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HECHBBPUICHCTBA. YBepeTe CC, UC PbKAaBULUTEC [IOKPUBAT HAII'BJIHO ABETE PBLEC U H30STrBaiTe KOHTAKT C IIpOAYyKTa.

' Camo 3a ynotpe6a 1pu IIpUIaraHeTo Ha Te3u NpoaykTH. IIpean yrnorpeba nposepere phKaBUIUTE 32 NehEKTH MM
@ | PrxaBunu camo 3a eHOKpaTHA yroTpeda.

PHKOBOACTBO ¢ MHCTPYKIMHU 32 OTPeOUTEIA

Onucanue Ha pLKABULATA: TToNueTHIeHoBH pbkaBuny (PE)
CrnpaBka 3a npoaykra: SD-PE -001

Pazmep: 13
Pasmep Ha ppKata 13
OO0uKkoika Ha pbKaTa (mm) 340+5
JpmxuHa Ha phKata (mm) 290+£5

IlpennasHavenue: 3a OCUTypsIBAHE HA 3alIUTa HAa PBIETE IPU MPHUIIATaHETO HA TE€3U NMPOAYKTH.

H3nuTBane U eeKTUBHOCT:
JITIC ot xateropus 111 B chorBercTBHE ¢ Permament (EC) 2016/425 0THOCHO NHYHKTE NPEANa3HU CPEICTBA OTHOCHO OE3BPEIHOCT,
koMdopT, 3apaBrHa U eBporeiicku xapMoHu3upanu cranaapta EN ISO 374-1:2016+A1:2018; EN 1SO 21420:2020.

EN ISO 374-1:2016/A1:2018/Tun C

EN 1SO374-1:2016/A1:2018/Tun C, HHBO Ha eKCILIOATAIIMOHHHM NOKAa3aTe)n 6: M3MepeHo BpeMe 3a npodus >480 mMun

Husa Ha
MznurBan XxuMHKan CAS Neo byxsa CCTLIOATAIHOHHH CroifHOCT Ha pasrpaxx1aHe
MOKA3aTelH 3a
IIPOCMYyKBaHe
Hatpues xuapoxcun 40% 1310-73-2 K 6/6 5,3%
Dopmangexun 37% 50-00-0 T 6/6 11,2%

Tun C: ekcrioaTalMoHHATE OKA3aTEN! 3a TPOCMYKBaHe TPAOBa Aa ObIaT Hal-MaJIKo HUBO | CIIPSIMO MUHHMYM €IMH M3ITUTBAH
XMMHKAJI.

XepMeTUYHOCT H BOJOHENPOHUIIAEMOCT: ChOTBETCTBA

HuBo Ha B3eMaHe Ha U3BA/IKa 32 MPHEMJIUB JUMUT 32 KadyecTBO: <1,5

PbkaBunaTa orroBapsi Ha usuckBaHusita Ha crauaapt EN ISO 21420:2020.

OO0mu n3ucKBanus 3a GYHKIMOHAIHOCT HAa padoTHA pbKaBuua: 5/5

HHcTpykuus 3a ynorpeba:

1. OrBopere eaHa OMAKOBKa.
2. Croxere IUPEKTHO.

3. YBepeTe C€, Y€ PBbKAaBUILIUTE ITIOKPUBAT HAIIBJIHO ABETC PBIEC, U Hn30srBaiiTe KOHTAKT C TNIPOAYKTA, JOKOJIKOTO € Bb3MOXKHO.

Ipexynpexaenus:

PbKaBUIUTE ca MOAXOSIIM 32 3AIUTa HA PBIETE.

IIpenu ynorpeba npoBepeTe phKaBUIUTE 3a Ae()EKTH I HECHBBPILICHCTBA.

He u3non3paiite nakera ¢ ppKaBHIM CIIE CPOKA HAa TOMHOCT (BHIXKTE CPOKA HA TOJJHOCT T0-J0ITY).
He usnon3paiite, ako onakoBkara € 3aMbpceHa.

Camo 3a egHOKpaTHa ynorpeba. M3xBepiere cien ynorpeba.

ook~ whPRE

Xumuueckara yCTOfI‘IHBOCT € OLICHCHA IIpU na6opaT0pHH yciaoBust OT U3BAJIKH, B3E€TU CaMO OT CTpaHaTa Ha JJyIaHTa U C€ OTHACS
CcaMO 10 U3IMUTBAaHUA XUMHUKAJIL. Moxe Jla € pasjIinyHoO, aKO XUMUKaJIBT CE€ U3II0JI3Ba B CMEC.
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7. Ta3u uHdopmarus He OTpa3siBa ISHCTBUTEIHATA IPOIBDKUTEIHOCT Ha 3alIUTaTa Ha paOOTHOTO MSCTO U pa3iMKaTa MEX/Ty
CMECH M YUCTH XUMHKAIH.

