L{3anune HaubLioans Maxkpomonekyne Ipoaaxr Ko., JItg
(Jiangyin Nanquan Macromolecule Product Co., Ltd.)

CEPTU®IKAT SIKOCTI

NQ-D/ZJ-16
Has3sa niepesipennx |1lnpuu in’ekuiinuii, ARTERIUM®, 2 My, TPUKOMMOHEHTHHH, CTEpHILHUH, 3 ronkoio 0,6 MM X
npenaparis 25 MM (23G x 1 1/2)
Homep naprii 220315 TEPMiH 2027-03 Kinukicts 744 000 on.
NpHAATHOCTI A0 »
Hara crepunisauii 2022.03.16 Toprosa mapka APTEPIYM
TecryBaHHa 3riaHo YZB/GUO 0464-2010 ISO7886-1:1993 Mara 3sity 2022.03.30
Hepesipennii noxasHuk TexHiuHi BUMOIrH BucHOBOK 32 BucHosok
pe3ysneTaTamm
TECTYBaHHA
Crepuabhicts [ToeuHeH 6yTH CTepUAbHUM CrepunbHnii ATecTtoBaHi
Bakrepianehi enaotokeunn | Jxepena Harpisarna nosnhui Jlxepeno Harpisanus .
. . . . ATtecToBaHi
Kareropia A OyTH BiacyTHi BIACYTHE
Sanuutkosnii 06'em EO 3annkosuii 06’em NoBUHEH .
1,58 mkr/r ATecToBaHi
craHoBHTH < 10 MKr/r
TlepesipeHnii nokaiHmk Texai4ni BUMoru Bucuosok
3’enHaHHA 3BYXeHOT 3riaHo 3 BAMOraM# periaMeHTis
YaCTHHH GB1962.1 abo GB1962.2
Kareropis B {IepmernunicTs UMniHApa BU.IC‘YI‘HI' MIPOTIKAHHS, BiACYTHSA ATecToBaHi
wpyLa HELLILHICTb TYMH
ﬂ;:nnycmme BIAXHICHES < 4%
06’ emy
3oBHiWRIH BUrasa IMoBuHHI 6yTH uncTUMM,

npo3opumu, 6e3 unis, 6e3
HeobpobneHnx kpais, BiacyTHi
3JIMUIKH MacTuna

pH pH — pH (ieporaig) < |

MipHa wkana, aixin 0 ¥ mexax 1/4 pianaszony

piBHs

Mokax4nk pisHs TTonoxenHs nokaxkunka nosHHHe

Kareropis B 6yTH BiANOBIAHUM, APYK MOBHMM. ATtecToBaHi

I'ymosa npo6ka Lowmiwkn nosnuHi 6yTh BigcyTHi.

PyHKUIA KOB3aHHA DyHKilis KOB3aHHS MOPLIHS

NMOPLIHA NOBHHHA 6YTH 3a10BiNLHOIO

anuuikosuii 06’em 3anuuikoBuit 06°em < 0,07 ma

TepBunHa ynakoska Ha nepeuntii ynakosui nopuuui
ByTH HasBHI BCi HanexHi CHMBONH

Ipocti oxcuan V (KMnQy) -V

(KMnO, ieporig) < 0,5 mn
BucHoBok  |Atecrosani, Bignosigaors ceprudikaTy BianosigHocTi Ne PR.322-21 sin 15.01.2021

IncnexTop: Minxa Can [lepesipus: Cinbtoii Jly [epesipus Ta cxpanus: Xaiisuo
(Minna Sun) (Xinyu Lu) Xyan (Haiyan Huang)
[[leuarka:

Lzsauunb Hanbigoans Maxkpomonexyane IMponakt Ko., Jita]




3018
JHCTY EN ISOAEC 17621-1

10304
ICTY EN ISOAEC 17068

TOB «MMNPYB MEAWKEN

MicueanaxomrenHs

opuar4Hoi ocobn:

Yxpaina, 01042, m. Kuis,
Gynusap M. Npwamauenxo, 1/27,
ximnara 506-4

Micuestaxomxenta 008:
Yxpaina, 04112, w. Kuis,
8yn. Pu3bka 8-A, o). 110

CEPTN®IKAT
BIAMNOBIAHOCTI

Nopsagok 3a6e3ne4yeHHs (DYHKUIOHYBAHHA CMCTEMM YNpaBnitHa fkicTio nig uac
BMPOGHKUTBA MeauuHNX BupoGis ([loaaTox 6 TexHi4HOro pernameHTy WoA0 MeaUHHNX
Bupo6is, 3aTBEDAMBHOrO MocTaHoBolW KaGinety MiHicTpis Yipaliu Big 02.10.2013
Ne 753 (TP)

