L3sanunb Hanswoans Makpomonexyne Mpogaxr Ko., Jita
(Jiangyin Nanquan Macromolecule Product Co., Ltd.)

CEPTU®IKAT SIKOCTI
o . _ . NQ-D/ZJ-16
{Hassa nepesipennx |lLInpuu in’exuidnwii, ARTERIUM®, 2 mu, TPUKOMMOHEHTHWH, CTEPHALHUHA, 3 ronkoto 0,6 MM X
|npenaparis 25mMm (23G x 1 1/2%) |
Howmep naprii 920315 TEPMiH 2027-03 Kinskicts 744 000 o
| ___pHUAATHOCTI A0 L | )
Hara crepunizauii 2022.03.16 Toprosa mapka APTEPIYM
TectyBaHHA 3rigHo YZB/GUO 0464-2010 1ISO7886-1:1993 Jara 38ity 2022.03.30
Hepesipenuii nokaszHuk TEexXHIMHI BHMOTH BucHoBOK 32 BHCHOBOK
pe3ybTaTaMu
_ ., e ) e o . TeCTyBaHHa )
CTepUnLHICTD Iosuuen GyTH cTepunbHUM CrepunbHuii ATecToBaHi
bakrepianbhi ennotokennu | Ixepena HarpisaHHua nMOBHHHI Hbkepeno HarpisaHHs :
b L. ) j : ATeCTOBaH!
KaTteropin A » OyTH BIACYTHI o BIACYTHE
3anuuwkosrii 06'em EO 3annukoBui 06°eM NOBUHEH :
,_ 1,58 mkr/r ATECTOBaHI
__{CTaHOBHUTH < 10 MKF/r - h |
[lepesipennit nokasunk | Texniuni BUMOru _Bucuosok
3’€OHAHRA 3BY)KEHOT 3riaHO 3 BUMOTraM# PEryiaMeHTiB
| YACTHHH GB1962.1 abo GB1962.2
{Kareropis b {FepmernunicTs unninapa Bmc.y'rﬂ{ MPOTIKAHHSA, BiACYTHS ATeCTORAMN;
wopdua HELLJIBHICTb I'YMH
ﬁqnnycwme BIIXUNCHE A < £4%
ob’emy
3OBHIWHIH BUTHisAA IoBuHH! OyTH uHCTUMM,

npo3opumu, 6e3 wunis, Ges
HeoOpobaeHux kpaiB, BIACYTHi
{3aIMLIKK MacTvna

pH pH — pH (iepornig) < |

Mipua wkana, sinis 0 Y mexax 1/4 pianaszony

PiBHS | N

I'okaxxunk piBHs [TonoxeHHS noka)cunka NOBHHHE

Kareropis B - OyTH BIAMOBIAHHUM, APYK MOBHUM. ATrecToBaHi

I'ymoBa npobka Hlomiwkn moBHHHI 6yTH BiACYTHI.
|DyHKUis KOB3aHHA DOyHKLIA KOB3aHHA NOPIIHSA
|mopiuHa MoBHHHA OYTH 3a00BiNLHOMO
(3anuuikoBuii 06’ em 3anuuwkoBuii 06°em < 0,07 mn

[lepsunHa ynakoska Ha nepsuHHifi ynakosui nosHHHi

OyTH HasBHI BCi HANEKHI CHMBONH |
IpocTt okcuam V (KMnQy) -V |

L (KMnO, ieporsi) <0,5 mn_ e
BucrHosox |ArecroBasi, BIANIOBiAAI07H cepTHdiKaTy BiANOBiMHOCT] Ne PR.322-21 Bin 15.01.2021

[HcnexTop: Minxa Can [lepesipns: Cinbtoif 1y [lepesipuB Ta cxBanus: XaigHe
{Minna Sun) (Xinyu Lu) Xyad (Haiyan Huang)
[[leyaTka:

Lisauunb Hauburoans Makpom onexkyne Ilponakt Ko., JIta]
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CEPTUOIKAT
BIANOBIAHOCT!

