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(uassa, xon €JIPITOY,
KepIBHHK, Tesiedon, e-mail,
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Hoaarrosi Bizonmocri

Jeknapauis npo BigAnoBigHiCTDb

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

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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Bupobnnk:
(na3Ba, TenedoH, e-mail,
www)

MicuesHaxoxKeHHs
BHUpoOHHKaA (Aapeca
MOTYXKHOCT el
BHPOOHHLTBA):

YroBHOBaMKeHHI

NnpeaAcTaBHUK!

(nasBa, kon EAPTIOY,
KepiBHuK, Tened)on, e-mail,
WWW)

Micue3sHaxoaKeHHs
YIOBHOBAXKEHOTO
MpeacTaBHUKA

IMinTBepmXKYyE, IO
MeIUYHHUIT BUPiO

BiNoBigae

npoueaypa oumiHKH

BignoBigHOCTI

Knac pmsnky

JonaTkosi BinoMocTi

Jexnapanisi npo BiaAnoBiaHicTh
NeUA.MD.216-19/1-AM Bin 05.04.2024 poxy
(Bepcis 01)

Jiangsu Kanghua Medical Equipment Co. Ltd.
(Hxanrcy Kanrya Megikan ExsinmenT 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, Uanwxoy, Kurai)

ToBapucrteo 3 o6mezkeHolo BianosigaasHicTio "AJIEKCDAPM",

kox 3a €JIPTIOY 37135507,

B 0co0i qupekTopa Poxkka Onekcannpa AHartomifioBuya,

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

By Kuiscekuit Lnsx, 11, M. Bopucnins, Knuieckka o611., Ykpaina, 08303

Inpunu in'exuniiini onnopasosi crepuiabni "ANGELMED"
(3rigHo nomgaTKy A0 i€l Aekaapauii 38 MyHKTIB mepeiky)

puMoram TexHiUHOro perjaaMenTy M0a0 MeANYHUX BUPoOiB, 3aTBepmiKeHoro IToctaHoBoO
Ka6inety minictpiB Yipaiuu Ne753 Bix 02 >xorTHs 2013 poky

arigHo "[Topaaky poBeIeHHs npoLenypH 3abe3neueHHs (yHKIiOHyBaHHS KOMIUIEKCHOI CHCTEMH
YTIpaBJTiHHS AKICTIO" BiAMOBIiNHO 10 JomaTKy 3 (3a BUKITIOUEHHAM po3finy "Ilepesipka mpoekTy
MeAnYHOro BUpo6y", myHkTu 8-11) TeXHi4HOro pernaMeHTy IOAO MEANYHUX BUPOGiB,
satBepmxeHoro [Tocranosoro KaGinery MinicTpis Vkpainn Ne753 Bin 02 xoBTHa 2013 poky

IIa
(3rigHo noaaTky 2 TeXHIYHOTO perflaMeHTy o0 MEeAUIHUX BUPOOIB, 3aTBEPIMKEHOTO
IMocranosoro Kabinety minictpis Yipainu Ne753 Bin 02 sxoBTHa 2013 poky)

1 TexHiuHa AOKyMeHTaLisA Ha MeAUYHMIT BUPiO 30epiracThes 3a anpecoro:

synt. Kuiscwknit Lsx, 11, M. Bopucnins, Kuisceka o611., 08303, VkpaiHa,
ToBapucTBO 3 0OMexeHoo BianopinansHicTio "AJIEKCOAPM",

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

2 Ceprudikar sinnosinnocri NeUA.MD.216-19 pexakuisi 02, 3apeccrposanuii y Peecrpi "05"
kBiTH 2024 poky, mificumii no "04" keitHa 2029 poky, Bunanuii OpraHoM 3 OLIIHKH
Bignosigsocti TOB "YKPMEJICEPT", akpeauroBaHuM HauioHankHUM areHTCTBOM 3 akpenmuTauii
Ykpainn Ha cepTudikauilo cuctemM MeHemkMenTy BinmosiaHo no ICTY EN ISO/EC 17021-1:2017,
aTectar akpemurtauii Ne80047 umnnuit 10 14.11.2027, npusnayennit MiHicTepcTBoM €KOHOMIKH
Ykpainu, 3a inentudikauiiinum Homepom UA.TR.099, anpeca: Byn. JparomaHosa, 1-A, of. 2, M.
Kwuig, 02059, VYkpaina, Ten.: +38-067-595-02-30, https://ukrmedcert.org.ua/, Ha mincrasi Pimenns
OOB TOB «YKPMEJICEPT» Ne 001/MD-24.03.11/02 Bin 05.04.2024.

Jlexnapauiro CkIaneHo Mil LiMKOBUTY BiANOBiAanbHICTE BUPOGHMKA.

JlaTa HaJaHHA Jekapallii npo BimrosigHicTs (3rigHo 3 JICTY ISO/IEC 17050-1:2006): 05.04.2024 poxy.

Micue HaxanHs gexnapaii po BianoianicTs (3rigHo 3 ACTY ISO/IEC 17050-1:2006): Bysr. Kniscbkui Mnsnx, 11,
m. Bopucninn, Kniscbka 064., 08303, Yikpaina.

Tepmin aii peknapatii: 1o 04.04.2029 poky.




Cropinka 2, CtopiHok 4

JOJATOK
no Jexnapanii npo BianosigHicTh
NeUA.MD.216-19/1-AM Bix 05.04.2024 poky
(Bepcia 01)

Ne
n/n

Ha3pa anrniiicbKor0o MoBoIO

Ha3sa ykpaiHcEK0I0 MOBOIO

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

Inpun in’ekniiiHuil 3-X KOMIIOHEHTHHH {HCYIIHOBHI
onnopasosuii crepuneHuil "ANGELMED" 1 ma U-100 Luer
Slip 3i 3HimMHOIO ronkoto , 30G (0,3x13 MMm)

2 | Three-part injection disposable insulin sterile syringe HInpun in’ekwiiHUI 3-X KOMITOHEHTHUI iHCYTIHOBHH
"ANGELMED" 1 ml U-100 with permanent needle, onHopazosuii crepunbHuil "TANGELMED" 1 Mt U-100 3
30G (0,3x13 mm) iHTerpoBaHoo ronkoro, 30G (0,3x13 mm)