BupoGHux: Jiangyin Nanquan Macromolecule Product Co., Lid.
Liaaxinb Hanpoars Maxkpomonexyne Mpogakr Ko., Jita.
No.618 Jingxian Road, Xiagang Street, 214442 Jiangyin City,
Jiangsu Province, PEOPLE’S REPUBLIC OF CHINA
Lisnucan Poya, 618, Carad Crpit, 214442 micto LissHikb,
nposinLia Li3ancy, Kutaiicbka Hapogna Pecny6nika

YROBHOBaXGHWI Kopnopauis «Aprtepiym»

NpeACTaBHKK: M. Kuis, 01032, syn. Cakcarancbkoro, 139, Ykpaita

Bupobu: LLinpuuw in'exuiiti ANS 0AHOPA30BOro 3aCTOCYBaHHS (3
ronKamu)

Sterile Hypodermic Syringes for Single Use (with Needles)
tinpuuw in'exuiiini incyninosi ans 04HOPA30BOT0
3aCTOCYBaHHA

Sterile insulin Syringes for Single Use

Knac puauky: lla

(pusHayennil opran 3 ouikku sipnosigMocti Tosapucrso 3 obmexcHow pignosiganvticrio «IMRAPYB
MEJMKEN» (inesrucikauivwi Homep Ne UA. TR.120) nifTeep/pxye, 140 3a3HaeHU# BnpubHUK snposasus
CUCTOMY YRpaBAinHA AKICTIO U000 APOLECIE BUPOOHMLTEA TA OCTATOUHOT NBPEBIDKM CTOCOBHO BKAJAHMX
supoGis y signosigHocti go nywirie 3-5 flonarxa 6 TP 7a sKka € 06'exTomM NBPIOAMSHIX HAMNAROBUX aynurie
rinwo nynkris 8-11 floparxa 6 TP.

Danuit ceptudpikar wiHUA 32 yMosu Dii cepTndpixary Ne G2 071195 0011 Rev.01 sip 09.10.2018, Bupatoro
TUV SUD Product Service GmbH (igenvwcbixauiuui Homep 0123).

fliacrasa gns suAadi:
3siT Ne PR.444/6-21 Big 12.01.2021;
PiwenHs wogo ceptmbikauil Ne PR.444/7-21 Big 15.01.2021.

Coptudpikar Ne PR.322-21
[incHnid 1o 26 Tpasua 2024 p.

BuganHs Ne 1. CapTudpikosano 3 15 ciuns 2021 p,f‘ N

Nara peectpauii 15 ciuna 2021 p. g5 %
E Kefljenuk oprany 3
N o
‘;}\ L 2 / ';:MT 3TUM_

BN Ry,
EnEs
Cropikka 131 TA

e



[lexcnapauin anpo sianosinsicTs Ne 001-2021/01 sin 15.01.2021

3araanhua Ha3BR BHPOOY:
Common name of medical device:

Mepenix supobin:
List of products:

BupoBunk:
Manufacturer:

Y nosHoBaxXeH W NpeaCTABHUK B
Yurpaihi:
Authorized representative in Ukraine.

Kaacndikanis
Classification

Mpoueaypa oninkn sinnosiauocri:
Conformity Assessment Route:

CeprudikaTth:
Certificates:

Mpusnavesnil oprav 3 OUIHKH
signosianocyi Ta Aoro inenTudivanifkuwii
Kon:

Conformity assessment body with its
identification number:

Penaxuis 01 sin 15.01.2021

(Declaration of conformity)

HUnpsus inexuidini 419 ORHOPAZODOFD IACTOCYBARHA (3 FORKAMH)
Sterile Hypodermic Syringes for Single Use (with Needles)

Wnpyuw in'exuilini incyninosi s 0AHOPa3OBOTO 3ACTOCY BaHHA
Sterile Insulin Syringes for Single Use

(sriaso 3 [lonatkom | xo uiei Aexmapauii)

(according to Anex 1 of the Declaration)

Jiangyin Nanquan Macromolecule Product Co., Ltd.
No.618 Jingxian Road, Xiagang Street, 214442 Jiangyin City,
Jiangsu Province, PEOPLE’S REPUBLIC OF CHINA
1asuisn Hanuwass Makpomosnexyse Ilpogaxr Ke., Jita.
L{suscan Poyn, 618, Caran Ctpit, 214442 micto Lizanins,
nposinis Llasucy, Knra#icoka Haponnsa Pecryinixa
Kopniopania «Aprepiym»

Y«paina, m. Kuis, 01032, Byn. CaxcaraHenxoro, 139
ARTERIUM Corporation

139, Saksahanskogo Str., Kyiv, 01032, Ukraine

Ten. 044 490 75 22

e-mail: Anna.Remsha@arterium.ua

Knac Ia srigno Iynxry 10 Jlomatky 2 TexHiuHOro perjaMeHty
MO0 MENHHHX Bupolis, sarsepmkexoro [locTaHoBO0 KaGinety
Miuictpis Yepainn Ne753 sin 2 wosta 2013 p.

