Jiangsu Kanghua Medical Equipment Co. Ltd.

CeprHpikaT aHATIZY

3BiT No.: 2022-1104 IlepeBipka No.: 2022-1104
I Impui is’ €KIIiTHIT 3-X KOMIIOHEHTHHIT
HailiMeHyBaHHA oJHOpa30BMil cTepiutbHII "ANGELMED" o 20 m'ml (0,6x30 MmM/mm)
) Crenugikaris
IIPOXYKIIL 20 mx Luer Slip 3 1BoMa rojkami, Ta (0,8x40 MM/mm)
23G (0,6x30 mmM) Ta 21G (0,8x40 mm)

ITapris (cepis) Ne 230505 (sterilization 230506) Jlata BupoOHHIITBA 2023.05
IpunatHi 10 2028.04 KinmbkicTs B maprii 577 600
BH]_JOGHH‘_HM Jiangsu Kanghua Medical Equipment Co. Ltd. KinmbkicTh TecTy 125

TiAPO3Iin
XIMIYHI BHMOTH; 2023.05.07~2023.05.20
IHcTektis TOBapy OioMOTiYHI BHMOTH; Jata incmexirii
¢hi3nuHi BHMOTH;
IlepeBipka ToBapy ISO7886-1: 2017, GB15810-2019 Jarta 3BiTy 2023.05.21
IlepeBipka ToBapy ] BuMoru cranaaprie ‘ Pesyabraru nepeBipku

Ximiuni Bumorn ]

ExcTparoBaHi MeTann MMOBHHHO BiJIOBIIaTH BHMOTaM Bignosigae
KHCIOTHICTB-TYXKHICTh 1.0 max (pi3Hnus B 3Ha4eHHi pH) 0.2

{(Bionoriuni BuMoru]

ATiporeHicTh IMOBHHHO BiIOBIJaTH BHMOTaM Bignosigae

[®izpuni BEMOrH ]

NOBHHHI OYTH BilTbHI Bil YacTOK i CTOPOHHIX . .
YuctoTta ] Bianosigae
IOMILTOK

3MaIeHHg 3MaleHHs He TIOBHHHO OyTH BHTHO Bignosigae

AKIO MeHINe ITONOBHHHM HOMIHAIBLHOI €MKOCTI
+(1.5% Bixg V+1% 3mutoro 06'eMy) 6 Mi/ml k1o -0.0697~0.0826 mn/ml

Jlonyck Ha TpaTyllOBaHy MiCTKICTh ) i ) .
HopiBHIOE abo Oimblle MONOBHHH HOMiHANBHOI

; -1.5%~1.6%
€MKOCTI +4% 3mHToro o0'emy 18 Mn/ml e

Ilina moxinmku mkann mopnHHA O0yTH | Mi/ml; JTinii
rpaIylOBaHHA OBHHHI OYTH OJHAKOBOI TOBIIIHH.
BoHH  TOBHHHI  JeXaTH B IIIOMINHAX,
pO3TAlIOBAHHX  IIepIeHTHKYIIpHO J0  Bici
mumiHapy. I[IoB3MOBXKHA Bich MOBHMHHA OyTh
I'payroBaHHSA MIKANH piBHOMipHO TmporpagyiioBaHa. Kinmi miHii
TpaJyloBaHHS OJHAKOBOI JOBKHHH IIOBHHHI
pO3TAIIOBYBaTHCS ~ BepTHKANbHO.  JIOBXKHHH
KOPOTKHX I iHill Ha KOXHIl WKani MOBHHHI
IOOpiBHIOBaTH NPHONH3HO TIONOBHHI JIOBXKHHH
TOBTHX JIHIH.