3 | Three-part injection disposable sterile syringe npuny in’exuiianii 3-x KOMMNOHEHTHUM OJHOPa30BUMH
"ANGELMED" 2 ml Luer Slip with needle, creprnbHuil "TANGELMED" 2 mn Luer Slip 3 romnkoto,
23G (0,6x30 mm) 23G (0,6x30 Mm)

4 | Three-part injection disposable sterile syringe npuy iv’exkuifHMiA 3-X KOMNOHEHTHHUI ONHOPa30BHH
"ANGELMED" 2 ml Luer Lock with needle, crepunbHnit "ANGELMED" 2 mMn Luer Lock 3 ronkoro,
23G (0,6x30 mm) 23G (0,6x30 MMm)

5 | Three-part injection disposable sterile syringe Inpuy iH’exUiiHAR 3-X KOMMOHEHTHUH OQHOPAa30BUIH
"ANGELMED" 5 ml Luer Slip with needle, crepunbHuil "ANGELMED" 5 mn Luer Slip 3 ronkoto,
22G (0,7x40 mm) 22G (0,7x40 mMm)

6 | Three-part injection disposable sterile syringe Mnpun in’ekuitHuit 3-X KOMIIOHEHTHUI OOHOPA30BMIA
"ANGELMED"5 ml Luer Lock with needle, crepunbhuilt "ANGELMED" 5 Mt Luer Lock 3 ronkoro,
22G (0,7x40 mm) 22G (0,7x40 mm)

7 | Three-part injection disposable sterile syringe UTnpyu in’exuifani 3-X KOMIIOHEHTHHH OHOPA30BUI
"ANGELMED" 10 ml Luer Slip with needle, crepunsHuit "ANGELMED" 10 mMn Luer Slip 3 ronxoto,
21G (0,8x40 mm) 21G (0,8x40 Mm)

8 | Three-part injection disposable sterile syringe Mnpun i’ ekuifHUA 3-X KOMIIOHEHTHUH OIHOPa30BUI
"ANGELMED" 10 ml Luer Lock with needle, crepuneauit "ANGELMED" 10 mn Luer Lock 3 ronkoro,
21G (0,8x40 mm) 21G (0,8x40 mmM)

9 [Three-part injection disposable sterile syringe IInpun in’ekuiftHui 3-X KOMIIOHEHTHMIT OHOPA30BUiA
"ANGELMED" 20 ml Luer Slip with needle, crepunsHuit "TANGELMED" 20 mn Luer Slip 3 ronkoro,
21G (0,8x40 mm) 21G (0,8x40 Mm)

10 | Three-part injection disposable sterile syringe npuuy iH’exuifHMA 3-X KOMINOHEHTHHA OJHOPA30BUI
"ANGELMED" 20 ml Luer Lock with needle, crepunsuuit "ANGELMED" 20 mn Luer Lock 3 ronkoto,
21G (0,8x40 mm) 21G (0,8x40 Mm)

11 | Two-part injection disposable sterile syringe Ilnpuy i’ ekuiiHMi 2-X KOMIMOHEHTHHI OHOPA30BHH
"ANGELMED" 2 ml Luer Slip with needle, crepunbhuit "ANGELMED" 2 mn Luer Slip 3 ronkoto,
23G (0,6x30 mm) 23G (0,6x30 Mm)

12 | Two-part injection disposable sterile syringe Inpuy in’ekuifHMit 2-X KOMIIOHEHTHUIA OJIHOPA30BHH
"ANGELMED" 5 m Luer Slip | with needle, crepunshuit "ANGELMED" 5 mn Luer Slip 3 rojkoto,
22G (0,7x40 mm) 22G (0,7x40 mm)

13 | Two-part injection disposable sterile syringe Inpw i’ eKUiHANI 2-X KOMIIOHEHTHHH OHOPA30BHit
"ANGELMED" 10 ml Luer Slip with needle, crepunsumit "TANGELMED" 10 mn Luer Slip 3 ronkoto,
21G (0,8x40 mm) 21G (0,8x40 Mm)

14 | Two-part injection disposable sterile syringe IInpuw i’ eKLiHHAA 2-X KOMITIOHEHTHUI OIHOpa30BHi
"ANGELMED" 20 ml Luer Slip with needle, crepunsuuit "ANGELMED" 20 mut Luer Slip 3 ronxoio,
21G (0,8x40 mm) 21G (0,8x40 Mm)

15 | Three-part injection disposable sterile syringe IInpwi in’eKUiiHMi 3-X KOMIIOHEHTHUI OQHOPa30BHH

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

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

Iupextop TOB "AJIEKCOAPM"
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Cropinka 3, CropiHok 4

16 | Three-part perfusion disposable sterile syringe npun nepy3iiHnii 3-X KOMIIOHEHTHUIT OHOPA30BHI
"ANGELMED" 50 ml Luer Lock with needle, 14G (2,0 |ctepunsuuii "ANGELMED" 50 mn Luer Lock 3 ronkoto,
x30 mm) 14G (2,0x30 MMm)

17 |Three-part disposable sterile syringe "ANGELMED" ITnpuu 3-X KOMINOHEHTHHIH OHOPa30BUI CTEPHIILHUI
50 ml Catheter Tip without needle "ANGELMED" 50 mn Catheter Tip 6e3 ronku

18 | Three-part disposable sterile syringe "ANGELMED" npuig 3-X KOMITOHEHTHHI OTHOPA30BUI CTEPUIILHIIA
100 ml Catheter Tip without needle "ANGELMED" 100 mx Catheter Tip 6e3 ronku

19 | Three -part injection disposable sterile syringe Mnpuu in’ekuifHUA 3-X KOMNOHEHTHUH OIHOPA30BUIi
"ANGELMED" 2 ml Luer Slip with two needles, 24G | crepunennii "ANGELMED" 2 mn Luer Slip 3 nsoma
(0,55x25 mm) and 23G (0,6x30 mm) ronkamu, 24G (0,55x25 mm) Ta 23G (0,6x30 MM)

