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Ha ¢ipmoBomy 6mancy MEDTRUE ENTERPRISE CO., LTD.

CEPTU®IKAT SIKOCTI

rFﬂpoﬁmuc:

Menrpy Entepnpaiiz Ko., JItn., Pym Ne 301-302, Xoumyskiesyo Menms, 186-1 KiaubaousXoury
Poyn,Haupxun, 210019, Kutaii /

Medtrue Enterprise Co., Ltd, Room No. 301-302, Hongpujiezuo Mansion, 186-1 JiangdongZhonglu
Road, Nanjing, 210019, China, Ten./Tel.: 0086-25-86651838: dakc/Fax: 0086-25-86650138,
E-mail: info@medtrue.com: Web: www.medtrue.com

Hassa Bupody: Jlxryt Meqnannii AUist 3a00py KPOBi (CHHI# MOSACOK, KOBTa MIacTHKOBA 3acTiOKa)

Cneundixauin: 50 mr/ym. LOT (Iapris): 20209105
lara Burorosiaenns: 2020.12.20 ! Tepmin npuaarnocri: 2025.12.20
Hokasznuk, mo Bumorn cranpapris _ . Peay.m."ra.T_ :
_KOHTPOJIEThCH - o L
30BHIMIHI BUIIST Posmipu ctpivku enactiunoi 400x25 mm (MM), ITpoiion

Maca JUKryTa He Giisie 35 g (1)
3acTiOKa K0BTOrO KOJIbOPY,CTPivKa -CHHBOTO

Cknan marepiany llomiectep, ryma, mractuk ABS [Ipoitimos

Komnip Crpiuka —cHHBOrO KOJIbOPY [Ipoitimon
3acTibka —KOBTOro KoMBOpY

Po3mip 400x25 mm (mm) 400x25 mm (Mm)

Bara He Ginbme 35 g (r) He 6inpme 35 g (r)

[IporecroBano: Qing xiao 3arBep/keno: Wang ling

Ha3sga xommanii: MEDTRUE ENTERPRISE CO., LTD.

[Teyars

YnoBHoBakeHHiT npeIcTABHUK B Ykpaiui:
TOB «JIABOPATOPISI TPAHY M »
Ykpaina, 61050 m. Xapkis

ByIl. DpaHKiBerka, 6y1.14

Teql./haxc. +38(057) 752-32-31

WWW. granum.ua

/] -

0% Gen. . 0970 or J003 1000 Kz




MEDTRUE ENTERPRISE CO,, LTD.

ADDRESS: Room No. 301-302, Hongpujiezuo Mansion,

186-1 JiangdongZhonglu Road, Nanjing China  POST CODE: 210019
TEL: 0086-25-86651838,86652838 FAX: 0086-25-86650138,86650238
Email: info@medtrue.com ,general@medtrue.com

CEPTUDHKAT KAYECTBA

Mer, MEDTRUE ENTERPRISE CQO., LTD, npexocrapnseM nanHsif cepruduxar xadecTna
TNPOAYKIMM Ui TOJATBEPK/ICHHUA KadecTBa M (e30HAaCHOCTH MaTepHaliOB, MCHOIB3YEMBIX TIPHU
NPOUBBOACTRE KI'YT8 BEHO3ZHOIO ¢ [IACTUKOBBIM KapabuHOM.

1. HASBAHUE KOMUIAHUHY U OIIMCAHUE HPOAVKHMU

KOMITAHUA: MEDTRUE ENTERPRISE CO., LTD.
Teun.: 0086-25-86651838,86652838

Pawc: 0086-25-86650138,86650238

Hazganue nponyxkupn: KryT BeHO3HBIH ¢ NIACTUKOBBIM KapabuHom
Marepuai:

ABC mmactuk: 13,61
Hoawuscrep: 3.6r.

