[zauuib, Hanbutoans Makpomoneryie [poapaxr Koo, Jta
(Jiangyin Nanquan Macromolecule Product Co., Ltd.)

CEPTH®IKAT SIKOCTI

NQ-D/ZJ-16
Hasea nepepipennx |Lnpuu in’exuifinni, ARTERIUM®, 10 Ma, TpUKOMNOHEHTHHUI, CTEPHITLHUIN, 3 1BOMA TOIKAMH
npenaparie 0,7 My x 38 mm (22G x 1 1/27") 1a 0,8 mm x 38 mm (21G x 1 1/277)
Homep nmaprit 220315 TepMiH . 2027-03 KinckicTs 177 600 on.
NpHAATHOCTI 10
Jarta crepunizaui’ 2022.03.16 Toprosa mapka APTEPIYVM
TecTyBaHHs 3riaHo YZB/GUO 0464-2010 1SO7886-1:1993 Hara asiTy 2022.03.30
[epesipennii nokasHuk TexHiuHl BUMOTH BucHosok 3a BucHosok
pe3yabTaTaMu
TECTYBAHHA
CTepunbHicTh [ToBHHEH OYTH CTEPH/IbHUM CreprnbHui ATecToBaHi
BakTepia/ibHi eHAOTOKCHHM | [kepena HarpiBaHHA MOBHHHI Jxepeno HarpiBaHHs Ansoroniil
Kareropia A OyTH BincyTHI BIACYTHE
3anuwkosuid 06'em EO Janumkoenit 06 eM NOBHHEH : ) ;
1,58 mkr/r ATECTOBaHI
cranosuth < 10 mr/r
[TepesipeHnit NOKa3HUK TexHiuni BUMoOru BUCHOBOK e
3'€AHAHHA 3BYKEHOT 3TiAHO 3 BUMOTAMH PErNTAMEHTIB
YACTHHH GB1962.1 a6o GB1962.2
Kareropis 5 |[TepMeTuuHicTs LMniHapa BlﬂCIyTHI‘ MpOTIKAHHS, BIACYTHSA S
mnpyua HelLiILHICTL TYMH
[TpunycTrMe BiAXUNCHHS < +4% ;
ob’emy |
3oBHIWHIA BUrASL TMosuuHi ByTH YUCTUMM, |
npo3opumiu, Des wunis, ez
HeobpobneHuX kpaiB, BiACYTHI
3ANUILKH MAcTHIA i
pH pH — pH (iepornig) < 1
MipHa wkana, nixia 0 V mexax 1/4 gianazony
piBHs
[TokaxcuuK piBHs [MonoxenHus NOKaNIUKA NOBUHHE
Kareropia B GyTH BiANOBIAHMM, APYK NOBHHM. ATtecToBani
I'ymora npoOka Homiuwiku nosuHHI 6yTH BIACYTHI. |
DYHKLIA KOB3AHHA DYHKUIA KOB3AHHA NOPLIHA |
MOpLUIHA nosiHHa ByTH 3a/I0BINLHOIO
Januwkosui 00'em Sanuikosuit 06'em < 0,1 Mn
[TepsuHHa ynakoBKa Ha nepeuHHIi ynakosui noBHHHI
OyTH HaABHI YCI HANEHHI CHMBOJTH
TIpocTi OKCHIH V (KMnQO4) -V
(KMnQy ieporauid) < 0,5 mn
BucHoBok  |ATecToBaHi, BianoBinaTs cepTudikary sianosignocti Ne PR.322-21 sig 15.01.2021
Inenexrop: Minna Can [Tepesipus: Cinbtoit Jly [TepesipuB Ta cxpanus: XaligHb
(Minna Sun) (Xinyu Lu) Xyan (Haivan Huang)
[[TeyaTka:

[[3snunn Hanbuioans Makpomonexysne [poaakt Ko., Ja|
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JCTY ENISOMEC 170211
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JCTY EN ISDNEC 17065

TOB «IMNPYB MEQVKEN»

MicueaHaxompkeHHa

OPWUANYHOI 0COBH:

Yxpaina, 01042, m. Kuis,
GynbBap M. MpuiMauenxo, 1/27,
KimHara 506-4

Micuestaxomxenns 00B:
Ykpaina, 04112, m, Kuig,
ByN. Pu3bka B-A, oh. 110

CEPTN®IKAT
BIANOBIAHOCGTI

MNopagok 3aGe3neveHHs (PYHKUIOHYBAHHA CMCTEMM ynpaBnidHa aKicTIO nig vac
BUPOBHULTBA MeaUYHUX BUPOGiB ([loaaTok B TexHIYHOro pernameHTy WOL0 MEAUHIX
BUp0G6iB, 3aTBepXeHoro noctaHosol Kabidety Minictpis Ykpainu Big 02.10.2013