20 | Three-part injection disposable sterile syringe Mnpun in’exuifiHuii 3-X KOMIOHEHTHHI OOHOPA30BH
"ANGELMED" 5 ml Luer Slip with two needles, 23G | crepunbuuiit "ANGELMED" 5 mi Luer Slip 3 nBoma
(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 npyu in’exuifiHuii 3-X KOMIOHEHTHUI 0AHOPA30BUMI
"ANGELMED" 10 ml Luer Slip with two needles, 23G | ctepunpnnii "ANGELMED" 10 mn Luer Slip 3 nBoMa
(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 Inpyn in’exuiftHnit 3-X KOMIIOHEHTHH I OOHOPA30BUIT
"ANGELMED" 20 ml Luer Slip with two needles, 23G | crepunsauit "ANGELMED" 20 mn 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 Inpuy in’exiiHAR 3-X KOMIOHEHTHMIT OJHOPa30BUi
"ANGELMED" 2,5 ml Luer Slip with two needles, 24G | crepunsnuit "ANGELMED" 2,5 mn Luer Slip 3 aBoma
(0,55x25 mm) and 23G (0,6x30 mm) ronkamu, 24G (0,55x25 mm) Ta 23G (0,6x30 Mm)

24 | Three-part injection disposable sterile syringe Mnpun in’ekuiitiuii 3-X KOMIOHEHTHUH ONHOPA30BHit
"ANGELMED" 3 ml Luer Slip with two needles, 24G | crepunsanit "ANGELMED" 3 mn Luer Slip 3 xsoma
(0,55x25 mm) and 23G (0,6x30 mm) rojikamu, 24G (0,55x25 Mm) Ta 23G (0,6x30 mMm)

25 | Three-part injection disposable sterile syringe Inpuu iH’ekuifinni 3-X KOMNOHEHTHWH OIHOPa30BHi
"ANGELMED" 5,5 ml Luer Slip with two needles, 23G | crepunenuii "ANGELMED" 5,5 mn Luer Slip 3 xsoma
(0,6x30 mm) and 22G (0,7x40 mm) ronkamu, 23G (0,6x30 Mm) Ta 22G (0,7x40 Mm)

26 | Three-part injection disposable sterile syringe Inpuu iH’exuifiHuit 3-X KOMNOHEHTHUH OIHOPA30BHIA
"ANGELMED" 6 ml Luer Slip with two needles, 23G | crepunenuii "TANGELMED" 6 mn Luer Slip 3 asoma
(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 IInpuy in’ekuiiiHuii 3-X KOMNOHEHTHUI OHOPa30BHUii
"ANGELMED" 2,5 ml Luer Slip with needle, crepunbuuit "ANGELMED" 2,5 mn Luer Slip 3 ronkoto,
23G (0,6x30 mm) 23G (0,6x30 mm)

28 | Three-part injection disposable sterile syringe I Inpun in’exuiiHuiA 3-X KOMIIOHEHTHUI ONHOPA30BHi
"ANGELMED" 3 ml Luer Slip with needle, crepuneHuit "ANGELMED" 3 mn Luer Slip 3 ronkoto,
23G (0,6x30 mm) 23G (0,6x30 MM)

29 |Three-part injection disposable sterile syringe Inpuy in’ekuifHMit 3-X KOMIMOHEHTHUH OJHOPa30BHI
"ANGELMED" 5,5 ml Luer Slip with needle, crepwishuil "ANGELMED" 5,5 mnt Luer Slip 3 ronxoro,
22G (0,7x40 mm) 22G (0,7x40 Mm)

30 |Three-part injection disposable sterile syringe IInpuy in’ekuiiiHnii 3-X KOMIMOHEHTHUI OIHOPA30BUI
"ANGELMED" 6 ml Luer Slip with needle, crepuibHuil "ANGELMED" 6 mnt Luer Slip 3 ronkoro,
22G (0,7x40 mm) 22G (0,7x40 Mm)

31 | Three-part injection disposable sterile syringe [Inpuy i’ ekuiifHnii 3-X KOMIMOHEHTHHUI OJHOPA30BHH
"ANGELMED" 2,5 ml Luer Lock with needle, crepunsuuit "ANGELMED" 2,5 mnt Luer Lock 3 ronkoro,
23G (0,6x30 mm) 23G (0,6x30 Mm)

32 | Three-part injection disposable sterile syringe [npuy iH’ekuifHNHA 3-X KOMMOHEHTHUH OJHOPA30BHH
"ANGELMED" 3 ml Luer Lock with needle, crepwisinii "TANGELMED" 3 mn Luer Lock 3 ronkoto,
23G (0,6x30 mm) 23G (0,6x30 Mm)

33 | Three-part injection disposable sterile syringe Inpuy in’eKUiiHUIA 3-X KOMIIOHEHTHUH OHOPa30BUi

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

crepusnuil "ANGELMED" 5,5 mn Luer Lock 3 ronkoro,
22G (0,7x40 MMm)

Poxko 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, Ctropinok 4

HInpwur in’ekifHni 3-X KOMITOHEHTHHI OIHOPA30BHi
crepunsauil "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)

IInpuu in’exuifHmii 2-X KOMNOHEHTHHI OJHOPa30BHIt
crepunsHuit "ANGELMED" 2,5 mn Luer Slip 3 ronkoro,
23G (0,6x30 mMm)

36

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

IMnpun iH’ekuifHUA 2-X KOMIOHEHTHUI OIHOPA30BUit
crepunbHuit "ANGELMED" 3 mn Luer Slip 3 romnxoro,
23G (0,6x30 Mm)

37

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

Mnpyu i’ exuiiHnil 2-X KOMIOHEHTHUI OOHOPa30BUIA
crepunsHuil "ANGELMED" 5,5 mn Luer Slip 3 ronkoro,
22G (0,7x40 mMm)

38

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

Inpu v’ exuiiftHuil 2-X KOMTOHEHTHH I OHOPa30BHH
crepuneHnit "ANGELMED" 6 mn Luer Slip 3 rosikoto,
22G (0,7x40 mm)

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

3siT No.: 2024-1002

Ceprudikar ananizy

ITepesipka No.: 2024-1002

Ilnpwyw iH’ekUifiHUiA 3-X KOMIOHEHTHUA

HaiiMenyBaHHs omHopasosuii crepunbhuit "ANGELMED" 5 mn o o 5 mu/ml (0,6x30 Mm/mm)
NpOAyKLii Luer Slip 3 nBoma ronkamu, 23G (0,6x30 mMm) Ta nenuiianiz Ta (0,7%x40 MmmM/mm)
22G (0,7x40 mm)

aprist (cepist) Ne 241014 (Sterilization 241015) JHarta BupoOHULTBa 2024.10

[Mpunarxi no 2029.09 Kinbkicts B naprii 851 760

Bupobupaunit ) . .