Pesuna: 2,81,

Z.1ipumenecnue

XryT KpOBOOCTaHABIMBAIOIIUHI PEAHA3HAYECH UM OTPAHMHCHUS IIMPKYISIMM BEHO3HOH KPOBHU
Hpy [IpORCICHNUHU BHYTPUBCHHBLIX MaHHUN VLN ii. 3axumeoe }/’C'T‘}}Oﬁ{?'l"ﬁ(} KryTa fHosBoOJCT
peryjupoBarTh CHUITY CXATHA ¥ MPHOBCHHO PasMbIKAThE CXKMMaIOHIYIO HCTIIHO.

3. HHCTPYKU M IO UCHIOJIB30OBAHUIO

1. OGepryTs UYT BOKPYP PYKH, HE JOTIYCKAs EPEKPYUNBAHUS JIEHTH M BCTABUTH 3ALUEIIKY B
KOPILyC KOyTa.

2. Horsuyts 3a cBOOOIHBIM KOHEN XKIYTa ¢ YCUIIMEM ISl OFPAaHWYCHUMS HUPKYISLIUN KPOBU.
3. Jlng ocnalnenus neTay Haxarh Ha Kpail KHONKY, O0paleHHON K HAKOHSUHUKY.
4. Jlns ocBOOOXIECHMS JIGHTHl NOCHE [POBEACHMUS MAaHMIYISUMH Haxark Ha KHOIKY,



PacCoIOXCHHEYIO SamKe K JQLICIIKE U OCBO@OHHTB S4AICIKY, AaBasd BOSMOXHOCT: XKIYTY
pacCcrCeruyrbCa.

MBI mOATREpIKIACM, YTQ UCHONBL30BAHHBIE MaTepuansl OC30NacHBl W HE OPUHMHSIIOT BpEia
3/I0POBBIO HEJIOBCKA ¥ OKPYKAKOLIEH cpeng.

4. CPOKTOAHOCTH

Cepusn 20165079,

zara wirovosnegus 2016-09,

5 ser.

5. YCJAOBUS XPAHEHUSA

Xpaunute nipu remreparype ot 0 1o 25 C.
6. YTUIU3ALUA

VTuauzanuo IPOBOJAMTE B COOTBCTCTBUHU C ﬂﬂf/‘ECTByﬁ)ﬂM’EM 3aKOHOAATC/ILCTBOM.

Hara: 2016-09-30



TOBAPIICTBO 3 OBMERXEHOKO BLITIOBLIIATTBEHICTEO

Bio - -
L «BioAHaniT»

61050, mXapkie, sys. FOp'iBceka, Sya.17
Tenedorww/Ppaxc: (057)757-47-17 (6ar aTOK AHAITEHEIET)
Ko € IPIIOY 38775688
JAEKJIAPAILISA ITPO BIZINOBITHICTD
MPOAYKIII BUMOI'AM
TEXHIYHOI'O PETJIAMEHTY OO0 MEJIHYHHUX BUPOBIB

TosapucTso 3 o6mexkeH00 BiANoBiAaAbHICTIO «Bioananiry, koa €APIIOY: 38775688
IIOBHE eHyBamu C €KTa mcnomplonamﬂl HHEA a yuOBHOBﬂ‘eBOm npenmﬂm
Ykpaina, 61050, m. Xapkis, By.j. Op’iBebka, 6ya.l 7, m1o0 € ynoBHOBaXKeHHM NpeIcTABHHKOM B

Ykpaini Ta jgie 3a jopy4enaam supoouuxka Medtrue Enterprise Co., LTD. Company, Room No.
301-302, Hongpujiezuo Mansion,186-1 JiangdongZhonglu Road, Nanjing, P. R. China, Kuraii,

AKHH JeKnapye BIINOBIHICTH HPOAYKINI) Ta HOrO MICIE3HAXO/DKEHHSN )

B 0co0i jupexropa Kainkosa Ouexcanapa JIbBoBuua

(rioca i, NpI3RMIIE, IM'8 Ta 110 6aTEKOBI YIIOBHOBaXEHO 0CO0H)

NiATBEPIKYE, 10 MPOAYKILis:

«/lonomizkni 3acobu I'panym ans 3a0opy KpoBi» i NoB'si3aHA 3 HHMH _0poAVKUis (nepesik
HABE/IeHO B JOAATKY A0 jAexjapauii), knac 1 (necrepuabHi, 6e3 dynkuii BumipioBanus) 3a

KpHTepisiMu KJacuikauii 3rigHo gogaT% 2 TeXHIYHOIO PerJiaMeHTy 100 MeIHYHHX BHPOOiB,
TIOBHA HA3BA enel N8 AHaHHA, THIL, Mapka, MOJIelIb Ta 1JICHTHQIKAI! JaH1 3a X1HOCT1

0 BHIOTOBJISETHCH: Medtrue Enterprise Co., LTD. Company, Room No. 301-
302, Hongpujiezuo Mansion,186-1 JiangdongZhonglu Road, Nanjing, P. R. China, Kuraii

(naliMeHyBaHHA Ta MICIIE3HaXO/DKEHHS BHPOOHHKA)

BianoBizae BuMoraM TexHiMHOro perJIaMeHTy W00 MEAHYHHX BHPOOIB, 3aTBEPIKEHOrO
Iocranosoio KabGinery MinicTpis VYkpainm Bin 2 xoBtas 2013 p. Ne 753,3a npoueaypoio,
BCTAHOBJICHOIO 101aTKOM 8 TeXHIMHOro perjiaMeHTy.

/loaaTKoBO NpoayKIUis BiANOBiJa€ HACTYNMHAM HALIOHAJILHHM TA €BPONEHCHKHM CTAHAPTAM:

Ne JlokymenT Ne Penaxuis Ha3sBa noxymenra
1. Hupextusa MDD 2007 JlupekTiBa Ha MEIMYHE NPHIALIA
93/42/EEC, Bkno4Yawdu
Jupextusy 2007/47/EC
2. JCTY ISO 13485 2005 MenuyHe npuaaaas — CHCTEMA MEHEIDKMEHTY
SIKOCTI — BAMOTH JUIsi PETYJIFOBAHHS
3. JACTVY ISO 14971 2009 Menuune npuiamis -~ BUKOPHCTaHHS
YNPaBJIiHHS PU3HKAMH JUIS MEIWYHOTO MPHJIa UL
4. JACTY EN 980 2007 CumBonu rpadiyHi ajii MapKyBaHHs MEAHYHHX
BHPOOIB
3. EN 1041 2008 Texuonoris, cumBonM Ta IiHdopmauis, O

CTOCYETHCS MEAMYHOrO npuiams - iHdopmaiis
HAJIA€ThCs BAPOOHHMKOM MEIWYHOIO MpHJIaLIs

6. JICTY ISO 10993-1 2010 Bionoriuna OLIHKA MEIWYHOrO MpHIAmas —
Yactura 1: OwiHka Ta TeCTyBaHHS B MpoOLECi
ynpasisiHHs pusukamu (ISO 10993-1:2009)

7. EN ISO 10993-5 2009 Bionoriuva oOwiHKa MEIWYHOro npWiauls —
Yactuna 5: OmiHKa Ta TECTYBaHHN B MPOLECI
ynpasisiHHs pusukamu (ISO 10993-5:2009)

Jluct 1




8. EN ISO 10993-10 2010 bionoriuHa oOLiHKa MEIWYHOro TnpHIaas —
Yactuna 10: Tecr ©Ha noapasHeHHs Ta
9yTIHBICTh

JleK/1apaniio CKJIAACHO HA MIACTABI: TEXHIYHOI JOKYMEHTALlii, sika copMOBaHa 3riJHO BUMOT 1. 3
Jlonatky 2 10 TEXHIYHOrO PeriaMeHTy 010 MEINYHUX BHPOOIB.