Mopsaok 3a6esneueHHn (DYHKUIOHYBAHHA CMCTEMW YNpaBfiiHA AKICTIO NI ac
BUPOGHKLTBA MeauuHMX BupoGis ([logaTok 6 TexHiuHOro pernameHTy WOA0 MR HUX
BMpOGIB, 3aTBEPAMBHOTO nocTaHoBOW KabiHety MinicTpis YkpalHu gig 02.10.2013
Ne 753 (TP)

BupobHux: Jiangyin Nanquan Macromolecule Product Co., Ltd.
LianHinb Haxpoaws Maxpomonexyne TNpogaxkr Ko., fira.
No.618 Jingxian Road, Xiagang Street, 214442 Jiangyin Gity,
Jiangsu Province, PEOPLE’S REPUBLIC OF CHINA
LanHcan Poya, 618, Caran Cpit, 214442 micto LIssiHiHb,
nposiHuia Li3ancy, Kutaicbka Hapoata Pecny6nika
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VROBHOBKGHWA Kopnopauin «Aptepiym»

NPeACTABHAK: M. Kuis, 01032, Byn. Cakcaranchkoro, 139, Ykpaita

Bupobu: inpuyy in'exuiitti Ans OAHOPA30BOro 3acTOCYBatHA (3
rofxKamu)
Sterile Hypodermic Syringes for Single Use (with Needles)
Hinpuuw in'exuiini incynivnosi Ang 04HOPA3OBOT0
3aCTOCYBAHHA
Sterile insulin Syringes for Single Use

Knac pusuky: lla

e

018
ACTY EN ISOAEC 17021

[pusHasennit opran 3 ouinku signosignocTi TosapucTBo 3 06MEXSHOX BIANOBIAAALHICTIO «IMIPYB
MEZIMKEDN» (inenmudyikauiui Homep Ne UA.TR.120) nigraspxye, 140 3a3Ha46HU#A BUPOOGHUK BNPOBaAUE
CUCTOMY YNpasninuA AKICTIO W00 NPONecis BUPOOHWUTBA T3 OCTATOMHO! NEPBBIPKA CTOCOBHO BKAJaHUX
Bupo6ia y signosigrocti go nynkris 3-5 foparka 6 TP 1a AKa € 06'exTOM NOPIOANYHUX HAFNSNOBUX ayauTie
aripno nymxris 8-11 logatxa 6 TP.

flanuit ceprudhikar YnHUA 32 YMOBI nii cepTudikary Ne G2 071195 0011 Rev.01 8in 09.10.2019, euparoro
TUV SUD Product Service GmbH (igenvwebixauisinuii nomep 0123).

- Tipcrasa ans sugasi:
 38iT Ne PR.444/6-21 8i 12.01.2021;
PitueHHA woao ceprudpikauil Ne PR.444/7-21 Bip 15.01.2021.

Ceprudpixar Ne PR.322-21

MicueanaxomkeHHs [iicHui 40 26 TpasHa 2024 p.
I0DUAKHHO! ocobn: . Bunagus Ne 1. Caprudpikosano 3 15 cigHg 2021 p s
Gynweap M. lMpuimavenxo, 1/27, {
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Mictiestaxopperns 00B:
Yxpaina, 04112, m. Kiifs,

Byn. Pusbxa 8-A, oh. 110
Cropinka 131




Mexaapauls apo sinnosiaicTs Ne 001-2021/01 Bin 15.01.2021

3araasua Ha3BR BHPoOy:
Common name of medical device:

Mepenix supoGiB:
List of products:

BupoGuu:
Manufacturer:

YnosHoBaXKeHUH NPEACTABHUK B
YrpaiHi:
Authorized represeniative in Ukraine.

Kaacudikanis
Classification

Ipouenypa oninky einnosianocri:

Conformity Assessment Route:

CeprudixaTu:
Certificates:

Npuinavenul opray 3 ouinkH

sianoBianocri Ta oro inenTndicaniitnui

KOZX:
Conjormity assessment body with its
identification number.

