 774 000
BupoGuuunit . . . N

. , Jiangsu Kanghua Medical Equipment Co. Ltd. KinekicTs Tecty 125
nigpo3nin
XiMiYHi BUMOTH;

IHcnexuist ToBapy GiororiuHi BUMOry; Jara incneknii 2024.10.16~2024.10.29

¢i3nyHi BUMOTrH;

IlepeBipka ToBapy 1S0O7886-1:2017, GB15810-2019 Hara 3BiTy 2024.10.30

IlepeBipka ToBapy | Bumorn crangapris l Pe3ynbTaT nepesipku

[Ximiuni Bumorn]

ExcrparoBaHi MeTanu MOBMHHO BiANOBiIaTH BUMOraM Binnoginae
KucnoTHicTB-ITyXKHICT 1.0 max (pisHuns B 3HaueHHI pH) 0.2

[Bionoriuni BumMorn)

ATiporeHicTh | [TOBUHHO BiJIOBigaTH BUMOram Binmosigae

[®izuani Bumorn]

MOBMHHI OyTH BUNBHI BiI YacTOK i CTOPOHHIX ) )
Yucrota ) Binmosigae
JOMITIIOK

3MalleHHs 3MaleHHsA He IOBUHHO OyTH BHIHO Binnoginae

SKIIO MEHIIe IONOBMHM HOMIiHAJEHOI €MKOCTI
+(1.5% Bin V+2% 3nuroro o6'emy) 0.8 mn/ml sixuio -0.0289~0.0213 ma/ml

Jlonyck Ha rpaxyioBaHy MiCTKiCTh . ) ) .
JopiBHIOE a0o0 Ginblne IOTOBHHH HOMIHAIBHOL

eMKocTi £5% 3muroro 06'emy 2 mi/ml -1.5%~1.6%

Llina nopinku mkanu nosuHHa GyTH 0.1 Ma/ml;
Jlinii rpamyroBaHHsA OBHHHI OYTH OJIHAKOBOT
TOBIIVHY. BOHM TIOBUMHHI JIE)KaTU B IIJIOIMHAX,
pO3TAINOBAHKMX  IEPIEHIUKYISPHO IO  Bici
I_II/I.HIHJIPy. IToB3MOBXKHA  BICH gggwmgym
I'pamyroBaHHS LIKAIK piBHOMipHO  mporpamyioBaHgE:“KiHui T

TpagyrOBaHHs  OAHAKOB Olgéq. 10

&
pO3TalIOBYBaTHUCH BCpTi‘ a.

y

KOpPOTKMX JIHIf Ha KOKHINLY

JOpIBHIOBATH  TIPUOIH3HO G\

s \
JOBIUX JIIHIN. O




[pupict Mk miHilt TpaxyroBaHHA NMOBUHEH OyTH
0.5 Mi/ml. HomiHanmbHa eMHICTH 3a IIKAJIOK0
nosurHa OyTH 2 Mi/ml. Iudpn Ha mkani noBUHHI

OyTH pO3TaloBaHi BEPTUKANIBHO i TAKUM YHHOM

HymepyBaHHs mkamm o Binmosinae
06 TIepeTHHATHCH HABIIIJ JIHIAMU TPpagyIOBaHHS
JI0 AkuX BigHOCATHCA. L{udpy noBuHHI GyTH
OJM3BKO, alle He TOPKATUCK JIiHil rpagyroBaHHS 10
SIKMX BiJJHOCSTECA.
3aranbHa JOBXKHMHA IITKAK 0 JiHil
) . ) >27 mM/mm 32 MmM/mm
HOMIHAJILHOT MiCTKOCTI
HynboBa niHiA TpagyroBaHHS IOKamW ITOBHMHHA
TTonmoxxeHHs MIKaIH 3GiraTics 3 JiHIEIO BiAIIKy MOPIIHA B MeXax Binnosinae

YBEpTi MOBKIHN HAMEHIIOl LiHY TTOMIIKK

JlomxuHa UMNTIHAPY IMOBUHHA GYyTH TaKoro, 100

Po3Mip uuninapy MaKcUMalbHa MicTkicte mmpumy Oyma Ha 10% 17%~18%
GinbIie HOMiHAJIEHOT MiCTKOCTI
HeobximHo ImepekoHaTHCS, 1O IIMPUI HE
obGepHerhes Oumsln Hixk Ha 180° mpm ycraHOBIHi i )
PykosiTka Binmoginae

{oro Ha IMIOCKY MOBepXHIO mig kytom 10° mo

FOPU30HTY

JlopxrHa TIOPIIHIO 3 TOBEPXHIi

3aXOIUIEHHS 0 TOPILIO

MiHiMaJIbHa JOBXKHHA MOBMHHA OyTH 9 MM/mm

13~14 MM/mm

INIOBHHHAa MaTH BUAUMY i ‘IiTKy KPOMKOIO, sKa

BUCTYITA€ B AKOCTI JIHII BimmiKy y KiHII MOPIIHS.