8. Koraro ce u3mosi3BaT, 3aMMTHATE PHKABUIIM MOYXKE JIa OCHTYPAT MO-MajIKa YCTONYMBOCT Ha MPOAYKTa MOPaIX IPOMEHH BbB
(u3HUecKuTe CBOWCTBA. J[BIKEHHATA, 3aXBAIl[AHETO, TPUEHETO, Pa3rpaXkIaHeTO, IPHYMHEHO OT XUMHYECKHUS KOHTAKT U T.H.,
MOTraT 3HAYUTEITHO JIa HAMAJIST ISHCTBUTEIHOTO BPEMeE 3a M3I0JI3BaHe. 32 KOPO3UBHUTE XUMHKAIIN Pa3rpakJaHeTO MOXKE
na ObJe Hall-BaXKHUST (aKTOp, KOWTO TpsAOBa Aa ce B3eMe NMPEABU/ ITPU M300pa Ha YCTONYMBU HA XUMHKAIIH PHKABHUIIH.

9. To3u MoJIeN HE ChIbpXKa HUKAKBU BEIECTBA B HMBA, 32 KOUTO € M3BECTHO WIIH CE TMPEIINOIIara, 4e BIUssT HeONIaronpusTHO
BBPXY XUTHEHATA MM 3/IpaBETO Ha MOTPEOUTEIS.

10. 3ammraTa cpelly puckOBe WM OMACHOCTH, KOUTO HE ca CIOMEHATH B TO3HU JOKYMEHT, He ¢ rapanTipaHa. [locoueHnTe HuBa
Ha eKCIUIOATALMOHHH ITOKa3aTeN ca BaJIMAHHU CaMo 3a CTpaHaTa Ha JUIaHTa Ha pbKaBHIaTa. [locoueHnTe HUBA Ha
eKCILUIOATAI[MOHHH MOKAa3aTeId ca BaJHUIHK CaMO 38 HOBU PHKABHIIHM, KOMTO HE Ca H3MUTH, HUTO pereHepupanu. Te3u HuBa
Ha eKCIUIOATALIMOHHHU ITOKA3aTEeJIH Ca MOJIYYEHU OT U3BbPIICHUTE U3MUTBAHUS B ChOTBETCTBHE C YCIOBHSATA, OMPEICIICHH
OT MPUIOKHUMHUTE CTAaHAAPTH.

11. XurueHa Ha pbIETe: 3a Jia He 3aMbPCSIBATE PhKaTa ChC 3aMbPCeHA PhKABHUIIA, HE 3a0paBsiiTe 1a CBAIUTE PhKABHIATA, KATO
s TIPUILUIIETE OT OCHOBATa HA KUTKAaTa J10 Npbera. [Tb3HeTe NPhCTHTE BHB BTOpATa PhKABHUIIA U CBAJIETE PhKABHUIIATA.
N306sareaiite ga JOKOCBaTe KOXKAara.

12. IIpenopb4UTEIHO € 1a HPOBEPHUTE JAAM PHKABUIIUTE Ca MOAXO/IAIIH 32 IPEHA3HAYCHUETO, Thil KATO YCIOBHATA HA PpaOOTHOTO
MSICTO MOYKE []a C€ Pa3IMIaBaT OT M3IUTBAHETO HA THIIA B 3aBUCHMOCT OT TEMIIEPATYPATa, H3HOCBAHETO U Pa3rPakIaHETO.

Cbxpanenmue:

To3u naket PpBKaBULH Tpﬂ6Ba Ja c€ CbXpaHsBa B YUCTO U CYXO INOMEILIECHUE IIpU HOpMaJIHa craiiHa TeMIIeparypa.

CpOK HA IOIHOCT: MAaKETHT C PbKaBUIU € C BAJIMJICH CPOK Ha I'OTHOCT B MPOJABJIKEHUE HaA IIE€T TOAUHU OT JJaTaTa Ha IPOU3BOACTBO.

Iuxrorpama:
i
3amura cpery Hudopmanus Jlata Ha IPOHU3BOJCTBO Cpoxk Ha TOTHOCT
XMMHKaIIN

HNndopmanns 3a nponssBoaure:

Kommanust: Shanghai Shengda Medical Applications Co., Ltd.
Anpec: No. 608, Xingwen Rd., Jiading, Shanghai, Kurait
Ten.: +86-21-33517332

Nudpopmanust 3a HOTH(PHUIUPAH OPraH:

Ipouecst 3a ceprudpurmpane Ha EC mo moxyn B u Mmoxyn C2 Geme n3sbppier or CTC
4, rue Hermann. Frenkel — 69367 Lyon Cedex 07

Jbpxasa: Opaniust

Ten.: +33/4.72.76.10.10

Wwmeiin: cemarking@ctcgroupe.com

Ve6caiit: http://www.ctcgroupe.com/

Homep Ha Hotuduuupan opraun: 0075

EC Jlexkaapanus 3a CbOTBeTCTBHeE:

EC Z[eKnapauH;{Ta 3a CbOTBCTCTBHUE € JOCTBHIIHA OT Ta3U Bmea:
http://www.sh-shengda.com/instructions/

C€0075
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Shanghai Shengda Medical Applications Co., Ltd.