(Declaration of conformity)

| WUnpsuy inexniiini Ans ORMOPA3ODOIO 3ACTOCYBAHHA (3 FOAKAMH)
Sterile Hypodermic Syringes for Single Use (with Needles)

Wnpsum ixv'exuilini incynidosi it1g OAHOPA30BUTO 3ACTOCY BAHHA
Sterile Insulin Syringes for Single Use

(s3riano 3 Jonatkom | fo uiei Jexnapanii)

(according to Anex 1 of the Declaration)

Jiangyin Nanquan Macromolecule Product Co., Litd.
No.618 Jingxian Road, Xiagang Street, 214442 Jiangyin City,
Jiangsu Province, PEOPLE’S REPUBLIC OF CHINA
Ianlun Hanuoaus Maxkpomonexyae Hponaxt Ko, JITa.
Lisuncan Poyz, 618, Caran Ctpit, 214442 micTo L3sHIHb,

“mposinuis Lasucy, Knradicka Haponna Pecriybnika
I Kopnopania «Aprepiym»

| Vkpaina, m. Kuis, 01032, Byn. CakcaraHebxoro, 139
| ARTERIUM Corporation

139, Saksahanskogo Str., Kyiv, 01032, Ukraine

| Ten. 044 490 75 22
| e-mail: Anna.Remsha@arterium.ua

| Knac Ha 3rigno Itynxty 10 Jlomatky 2 TeXHiMHOro periamenty

oA MeXHuHHX BupeliB, 3aTepKkeHoro [10CTaHOBOK Ka6inery
MiwuicTpis Y«painn Ne753 sin 2 «ostHa 2013 p. __
Class lla according ltem 10 to Annex 2 of Technical regulation on Medical
devices approved by Decree of Cabinet of Ministers of Ukraine Ne733 on 2
October 20/ 3

Honavox 6 TeXHIMHOTO PErIAMEHTY IOZO MENMNHAX BHpOGis,

sarsepmxenoro ITocranosoio Kabinery Migictpis Vxpaluu Ne753

Bia 2 xonTHA 2013 p. )
Annex 6 of Technical regulation on Medical devices approved by Decree of
Cabiner of Ministers of Ukraine Ne753 on 2 October 2013

Ceprudikar pianosignocti: Ne PR.322- 21

| Certificate of conformity: Ne PR.322- 21 -
- Ctpok nit ceprudikara BianosiasocTi: 8ig 15.0 1.2021 go
1 26.05.2024

Certificate of conformity is valtd: from 15.01.2021 until 26.05.2024

TosapHcTso 3 06Menxerion BiaNoBIAAABHICTIO
«IMITPYB MEJUKEJ»
Limited Liability Company "IMPROVE MEDICAL"
UA.TR.120

Penakuia 01 sin 15.01.2021




Lzatiine Hanwosse Maxpomonexyne Tlponaxt Ko., JItn. fexnapye aukonanms sHMor Homarky | g0 Texxiunoro pernamexty woqo
menraiux sHpobie, saTsepmicHoro [Nocranosoio Kabivery Yxpainn Ne 753 sia 2 xosras 2013 p.
Jiangyin Nanquan Macromolecule Product Co., Lid. declares the Julfithnent of requirements of Annex 1 to Technical regulations on
Medical devices, approved by Decree of Cabinet of Ministers of Ukraine Ne753 on 2 October 2013.
sen 8 oir jig FeOpil Ypaiing 3 an HHEM JHAROM SRLANOBLANOCTI TEXIHYIIIM DECAIMCHTAN sianosiano ac flonagry |1

[locranonss KaBinery Rpel - ! . «f1po 3arecpaxetind TEXUIMHOIO DSLABMEHTY IIONO MEANYUIX
81pobier Ta foctanosy Kabingry Minio IRig Yxpaiy pin 30 tpvans 2015 p N 1184 « 2 [ ’ BUAGORIAHOCT)
TOXHit CCABMEHTRM, ¢ ™™ yMo8