Class Ila according ltem 10 to Annex 2 of Technical regulation on Medical
devices approved by Decree of Cabinet of Ministers of Ukraine MNe753 on 2
October 20/3

Nonatox 6 TeXHiYHOrO PErNAMEHTY MO0 MEAMMHHX Bupobis,

satsepmxenore IMocranosoio Kabinety Migictpis Vxpaiuu Ne753

pia 2 xostan 2013 p.

Annex 6 of Technical regulation on Medical devices approved by Decree of
Cabinet of Ministers of Ukraine Ne753 on 2 October 2013,

CeprudixaT Bianosindocri: e PR.322- 21

Certificate of conformity: Ne PR.322- 21

Crpox aif ceprudixara Bixnosiasocri: Big 15.01.2021 no
26.05.2024

Certificate af conformity is valid: from 15.01.2021 until 26.05.2024

TosapucTso 3 00mMexerol0 pianosiaaabhicTio
«IMITPYB MEJUKEJI»
Limited Liability Company "IMPROVE MEDICAL"
UA.TR.120




Usanine Hanwosws Maxpomonexyne Tponakr Ko., Jita. newnapye anxonanns sumor Homatky | ao Texuiuuoro pernamexty moao
MEARYRIX BiPobis, 3aToepwKcHoro TTocTanosowo KaGinery Yipatun Ne 753 pia 2 sosvas 2013 p.

Jiangyin Nanquan Macromolecule Produci Co., Lid. declares the fulMiment of requirements of Annex | 10 Technical regulations on
Medical devices, approved by Decree of Cabinet of Ministers of Ukratne Ne753 on 2 October 2013,
iii 8 0Gir y1a Tepuropil Y xpaiig 3 WM JHAROM BIANOBIAHOCT] TEXIIMINIM PECARMENTIN sinposine Ao flonsmry ||

Bugx : Bi/1 A A
Uocranons Kabinery Miicrpis Yxpeing sin 2 wosmia 2013 p. Ne 753 «fIpo sarecpanetsia TEXHINHOID DCFASMENTY (HOJIO MEANBIX
8upoGiar Ta Nocranosy Kabinery Miviotpia Yspatny pin 30 Ryan 2015 p Ne | 184 « 2 1t 4 BIROOBIANOCT]
TeXHiv CERAMEHTRM, 1! T8 yMo8 fi

Are placed on Ukrainian market bearing the symbol of conformity with technical reguiations according to Annex 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 Cabtnet of Ministers of Ukraine of 30 December 2015 No. 1184 On approval of the form and description of the symbol of conformity with
technical regulations, rules and condivions of its usage.

UA.TR.120

Hons dan. Zhao

_beneral Managor

Penaxuin 01 Big 15.01.2021




Ulnpuuy iv'exuitini ans omno

Noaatok | no fexnapauii sianosignocti Ne 001-2021/01 gin 15,04.2021
Anex | to Declaration of conformity

Pa30BOT0 3aCTOCYBaHHA (3 rO/KaMH)

Sterile Hypodermic Syringes for Single Use (with Needles)
Ne

Hazea Meguunoro snpoby aHrnificukoro
MOBOIO

Hassa meauutoro snpoby yKpaincskoio

MOBOND

Name of medical device in Ukrainian

Name of medical device in English

Sterile hypodermic syringe for single use, 2 m), three-
part. with neegle

Lnpuy iv'exuitiumii ans 0RHOPA3060T0
3ACTOCYBAHHSR, 2 M, TPHKOMITOHEHTHIH,
cTepuabhiil, 3 roNkow