IIpmpicT MixX TiHill TpaTyroBaHHA IIOBHHEH OVTH 5

HyMepyBaHHS IIKATH

Mi/ml. HoMiHaTbHA €EMHICTE 32 INKAJIOK0 IOBHHHA




Oyt 20 Ma/ml. ITudpu Ha 1mKani TOBHHHI OyTH
pO3TalIoOBaHi BepPTHKATBHO i TAKIM YHHOM II00
HepeTHHATHCH HABMLN MiHIAMHI TpagylOBaHHA 10
AKUX BigHOCATHRCA. [{ndpn moBHHHI OyTH OMH3EKO,
alle He TOPKATHCH IiHil TPagylOBaHHA J0 SAKHUX

[loro Ha TIJIOCKY TIOBePXHIO Mig KyroM 10° 1o
TOPH30HTY

BiHOCATECA.
BM@Ha ,r:o.l.m{?ma 1111@]}1 JI0 TiHii =52 yw/mm &5 sgfinm
HOMIHaITBHOI MiCTKOCTi
HymroBa IiHIA TpaJyroBaHHA MIKATH IIOBHHHA
TTom0sXeHHS KA 30iraTcs 3 INiHIEIO BiATIKy MOPIIHS B Mexax Bignosigae
YBepTi JOBKIHH HalIMEHINO] IIiHI MOTITKH
JloBxK1HA IMHUIHIPY TOBHHHA OyTH TakKolo, 100
Po3Mip mumingpy MaKCHMalbHa MICTKICTh ImpHmy Oyma Ha 10% 17%~18%
OinbIIe HOMiHANBEHOI MiCTKOCTI
HeoOximHO mepekoHaTHcd, 1IN0 INNPHI[ He
o0epHeThCcA OiMBIN HiK Ha 180° mpm ycTaHORBI ) )
PykosaTka Bianosigae

JIoBXIIHa TIOPIIHIO 3 IOBepPXHi
3aXOIIeHHA 0 TOPII0

MiHiManBHa JOBXHHA TOBHHHA OyTH § MM/mMm

13,8 MM/mm-~14,7 MM/mm

MNOBHHHA MATH BHANMY 1 YiTKy KPOMKOKO, fKa
BHCTYIA€E B AKOCTI JiHil BITIKY y KiHII HOPIITHS.

JliHist BUDTIKY L . Biamosiae
Jlimia BiMIiKy IOBHHHA OyIH B KOHTAakTi 3
BHYTPIIIHROK MOBEPXHEI0 MILTIHAPY

KoniuHe 3'eTHaHAA MOBHHHI Bignosigati ISO 80369-7 Bignosigae

IlonokeHHA  HAKOHEUHHKA HA | HAKOHEUHHK ImIpHITY TIOBHHEH OyTH ; ;

, ; - Biamogigae
IITHAPI PO3TaIIOBAHHII eKCIIEHTPHYHO
: IIPOCBIT HAKOHEYHHKA TIOBIHEH MaTH JiaMeTp He

IIpocBIT HAKOHEUHUKA 2.2 MM/mm
MeHmIe 1,2 MM/mm

MepTBHil IPOCTip <0.15 mw/ml 0.09 Mm/ml~0.12 Mn/ml

BigcyTHICTE BHTOKY TIOBITpPA i

OpH BHIOpOOYBaHHI HAa HANININIKOBHH THCK He
TOBHHHO BiJ0yBaTiiC BHTIKAHHA BOIH dYepe3
HopIIeHs a00 YIILIEHIOBAU(M); IpH BUIPOOYBaHHI

IMOBHHEH Bi/IIIOBIIaTH BHMOraM

. Ha HeTaTHBHHII THCK He MOBHHHO BiT0yBaTHcs Bignosigae
P BHTIKAHHA TIOBITpA TIOR3  TOpIieHs  abo
VIIUTPHEHHA(H) 1 He MOBHHEH MAJaTH THCK Ha
MaHOMETpi;
IlakyBaHHS MMOBHHHO BiJIOBiJaTH BHMOraM Bignosigae
MapKyBaHHS TIOBHHHO OyTH TIOBHHM, 3MICT ) i
MapkyBaHHA Bignosigae

BIHCHOBOK: IepeBipamica Bimmopigao ISO7886-1: 2017, GB15810-2019, 3po6eHO0 BICHOBOK, IO JaHa IapTisl RO