Are placed on Ukrainian market bearing the symbol of conformity with technical reguiations according to Arnex 11 of the Decree of the
Cabinet of Ministers of Ukraine of 2 October 2013 No. 753 On Approval of the Technical Regulation on Medical Devices and the Decree of
the Cabinet of Ministers of Ukraine qf' 30 December 2015 No. 1184 On approval of the form and description of the symbol of conformity with
technical regulations, rules and condizions of its nsags.
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- (position of enterprise mm@i ROCAZ) KepiiiAna nh:#ﬁmﬂ]

Penakuia 01 Bim 15.01.2021




Noaatok 1 no Aexnapauit sianosinnocti Ne 001-2021/01 sin 15.01 207 |
Anex | to Declaration of conformity

Lnpeus ivexuidtii ans OAHOPA30BOTO 3aCTOCYBAHHS (3 rOTKaMHM)

l_ Sterile Hypodermic Syringes for Single Use (with Needles)
Ne

Ha3sa mMeauunoro empoby anrniicuxoio —I Hasea meanaoro aupaby ykpaincoroo |

» e i

MOBOIO MOBOM
— | __Name of medical device in Engltsh { Name of medical device in Ukrainian
| | Sterile hypodermic syringe for single use, 2 mi, three- | Ulnpunu in'exuitinnii ans 0LHOPA30BOTY
part. with neegle 3ACTOCY BAHHA, 2 MR, TPUKOMITOHEHTHUH,
CTEePUNLHHA, 3 TONKOKO
2 'St;"ilc h§p_6defm'i55yringc de?inglé uéc, s r'nl; three- | WInpuu iH'exuintnui s ORHOPA3080rD - )
part, with needle 3RCTOCYBAHHA, 3 M, TPMKOMIIOHEHTHUIL
) o CTEPHALHNIN, 3 roaKkolo |
3 Sterile hypodermic syringe for single use, 10 ml, h Winpuy in‘ekuiiiunit ans OAHOPA30BOINO
three-part, with needle _Jacrocynanns, 10 Ma, TpRKOMIOHERTHHNY,
(N o CTCPRABHUHN, 3 NOAKOKD o
14 Sterile hypodermic syringe for single use, 20 ml, WInpuu in'exuidnnd ans 0 HOPa308oro )
three-part, with needle 38CTOCYBRHHS, 20 MA, TPHKOMIIOHEHTHM,
| =i . S CTCPMITBHHH, 3 rOAKOK
5 Sterile hypodermic syringe for single use, 2 ml, two- | LUnpuu in'cruittanit mm OXHOPAZOBOTO
part, with needle 38CTOCYDARHA, 2 M1, ABOKOMITOHCHTHMUIE, |
| | CTepHNLHNIA, 3 rONKOIO J
_ : . : _ — i : N
|6 Sterile hypodermic syringe for single use, 5 ml, two- linpuy in'exuilinuit 133 onsopasosoro
part, with needl: 3aCTOCYBaHHA, 5 M, ABOKOMIOHCHTHU, {
- o CTepHIbHKY, 3 roAKoIo
7 # Sterile hypodermic syringe for single use, 10 ml, two- | U] npun iH'exititauil ana oxnopasosoro q
- part, with needle 3acToCyBaHHa, 10 Mn, AROKOMNOKREHTHU,
| 1 - | crepunsun, 3 romoio
{8 Sterile hypodermic syringe for single use, 20 ml, two- | Uinpun in'ekuidinuii nns OAHOPAIOBOTO
| part, with needle -3acrocysanui, 20 mi, asokoMnoneHTHUA,
| . | CTepHALHHH, 3 roikor
0 Sterile hypodermic syringe for single use, 2 mi, three- Ulnpuu in'exuituult ana oasopasosoro
part, with 2 needles 3aCTOCYBaHHA, 2 MAI, TPUKOMITOHEHTHHH,
' o ‘ | B | CTEPURLHIHA, 3 2 ronkamu
110 St%_r_i‘le hypodermic syringe for single use, 5 ml, three- Wnpuu in'ekuinuui ans OAHOPA3CROTO
' part, with 2 needles 3aCTOCYBAHHA, 5 MA, TPHKOMNOHEHTHMUIL,
- CTEPRABHHHA, 3 2 rofnkaMH
11 | Sterile hypodermic syringe for single use, 10 ml, Wnpry in'exuifusust ans OAHOPA30BOrO 1
-three-part, with 2 needles 3acrocysanns, 10 mi, TPHKOMMOHSHTHYS,
| | crepunbyuit, 3 2 roakamu — ]
12 Sterile hypodermic syringe for single use, 20 ml, Hnpuu ig'exuifinait g OXHOPAIOBOIO
three-part, with 2 needles 38CTOCYBaHNS, 20 M, TPHKOM NIOUEHTHUA,
’ o o | CcTepuasHu, 3 2 roakamuy L
13 ~Sterile hypodermic syringe for single use, 2 ml, two- llnpuuy iv'exnittupli ana OHOPA30BOTO
part, with 2 needles '38CTOCYBAMMNS, 2 MJ, ABOKOMNOHCHTHUH,
L N L _ CTCPHALHUA, 3 2 roxxaMu
' 14 Sterite hypodermis syringe for single use, 5 mi, two- | Hlupny in'exuinant ARS OAHOPA3OBOIo
part, with 2 needles 3aCTOCYBaHHA, 5 MJl, ABOKOMITOHCHTHHI,
| | cTepunsHuit, 3 2 roaxamMy ) 3
15 Sterile hypodermic syringe for single use, 10 ml, two- Elmpsnt in'exuittunfl ans oasopasosoro
- part, with 2 needles -3acrocypatiug, 10 ma, ABOKOMNOHEHTHIH,
._ N o | crepnabHuil, 3 2 roakamy 3 |
16 Sterile hypodermic: syringe for single use, 20 mi, two- lnpay is'exuifinuts gas OAHOPA3080ro