part, with 2 needles

2 Sterile hypodermic syringe for single use, 5 ml, three- | Winpay W extifnng JUIR ORHOPA308OMD
part, with needle 38CTOCYBAHHS, 5 MJI, TPHUKOMIIOHEHTHMIL,
CTEPUNLHIH, 3 roAKOI0
3 Sterile hypodermic syringe for single use, 10 mi, Winpuy in‘exuiiinni ans onuopasosoro
three-part, with needle 3actocynarna, 10 M, TpRKOMNOHEHTHIH,
CTCPHALHUH, 3 rostkolo
4 Sterile hypadermic syringe for single use, 20 mi, Wnpuu in'exuiituni ans oatopasosoro
three-part, with needle 38CTOCY BRHHS, 20 MA, TPHKOMIOHEHTHNH,
CTCPUNBHNH, 3 FONKOK
5 Sterile hypodermic syringe for single use, 2 ml, two- | Wnpwu iHerwnamh ANIA OAHOPA30BOTO
part, with needle 38CTOCYDARHS, 2 MJ, ABOKOMIIOHCHTHUH,
crepHnbantt, 3 rofxoo
6 Sterile hypodermic syringe for single use, 5 m), two- npuu in'ekuiiimit x1s opsopmosoro
part, with needl: 3aCTOCYBaHHS, 5 M, ABOKOMNOHCHTHNHA,
CTEPHIIBHUN, 3 roakoIo
7 Sterile hypodermic syringe for single use, 10 ml, two- | Uinpun in'ekiananid ana ORHOPA30BOTO
part, with needle 3acrocysaitia, 10 mn, REOKOMROHEHTHYM,
CTepunsaui, 3 ronkoo
8 Sterile hypodermic syringe for single use, 20 ml, two- | [inpuu iexilinuh ana OAHOPA30BOND
part, with needle 3aCTOCYBaHHA, 20 MII, ABOKOMNOHEHTHUH,
CTePHABHHH, 3 ronko
9 Sterile hypodermic syringe for single use, 2 mi, three- | WInpnu iH'exwifiomi LA ONHOPA3ICBOro
part, with 2 needles 32CTOCYBAHNA, 2 MJAI, TPUKOMITOHEHTHHH,
cTepunLHKi, 3 2 ronkamu
10 Sterile hypodermic syringe for single use, 5 m, three- | Winpau iv'exuifnms ang OAHOPA3OROTO
part, with 2 needies 3aCTOCYBAHHA, 5 NN, TPHKOMITOHEHTHHI,
CTEPRIbHHH, 3 2 ronkaMu
H Sterile hypodermic syringe for single use, 10 ml, Wnpuy in'exuifnut ans oasopasosoro
three-part, with 2 needles 3aCTOCYBAHHA, 10 M, TPHKOMNOHEHTHU,
CTepUITLHUM, 3 2 roakamu
12 Sterile hypodermic syringe for single use, 20 ml, npru is'exuifingi aas OXHOPA3OBOro
three-part, with 2 needles 38CTOCYBAHNA, 20 MJI, TPHKOMTOHEHTHWH,
CTEPUNBHKH, 3 2 roakamy
13 Sterile hypodermic syringe for single use, 2 mi, two- Winpuu in'ekuiftunii gna ONHOPA30BOTO
part, with 2 needles 3aCTOCYBAHNA, 2 M1, ABOKOMNOHEHTHMUHY,
CTEpHAbHKE, 3 2 roskamy
14 Sterile hypodermis syringe for single use, 5 mi, two- | Ilupnu in'exifunt ana OZHOPA3OBOro
part, with 2 needles 3aCTOCYBAHHA, 5 MJl, ABOKOMITOHCHTHHIE,
CTEpUAbHNN, 3 2 roskamMu
15 Sterile hypodermic syringe for single use, 10 ml, two- Hlnpuy in'exuituntt nas oxsopasosoro
part, with 2 needles 3acrocyBatitis, 10 mn, ABOKOMNOHEHTHIH,
CTCPHAbHUH, 3 2 rOAKAMH
16 Sterile hypodermic syringe for single use, 20 ml, two- | Winpauy i ckaiBond i OAHOPA30BOrO

38CTOCYBaHHSA, 20 MA, ABOKOMNOHEHTHAH,
crepuabitvi, 3 2 roskamu

Penakuin 0! sin 15.01.202]




Linpuum in'exuiiini incyminosi as OJIHOPA30BOTO 3aCTOCYBAHHA
Sterile Insulin Syringes for Single Use

Ne Hasea meanunoro supoby anrniiictrorn Ha3sa MeAn4HOTO BUPOBY yKPATHCLKOID
MOBOIO MOBOKO
Names of medical device in English Name of medical device in Ukrainian
1 Sterile insulir. syringes for single use, | mi, with Inpuuy iv'exuittni ans onHopasosoro
needle, set e —afo JRCTOCYBANHA, | MA, CTEPHABHI, 3 ronikoto, lucynin

0y g U300, xoMnaexr

2 Sterile insulin syringe for single v
needle

: ‘5» cxuilluull Ans orHopasosoro
* s HAENG, 1 M1, CTEpUNLHME, 3 rONK0I0, IRCYRiN
| U0\ 22
B

<% A:/) Hons yon Z,étw

e y:;;’ {amante, Hnis/ irduisnm, npienie)

Genernd Mapasey

{posieh of entosprise managed noca Kepisungy ninnpuesicran)

Penaxkuis 01 sig 15.01.202]