Jlinis Bigmiky L. L. . Binnosigae
Jlimis Bigmiky moBMHHa OyTM B KOHTAaKTl 3
BHYTPILIHBOIO TOBEPXHEIO LUIHAPY
Koniune 3'emHaHHS nosuHHI Bignosigatu ISO80369-7 Bingnosigae
ITonokeHHsl ~ HAaKOHEYHWKA  HA | HAKOHEYHHK HInpuLa NIOBUHEH OytH ) )
R " - : Binnosinae
LANIHJPI pO3TAIIOBaHMii 10 LIEHTPY, CIIiBBICHO 3 MIIIHAPOM
. MPOCBIT HAKOHEYHHKA MMOBWHEH MaTH JiaMeTp He
[IpocBiT HaKOHEYHMKA 2.2 MM/mm
Menme 1.2 MM/mm
MeptBuii pocTip <0.07 mn/ml 0.03 mn/ml
npy BUNpOOyBaHHI Ha HAJUIMIIKOBMA THCK HE
[OBMHHO BifOyBaTMcsi BUTIKAHHA BOOM 4epes
) ) ) .| nopmens a6o ywineuroBau(¥); npu BUnpobyBaHHi
BigcyTHICTE BUTOKYy MOBITPA i . i ) )
i Ha HEeraTMBHMH THCK He TIOBHHHO BifOyBaTHCH Binmosinae
pinuHA . )
BUTIKaHHS  TOBITpA TOB3  TOpeEHbs  abo
ylineHeHHA(M) i He TMOBMHEH IafaTd THCK Ha
MaHOMETDI;
ITakyBaHHs MIOBUHHO BiJIIOBIigaTl BUMOraM Binnosinae
MapKyBaHHS TOBMHHO OyTH TIOBHHM, 3MicCT ) .
MapkyBaHHSA Binmosigae

TIOBMHEH BiMIIOBiIaTH BUMOTraM

BHITPOOYBaHHS.

Kowxen gecatuit tect BiZMOBIAE MOKAa3HUKAM CTCpHHbHOCTi



CrepunbHi rimoepMiyHi roiku JUIs OMHOPA30BOr0 BUKOPUCTAHHSA

3BiT BUNpoOyBaHb QisHYHAX BHMOT

HaiimenyBanns

NpomyKLi, 1o CrepunpHi rinofepMiuHi roxu s o

nepeBipseThCa OTHOPa30BOr0 BUKOPHUCTAHHS Creumdikartis 0.6x30 mm

[Mapris (cepis) Ne 241014 (sterilization 241015) Jlata BupoOHHIITBA 2024.10
Tpunarhi go 2029.09 / /
BrpoGautwii Jiangsu Kanghua Medical Equipment L
) . Kinekicts Tecty 125
mimposmin Co. Ltd.

[HCTIekwist ToBapy

¢iznuHi BUMoOrH,

Jlata incnexiii

2024.10.16~2024.10.17

GB15811-2016

ITepesipxa ToBa ara 3Bi 2024.10.30
GRS 1S07864-2016 flara snity
) PesynbTaTu
IepeBipka ToBapy Hopma .
nepeBipKu
XKopcrkicTs HopMa 3ruHy <0.45 MM/mm 0.35-0.38
Miunicts He noBuHHO GyTH pO3ipBaHa MPOTITOM LUKILY Bes pospusy
JormycTiuMuii BMICT KHCIAX i JTy)KHHX . .
. IToBuHEH BimITOBIZATH Hobpe
JIOMILIOK
Koniune 3'eqHaHHS TToBunHno Bixnosigata 1S080369-7 Binmosigae
3'eTHAHHS TOJIOBKH i TPYOKH T'ONKH He noBuHHO pyitHyBaTHCh npn 34 H He 3pyitHyBanocs
Bictpst ronku IToBuHHO GYTH TOCTPHMM i BUTBHIM BiJl BiJ 3aMPOK Binnoginae
BicTps ronki moBHHHO GyTH FOCTPHUM I MaKCHUMAaTbHE
3ycHis NpOKOMIOBaHHS . . 0.37~0.56
3yCHJUISL He OBMHHO OyTH Ginbine, Hixk 0.70 H
30oBHIIHIH AiaMeTp D=0.630+0.01MM/mm 0.625-0.634
JoBxuHa TpyOKu L=27.5~31.5 mm/mm 29.3~30.4
KyT 3aTouyBaHHS ronku a=]1°+2° 10°41” ~12°28”
Yucrora TToBuHHI 6yTH BiIGHUMHY Bifl YaCTOK i CTOPOHHIX JOMIIIOK Yucri
1IBuaKiCTE MOTOKY BOAW Yepe3 roNKY Iif IipocTaTHHIM
L . THCKOM, 1110 He nepesuinye 0,1 MITa nosuaHa OyTH He . .
IIpoximHicTh POCBITKY ) ) Bingnosigae
meHute 80% BiI HOTOKY IUIs TOJIKK €KBIBaJIEHTHOTO
IiaMeTpy
Konip ronosku ronku Mae GyTi TEMHO CHHIl Bigmosinae
Tlepesipre piBHICTE i MPAMONIHIAHICTE TPYOKH, TOBIIMHY , i
Hedexrn peBipTe P P ) . Bingnosimae
TpyOKH i nepepis
3MarneHHs 3MaleHHs] He TIOBUHHO OyTH BHIHO Binmosigae
3ano6iKHMI KOBIAa4OK TToBUHEH 3aXMIIATU BiCTPi FONKH Binmosigae

BucHoBok: nepeBipaiuca Binnosinio [ISO7864-2016, GB15811-2016, 3po6rneHo BUCHOBOK, 10 ).\aHa naprrm npoiiuuia

BUMPOOYBAHHA.