. . Jiangsu Kanghua Medical Equipment Co. Ltd. KimskicTs TecTy 125
Miapo3min

IHCneKIis ToBapy

XIMiYHI BAMOTH;
GioNIOTiYHI BUMOTH;

(hi3nyHi BUMOTH;

Jlata iHcrexnii

2024.10.16~2024.10.29

Tlepesipka ToBapy 1S07886-1: 2017, GB15810-2019 Jlata 3BiTy 2024.10.30

ITepeBipka ToBapy l Bumorn cranpapris [ PesyanTaTn nepeBipku
[Ximiuni Bumoru]

ExcrparosaHi MeTanu MOBUHHO BiATOBIAAaT! BUMOraM Binrosinae

KHCII0THICTB-JTY)KHICTD 1.0 max (pi3HuLs B 3HaueHHi pH) 0.2
[Bionoriuni Bumorn]

AniporeHicTb l MOBUHHO BiAMOBIiAaTH BUMOram l Bianoginae
[®iznuni Bumorn]

Uncrora nom.»u-mi OyTM BUNBHI Bil 4acTOK i CTOPOHHIX Bimmosizae

JOMIIIOK
3malneHHs 3MaleHHs He TIOBUHHO OyTH BHIHO Bignosigae

Jlomyck Ha rpaayilOBaHy MiCTKicTb

SKII0 MEHIIE TONOBMHHM HOMIHATBGHOI €MKOCTI
+(1.5% Bix V+1% 3nurtoro 06'emy) 2 min/ml sixuto
JopiBHIOE 260 Ginblue MONOBMHU HOMiHAIBHOI

eMkocTi +4% 3muToro o6'emy 5 mi/ml

-0.0607~0.0527 mn/ml

-1.6%~1.5%

['panyroBaHHs LUKAIA

LliHa modinkn wkanu nosurHa 6yt 0.2 mi/ml; Jlinii
rpamyroBaHHs MOBHHHI OyTH OIHAKOBOI TOBLIMHM.
BoHM  MOBMHHI  Jexatd B TUIOLIMHAX,

1o

muniagpy. [TOB3MOBXHA Bick TMOBWHHA OyTH

PO3TAIOBAHUX  IEPTEHIUKYIAPHO BiCi

piBHOMipHO Kinui  niniit
rpaayioBaHHsl

pO3TalIOBYBaTHCS

nporpaznyiosana.

ONHAKOBOI JIOBXWHM TOBHHHI

BepTHKamsHO.  JIoBXUHH
KOPOTKMX JIiHii Ha KOXHIi INKani MOBWHHI
JIOpIiBHIOBATH TpPUONM3HO IONOBUHI  IOBXKIHY

TOBIUX JTiHIH.

HymMmepyBaHHS 1IKanu

TpupicT MiX JIiHIN TpalyroBaHHS

,{/
1 ma/ml. HoMiHanBHA €MHICTE 32 oid:
i\ :

6yTn 5 mn/ml. Ludpu Ha mKani

pO3TaIIoBaHi BEPTHKAIBHO i TaK
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TIEPeTHHATHCE HABIIN JIIHITMH TpagylOBaHHsS O
STKUX BigHOCATHCA. Lndpw moBrnHHI O6yTH OIHM3EKO,

ajie He TOPKATHCh JIiHIA FpagylOBaHHS 1O SKWX

YBEpTi JOBXMHU HAHMEHIIO] LiHN TTOAIIKI

BiIHOCATHCS.
3aranbHa JOBXHWHA LITKATH 0 JiHii
. . . . >36 MmM/mm 42 mM/mm
HOMiHaNbHOI MiCTKOCTI
HynpoBa mniHis rpafyroBaHHS IIKaJdd IOBHHHA
TTonoxenHs 1mkanu 36iraTics 3 JIHI€IO BiUTIKy THOPIIHA B MeXax Bigmosinae

Posmip unninapy

JoBxuHA WITiHAPY MOBMHHA GyTH TaKowo, M00
MakcuMallbHa MICTKicTh mmpuiry Oyma Ha 10%

OinbIne HOMIHANLHOI MiCTKOCTI

21%~22%

PykosiTka

HeoOxigHo mepekoHAaTUCs, LI0 IUMPUIL HE
obepHerbest Ginbmr HiX Ha 180° mpm ycTaHOBILI
Oro Ha TIIOCKY MOBEepXHIO mmim kytom 10° mo

FOPU3OHTY

Bignosinae

JlopkHHA TOPIDHIO 3 MOBEPXHi

3aXOTJIEHHS O0 TOPUTO

MiHiManbHa JOBXUHA IIOBHHHA OyTH 8§ MM/mm

14.2 MM/mm~14.8 MM/mm

NOBMHHA MaTM BHAMMY i YiTKy KpOMKOIO, fKa
BUCTYIIA€ B SAKOCTI JiHIT BiIJliKy y KiHIs ITOPIUHS.

meHie 1.2 mm/mm

Jlimist BimmiKy . L . Bigmoginae
Jlimis BimTiKy mNOBHHHA OyTH B KOHTAaKTi 3
BHYTPILIHBOIO OBEPXHEIO LUIIHAPY
KoniuHe 3'e1HaHHS noBuHHI Bignosigati ISO 80369-7 Binnosinae
ITonoxxeHHss  HAKOHEYHWKA  HA | HAKOHEYHUK IOTIPUILTY ITOBUHEH Oytn . .
. . . Binnosigae
110703612 9110)1 pO3TAILOBaHUN EKCLEHTPUIHO
) MpOCBIT HAKOHEYHVKA TTOBUHEH MATH [iaMeTp He
TTpocBIT HaKOHETHMKA 2.2 MM/mm