Ne 753 (TP)

Bupo6huk:

YnoBHOBaXeHuWi
NPeACTABHUK:

Bupobu:

Knac puauky:

Jiangyin Nanquan Macromolecule Product Co., Lid.
LissHine Hanwoans Makpomonexyne MNpogakr Ko., Mg,
No.618 Jingxian Road, Xiagang Street, 214442 Jiangyin City,
Jiangsu Province, PEOPLE'S REPUBLIC OF CHINA
LsuHcan Poya, 618, Carad CTpit, 214442 MicTo Li3AHIHS,
npoeinyia Lisancy, Kutaicbka Hapogha Pecny6nika

Kopnopauis «Aptepiym»
M. Kuie, 01032, Byn. CakcaraHcbkoro, 139, VkpaiHa

Linpuum in'exuiixi AN 0AHOPA30BOIo 3aCTOCYBAHHA (3
ronKamu)

Sterile Hypodermic Syringes for Single Use (with Needles)
Linpuy id'exuiini iHcyniHOBI gns 0AHOPa30BOrQ
3aCTOCYBAHHA

Sterile Insulin Syringes for Single Use

la

Mpuanavennit opray 3 ouiHku BignosigHocTi ToBapucTEo 3 oGMeXeHot Bignosiganuiictio «IMNPYB
MEJWKED» (ipentuchikauintmi Homep Ne UA.TR.120) nigreepmxye, Wo 3a3HaqeHuil BNpOSHUK BNposagne
CUCTEMY YNpasAinHA AKICTIO Wodo npouecis BUPOGHWUTBA Ta OCTATOMHOI Nepesipkk CTOCOBHO BKAa3aHuX
supobie y signosigHocti ao nyxkrie 3-5 [onarka 6 TP va Aka € 06'eKTOM NEPIDAMYHUX HATNANOBUY aYAMTIB
arinHo nynxris 8-11 fonatka 6 TP.

[anuit ceprudpikar YiHHNiA 3a ymosu pil cepTudikaty Ne G2 071195 0011 Rev.01 gig 09.10.2019, supatoro
TUV SUD Product Service GmbH (igenTuchixauiinui nomep 0123).

MigcraBa ans sujavi:
3eit Ne PR.444/6-21 8ig 12.01.2021;
Piwenns wono ceptudikauii Ne PR.444/7-21 Big 15.01.2021.

CepTudikar Ne PR.322-21

[incHui go 26 TpasHs 2024 p.
Bupanus Ne 1. Ceptuchikosano 3 15 civna 2021 p
[Hara peectpauii 15 ciung 2021 p.

CropiHka 1 3 1




Hewaapauis npo ianosiawicrs Ne 001-2021/01 sin 15.01.2021

3araabua waisa supoly:
Common name of medical device:

Mepesiik Bupobin;
List of products:

Bupobuu:
Manufacturer:

YnosHOBRKeH NI OpeacTABHIK B
Yrepaini:
Authorized representative in Ukraine:

Knacudixanin
Classification

Hpouenypa ouinkn Bianopianocti:
Conformity Assessment Route:

CeprudikaTtu:
Cerrificates:

[pu3nayenuil oprau 3 ouinky
BianosianocTi Ta ioro inenTndixauifuuii
Koa:

Conformity assessment body with its
identification number:

Pepaxuia 01 sin 15.01.2021

(Declaration of conformity)

Unpuun in'ekuiitni ann onopasovoro FACTOCYBARHA (3 TONKAMH)
Sterile Hypodermie Syringes for Single Use (with Neadles)

Wnpiuw in'escuidtni incyninosi aia oaHopasoBoro JACTOCYBAHHS
Sterile Insulin Syringss for Single Use

(arinuno 3 Jloparkom | mo uiel Jexnapaui?)

(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
asauinb Hanuwane Makpomoaexye [poaakt Ko, J1a.
Usnseau Poyn, 618, Carax Crpit, 214442 Micro [3auinb,
nposiuia [{asucy, Kuratichka Hapoana Pecry6nixa
Kopnopauisn «Aptepiym»

Y «paina, m. Kuis, 01032, syn. Cakcaraicbkoro, 139
ARTERIUM Corporation

139, Saksahanskogo Str., Kyiv, 01032, Ukraine

Ten, 044 490 75 22

e-mail: Anna.Remsha@arterium.ua

Kaac Ha sriguo Ilynkry 10 Jonatky 2 Texuiusoro pernmamenty
Wono Menk4HKX BupoGiB, saTeepmueHoro Iloctamonow Kabinery
MikicTpis Ykpainn Ne753 gia 2 wosTHa 2013 .

