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JAEKJIAPAIILA TTIPO BIATIOBITHICTD
JIB Ne 12092022/02

Bupoonux: Jiangsu Eyoung Medical Devices Co., Ltd

(Uzsncy Eron Menikan [esaiiciz Ko., JItr.)
adpecu upobnuuux maidanuuxie: No.1 Dongtang Rd.,Zhenglu Town, Changzhou,
Jiangsu, China (Ne 1 lynran Pn., cenmume Yxenny, Yanwkoy, Lzsucy, Kurait)

Ynoenosascenuii npedcmaenux eupodonuxa ¢ Yrpaini: TOB «(BEPKAHA+
lopuduyna adpeca: Byin. Ilymkina, 6.20/1, m. Boroxyxis, Xapkisceka o6i., Ykpaina,
62103 (dic 6i0 im s 6upobruKa na nidcmasi dogiperocmi 8id 24.05.2022)

niomeeposicye, wo eupobu meduumi: Illnpurm  iH’eknifiHi  OAHOPA3OBOTO
3aCTOCYBaHHS, CTEPHUIIbLHI
S WBALKA
mopzo6oi mapxu: © HONOMOTA
Kaac pusuky: xiac Il a

BiInoBifaloTe BUMOram TexHiYHOrO pervIAMEHTy MIOX0 MeIMYHHX BHPOGIB,
3aTBepxeHoro Iocranosoro Kadinery Minicrpis Yipainu Bix 02.10.2013 Ne753.

nepenix meouuHux 6upobie ma ix moougpixayiti nasedeni ¢ JJodamxy 1 0o yiei lexiapayii

Jexiiapaniro ckiiaieHo Ha miacrasi:
Ceprudixary sinmopigHocti Ne UAMD.504-22 Big 09.09.2022 poky, umHHWHA 10
08.09.2027 poky mono 3abe3nedenns GyHKIOHYBAHHSA CHCTEMH VIPABIiHHS SKICTIO

M1/ Yac BUPOOHMITBA MeuuHuX BUpo6iB (Jonatok 6 TT KMV Bix 02.10.2013 Ne753 ):
Cepmuepixam eudano OOB TOB "VKPMENCEPT" (npusnavenum MinekoHompozsumiy &Apaum 30
i0enmugpixayitinum Homepom Ne UA.TR.099, amecmam akpeoumayii Ne 10240 gio 22. v__ Sidng, ).

Hexnapayis npo 8ionogionicms D A 2.3-02-088
TOB «<BEPKAHA+y IIaTa odopmuenns: 12.09.2022 | Jlie go: 11.09.2024 Penaxiiis |
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Conclusion Inspected according 1o 1S07886-1:2017. concluded that this batch pass. / BUcHosox nepesipeto E1ONVGIOHO
o0 ISO 7886-1. 2017, ISO 594-1, 3pohiaeno GUCHOBOR, WO oana papmis npotid BUIPODYGUHHEL.

H

g
i
!



EYOUNG

L7 T FHEEST S8 WH R A H

JIANGSU EYOUNG MEDICAL DEVICES CO., LTD.

Lizsincy Eron Medikan fQesaiiciz Ko., Jimd

CERTIFICATE OF ANALYSIS / CEPTH®IKAT AHATI3Y

| Name of Product /

Disposable Syringe with needle /

Specification /

2mi 24Gx17.23Gx1 1747

E
i Batch No/

i Ceping Ne

Hassa npodysmy | Lnpuy oonopasosuit 3 2oakow Cneyudpixayis
221029 Baich Qty./ | 660000pcs/um | Inspection Aim / Inspection
Kinokicms & cepii Mema nepesipiu lepesipeno i

' Production Unit /| JIANGSU FYOUNG MEDICAL DEVICES CO.,

B UPOOHEK LTD

Inspection Qty. /

Kiavkicme nepesipru

150 pes / unm

inspection Item /
Hoxasnuxu

NCPCRIPKY

Chemical Requirement / Xiviuni gustocu:
Biological Requirement / Bioxociuni swvocu:

Physical Requirement / Disuuni gunoou;

Inspection Date /

Hama nepesipru

2022.11.3-2022.11.12

Inspection Basis /

- Hepesipra ua

\ GUMOU

ISO7886-1:2017, 1S0594-1

Date of Report/

Heama ssimy

2022.11.12

Iaspection Items /
Horasuuxu nepegipxu

Standard Requirement /
Bamocu cmanoapmy

Result of Inspection / “

Pesyanmanm nepegipku

[ Chemical Requirements 1 Xiumiuni susocu

Extractable metal /

should meet the requirements /! noswioto

meet the requirements /

sionosioac |

- Acidity-alkalinity

- Exempacosanull seman (:i()nn@if)amz; BUMOCUM 7 suvo2a »
1.0 max (the difference of PH value) / 1.0 mare. | 0.25
- Kucaomuicmo-avorcHicme (pistiya ¢ snaveni P
residue  / Banauox 7= 10ug/g (uno) 2.2