MepTBHil pocTip

<0.075 mn/ml

0.042 Mn/m1~0.068 mn/ml

BigcyTHicTe BHTOKY TOBIiTpA i

npd BUOpoOyBaHHI Ha HAIMINKOBMA THCK He
MOBMHHO BifgGyBaTHCs BUTIKAHHA BOAM 4Yepe3
TopIIeHs 260 yILiTBHIOBa4(1); TP BUMPOOyBaHHI

MNOBUHECH Bi)IHOBi)IaTH BHUMOTraM

) Ha HEraTUBHHUI THUCK He MOBWHHO BinOyBaTHCH Binmoginae
pinwHm ) .
BUTIKaHHA  MOBiTps ~ 1OB3  TNopmeHs  abo
yliineHeHHA(M) i He TOBMHEH NajaTd THCK Ha
MaHOMETPi;
ITaxyBaHHS TIOBWUHHO Bi[NIOBigaTH BUMOraM Binmosinae
MapKyBaHHsl TOBMHHO OyTH TOBHUM, 3MiCT ) )
MapkyBaHHS . Bignosinae

BHuCHOBOK: Tiepenipsmca BianosigHo 1ISO7886-1: 2017, GB15810-2019, 3po6ieHo BUCHOBOK, 1110 faHa napris npoifmna

BUMPOOYBaHHS.

Kowen qecsTiii TECT BiIMOBiNae MOKa3HUKaM CTEPHIIBHOCTI




CrepuibHi rinoaepMiuHi roNku A7t OAHOPa30BOr0 BUKOPUCTAHHSA

3siT BUnpodGyBanb QGiznaHIX BAMOT

HaiimenyBaHHs
TPORYKLii, IO CrepunbHi TinmomepMiuHi ronku Ui o
R — ONIHOPA30BOTO BUKOPHCTAHHS Creuundikauis 0.7x40 MM/mm
[Mapris (cepis) Ne 241014 (sterilization 241015) Jata BUpoOHUITRA 2024.10
IpupatHi no 2029.09 / /
BrpoGHuTmi Jiangsu Kanghua Medical Equipment L.
. . Kinbkicts TecTy 125
MiApO3ALT Co. Ltd.
[HcTeknist ToBapy (i3udHI BIMOTH; Jara increxii 2024.10.16~2024.10.17
enesi GB15811-2016 . S04 10:50
epeBipka TOBa .10.
PORIpER 0Ty 1SO7864-2016 Jlama seiy
. PesyabraTn
IMepeBipka ToBapy Hopma .
nepeBipKu
XopcTkicTb Hopma 3ruy <0.50 MmM/mm 0.39-0.44
Miunicts He nosunHo GyTH po3ipBaHa NPOTATOM LUKITY Be3s po3puBy
JIOMyCTMUI BMICT KUCIHX i JI’)KHHX . .
. [TorwHEH BiOMOBiIATH Hobpe
JOMiIIIOK
Koniune 3'emHaHHS TTosuuHO Bimmosigati 1IS080369-7 Binmnoginae
3'eMHaHHS TOJIOBKH | TPYOKH TONKH He nosunHo pyiinysatuch npu 40 H He 3pyiinyBanock
Bictpst ronku ToBuHHO GyTH TOCTPHUM i BITBHIM Bifl 3aIMpPOK Bingmosinae

BicTpst roNKy TOBHHHO GYTH TOCTPUM i MAKCHMallbHE

3ycusuist MPOKOIIFOBaHHS ) ) 0.42~0.58
3yCHJIIA He MOBMHHO GyTH Ginbine, Hix 0.85 H
3oBHilHIi AiamMeTp D=0.710£0.01Mm/mm 0.702-0.711
JlomxkuHa TpyOKM L=35.5~40.5 mM/mm 36.2~37.0
KyT 3aT0uyBaHHs TOIKH a=]]°+2° 10°34” ~12°26”
Yucrora TToBMHHI GYTH BiTHUMU Bijl YaCTOK i CTOPOHHIX JOMIIIOK Ywcri
[IBHIKiCTE MOTOKY BOJM Yepe3 rofiky Mifl TiApoCTaTHYHIM
L . THcKoM, 1o He nepesuiye 0,1 MITa mosunHa GyTH He . .
ITpoxiaHICTb NPOCBITKY . ) Binnosinae
Menme 80% BiI MOTOKY [UTsl TONTKH EKBIBAJICHTHOTO
niameTpy
Konip ronoBku ronku [ToBuHeH OyTH YOPHUM Binnosinae

TlepesipTe piBHICTE i MpAMONiHiHICTE TPYOKH, TOBIIA . .
Hedexru e R P ) ) Py o Bignosinae
TpyOKHM 1 TIepepi3

3MaleHHs 3MalieHHs He IOBUHHO GyTH BUIHO Bigmnoginae
3anobiKHNN KOBMAY0K [oBnHen 3AXHMILATH BICTDI TONKH Binnosinae

BucHoBok: mepesipsumics Bianosiano ISO7864-2016, GB1581
JaHa napris npoiiuuia BunpobysanHs. KokeH AecaTnit TecT Bl