KoxeHn necaTiit TecT BiANOBIJla€ MOKA3HUKAM CTEPUIIEHOCTI




CrepunpHi rinogepMidHi FONKH I OAHOPA30BOr0 BUKOPUCTAHHS

3eiT BINpolGyBanb GisHYHUX BHMOT

HaiimenyBanHs & L o
TEPUIIBHI rinogepMiuH ;
MPOIyKIIi, 0 P Aep O A Crneuugikaris 0.55x25 MM
. OIHOPa30BOr'0 BUKOPUCTAHHS
nepeBipsAeTbCs
TTapris (cepis) Ne 241014 (sterilization 241015) Jara BupoOHULITBA 2024.10
Ipupatxi no 2029.09 / /
BupoOamamit Jiangsu Kanghua Medical Equipment L
: : KinexicTs Tecty 125
Tipo3Iin Co. Ltd.
[Hcnexuis ToBapy ¢i3uuHi BUMoOry; Hara incnexuii 2024.10.16~2024.10.17
. ) GB15811-2016 . 2024.10.30
epeBipKa TOBa I .10.
peRipia Torapy 1SO7864-2016 flara aairy
. PesynbsTaTn
Ileperipka ToBapy Hopma .
nepeBipku
XKopcrkicTb Hopma 3ruHy <0.40 MM/mm 0.32-0.36
MinnicTts He moBuHHO GyTH po3ipBaHa MPOTATOM HUKITY Be3 po3pusy
JlomycTUMHUIA BMiCT KHCITHX 1 JTy)KHUX ) )
) [ToBuHeH BiATIOBIAATH Hobpe
JOMIITOK
KoHiuHe 3'enHaHHA ITosuaHO BigmoBigata 1S080369-7 Bianosigae
3'eTHAHHS TOJIOBKY i TPYOKH TONKH He nmosunHO pyitHyBaTuck mpu 34 H He 3pyiinyBanocsk
Bicrtps ronku IToBrHHO GyTH rOCTpPUM i BiJIBHUM BiJl BiJl 3aqUPOK Binmnogsinae
BicTps ronku noBUHHO OYTH TOCTPUM i MakcUManbHe
3yCHIITS MTPOKOMIOBAHHS . . 0.36~0.52
3yCHIIISL He TTOBMHHO OyTH Ginbue, Hixk 0.70 H
3oBHIIIHINi giameTp D=0.550+0.01 Mmm/mm 0.551-0.556
JomxurHa TpyOKH L=22.5~26.5 MM/mm 24.3~25.1
KyT 3aTOuyBaHHS TONKA a=11°+2° 1023 ~12°41”
Yucrora TToBuHHI GyTH BITBHMMHE Bifl YACTOK i CTOPOHHIX JOMIILIOK Yucri
IIBMAKICTE TOTOKY BOXM Yepe3 TONKY i/ TigpoCTaTHIHUM
L . THCKOM, 110 He nepesuurye 0,1 MITa noBuHHa 6yTH HE . .
[TpoxigHICTE MPOCBITKY . . Binnosinae
Menre 80% Bifl TIOTOKY IUIS1 FOJIKY €KBIBalIEHTHOI'O
nIiameTpy
Konip ronoskm ronku Mae 6ytu ¢ioneroBuii Bignosinae
TT i iBHICTB 1 IPSIMOJIHIMHICTE TPYOKY, TOBLIN . .
Jedexrn CpeRIpTe P P ) . P i Bignoginae
TpyOKH i epepi3
3MalieHHs 3MauIeHHs He TIOBUHHO OyTH BUAHO Binnosigae
3anobiKHUH KOBIa40K TToBMHEH 3aXWIIATH BiCTPi FONKK Bigmoginae

BucHosok: niepenipsaucs Binnosigao 1S07864-2016, GB15811-2016, 3po6reHo BICHOBOK, 1O J1aHa napris npoiina

BUMPOBYBaHHA.

Koxen fecaTuit TecT BiinoBinae MoKazHWKaM CTEPUIBHOCTI




Bupo6Huk:
(na3sa, TenedoH, e-mail,
wWww)

MicuesHaxomKeHHs
BUpoOHUKa (Axpeca
MOTYXKHOCT e
BUPOOHNUTBA):

YnoBHOBaMXKeHHIT

NpeaACTABHUK:

(na3Ba, xon €JIPTIOY,
KepIBHHUK, TesedoH, e-mail,
WWW)

Micue3sHaxoaKeHH s
YIOBHOBAKEHOTO
npeAcTABHUKA

IlinTBepmAKyE, IO
MeIUYHUIT BUPi0

BiamoBigae

MpoLeAypa OWiHKH

BignmosigHocTi

Knac pusuxy

JlonaTkoBi BizomocTi

Jexnaapauisi npo BiqinoBiaHicTh

NeUA.MD.216-19/1-AM gin 05.04.2024 poxy
(Bepcis 01)

Jiangsu Kanghua Medical Equipment Co. Ltd.
(xanrcy Kanrya Menikan Exsinment Ko. JItz.)
Ph: +86 519 8867 5173; Fax: +86 519 8867 5173,
e-mail:kanghua@chinakang-hua.com;
web:www.kanghuamedical.com

213115, Sanhekou, Changzhou, People’s Republic of China
(213115, Canxexy, Hanwkoy, Kurait)

TosapuctBo 3 06MexeHo10 BignoBigaabHicTi0 "AJIEKCDOAPM",

kox 3a €IIPTIOY 37135507,

B 0co0bi aupextopa Poxxka Onekcanapa AHaronilioBuya,

Ten. +38 (044) 451-77-24, +38 (045) 955-40-00, e-mail:office@alexpharm1.com.ua

Byl KuiBcekuit Inax, 11, M. Bopucnine, Kuiecbka 061., Ykpaina, 08303

IInpnum in'exuiiini oxaopa3sosi crepunbni "ANGELMED"
(3rigHo moaaTky Ao wiel Aexgapauii 38 nyHKTIB nepeltiky)