part, with 2 needles 38CTOCYBAHRSA, 20 MA, ABOKOMITOHEHTHHH,
CTCPUALHMA, 3 2 rOAKaMH

-

Pepaxuis 0! sig 15.01.202(




Lnpaum in'exuiiini incyminosi mis OAHOPA30BOro 3aCTOCYBaHHA
Sterile Insulin Syringes for Single Use

Ne Ha3ssa meguunoro BUpoby aHrniticbkow | Ha3sa meawvyHoro BUPoby ykpalHCLKOW
MOBOIO | MOBOK

— Name of medical device in English | Name of medical device in Ukrainian N

] Sterile insulir. syringes for single use, | ml, with I0npuum iv'cxnitini ans onnopasosoro

needle, set o —ifo JRCTOCYBAMHA, 1 MR, CTEpUADHL, 3 ronkoto, Incy iy

o i Pl XA ETAT I R4 &), xoMnaexT |

2 Sterile insulin syringe for single use, ol Withi == % Hexuiftuui ass 0oaHOpa3OBOr0
OCYBALIRG, 1 M, CTEpUNLAMIL, 3 rOnKoIO, Incynin -
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Penatatia 01 si 15.01.202]
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Jlangyin Nanguans Macromolecule Product Co,, Lid

{ No.618 Jingxian Road, Xisgang Street, 214442 Hangyin City,
Hangse Provines, PEOFLE'S REPUBLIC OF CHINA
Alswnids Hanumoans ?%-’isa;:s;ammﬁﬁ}cmﬁ Hgsa:aiasa Wy Koo Jita.
Clizuscsy Povn, 618, Carant Crpie, 214442 micro Uaanin,

N apesiniis Haaney, Kerationka Hapoaaa Peornvfnixa

Y oonHoBaRe s FipeacTasHuKR § L Ropnopauin «A p"s*ss;s 1Y M»

Ywpatah Yipaina, M, Kuie, G032, wyn. Ceroarascsxore, 139
Authorized vepresenictive-in Ukraine TARTERIUM Y :-rg;}i}ma;{m

1 139, Saksahanskego Siv, Kyiv, 01032, Ukraine

’i‘erz.. 344 480 75 22

e-matl: AnnaRemsha@arteriumoua
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