CrepunbHi rinogepMiuHi roiku A7 OAHOPa30BOro BUKOPHUCTAaHHS

3BiT BHMpoOyBans ¢isHuHNX BUMOT

HaitmenyBaHHs L o
CrepwisHi TimogepMitTHi TOIKA OIS
HPOAYKLii, 110 g
. OIHOPa30BOI'0 BUKOPUCTAHHs Crrenudikartis 0.6x30 MM/mm
NepeBipAEThCA
Maprist (cepis) Ne 241014 (sterilization 241015) Jata BupoOHUIITBA 2024.10
[IpunatHi 1o 2029.09 / /
Bupo6HIgmii Jiangsu Kanghua Medical Equipment L
. . Kinekicts Tecty 125
niApo3aut Co. Ltd.
[Hcrekuis ToBapy ¢bizuaHi BUMOTH; MHara incnexuii 2024.10.16~2024.10.17
GB15811-2016
[Tepesipka ToBa i 2024.10.30
PERPRIRAR 1SO7864-2016 flara sbity
; PesyasraTu
IlepeBipka ToBapy Hopma )
nepeBipku
XopcrkicTb Hopwma 3runy <0.45 Mm/mm 0.35-0.38
Miunicts He nosunHO OyTH po3ipBaHa MPOTATOM LUKITY Be3 po3puBy
JormycTuMuit BMICT KHCIMX i TyXKHUX . .
) IToBuHeH BiAMOBINATH Hobpe
JOMIlIOK
Koniune 3'eqHanHg TMoeuHHO Bignosizatn 1S080369-7 Binmnosigae
3'eIHaHHS FOOBKH i TPYOKH TONKH He nosurHo pyitHyBaTtHch npu 34 H He 3pyitHyBanocs
BicTps ronku TToBuHHO GyTH TOCTPUM i BITBHIM Bill Bill 32 IMPOK Binnosinae
BicTpst TONKHM TIOBMHHO GYTH TOCTPUM i MaKCHMallbHe
3ycuIuIs IPOKOMIOBAHHS ) . 0.36~0.57
3ycuiIs He MoBUHHO OyTH Ginbne, Hix 0.70 H
30BHIiLUHIl AiaMeTp D=0.6307%0.01MM/mm 0.625-0.634
JlosxxnHa TPyOKH L=27.5~31.5 Mm/mm 29.5~30.4
KyT 3arouyBaHHs roNKu a=11°+42° 10°42” ~12°38”
Ywucrora TToBuHHi GyTH BiJIBHUMHE Bill YaCTOK i CTOPOHHIX JIOMIIIOK Yucri
IIBUKiCTH MOTOKY BOIM Yepe3 TONIKY Mifl TiApoCTaTHYHUM
L . THcKoM, 110 He nepesuiuye 0,1 MIIa mosusHa GyTH He . .
[IpoxinHiCTh NPOCBITKY ) ) Binnosinae
Mentre 80% BiJI TOTOKY AJIS TOJNKH €KBIBAIEHTHOTO
niameTpy
Konip ronoBku ronku Mae 6yTi TEMHO CHHIH Binnosinae
Tedexrn TMepesipte piBHICTE i HpHMOJ"IiHiﬁHif:TB TpyOKH, TOBIINHY Bimmosixac
TpyOKH i nepepi3 :
3mateHHs 3MallleHHs He TTOBUHHO OyTH BUIHO Binmosigae
3ano6iXHAI KOBMAYOK TToBMHEH 3aXUIIATH BICTPi FOIKH Binmnosinae

BucHoBOK: mepeBipanucs Bianosiaxo 1SO7864-2016, GB15811-201 6, 3po6JIeHO BUCHOBOK,

1[0 JJaHa TapTis MpoHuuia BUNIPOOyBaHHS.

KoskeH [ecATHil TECT BiIMOBiAa€ NOKA3HMKAM CTEPUIIBHOCTI




Jiangsu Kanghua Medical Equipment Co. Ltd.

CeprundikaT ananizy
3eit No.: 2024-1001 ITepesipka No.: 2024-1001

IInpyu in’ekuifinui 3-X KOMNOHEHTHWIA
HaiimenyBaHHs onHopa3zoBuit crepunbHuil "TANGELMED" 2 mn L 2ml (0,6x30 Mm) Ta
. Cneuudikamis
TIPORYKII{ Luer Slip 3 nBoma ronkamu, 24G (0,55x25 mMm) Ta (0,55x25 mMm)
23G (0,6x30 MM)

ITapris (cepist) Ne 241014 (sterilization 241015) Jlata BUpoOHULTBA 2024.10
[NpwnarHi Ko 2029.09 Kinsxictes B maprii 774 000
Bupobuuunit . . ; e

) . Jiangsu Kanghua Medical Equipment Co. Ltd. Kinexkicts TecTy 125
nigpo3ain
XIMITHI BUMOTH;
IHcnekuis ToBapy GionoriuHi BUMOrH; Hara incnexuii 2024.10.16~2024.10.29
(iznHi BUIMOTH;
TlepeBipka ToBapy ISO7886-1:2017, GB15810-2019 Jata 3BiTy 2024.10.30
ITepesipka ToBapy I Bumorn cranaapris | PesynbTaTn nepesipkn

Ximiuni Bumorn)

ExcrparoBaHi Meranu MOBUHHO BiMOBiNaTH BUMOTam Binnosinae
KHCNOTHICTE-TTY)KHICTB 1.0 max (pi3Huus B 3Ha4eHH] pH) 0.2
[Bionoriuni BuvMorn]
ATiporeHicTsb | ITOBUHHO BiITNIOBiaTH BUMOraM Binmosinae
[@izuuni Bumorn]
MOBMHHI OyTH BiNBHI Bi 9acTOK i CTOPOHHIX . )
Yucrora ) Binmoginae
JOMIIIIOK
3MalleHHs 3ManieHHs He MOBUHHO OyTH BUAHO Binnosigae
AKIIO MEHINE ITOJIOBMHA HOMIHaNbHOI €MKOCTI
. L. +(1.5% Bin V+2% 3muroro 06'emy) 0.8 mn/ml sikio -0.0289~0.0213 ma/ml
Jlonyck Ha rpagyiioBaHy MIiCTKICTb ) , X .
JOpiBHIOE a00 OiNblLIE MONIOBUHW HOMIHANBHOI
- 0/ 0
eMKocTi £5% 3nutoro 06'emy 2 Mn/ml 1.5%~1.6%

Lina noginku mkanu nosunua 6ytu 0.1 Mi/ml;
JIinii rpamytoBaHHS TOBUHHI Gy TH OJHAKOBOT
TOBIIWHY. BOHW TIOBHHHI JIEKaTH B MJIOLIMHAX,
pO3TAINOBAHMX  MEPIEHAMKYLIPHO  JIO  Bici
munigapy. Ilo3goBXKHA Bich TOBMHHA OyTH
['panytoBaHHs LIKANK piBHOMipHO  nporpapyiioBana. Kinui  minid
rpaflylOBaHHi ONHAKOBOI JOBXHHM  IOBHHHI
pO3TalIOBYBaTHCS  BepIUKanmbHO.  JloBxu
KOPOTKMX JIiHIi Ha KOXHIHl IIKaJi ITOBUHHI