BuUMoraM TexHiYHOro perinameHTy 010 MEANYHIX BUPOOiB, 3aTBepmikeHoro IlocTaHOROO
Ka6inety minictpi Ykpainu Ne753 Bix 02 sxorTHs 2013 poky

3rigHo "TlopsAAKy MpoBeREHH: MpoLexypH 3abe3nedeHHs ¢yHKLIOHYBaHHS KOMIUIEKCHOT CHCTEMH
YIpaBJIiHHSA AKICTIO" BiMOBiIHO A0 MOmATKY 3 (3a BUKITIOUEHHsM po3niny "TlepeBipka npoekTy
Menu4Horo Bupoby", myHkTH 8-11) TexHiuHOro perjaMeHTy OA0 MEAMYHUX BUPOOIB,
3arBepkeHoro IToctanoBoro Kabinety minicTpis Yipaiau Ne753 Bin 02 sxoBTHA 2013 poky

IIa
(3rimHo momatky 2 TeXHiYHOTO periaMeHTy MO0 MeAUYHNX BHPOOiB, 3aTBEPIKEHOTO
IMocranoBoro Kabinery minicTpis Ykpaiau Ne753 Bin 02 jxoBTHA 2013 poky)

1 TexHiuHa HOKyMeHTawis Ha MeOUIHNI BAPiO 30epiracThes 3a agpecoro:

ByJ1. KuiBcepkwmit [1nsx, 11, M. Bopucnins, Kuisceka 0611., 08303, Ykpaina,
ToeapucTBO 3 06MexeHoro BignoriganeHicTio "AJJEKCOAPM",

Ter. +38 (044) 451-77-24, +38 (045) 955-40-00, e-mail:office@alexpharm1.com.ua

2 Ceprudikar Bignosignocti NeUA.MD.216-19 penakuist 02, 3apeectpoBanmii y Peecrpi "05"
kBiTHS 2024 poky, midcumii mo "04" kBiTHa 2029 poxy, Bumanuii OpraHoM 3 OLIHKH
BignosigHocti TOB "VKPMEJCEPT", akpenuroBanuM HauioHansHAM areHTCTBOM 3 aKpeauTauii
Vkpainu Ha cepTudikaliro cucrtem MeHemkmenTy BianorinHo no JJCTY EN ISO/IEC 17021-1:2017,
arectar akpenurtauii Ne8O047 umuumit mo 14.11.2027, npusnayenuit MiHicTepcTBOM €KOHOMiKM
Vkpainu, 3a igenTudikauiiinam Homepom UA.TR.099, anpeca: Byn. Jlparomanosa, 1-A, od. 2, M.
Kuis, 02059, Ykpaina, Ten.: +38-067-595-02-30, https://ukrmedcert.org.ua/, na mincrasi Pimenus
OOB TOB «YKPMEJICEPT» Ne 001/MD-24.03.11/02 Bix 05.04.2024.

Jlexnapauio CKIaaeHo Mmia WiNKoBHTY BiNOBiAAbHICTE BUPOOHMKA.
Jlata HagaHHs qekapauii npo BigmoBignicTs (3rimno 3 JICTY ISO/IEC 17050-1:2006): 05.04.2024 poxy.
Miciie HamaHHs DeKnaparii npo Biamosiguicts (3rigno 3 JICTY ISO/IEC 17050-1:2006): Byn. Kuiscbkuii six, 11,

M. Bopucnine, Kuiecbka 061., 08303, Yipaina.
Tepwmin nii gexnmapatii: xo 04.04.2029 poxy.
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JOIATOK
no Jexmapauii npo BiAnoBigHicTH
NeUA.MD.216-19/1-AM Bin 05.04.2024 poxy
(Bepcis 01)

Ne
n/n

Ha3sgsa anriaiiicbKxoro MoBoIo

Ha3ssa ykpaiHcLEKO0I0 MOBOIO

Three-part injection disposable insulin sterile syringe
"ANGELMED" 1 ml U-100 Luer Slip with detachable
needle, 30G (0,3x13 mm)

Inpun in’ekuifHui 3-X KOMIOHEHTHME IHCYTIHOBUI
onHopasosuil ctepunbHuit "TANGELMED" 1 mn U-100 Luer
Slip 3i 3niMHORO ronkorwo , 30G (0,3x13 MM)

Three-part injection disposable insulin sterile syringe
"ANGELMED" 1 ml U-100 with permanent needle,
30G (0,3x13 mm)

MInpur i’ ekuifHAi 3-X KOMITOHEHTHHUI iHCYITIHOBHI
onHopasoruit crepuneHuil "ANGELMED" 1 M U-100 3
inTerpoBaHoro rosxkoto, 30G (0,3x13 mMm)

Three-part injection disposable sterile syringe
"ANGELMED" 2 ml Luer Slip with needle,
23G (0,6x30 mm)

Inpui i’ exuiiAni 3-X KOMIIOHEHTHUH OHOPa30BHiA
crepunsauil "TANGELMED" 2 mit Luer Slip 3 ronkoto,
23G (0,6x30 mm)

Three-part injection disposable sterile syringe
"ANGELMED" 2 ml Luer Lock with needle,
23G (0,6x30 mm)