BrmpoOyBaHHA. KojkeH JecaTHil TeCT BIAIMOBITae MOKa3HHIKaM CTEPILTBHOCTI




CrepumbHi TiHoJepMidHi TOMKH A7 OZHOPA30BOTO BHKOPHCTAHHSA

3BiT BUNPOOYBaHE (PI3HYHHX BUMOT

HaiiMeHyBaHHA . ;.
CTepHIbHI TITOTEePMIiTHI TOIKHA IS L
TIPOIYKIIii, II[0 Crernudixaris 0.8x40 MM/mm
i OTHOPA30BOT0 BHKOPICTaHHS
TIepeBipAETHCA
ITapris (cepis) Ne 230505 (sterilization 230506) Jlata BupoOHHIITBA 2023.05
IIpunatHi 10 2028.04 / /
BupoOHmumii Jiangsu Kanghua Medical Equipment 125
Po ) & gh AP KinbkicTh TecTy
TAPO3IiT Co. Ltd.
IHCTIeK1Iist TOBapy (i3nuHi BUMoOTrH; Jata iHcHeKmii 2023.05.07~ 2023.05.08
_— GB15811-2016 . 2023.05.21
eBipKa ToBa aTa 3BI
epepp by 1S07864-2016 Hazsniy

IlepeBipka ToBapy Hopma Pe3yibTaTH nepepipkn
KopcTkicTs HopMa 3ruHy <0.50 MM/mm 0.39~0.45
MinHicTh He mormHHO OyTH po3ipBaHa NPOTATOM ITHKITY Be3 po3pury
JlommycTHMIT BMIiCT KHCITHX 1 . :
: IToBHHEH BIINOBIIATH Jlo6pe
TYXKHHIX JOMILTOK
KoHiune 3'€¢qHandsa IToBnuHO BigmoBigatH 1S080369-7 Bignosigae
3'eTHaHHS TONOBKI i TPYOKH TONKH He moBnHHO pyliHYyBaTHCE IpH 44 N He 3pyitHyBanoCh
BicTps ronkn IToBmHHO OYTH TOCTPHM i BITEHIM BiJI BiJT 3aHPOK Bignosigae
BicTps ronki HOBHHHO OyTH TOCTPHM i MaKCHMAanbHe
3yCHIIIA IPOKONMIOBAHHA : : 0.42~0.59
3yCIULIA He TOBMHHO OyTH Oinbie, Hix 0.85 N.
30BHINIHIIT AiaMeTp D=0.810+0.01 MM/mm 0.802~0.811
JloBx11HA TPYOKH 1=35.5~40.5 MmM/mm 36.2~36.9

KyT 3aTouyBaHHS TOIKH

a=11°+2°

10°38” ~12°26°

ITormHHI OyTH BUTBHUMH BiJl YaCTOK i CTOPOHHIX

Yucrora ) YncTi
JIOMIIITOK
IITBUAKICTS IOTOKY BOH Uepe3 TONKY Mif
o : TiIpocTaTHYHIM THCKOM, 1110 He TepeBninye 0,1 MITa :
IIpoXiTHICTE NIPOCBITKY : Bianosigae
ToBUHHA OyTH He MeHIIe 80% BiJ HOTOKY A7 TOIKH
eKBiBaJIEHTHOTO JiaMeTpy
Kormip ronoBkH romkn IToBuHeH OyTH 3eTeHHM Bimgmogsinae
IIepeBipTe piBHICTE i IPAMONIHIHHICTE TPYOKH, )
Hedextn ) ) ' Bignosigae
TOBIIIHY TPYOKH i mepepi3
3MaleHHa 3ManieHHs He TIOBHHHO OyTH BHIHO Bimmosizae
3armoOLKHII KOBITAUOK IToBIHEeH 3aXHMIATH BiCTPi TONKI Bignosigae