JOpIBHIOBATH TMpPHONN3HO TIONOBHHI JOBXKHH]

JOBTUX JIHIN.
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Ipupict Mix niuHiif rpaxyroBaHHS TOBHHEH GyTH
0.5 m/ml. HominaseHa eMHICT 3a IKAIOK0
noBuHHa 6yTH 2 Mi/ml. Iludpu Ha wkani noBuUHHI

OyTH po3TalOBaHi BEPTUKAIEHO i TAKMM YHHOM

YBEpTi HOBXHHHU HalilMEeHINOI LiHK TIOTLITKH

HymepyBauHs mkanu .. Binmosinae
mo06 MepeTHHATHCE HABILM NiHISMH TpagyroBaHHI
10 AKX BigHocAThCs. L{udpu noBuHHI 6yTH
67M3bKO, alle He TOPKATUCH JIiHil rpafyroBaHHA 10
SIKHX BiTHOCSTBCS. ‘
3aranbHa TOBXWHA LIKAJH A0 JTiHIT
) L . >27 MmM/mm 32 MM/mm
HOMIHaJbHOT MicTKOCTI
HynroBa JmiHis rpamyroBaHHS IIKaIW TIOBWHHA
TlonoxeHHs mKann 36iraTvcst 3 JIiHIEIO BiMTiKy MOPLIHS B MeXax Binmosigae

Poamip uuningpy

JopxuHa UWITIHOPY MOBHHHA OGYTH Takoro, I00
MaKCHMalbHa MICTKicTh mmpuiyy Oynma Ha 10%
6inpIe HOMiHAJNBHOI MiCTKOCTI

17%~18%

Pyxositka

HeoOximHO TmepekoHaTHCSA, 1IN0 IONPHI He
obepHeThCs Oinpmr HiK Ha 180° mpw ycTaHOBI
MOro Ha IUIOCKYy MOBEpXHIO mim kytom 10° mo
FOPU30HTY

Binmosigae

JoBxiHa TIOPIIHIO 3 TIOBEpPXHI

3aXOIJTEHHS 0 TOPIIO

MidiMaJbHa TOBKUHA IIOBHHHA OyTH 9 MM/mm

13~14 MmM/mm

NOBUHHA MaTu BHIAUMY i lIiTKy KpOMKOIO, sfKa

BHCTYTA€E B SKOCTI JiHIT BITIKY y KIHUS MOPLIHS.

MOBWHEH BiAMOBIIATH BUMOTaM

Jlinis Bimmixy . L. . Bigmosinae
Jlimia BimTiky noBuHHAa OyTH B KOHTaKTi 3
BHYTPILIHLOIO MOBEPXHEI0 LMIIIHAPY
Kowniune 3'eqHaHHs nosuHHI Bigmosimatn ISO80369-7 Bigmosinae
TlonoxkeHHsT  HAKOHEYHHMKA  Ha | HAKOHEYHUK LInprLa MTOBUHEH OyTH . .
. : . .y . Bignosigae
UuniHapi PO3TAILOBAHMIA 10 LEHTPY, CIiBBICHO 3 HUITiHIPOM
. MPOCBIT HAKOHEYHHKA MOBUHEH MaTH JiaMeTp He
IIpocBiT HakOHEYHHKA 2.2 MM/mm
MeHire 1.2 MM/mm
MeprtBuit mpoctip <0.07 m/ml 0.03 ma/ml
npy BUMpoOyBaHHI Ha HAMIMIIKOBUA THCK He
MOBMHHO BifOyBaTHCs BMTIKAaHHSA BOAM uepe3
i ) , .| mopwens a6o ywinsHioBau(u); mpu BUNpoOyBaHHI
BigcyTHicTh BUTOKY NOBITpS |1 . . . .
. Ha HEraTUBHHMI THUCK HE ITOBMHHO BimOyBaTHCH Binmoginae
pimuHu . .
BUTIKAHHA  TOBiTps TOB3  TOpImeEHb  abo
ylIijibHeHHsA(H) | He MOBMHEH ManaTd THCK Ha
MaHOMETpI;
TTakyBaHHs MOBWHHO BiJNOBigaTH BUMOraM Binnosigae
MapKyBaHHs [OBMHHO OyTH TIOBHMM, 3MiCT i .
MapkyBaHHS Binmosinae

BUIMPOOYBAHHA.

KoxeH JecaTHil TECT BiIMOBiNaE MOKAa3HWKAM CTEPUNBHOCTI

BucHoBok: nepesipanucs sianosigno ISO7886-1: 2017, GB15810-2019, 3po6nieno BUCHOBOK, 10 fana napriiu Jipoiiura