UTnpynu in’exuifHuiA 3-X KOMIMOHEHTHUH OJHOPa30BHH
crepunsHuit "ANGELMED" 2 M Luer Lock 3 ronkoro,
23G (0,6x30 Mm)

Three-part injection disposable sterile syringe
"ANGELMED" 5 ml Luer Slip with needle,
22G (0,7x40 mm)

IInpun in’exuifiauii 3-X KOMIOHEHTHHIH OHOPA30BHIA
crepuneHuit "ANGELMED" 5 mn Luer Slip 3 ronxoto,
22G (0,7x40 mm)

Three-part injection disposable sterile syringe
"ANGELMED"5 ml Luer Lock with needle,
22G (0,7x40 mm)

IInpun i’ exuiftHuif 3-Xx KOMIIOHEHTHUH OIHOPa30BUit
crepunpHuit "ANGELMED" 5 ma Luer Lock 3 ronkoro,
22G (0,7x40 mm)

Three-part injection disposable sterile syringe
"ANGELMED" 10 ml Luer Slip with needle,
21G (0,8x40 mm)

Inpuu in’exuiftanii 3-X KOMIOHEHTHH I OXHOPA30BHIA
crepunsHuii "ANGELMED" 10 mn Luer Slip 3 ronkoro,
21G (0,8x40 mMm)

Three-part injection disposable sterile syringe
"ANGELMED" 10 ml Luer Lock with needle,
21G (0,8x40 mm)

IInpun iv’ekUuifHui 3-X KOMIIOHEHTHHH OXHOPAa30BHH
crepunsamit "ANGELMED" 10 mn Luer Lock 3 ronkoto,
21G (0,8x40 Mm)

Three-part injection disposable sterile syringe
"ANGELMED" 20 ml Luer Slip with needle,
21G (0,8x40 mm)

IInpun in’ekuifinuii 3-X KOMIOHEHTHUH OJHOPA30BHIA
crepuneHuit "ANGELMED" 20 mn Luer Slip 3 ronkoro,
21G (0,8x40 Mm)

"ANGELMED" 50 ml Luer Lock with needle,
18G (1,2x40 mm)

10 | Three-part injection disposable sterile syringe Inpun i’ exuiitHnii 3-X KOMIOHEHTHHUH OXHOPA30BHi
"ANGELMED" 20 ml Luer Lock with needle, crepwisHUit "ANGELMED" 20 mi Luer Lock 3 ronxoro,
21G (0,8x40 mm) 21G (0,8x40 Mm)

11 | Two-part injection disposable sterile syringe Inpun in’ekuifHUi 2-X KOMIOHEHTHUI OOHOPA30BUI
"ANGELMED" 2 ml Luer Slip with needle, crepunsauit "ANGELMED" 2 mn Luer Slip 3 ronkoto,
23G (0,6x30 mm) 23G (0,6x30 Mm)

12 | Two-part injection disposable sterile syringe npwn in’exuifHAH 2-X KOMIIOHEHTHHR OTHOPAa30BUMH
"ANGELMED" 5 m Luer Slip | with needle, crepunbHuit "ANGELMED" 5 mn Luer Slip 3 ronkoro,
22G (0,7x40 mm) 22G (0,7x40 mm)

13 | Two-part injection disposable sterile syringe Inpuy v’ ekuiifHmit 2-X KOMIIOHEHTHHUH OTHOPa30BUMH
"ANGELMED" 10 ml Luer Slip with needle, crepunsumit "ANGELMED" 10 Mt Luer Slip 3 romkoro,
21G (0,8x40 mm) ' 21G (0,8x40 mMm)

14 | Two-part injection disposable sterile syringe Inpwu s’ exuifHmit 2-X KOMIMTOHEHTHHH OHOPa30BUH
"ANGELMED" 20 ml Luer Slip with needle, crepunbhuit "ANGELMED" 20 mnt Luer Slip 3 ronkoro,
21G (0,8x40 mm) 21G (0,8x40 Mm)

15 | Three-part injection disposable sterile syringe Inpwu in’exuifinuit 3-X KOMIOHEHTHUH OTHOPA30BUH

crepunshuit "ANGELMED" 50 mn Luer Lock 3 ronkoto,
18G (1,2x40 Mm)

Hupextop TOB "AJIEKCDOAPM"
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16 | Three-part perfusion disposable sterile syringe Inpuu nepdysiianit 3-X KOMIMOHEHTHUI OXHOPA30BUIA
"ANGELMED" 50 ml Luer Lock with needle, 14G (2,0 | crepunsunit "ANGELMED" 50 mi Luer Lock 3 ronkoro,
x30 mm) 14G (2,0x30 mMm)

17 | Three-part disposable sterile syringe "ANGELMED" Impun 3-X KOMIOHEHTHUI OXHOPA30BUi CTEPUIILHIIN
50 ml Catheter Tip without needle "ANGELMED" 50 ma Catheter Tip 6e3 ronku

18 | Three-part disposable sterile syringe "ANGELMED" Inpui 3-X KOMIIOHEHTHUH OIHOPA30BHIi CTEPUIILHHUIA
100 ml Catheter Tip without needle "ANGELMED" 100 mux Catheter Tip 6e3 ronku

19 | Three -part injection disposable sterile syringe Inpu in’eKUifHAIA 3-X KOMIIOHEHTHH I OHOPA30BUi
"ANGELMED" 2 ml Luer Slip with two needles, 24G | crepunsauit "ANGELMED" 2 mnt Luer Slip 3 nBoma
(0,55x25 mm) and 23G (0,6x30 mm) ronkamy, 24G (0,55x25 mm) ta 23G (0,6x30 MM)

