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HAexnapauis opo Biamosigaicts Ne TF/UA. TR.753-GL-01
Declaration of conformity Ne TF/UA.TR.753-GL-01
TexniunoMy periaMenTy WIOJ0 MEAHIHUX BUPODiB,
sarsepmreroro [Mocranosoro KMY Ne 753 Bix 02.10.2013 p.
Technical Regulation on Medical Devices,
approved by Resolution of CMU Ne753 from 2 October 2013

Bupobtnnk, TorapucTro 3 ofMexenow rinnorinans HicT0 «lodi-Yipainar»,
iMmoprep B Viepaini: (Vkpaina, M. [{ninpo, Byn. Bepesunceka, 24-A,

(ampeca, Tex, e-mail) tem./hakc:+38(056) 719 93 77, e-mail: office@dolphi.com.ua)
Manufacturer, Limited Liability Company «Dolphi-Ukraine»

importer in Ukraine: (Ukraine, Berezinska str., 24-A, Dnipro

(address, phone, e-mail)

p/f: +38(056) 719 93 77, e-mail: office@dolphi.com.ug)
Jlinemen Mepikan Texnonomxi (Hlexin) Ko., JItn.
(Odic 1601, Byaisns Ne 2, XKy6au 2000 Biznec Bixminr,
Banbxyarcini 99, Yaosu [licrpixr, 100022 MMexin, KUTAH)
Lyncmed Medical Technology (Beijing) Co., Ltd.

(Room 1601, Building No.2, Zhubang 2000 Busniess Building,
Balizhuangxili 99, Chaoyang District, 100022 Beijing,
PEOPLE’S REPUBLIC OF CHINA)

Ipi Tpanr [more (Tainang) Mabnix Kommani Jimirex
(Ne10 Coi 10, ®erkacem Pa., Xars Sit, Conrrxia 90110 Tainanm)
Sri Trang Gloves (Thailand) Public Company Limited
(No10 Soi 10, Phetkasem Rd., Hat Yai. Songkhla, 90110 Thailand)

HKonrxour Mynin Mexaxan Hpoaykre Ko., Jta.

BapoGnuaa (iisamm: (Becr Inpnacrpian apx, BiiE#, Jyannan Kaysri, Tanrmans Ciri,
(anpeca) 063500 Xe6eit, KHP)
Zhonghong Pulin Medical Products Co., Ltd.
" i (West Industrial Park, BDA, Luannan County, Tangshan City, 063500
g;:;ggg“mg site: Hebei, P.R.China)

Anxai Intko Megukan Mpoaykre Ko., JIta.

(Ne 6, Xaiitaur Cayc Poag, Cyikci Byxy MozepH Inpactpian Tlapk,
Cyikci Kaynri, XaiiGeii Citi, Auxai I1porinc, Kuraii 2351 00)
Anhui Intco Medical Products Co., Ltd.

(No. 6, Haitang South Road, Suixi Wuhu Modern Industrial Park, Suixi
County, Huaibei City, Anhui Province, China 235100)

Innonarexe (Tainann) Jimiten
E1-6, Excnopr [poneccinr 3on Caycepu Innactpian Ecreit
Binmnapx 4, Yanysr Cy6-nicrpixr Xaryaii Hicrpixt Conrxia, 90110,
Tainanx
Innolatex (Thailand) Limited
£1-6, Export Processing Zone Southern Induswial Estate Village 4,

Chalung Sub-district Hatyai District Songkhla, 90110, Thailand e,

- Wy
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U K RnINe By1. hepeamncnia, 24-A. ven ke +38 056 719 93 77

Pywaruixu memini BecTepwisHi ornisiosi,

I'pynm Bupobis: srigHo Joxatky 1 fo uiel Jdeknapaiii rmpo BignorigHicTs
Product categories: Gloves medical non-sterile examination,

in accordance with Annex 1 to this Declaration of conformity
Ilpouesypa ouiaxu Hopatox 8 TexuiuHoro permamMenTy OAC MEAWYHUX BHPOGIB,
eignosiznocTi: sarsepakemmi ITKMY six 02.10.2013 p. Ne 753
Conformity Assessment Annex 8 of Technical Regulation on Medical Devices, approved by
Procedure: Resolution of CMU Ne753 from 2 October 2013
Tepwmin 1ii gextapamii
BinoBinBocTi Hata odopmuremnst / effective date —29.11.2022
Validity period of Declaration of Tepntin ail / expiry date —29.11.2027
conformity