ETO

CIIIEHORCUY

[ Biological requirements } Bioac

CTUHT GUMOCH

H

. Non bacteria / Biocymuicme

| MIKpOOPeaniamie

Should meet the requitements / [Tosunno

BIONOBIGWNY BUMOSAM

Meet the requirements / Bi(»-zngif)imvfi

GUMOTUM

. Non pyrogenic / Anipocennicme

]

Should meet the reguirements / [loswno

GIONOBIOMMU BUAMOCAM

S S —————.

Meet the requirements / RBidnosioue.

BUMOCAM

[ Physical Requirements Y @isuyni sumocu

 Cleanliness / Yucmoma

Should be free from particles and extrancous

matter / [osunen ovmu gimsnus 6id wacmor |

C CMOPORHIX dosildar

;The jubricant  should not be visible /

3ymaugenns e nOGURNHO HYMU BUOHO

Tolerance on graduated capacity

Hdonvex  wa  cpadviosany

CMHICHTH

tf less than half nominal capacity / Sxigo seniue
ROTOGUH U HOMIHABHOT CMHOCHT

0.5ml
it equal to or greater than half nominal capacity

E£(1.5% of V+2% of expelled volume)

! Hxwo oopismoc ado nepeswugye noaosuny

meet the requirements /

GIONOsISae |

HUMOAM

~




noatinaisiel cunocemi £3% aumoco 0o ey

+ 5% of expelled volume  1m|

- Graduated scale / I'pudvuosanu
{
L MKaa

Scale interval should be 0.1ml: The graduation
L.ines shall be of uniform thickness. They shall

Lie in planes at right angles to the axis of the

barrel. The ends of all graduation lines of

similar length shall be vertical bencath each
other. The lengths of the short graduation lines
on each scale shall be approximately half the
length of the long line. / [lina nociaku wraiu
nogunna  Oymu 0.1 wa; Hinil cpadyiosanis

nosuUNHI  amamu  ooraKOBY  mosuuny.  Bouu
ROGUHNT  Aeocami &  RACWLIAX 1O npsMuM
xkymos do ocl ywrinopy. Kinyi ecix opadayiu
OOHAKOBOT OOBHCUHL NOGUHIT DYINU 6CPMURLbIT
ooun nid oonus. Josicuna KopomKux i
CPUGVIOBUHIA 1ta KOXCHITE Wk nosuia oymu

PUGAUIHO NOAVGUHOK) QOB UHI QO620T AHIT

meet the requirements

BUNMOAM

!

i

gionosioac

Numbering of scale / Hymepayist

LR

Increment  between  graduation  lines to be
numbered Imi. Nominal capacity scale should
be Iml. The numbers shall appear vertical on the
scale and in a position such that they would be
bisected by a prolongation of the graduation
lines to which they relate. The numbers shall be
close to. but shall not touch. / Bidemane sio
abvigxvu  epadywosanns - ymepyeamu 1 At
Hominanona exnicme 30 WKQI0I0 ROSURHA Oy
I s Hughpu nosunni 63vmu 6¢pmurkQibiuMy nd

WRQAT MG 8 MAKOMY ROAONCCHI, W00 601U OV

ROOLCIT HAgnit JATHIAMIE SPAOVIOBUHHI OO AKX

BOHY  SIOHOCAMBCH. NOGUMHI

Hueppu

DHUZLKO, dA€ HE CHTUCKAMHCH.

avmit

requirements

BUMONINM

gionosioac

of

- nominal capacity line / 3acaiona

COverall  length scale  to

QoBMCURG Wk 00 il

HOMINUTTOHOT MICHIROCT

= 2T im

Position of scale / Toaoocenns

HINCGAH

45mm

The zero-graduation line of the scale shall
coincide with the fiducial line on the piston to
within a quarter of the smaliest scale interval /
Jinist wyaposol cpaovIOSauus WKL OGHHIU
SHIAMUCS 3 KOWRPOALHOK JTHICK) 1 nOpuenl 6
HGie ol yin

MENCAX 1!.()‘(’.’[?[))/' QUG U

HOGLARU

meet the 4

BUMOA

Barrel  dimension [/ Poswip

L Enopy

i

the length of the barrel shall be such that the

| syringe has a maximum usable capacity of at

H

least 10% more than the nominal capacity.