Class Ila according ltem 10 to Annex 2 of Technical regulation on Medical
devices approved by Decree of Cabinet of Ministers of Ukraine Ne753 on 2
October 2013

Hoaatox 6 Texni4HOTO pernaMeHTY ILONO MEAHYHWX BHPOGIB,
sateepmieHoTo [locranosolo KaGinery MinicTpis Vkpaiun Ne753
Big 2 xoBTHA 2013 p,

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

Ceprudikar sianosinnocti: e PR.322- 21

Certificate of eonformity: Ne PR 322- 21

Crpoxk nil ceprugikata piznosigxocti: 8ig 15.01.2021 ao
26.05.2024

Certificate of conformity is valid: from 15.01.202 1 until 26.05.2024

Tosapnereo 3 oGMexenol0 Bianosizannhicro
«IMIIPYB MEJUKEJT»
Limited Liability Company "IMPROVE MEDICAL"
UA.TR.120




Lizaninb Hanuwoans Makpomonexyae Mpoaakr Ko., JTta, Aeknapye oukonanna sumor Jogatky | ac TexsiMHOro pernamerTy womo
menuuitx sipobis, saroepwienoro Nocranosoio Kabikery Yipaitn Ne 753 sin 2 sxonras 2013 P

Jiangyin Nanguan Macromoleeute Produel Co., Lt declares the Sulfiliment of vequirements of Annex | to Technical regulations on
Medical devices, approved by Decree of Cabinet of Ministers of Ukraine Me753 on 2 October 2013,

Boejeni s ofir 1 Tepuropil Y Kpalin |t MIPRYBAKIEM THAKON SLUOBINOCT TEXHMHIA PermMentay sianosiano g0 Hlongrey 11
Uocrangay Cabinery Minicrpis Yrpaimg nig 2 swonton 2013 p. Ne 753 wllpo sareepmuena TEXHIMHOID DOrITMEHTY OO0 MEMIIHIX
supolbien ta IMectanosn inery Miniepi i i i Sp i 4aTH H THCY FHAKA NLANOBUHNGT |

TEXIIUFMM PErIasMeHTar, nposmi Tt ymos Horo HaneceHHEn
Are placed on Ukrainian market bearing the symbol of conformiry with technical reguiations according to Annex 11 of the Decree of the

Cabinet of Mintsters 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 of 30 December 2015 No. 1184 On approval of the form and description of the symboi of conformity with
technical regulations, rules and conditions of iis nsage.

UA.TR.120
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Noaavok | no [exnapauil sinnosindocri No 001-2021/01 sig 15.01.2021

Anex | to Declaration of conformity

Ulnpuuy iv'exuiiini gns opnopasosoro 3aCTOCYBAHHA (3 FOJKaMH)

Sterile Hypodermic Syringes for Single Use (with Needles)
Ne

Hazsa meauunoro enpoby anrniickKow
MOBOI
Narme of medical device in English

Haaea menuuxoro supoby ykpalticskoto
MOBOH
Name of medical device in Ukrainian

Sterile hypodermic syringe for single use, 2 ml, three-
part, with needle

Winpuu in'ekuifinuil ans onHopaszosoro
3ACTOCY RAHHA, 2 M, TPUKOMIIOHEHTHUH,
CTEPHALHHHA, 3 TOJIKUK