Knacnixauin srigao Toparky 2
Texnimnoro pernamMenTy moAo
METTMYHAX BHPOOIB,
3aTRepienoro [IKMY Ne753 mig
02.10.2013p. I
Classification according to Annex 2
of Technical Regulation on Medical
Devices, approved by Resolution of
CMU Ne7533 from 02.10.2013

TOB «[londi-Yxpaina» B ocobi mmpextopa Becroecokoro I.B., JeKNapye BMKOHAHHA OCHOBHHX
BHMOT' MIONI0 MEJHYHHMX BHPOOIB, 3rifHO NonoxeHbs TexHigHOTO permaMeHTy IoA0 METUYHUX
BUpPOOIR, 3aTRepKeHoTO [TocTanororo KMV Ne 753 Bix 2 %orTas 2013 p. Bukonamudg BuMor, ski
34CTOCOBYTBCA 1O TPOAYKUI Ta BU3HA4YeHI Y BIAMOBLIHOMY TeXHIMHOMY pernameHTi, Oyino
JoBReACHO. JIeKknapaniro cKIafeHo IMiA HiNKORATY BiANoBiRansHicTs Bupobrnka.

LLC «Dolphi-Ukraine» duly represented by direcior Vesnovskiv V., declares the fulfillment of
primary requiremenis for medical devices, according to Technical regulations on Medical devices,
approved by Resolution of CMU Ne753 from 2 October 2013. Compliance with the requirements
applicable to the producis and specified in the relevant technical regulations has been proved.
Declaration drawn up under the sole responsibility of the Manufacturer.

Micue smpadi: | Ouinpo, Ykpaina
Place of issue: | Dnipro, Ukraing:".
A ¢ 7

Hixnme ynosnonakenol 0cobn & Ja
Signaiure of Authorized person A “Neh
B ynornoBaxkenot ocobn Hocama Becno B0 [HA Jiupexrop
Full Name of Authorized person Position Ves <5 .. Director
‘& e
Oy P ry
Pepawia No 3 Hata: 24 tpasun 2024 p. crop. 233
Version A3 Date: May 24, 2024 page?2 of 3

€APNOY - 37068787, n/p UA433005280000026005201339168 8 AT «OTN Ban>»,
M®O 300528, INH 370687804651, c8inouTso NAATHUKA NAB Ne 200081275,



Do Lle - TOB “Jloadi-Yepatua”, Yepaina, 49130, m [Ininpo.
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HJexnapanis np o Binnoeignicts Ne TF/UA.TR.753-GL-01
Declaration of conformity Ne TF/UA.TR.753-GL-01
HMenarex 1/ dnnex 1
Hepenik Mmequunux Bupobis
List of medical devices

Fpyma supobis | TopriseLaa Hazea supody/xondirypamii Onuc pupoby (po3mip)
Pmducft e Name of medical device/configuration Productdescription (size)
calegories Trade mark
1 2 3 4
Pykapu9kn orIREosi AarexcHi XS
HeomyApeHi HecTepHibHi S
Examination gloves latex powder-free non- ™M
Pyrasauxy sterile T
M eI - . -
HecTepwILHi PyxkapuukH ornsfori AaTeKcHi onyxpeni );S
. HeCTepHIbHL
SRR MP MedPlast Examination gloves latex powdered non- ™M
Gloves medical il L
”"""’f‘er"_fe PyxaBuuKH ornsxosi mitpaioni XS
eranmion HeomyApeHi HecTepuIL i S
Examination gloves nitrile powder-free non- M
sterile T
Micue Bugayi: | Juinpo, Yipaina' - [y rapl
Place of issue: | Dnipro, Ukraine = | ") i-)ip "
Hianrc ynosuopaxkenoi ocoiu ST, :
Signature of Authorized person Xa 3¢
TG ynosnosaxenoi ocobn Hocana Becmmcw 2o
Full Name of Authorized person Position Vesnov, ,LV/,’
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