Jlexnapauiio CKIAAEHO NIl UIKOBHTY BiANOBIAJBLHICTL yNOBHOBakKeHOro npeacrasauka: TOB

«bioananit», Ykpaina, 61050, m. Xapkis, Bya. HOp’iBcbka, 6ya.17, koa €/IPIIOY: 38775688

JlapexTop Kainkos O.J1
(ITI5 ynorOBakeHOI 0COOH MOCTAYAILHHKA)
UA.TR.753.D.38775688/RB/DEC/001 12-rpvi Bes ofmemenns Tepminy il

Jincr 2




TOBAPIICTBO 3 OBMEJKEHOIO BLIIIITOBLIJATTBHICTIO

Bio
Analyt

«BiIoAHaAnNnIT™

61050, mXapkie, sy FOp'ieceka, 6ya.17
Tenedor/paxc: (057)757-47-17 (Sar aTOK aHAIILHITT)
Kox € IPIIOY 38775688

Jloaarok 10 aexaapauii npo BiAnoBiaHicTHL
«/lonomizkui 3acobu I'panym ais 3a6opy kpoBi»

Ne Hassa moaudikauii meaudHoro Bupody Hassa moaudikaiiii MequuHoro
AHIHCHKOIO MOBOIO BHpOOY YKPaiHCHKOIO MOBOIO

1. Finger cots medical I'panym rubber Hanasipaauk MeauyHui ['paHym rymoBuit
size S, 1000 pcs./pack. po3mip S, 1000 wT./yn.

. Finger cots medical 'panym rubber Hanansunuk meauunuii ['paHym rymoBuii
size S, 10 pcs./pack. po3mip S, 10 wr/yn.

3 Finger cots medical ['panym rubber Hananpuuuk Meauunuii ['panym rymoBuii
size S, Ipcs.. po3mip S, 1 Wit

4, Finger cots medical I'panym rubber Hananesuuuk Meauunuii ['paHym rymoBHii
size M, 1000 pcs./pack. po3mip M, 1000 wit./ym.

3. Finger cots medical I'panym rubber Hanansuauk mean4uuii ['panym rymoBuii
size M, 10 pcs./pack. po3mip M, 10 wt./yn.

6. Finger cots medical ['panym rubber Hanansunuk meauunumii [‘panyMm rymoBuii
size M, Ipcs. po3mip M, 1T

i Finger cots medical ['panym rubber Hanansiuuk Meauunuii [ panym rymoBuii
size L, 1000 pcs./pack. po3mip L, 1000 w./ym.

8. Finger cots medical I'panym rubber HanansuHuk Meananuii ['paHym ryMoBHi
size L, 10 pcs./pack. posmip L, 10 wr/yn.

9. Finger cots medical I'panym rubber Hananbunuk Meauanuii ['panym rymoBuii
size L. 1 pes. po3mip L, 1 wt.

10. | Tourniquet for blood collection I'panym JhxryT s 3a6opy kpoBi ['panym (cuHi#
(blue band, white plastic clasp), pcs. nosicok, Oi1a niacTukosa 3acTibka), WT.

11. | Tourniquet for blood collection I'panym JLxryT s 3a6opy kpoBi I'panym (CHHI#H
(blue band, yellow plastic clasp), pcs. NOSICOK, JKOBTA IUIACTHKOBA 3acTiOKa), 1UT.

12. | Tourniquet for blood collection I'panym JLxryT ans 3a6opy kposi ['panym (3eneHuii
(green band, white plastic clasp), pcs. noscok, 6i1a nacTkoBa 3acTifka), T

13. | Tourniquet for blood collection I'panym JbxryT s 3a6opy kposi I'panym (4epBoHHiH
(red band, white plastic clasp), pcs. nosCoK, O171a nIacTHKoBa 3acTifka), T,

14. | Tourniquet for blood collection I} Jutst 3a60py kpoBi I'panym (JKOBTHIA
(yellow band, white plastic cl , OL1a niacTrkoBa 3acTiOka), WT.

Jupexrop Kninkos O.J1

(I11b ynosHOBaxkeHOI 0COOM nOCTaYaNbHHKA)
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