CrepunbHi rinofepMivHi roiku A OQHOPa30BOr0 BUKOPUCTAHHS

3BiT BHNpOOYBaHb GisHUHUX BUMOT

HaiimenyBanus
MpORYKLii, 1m0 CrepuJibHi rimopepMivuHi rojku s
nepesipseTbes OIIHOPA30BOTO BUKOPUCTAHHS Crienndikattis 0.6x30 My
IMapris (cepis) Ne 241014 (sterilization 241015) JaTa BupoOHUTITBA 2024.10
Ipuaarui no 2029.09 / /
BupoGauunit Jiangsu Kanghua Medical Equipment L
. ; Kinbkicts TecTy 125
miaposmin Co. Ltd.
[HCcTekuist ToBapy ¢bi3rgHi BIMOTH; Hara increxuii 2024.10.16~2024.10.17
Tepesi GB15811-2016 i 2024.10.30
Bipka TOBa aTa 10.
pepIpia TOREPY 1S07864-2016 vl BTy
. Pesynsratn
IlepeBipka ToBapy Hopma .
nepeBipKH
XKopctkicTh HopMa 3ruHy <0.45 MM/mm 0.35-0.38
Mirnicts He noeunHO OyTH po3ipBaHa MpOTATOM LIUKITY Be3 po3pusy
JlomycTUMUit BMIiCT KMCITHX 1 JIy)KHUX . .
. IloBuHEH BiANIOBIOATH Jo6pe
JOMIIIIOK
Koniune 3'eqHanHs TTosunHO Binmosimatu 1S080369-7 Binmnosimae
3'eqHaHHS TONOBKHW | TPYOKHU TONKH He nosuHHO pyitHyBaTHCh ipH 34 H He 3pyiinyBanocs
Bictps ronkn ITosunHO GyTH rOCTPUM i BITEHUM Bifl BiJl 33 IUPOK Binmosinae
BicTps ronku moBUHHO 6yTH FOCTPHM i MaKCHMalTbHeE
3ycHIIst POKOITIOBAHHS . . 0.37~0.56
3yCHJIIA He TOBWHHO OyTH Ginbiue, Hix 0.70 H
30BHilHIMN giameTp D=0.63040.01MmM/mm 0.625-0.634
JomxnHa TpyOKH L=27.5~31.5 mM/mm 29.3~30.4
KyT 3aTtouyBaHHsI TONKH a=1]1°42° 10°41” ~12°28”
Yucrora TToBHHHI 6yTH BINEHAMM BiJ YaCTOK i CTOPOHHIX JIOMIIIOK Yucri
1IBMAKICTE MOTOKY BOMIH Yepe3 TONKY il riApoCcTaTHYHUM
L ) THCKOM, 110 He nepesuirye 0,1 MIla mopnnHa 6yTH He ) )
TIpoxiaHiCTh MPOCBITKY : ) Bignosinae
mennie 80% Bix MOTOKY ISt TONKH €KBIBAJIEHTHOTO
IiaMeTpy
Kornip ronoBku rojixku Mae GyTH TEMHO CHHIl Binmnoginae
11 i iBHICTE i iHIHICTE TPYOKH, TOBIIH . .
Tedexmn epeBipTe PiBHICTS i Hp}{MO.TI II/IHI?T py IUHY I .
TpyOKH i Iepepi3
3MartieHHs 3MaleHHs He TTIOBUHHO OyTH BUIHO Bignosigae
3anobixHNi KOBMa40K [ToBUHEH 3aXUINATH BiCTpPI TOJIKM Binmosigae

BucHOBOK: nepeBipanuca Binnosinto 1ISO7864-2016, GB15811-2016, 3poGrnieto BUCHOBOK, 110 AaHa napTi;hnpn

; n 7'7".1,\)
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BUTIpoOyBaHHS.

KoxceH pecartuii Tect BIZNOBIAAE MOKA3HMKAM CTCpHHbHOCTi 4



CrepunbHi rinoiepMivHi FoIKH A7l OAHOPAa30BOr0 BUKOPUCTAHHA

3BiT BUNpo6GyBanb PisHUHAX BHMOT

HaiimMenyBanus c o L
TEPUIILHI TiIo ivHi
MpPONyKILii, 1o P FRRPRCELEL TOH Ao Crienudikaris 0.55%x25 Mmm
: OIHOPA30BOTO BUKOPHCTAHHS
nepeBipsieTbes
MMapris (cepisn) Ne 241014 (sterilization 241015) Hara BupoGHMIITBA 2024.10
IMpunatHi 10 2029.09 / /
Bupo6ruunit Jiangsu Kanghua Medical Equipment L
: . KinbkicTs TecTy 125
AP O3 Co. Ltd.
[Hcnekuis ToBapy (i3uuHi BUMOTH; JHara iHcnekuii 2024.10.16~2024.10.17
epeni GB15811-2016 . 2024.10.30
epeBipka ToBa .10.
PeRIR Y 1SO7864-2016 Hara 3sity
: PesyasTaTu
Ileperipxa ToBapy Hopma .
nepeBipKH
XKoperkicrsb Hopma 3ruHy <0.40 MM/mm 0.32-0.36
MiuHicTs He noruHHO OyTH po3ipBaHa NPOTArOM LUKITY Bes po3pusy
JlormycTAMU BMICT KUCITHX 1 JIy’KHUX ) )
) TloBuHEH BigOBIIATH Ho6pe
JIOMILIIOK
KoniuHe 3'eqHaHHA IMosuuHO Biamosinary 1So80369-7 Binnoginae
3'eTHAHHS TOJIOBKH i TPYOKH I'OMKH He nosurHO pyitHyBaTHCh npu 34 H He 3pyitHyBanoce
Bictps romku IMTosuHHO OyTH FOCTPHM i BiIbHUM Bif Bil 3aAMPOK Binnoginae
BicTps ronku noBUHHO GyTH FOCTPUM i MaKCUMallbHE
3ycums MPOKOMOBAHHS ) ) 0.36~0.52
3yCHIUIA He TOBMHHO OyTH 6inbine, Hix 0.70 H
30BHIILHII giaMeTp D=0.550+0.01 MmmM/mm 0.551-0.556
JopxwuHa TPYOKH L=22.5~26.5 MM/mm 24.3~25.1
KyT 3aTouyBaHHS rONKU a=]1°+2° 10°23” ~12°41”
Yuctora TToBuHHi 6yTH BiNBHAMM BiJl 4aCTOK i CTOPOHHIX JAOMIIIOK Yucri
1IBMAKICTE MOTOKY BOIH Yepe3 TONKY i FigpoCTaTHIHUM
L. . THCKOM, 110 He nepesuurye 0,1 MIla nopunna 6yTu He . .
ITpoxigHicTh MPOCBITKY . . Bianosizae
Menire 80% Bifl TIOTOKY IJISI TOINKH €KBiBaJIEHTHOTO
niamerpy
Kornip ronoBku ronku Mae 6ytH (hioneToBuii Binmnoginae
IT i iBHI i IPAMONIHIMHICTE TPYOKH, TOBUIA . .
Tsfiasm epeBipTe PiBHICTS i 1P MO' . py UIAHY Bimmosizae
TpyOKH i epepi3
3MareHHs 3malneHHs He MOBUHHO OyTH BUIHO Bignosinae
3ano6iKHUI KOBNavyoK TToBHMHEH 3aXWINATH BiCTPi FOITKU Biamoginae

BucHOBOK: TiepeBipanucs ixnosinno 1S07864-2016, GB15811-2016, 3pobieHo BUCHOBOK, 110 aNa naptis npoifmna

BUNPOOYBaHHI.

KoeH RecATHii TECT BiMOBiKa€E MOKAa3HHKAM CTEPUITBHOCTI
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