20 | Three-part injection disposable sterile syringe Inpun in’ekuiliHui 3-X KOMIIOHEHTHHI OIHOPA30BUIl
"ANGELMED" 5 ml Luer Slip with two needles, 23G | crepunsuuit "ANGELMED" 5 mn Luer Slip 3 1soma
(0,6x30 mm) and 22G (0,7x40 mm) ronkamy, 23G (0,6x30 Mm) Ta 22G (0,7x40 MM)

21 | Three-part injection disposable sterile syringe Inpuy in’exuiifHui 3-X KOMIOHEHTHHI OTHOPa30BHiA
"ANGELMED" 10 ml Luer Slip with two needles, 23G | crepunbruiit "ANGELMED" 10 mn Luer Slip 3 neoma
(0,6x30 mm) and 21G (0,8x40 mm) ronkamy, 23G (0,6x30 mm) Ta 21G (0,8x40 Mm)

22 | Three-part injection disposable sterile syringe Mnpun in’exuifHni 3-X KOMIOHEHTHUH OTHOpPA30BHIA
"ANGELMED" 20 ml Luer Slip with two needles, 23G | crepunbruii "ANGELMED" 20 min Luer Slip 3 nBoma
(0,6x30 mm) and 21G (0,8x40 mm) ronkamu, 23G (0,6x30 mm) Ta 21G (0,8x40 Mm)

23 | Three-part injection disposable sterile syringe npun i’ exuifHui 3-X KOMIMOHEHTHUH OTHOPA30BHH
"ANGELMED" 2,5 ml Luer Slip with two needles, 24G | crepunbhnit "ANGELMED" 2,5 mn Luer Slip 3 isoma
(0,55x25 mm) and 23G (0,6x30 mm) ronkami, 24G (0,55x25 mm) Ta 23G (0,6x30 Mm)

24 | Three-part injection disposable sterile syringe npun in’exuifHMit 3-X KOMIOHEHTHHAN OHOPA30BHIA
"ANGELMED" 3 ml Luer Slip with two needles, 24G | crepmnsanit "ANGELMED" 3 mn Luer Slip 3 asoma
(0,55x25 mm) and 23G (0,6x30 mm) rojkamy, 24G (0,55x25 mm) Ta 23G (0,6x30 Mm)

25 | Three-part injection disposable sterile syringe MInpun iH’ekuifHuil 3-X KOMIOHEHTHUH OJHOPa30BUH
"ANGELMED" 5,5 ml Luer Slip with two needles, 23G | crepunsauit "ANGELMED" 5,5 mn Luer Slip 3 1BoMa
(0,6x30 mm) and 22G (0,7x40 mm) ronkamu, 23G (0,6x30 mm) Ta 22G (0,7x40 MmM)

26 | Three-part injection disposable sterile syringe npun in’ekuiifHuit 3-X KOMIOHEHTHUI OHOPA30BHH
"ANGELMED" 6 ml Luer Slip with two needles, 23G | crepuneanit "ANGELMED" 6 mn Luer Slip 3 nsoma
(0,6x30 mm) and 22G (0,7x40 mm) ronkamu, 23G (0,6x30 MM) Ta 22G (0,7x40 MMm)

27 | Three-part injection disposable sterile syringe IInpun iv’exuiiinuii 3-X KOMINIOHEHTHHUH OIHOPA30BUii
"ANGELMED" 2,5 ml Luer Slip with needle, crepunbHuii "ANGELMED" 2,5 mn Luer Slip 3 ronkoto,
23G (0,6x30 mm) 23G (0,6x30 mMm)

28 | Three-part injection disposable sterile syringe Inpun in’exuiitHuif 3-X KOMIIOHEHTHUI OTHOPa30BHH
"ANGELMED" 3 ml Luer Slip with needle, crepunbhuii "ANGELMED" 3 ma Luer Slip 3 ronkoto,
23G (0,6x30 mm) 23G (0,6x30 MM)

29 | Three-part injection disposable sterile syringe Inpwu in’exiifHmif 3-X KOMITOHEHTHUH OTHOpa30BUiH
"ANGELMED" 5,5 ml Luer Slip with needle, crepunbHuit "ANGELMED" 5,5 mn Luer Slip 3 ronkoto,
22G (0,7x40 mm) 22G (0,7x40 Mm)

30 | Three-part injection disposable sterile syringe Inpwu v’ ekuidHuit 3-X KOMIIOHEHTHUH OJHOPa30BHH
"ANGELMED" 6 ml Luer Slip with needle, crepwnpHuit "ANGELMED" 6 mn Luer Slip 3 ronkoro,
22G (0,7x40 mm) 22G (0,7x40 Mm)

31 |Three-part injection disposable sterile syringe Inpun in’ekuiiHuit 3-X KOMIOHEHTHUH OJHOPA30BUM
"ANGELMED" 2,5 ml Luer Lock with needle, crepunsuuit "ANGELMED" 2,5 mn Luer Lock 3 ronkoro,
23G (0,6x30 mm) 23G (0,6x30 Mm)

32 |Three-part injection disposable sterile syringe Inpuu i’ ekuifiHMiA 3-X KOMITOHEHTHUIA OTHOPA30BUH
"ANGELMED" 3 ml Luer Lock with needle, crepwisHmit "ANGELMED" 3 mn Luer Lock 3 ronxoro,
23G (0,6x30 mm) 23G (0,6x30 Mm)

33 | Three-part injection disposable sterile syringe Ilnpuy i’ exuifiHuiA 3-X KOMIIOHEHTHHI OTHOPA30BUH

"ANGELMED" 5,5 ml Luer Lock with needle,
22G (0,7x40 mm)

creprisHnit "TANGELMED" 5,5 mn Luer Lock 3 ronkoto,
22G (0,7x40 mm)

Poxxxo O.A.