part, with 2 needles

2 Sterile hypodermic syringe for single use, 5 ml, three- | LUnpHu iH exGifany 1 ONHOPA3OBOro
part, with needle JACTOCYRAHHA, § M, TPHKOMIIOHEHTHHUI,
CTEPHILHMHA, 3 rONK0I0
3 Sterile hypodermic syringe for single use, 10 mi, Winpuy, in'ekuifinmit ang onHopasoeoro
three-part, with needle sacTocypansa, 10 Mn, TPHKOMIOHERTHIH,
] CTEPHNBHHUNA, 3 TORKOID
4 Sterile hypodermic syringe for single use, 20 ml, UWlnpuu in'exuifinnit Ana onHopasosoro
three-part, with needle 3acTocyeanns, 20 MN, TPHKOMITOHEHTHHHA,
CTEPHNTBHAH, 3 TONKOK
5 Sterile hypodermic syringe for single use, 2 ml, two- Ulnpuuy in'exuiiinuii ana ogHopasosoro
part, with ncedle 3BCTOCYBAHHSA, 2 MN, MBOKOMIOHEHTHML,
CTEPHNBHMMY, 3 TONKOI0
6 Sterile hypodermic syringe for single use, 5 ml, two- | Lnpuy, iH'exuifinudt gis OfIHOPA30BOr0
part, with needle 38CTOCYBAHHA, 5 MJI, ABOKOMIIOHCHTHHH,
CTEPHILHUHA, 3 rOAKOIO
7 Sterile hypodermic syringe for single use, 10 ml, two- Winpuu in'exnitinuil aaa oanopasosoro
part, with needle sacroeysauia, 10 v, ABoroOMnoOReHTHUI,
CTEPUNBLHUH, 3 FONKOID
8 Stertle hypodermic syringe for single use, 20 ml, two- | Lnpru Hekuifiuui nms OfIHOPA30BOTO
part, with needle 3acTocyBarug, 20 MJl, ABOKOMTIOHEHTHHA,
CTePHALHHNA, 3 roakon
g Sterile hypodermic syringe for single use, 2 ml, three- Ulnpuu in'exuititmii ana oaHopasosoro
part, with 2 needles 38CTOCYBAHHA, 2 MJI, TPHKOMIIOHEHTHHMH,
CTEPHABHMHE, 3 2 ronkamu
10 Sierile hypodermic syringe for single use, 5 mi, three- | LUnpuw it'exuiAnni ana OAHOPA30BOTO
part, with 2 needles 3ACTOCYBAHHA, 5 MN, TPHKOMMOHEHTHMUI,
CTEPHABHKMHE, 3 2 rojxamu
11 Sterile hypodermic syringe for single use, [0 ml, LInpuu iH'exuiAnmi L% 0ALOPASOBOTO
three-part, with 2 needles 3acTOCYBaHug, 10 M, TPHKOMNOHEHTHHH,
cTepUILHUM, 3 2 rokamu
12 Sterile hypodermic syringe for single use, 20 ml, Unpuu is'exuiinnii 17 oanopasosoro
three-part, with 2 needles sacrocysanns, 20 mi, TPUKOMNOHEHTHUH,
C1epMIbHUHA, 3 2 rONKaMu
13 Sterile hypodermic syringe for single use, 2 ml, two- | ILlnpuu in'ekuiiinnii gaa OAHOPA30BOTO
part, with 2 needles FACTOCYBAHHA, 2 MIl, ABOKOMNOHEHTHHH,
CTEpHIbHHHA, 3 2 rosraMu
14 Sterile hypodermic syringe for single use, 5 ml, two- | Illupnu iH'exwidnnt ans ONHOPASOBOTO
part, with 2 needles 3ACTOCYBAHHA, 5 M1, NBOKOMMOHEHTHHI,
CTePHIbHHIH, 3 2 roakamm
15 Sterile hypodermic syringe for single use, 10 ml, two- | [Linpuu iH'exuifiHui Aa oxHopasosoro
part, with 2 needles 3acTocypaHua, 10 M, ABOKOMMOHENTHHH,
CTEPUALHUIA, 3 2 ronkamu
16 Sterile hypodermic syringe for single use, 20 ml, two- | [Lnpyu iH'exuilinui 1as 0AHOPA30B0TD

3aCTOCYBAHNS, 20 MAI, ABOKOMIIOHEHTHHH,
crepunbiui, 3 2 roakamu

Penaruin 01 sin 15.01.202]




[Hnpauy in'exuiiini incynisosi ana ogsopasosoro 33CTOCYBAHHS
Sterile Insulin Syringes for Single Use

Ne

Hassa meguinoro supoby anrnilicbkor
MOBOH
Name of medical device in English

Ha3isa mMoouyHOro BUpoBy yKpaiHCLKO
MOBOI
Name of medical device in Ukrainian

Sterile insulin syringes for single use, | ml, with
needle, set

Winprow in'exuitini as oxnHopasoeore
IACTOCYRAHHA, 1 MA, CTEpUNBHI, 3 ronkolo, fucynin

Sterile insulin syringe for single
needle

- 'dacTodyniy

5
1015400, KoMmekT

;rfg@‘x,;'}t{gxumm:ﬁ S5 OIHOPAI0BOI0
v 1 MII, CTEpHABHIA, 3 ronkoio, IHCYAlH

Peaakuia 01 sig 15.01.202]
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