13




Hosycuna ywiinopy ROSUHHA GYMU  MaKoio,
WOO MAKCUMGIHG  MICIKICTb WRPUYY OVAG

Ha 10% Oiabiue HOMIHQIBHOT EMHOCIIT

Finger grips / Tpumau

shall ensure that the syringe will not roll more

meet the requirements /

leakage past piston /

Biocymuicme umoxy nogimps i

[ PIOUHY 30 MEXCT ROPULHS

no leakage of water past the piston or seal(s)
when tested in negative pressure. There shall
be no leakage of air past the piston or seal(s)
and there shall be no fall in the manometer
reading / npu GUAPOCVEANKT 1 HUCIHUROGU
RUCK HE TOGUIHIG OVINU GUINIKUNHS BOOK 4EepPC s
nOpLUEHD

atio Vuginbiosay(i); npu

GIORVEIOGC
| than 180° when it is placed on a flat surface at | suvocaw
| an angle of 10”10 the horizontal / Heotxiono
BREGHUMUCH, WO WNPUY 1e ODCPHEMBCs Oiabld
Hine ua 180° npu yemanosyi oco Ha nAOCKY
nosepxHio nio kKymom 10° 0o copuzormy
Length of the plunger from the | minimum length should be / minivawena | 11.5mm
surface of the finger grips nearer | dosxcuna nosunna Oymu
I to the Push-button / Hosxcunu | 8 mm
(: HOPULISE 3 ROBEPXHT FUXORAEHHS
L 00 mopyio )
- Fit of piston in barrel / ffocaoka | should move smoothly, the forces meet the | meet the requirements / eionosidac
HOPUHA 6 YWIEHOPI requirements / [opuwens nosunen pyxamucs | 8UMoaam
WIGEHO,  3VCUAIR  ROGUHNE  GIONOGI0amt
EUMOUENM
Fiducial line /  Emasona | there shall be a visible and defined edge | meet the requirements / gionosidac
(KOHDIPOALHA) AiHIS serving as the fiducial line at the end of the | suvoean
piston. The fiducial line shall be in contact
with the tnner surface of the barrel / na rxinyi
ROPUHSE ROGUHEN OV GUOMMUI | UIMKD
OKpecienult Kpau 6 skocmi Auil Koumpoao.
Koumpaoneya ainise HOGuinG KONMAKINYGamu s
BHYMPIUHBOIG NOBEPXILEIO YuAinOpd . o
Conical fitting /  Kowiune | should be in accordance with [SO594-1 /i meet the requirements / eidnosidac
3 CoHanA nosunno ionosioamu cmanoapmy 18O 594-1 BUMOCUM -
Position of nozzle on end barrel | the syringe nozzle shall be situated centrally, | meet the requirements / sionosidac
! Tloroxcenns naxoneynuxa na | meet the requirement on end barrel, it should | suvocan
wwinopi be coaxial with the barrel / Hawoicunux
; Henpryda noguHIH PPOSAUOEYENUCH e
YEHMPY, BIONOGINWMN BUMOCAAL 00 WITHOPA, ‘
MoOMo i NosuHen  OVRIU CHIBBICHUAL T3 |
| ywindpom I B
Nozzle lumen 7/ [poceim | the nozzle lumen shall have a diameter or not | 2.3mm ,
HAKOHEMHUKA less than / npocsim navoneunuxa nOGUNEH A
N Mamu ciavemp we menwe 1.2mm - __‘
Dead space / Mepmeut npocmip | <0.07ml ~10.028mi~0.042mt
Freedom from air and liquid | when tested in positive pressure, there shall be | meet the requirements / sidnosioac |

GUMOIaM

P




BURPOGYSANNT  HU  HECAMUEHULL  JNUCK  HE
NOSUHHO BYMY GUIMOKY NOSIMIPSL HOB3 NUPHEND
ado Vgintenoeay(i} ma He ROSUHEH RAOAMU

ROKUIHUR MUCKY HU MOHOMEMPI

Packaging / Ynakosxa

should meet the requirements / nosunna

BIONOBIOGM I GUMOSAN

meet  the

GHMUCUM

requirements [ gionosiouc

- Labelling / Mapxysanns

the package labeling should be complete, the
content should meet the requirements

MAPKVBUIHS YRAKOBKU NOGHIHO OYIMU ROGHUM,

IMICI ROGUREN GIOROBTOWITY UMOI UM

Conclusion Inspected according to 1SO7886-1:2017, concluded that this bz;tch pass:
00 IS0 7886-1: 2017, ISO 594-1, 3pobaeno 6ucnosoK, 10 Ound ngpIYR-RpOUL;IG éwwpg{ ﬁeamm

meet  the

BUMOIAM

requirements ./ glonosidac

ﬂe’fpempen(} BIONOGIOHO
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