MIT




34

Three-part injection disposable sterile syringe
"ANGELMED" 6 ml Luer Lock with needle,
22G (0,7x40 mm)

Cropinka 4, Cropinok 4

Inpun in’ekuiffHui 3-X KOMIOHEHTHHUH OHOPa30BUi
crepunehuid "ANGELMED" 6 mn Luer Lock 3 ronkoro,
22G (0,7x40 Mm)

35

Two-part injection disposable sterile syringe
"ANGELMED" 2,5 ml Luer Slip with needle,
23G (0,6x30 mm)

Inpuu in’ekuifiHuil 2-X KOMIOHEHTHHH OXHOPa30BHIA
crepuneunit "ANGELMED" 2,5 mn Luer Slip 3 ronkoro,
23G (0,6x30 MM)

36

Two-part injection disposable sterile syringe
"ANGELMED" 3 ml Luer Slip with needle,
23G (0,6x30 mm)

Mnpuy iH’eKUiiHUA 2-X KOMIOHEHTHUMIT OIHOpPAa30BUM
ctepunpanit "ANGELMED" 3 mn Luer Slip 3 ronkoro,
23G (0,6x30 Mm)

37

Two-part injection disposable sterile syringe
"ANGELMED" 5,5 ml Luer Slip with needle,
22G (0,7x40 mm)

IInpun in’ekuiifHHA 2-X KOMMOHEHTHHI ONHOPA30BHH
crepuneauit "ANGELMED" 5,5 mn Luer Slip 3 ronkoro
22G (0,7x40 mMm)

5

38

Two-part injection disposable sterile syringe
"ANGELMED" 6 ml Luer Slip with needle,
22G (0,7x40 mm)

IMnpun in’exuifHui 2-X KOMIOHEHTHHH OJHOPa30BHit
crepunsHnil "ANGELMED" 6 mn Luer Slip 3 ronkoro,
22G (0,7x40 mm)

Poxxo O.A.

MIT
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TOB «YKPME/ICEPT»

CEPTUNOIKAT

IIPO BiAIIOBiAHICTH BUMOIaM
TexHiYHOTO peraaMeHTy II0AO0 MEeAMYHIUX BUPOOiB

3apeecTpoBanuii y Peecrpi
«05» xBiTHs 2024 p.
Ne UA.MD.216-19, pexaxuis 02
Hiicauii 10 «04» xBiTas 2029 p.
ITum cepTrdikaToM MOCBiAIyETHCS,

1110 3aCTOCYBaHHS KOMILIEKCHOT CHCTEMH YIPaBIIiHHSA SKICTIO HA €Tanax po3po0iieHHs, BAPOOHMIITBA i
OCTATOYHOI NEPEBIPKH CTEPHILHUX MEIMIHUX BUPOOIB 0IHOPA30BOr0 BUKOPHCTAHHS

TM «<ALEXPHARM», «KANGELMED», kxANGEL PHARM», «<xANGEL CARE»
(32i0HO d0OamKy HA 080X CMOPIHKAX)

mo Bapobaserhes: Jiangsu Kanghua Medical Equipment Co. Ltd.
3a aapecoro: 213115, Sanhekou, Changzhou, People’s Republic of China

ynoBHoBaxenuii npexcraBauk B Ykpaini: TOB «AJIEKCOAPM»

3a aapecoo: ByJi. KuiBcekuii [liax, 11, M. Bopucnine, Kuisceska 06:1., 08303, Ykpaina
Bianosiznae BuMoram TexHIYHOI0 perjiaMeHTy Mmoo MeIHIHHX BHPOOIB,

3aTBeppkeHoro nocranooo Kabinery Minictpie Yipainm Ne 753 Bix 02.10.2013. Ilpomemypa ouiHku
BiAmoBigHOCTI mpoBeseHa 3rimHo 3 momatkom 3 «Ilopsiiok mpoBeieHHS TponeaypH 3a0e3Med4eHHs
(GyHKIIOHYBaHHS KOMIUIEKCHOT CHCTEMH YTIpPaBIiHHS sKicTIO» KpiM myHKTiB 8-11 «IlepeBipka npoexrty
MEIUYHOTO BUPOOY».

KOHTpoJIb BiNIOBIAHOCTI MEIMYHUX BHPOOIB BUMOIaM 33a3HAYEHOT0 TEXHIYHOIO PErJIAMEHTY 3A1HCHIOEThCA
LUISIXOM HAMISIAY, MEpiOJUYHICTh i MPOIEAYPH SKOTO PerjaMeHTYIOThCs MPOLEypaMy OpraHy 3 OLIHKH
BiIIIOBIJHOCTI.