BucHoBoK: nepeBipsmics BiamoBigHo ISO7864-2016, GB15811-2016, 3pobieHO BHCHOBOK,

110 JJaHa MapTid mpoiiia BumpoOyBaHHA. KoeH JecATiHii TeCT BiilIOBiaE MOKAa3HUKAM CTepH




CrepumbHi TiHoJepMidHi TOMKH A7 OZHOPA30BOTO BHKOPHCTAHHSA

3BiT BUNPOOYBaHE (PI3HYHHX BUMOT

HaiiMeHyBaHHS . o
CTepHiIIbHi TiOAEPMiUHi TOIKH IS
II ii, mo s
po,:[y@ B OIHOPA30BOr0 BHKOPHCTaHHA Crerudixaris 0.6x30 MM/mm
TiepeBipAeThC
ITaprtis (cepis) Ne 230505 (sterilization 230506) Jlata BHpOOHHIITBA 2023.05
IIpuaarHi g0 2028.04 / /
BupoOHumii Jiangsu Kanghua Medical Equipment L 125
) ) KinbKicTh TeCTy
MigpOo3ain Co. Ltd.
IHcnex1is ToBapy (i3MYHI BUMOTH; Jara incmekirii 2023.05.07~2023.05.08
I : GB15811-2016 i : 2023.05.21
epeBipKa TOBa aTa 3Bl
e 2 1S07864-2016 2
. Pesyabsratn
IlepeBipka ToBapy Hopma i
nmepeBipkn
KopcTkicTs HopMa 3ruHy <0.45 MM/mm 0.35-0.38
MinHicTh He moBnHHO 0yTH po3ipBaHa MPOTATOM IHKITY Be3 po3pury
OIyCTUMMIT BMICT KHCIHX 1 TyKHHX
Moy . IIoBHHEH BiMOBiTaTH Jlobpe
JIOMIIITOK
KoHiuHe 3'eTHaHHA IIoBuHHO BigmoBigaTh IS080369-7 Bignosigae
3'eTHaHHA TOMOBKI i TPYOKH TOIKH He moBuHHO pyliHyBaTHCE IpH 34 N He 3pyitHyBanocs
BicTps ronkn IToBmHHO OYTH TOCTPHM i BITEHIM BiJI BiJT 3aHPOK Bignosigae
BicTps ronkni HOBHHHO OYTH TOCTPHM i MaKCHMAanbHe
3yCHIUIA IPOKOMOBAHHSA ) ) 0.38~0.59
3yCHILIA He TOBHHHO OyTH Oinmbie, Hix 0,70 N
30BHINIHIIT AiaMeTp D=0.630+0.01 MM/mm 0.625-0.634
JloB:x1HA TPyOKI L=27.5~31.5 mM/mm 29.2~304
KyT 3aTouyBaHHA I'OIKH a=11°+2° 10°48” ~12°317
YucToTra IToBuHHI OyTH BUTBHUMH BiJl YaCTOK i CTOPOHHIX JIOMIIIIOK YucTi
IITBuAKICTS TOTOKY BOIH Uepe3 TONKY IIiJ] TiIPOCTaTHUHIM
o . THCKOM, 1[0 He eperuntye 0,1 MITa noBHHHA OyTH He . .
IIpoxigHICTE IPOCBITKY . . Bignosigae
MeHIe 80% BLI IIOTOKY AJIS TONKH €KBIBAIEHTHOTO
JTiaMeTpy
Kormip ronoBKH Tonkn Mae OyTu TeMHO-CHHII Bignosigae
IlepeBipTe piBHICTE i IPAMOTIHIHHICTE TPYOKH, TOBITHH . .
Hedextn PERpIER P i ) Pyo ey Bignosigae
TPYOKH i Ilepepi3
3MaleHHs 3MarieHHs He TOBHHHO OyTH BHIHO Bignosigae
3amo0LKHHIT KOBIAYOK IToBIHEH 3aXHUMATH BiCTPi TONKI Bignosigae

KoxeH JecATIIii TecT BiMOBiNa€E IIOKA3HIIKAM CTePIUIEHOCTI
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