Opran 3 oniaku Bignosigaocti TOB «YKPMEJICEPT» axpemmroBanmii HanmioHansHMM areHTcTBOM 3
akpemuranii Ykpainu Ha ceprudikaiiro cucreM MeHeDkMeHTy Bianosinao no JICTY EN ISO/IEC 17021-
1:2017, arectar akpemuranii Ne 80047 uunnuii no 14.11.2027, npuznaueHnm MiHICTEPCTBOM €KOHOMIKH
Vkpainu, 3a inentudikaniiinum nomepom UA.TR.099, anpeca: Byn. [lparomanosa, 1-A, od. 2, m. Kuis,
02059, Vkpaina, Ten.: +38-067-595-02-30, https://ukrmedcest.org.ua/, na miacrasi Pimenns OOB TOB

KepiBuuk OOB

YuuHictb ceprudikara signosigHocti moxHa nepesiputi B Peectpi Ha caidti https://ukrmedcert.org.ua
Ta 3a Ten. +38-067-595-02-30
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TOB «YKPME[CEPT»
JlonaTok 10 cepTudikary mpo Bi/IMOBI/THICTH

puMoraM TexXHidHOr0 PeryIaMeHTy 00 MEIMTHHX BUPOOIB

Ne UA.MD.216-19 Bin «05» kBitHa 2024 p.

Iepetik BUpoOiB

Ne HasBa MeHYHOT0 BHPOOY Ha3pa MeIu4IHOro BHPOOY Knac Kon
YKPpaiHCbKOI0 MOBOIO AHJIIHCHK0I0 MOBOIO GMDN/
HK-024

1. | IInprowm in'ekuidii 3-X KOMIIOHEHTHI Three-part injection disposable Ila 32592
TyOepKyJIiHOBI OHOPAa30Bi CTEPHIIBHI tuberculin sterile syringes

2. | Ilnpruwm in'exniiini 3-X KOMIIOHEHTHI Three-part injection disposable insulin Ila 38501
IHCYJIIHOBI OJJHOPa30Bi CTEPHIILHI sterile syringes U-100
U-100

3. | Ilnpruw in'eKuiiiai 3-X KOMIOHEHTHI Three-part injection disposable insulin Ila 38501
iHCyniHOBI ofHOpa30Bi crepmwibHi U-40 sterile syringes U-40

4. | IInpumu in'exuiiini 3-X KOMIOHEHTHI Three-part injection disposable sterile Ila 47017
OIHOPa30Bi CTCPHIbHI syringes

5. | Ilnpuum id'ekuiiifi 2-X KOMIOHEHTHI Two-part injection disposable sterile Ila 47017
OZTHOPA30Bi CTEPHIIBHI syringes

6. | Ilnpuuwm nepdy3iitai 3-X KOMIIOHEHTHI Three-part perfusion disposable sterile Ma 47017
OJIHOPA30Bi CTEPHIbHI syringes

7. | LlInpumm nepdysiitui ceitno 3axumeni 3-x | Three-part perfusion light protective Ila 47017
KOMIIOHEHTHi OJIHOPA30Bi CTEPHIIbHI disposable sterile syringes

8. | IlInpuny in'exmiiini 3-X KOMIIOHEHTHI Three-part injection disposable sterile Ma 47017
OIHOPa30Bi CTEPHIIBbHI, 3 aBTOMATHIHOIO syringes, with automatic self blocking
caMo GJIOKYIOUOK CHCTEMOIO Oe3nexu safety system

9. | Ilnpuiu in'ekuiifi 3-Xx KOMIOHEHTHI Three-part injection disposable sterile Ma 47017
OIIHOPA30Bi CTEPHIIBHI 3 IBOMA FOJIKAMH syringes with two needles

10. | Ionkwu id'exuiiini OTHOPA30Bi CTEPUIIbHI Needles injection disposable sterile 1F:1 59230

11. | Tonxu mis MOpUI-PYIOK Needles for syringe-pens JIE] 34973

12. | Cucremu jyist BiwuBaHHs iHQY3iHHEAX Disposable infusion sets Luer Slip Ha 43324
po3unHiB ogrOpasosi Luer Slip

13. | Cucremu ayis niepeMBaHHs KPOBI, Disposable transfusion sets Luer Slip Ila 58490
KPOBO3aMiHHMKIB Ta iH(y3iliHAX po3uMHiB
Luer Slip

14. | Cucremu juist BiiaBanus iHQY3iHHAX Disposable infusion sets Luer Lock Ila 43324
posunHiB ogHOpasosi Luer Lock

15. | Cucremu yis nepemMBaHHs KPOBL, Disposable transfusion sets Luer Lock Ila 58490
KpOBO3aMiHHHKIB Ta iHQY3iHHAX pO3IHHIB
Luer Lock

16. | IMepdysiitai npuctpoi «MeTenHi Scalp Vein Sets «Butterfly» Ila 58490

17. | Ceuonpuiimaui neiarpuaHi, CTEpPUIIBbHI Pediatric urine bags, sterile Is 58930

18. | CedonpuiiMa4i, CTEpHIIBbHI 58923

19. | JIzepkana riHeKoJOriuHi 37468

Cmopinka 1 3 2

Kepisnuk OOB
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TOB «YKPMEJCEPT»
JloaToK 70 cepTUGIKaTy PO BiAHOBIAHICTH '
prmoram TeXHITHOTO PeraMenTy MO0 MEMIHIX BUPOOiB
Ne UA.MD.216-19 Bin «05» xBitas 2024 p.

Icropisi ceprudikary

Penaxuis [TpuuwHa 3MiHU Jara
01 Ilepie BUDaHHA 05.04.2019
02 I[lepeBraaya Ha HOBHIi TEPMiH 3 PO3IIMPEHHAM NEPEIIiKy IPOMYKIii 05.04.2024

KepiBauxk OOB

Cmopinka 2 3 2
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