TEXHUWYECKO NOCUE HA NMPOU3BOAUTEIA
KbM PEINAMEHT 2016/425 OTHOCHO JIMNC

CnpaBka 3a npoaykra : SD-PE-001

Koa Ha apTukyn : /

NHpekc Ha TeXxHn4Yecko gocue : 01

NMocnegHa aktyanusauus : aekemBpu 2021 r.
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WOEHTUOUKALIUA

CnpaBka 3a npogykra: : SD-PE-001

Kop Ha apTukyn: : /

BasoB mogen

NHpekc Ha TeXHUYECKO AoCueE: : 01

MocnegHa akTyanusaums: : nekemBpu 2021 .
MpousBoguTen:

Shanghai Shengda Medical Applications Co., Ltd.
No. 608, Xingwen Rd., Jiading, Shanghai

Kutan
Ten.: +86-21-33517332
dakc: +86-21-33517337

3aBon:
Shanghai Shengda Medical Applications Co., Ltd.

No. 608, Xingwen Rd., Jiading, Shanghai

Kutan
Ten.: +86-21-33517332
dakc: +86-21-33517337
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OMNMUCAHUE HA PHBKABULIATA

060 onucaHMe Ha pbKaBuliaTa U npegHasHayYeHue:

MonuetnneHoea pvkaeuya (PE pbkasuua)

Ta3n pbkaBuLa e NpoeKTUpaHa 3a 3almuTa cpeLLy XMMUYHU ONacHOCTM.

Bua nokputne: 6e3 nokputune

BusyanHo onucaHue (CHMMKa OT 3agHaTa cCTpaHa U OT cTpaHaTa Ha AnaHTa):

OueHKa Ha pucka (CbLecTBEHO U3NCKBaHe 3a ona3BaHe Ha 3apaBeTo U 3a 6e3onacHOCT.

MpunoxeHue Il — PernameHT oTHOCHO JIMNC)

Mpunoxumo | O6xBaHaTo OT
M Cranpgapt
81 UsncksanunaTa, onpenenexun B NMpunoxexue Il §1, ca npunoxumm 3a scuykm JMC | ic:ggggg””
M MapkupoBka
O CraHgapt
M UHCTpyKums
8§1.4 HannyHu nHcTpyKumn n nHdopmavms Ha nponssBoauTens ] 3a ynoTpe6a
O MapkupoBka
AKo e U3BeCTHO, Ye onpeaeneHn oT NPoeKTaHTa XxapakTepucTuku Ha Hoeo JIMNC M CtanpapT
MoraT Aa 6bAaT 3acerHatv B 3HauMTeNHa CTeneH oT cTapeeHe, BbPXy BCsKa & VncTpykum
§2.4 oTtaenHa 6poika JINC, nycHaTo Ha Na3apa, KaKToO U BbPXY OnaKkoBKaTta My, = 3a ynotpe6a
’ no He3anu4iuMm 1 HeIBYCMUCIIEH Ha4YMH ce OTOenA3BaT MecelubT U roauHaTa
Ha NPOM3BOACTBO /UMK aKo € Bb3MOXHO, MeceL'bT M roAnHaTa Ha u3Tu4aHe & MapkupoBka
Ha rogHoCTTa My.
O Crangapt
M UHCTpyKums
82.5 JINC, kouto morar aa 6bAAT 3axBaHaTU Npu ynoTpedara um [ 2a ynoTpe6a
O MapkvipoBka
M Cranpgapt
§2.12 JINC, kouto umat egHa unu noseyve MAEHTUMMUKALMOHHN MapKUPOBKU UMK = M UHcTpyKums
’ MHAWKaTOPW, NPSKO MU HENPSAKO CBbP3aHu CbC 3A4paBeTo U 6e3onacHocTTa 3a ynotpe6a
M MapkupoBka
M Cranpapt
§3.10.2 JINC, npegHa3HavyeHM 3a 3awuTa cpelyy BellecTBa U CMeCU, KOUTO ca OnacHM 3a = M WHcTpykums
T 3ApaBeTo, U cpelly BpeaHM GUMONMOrMYHMU areHTU — KOHTaKT € KoXara 3a ynotpe6a
M MapkupoBka
CbCcTaB Ha pbKaBuuara:
[MoBBbpPXHOCTHA
CnpaBka LiBar Matepuan P 2 Pasmepu [ebenuHa
mMaca (g/m?)
OnaH npospayHa | PE (nonvetunneH) 0,010 - 0,022 mm
3agHa cTpaHa npospayHa | PE (nonueTtuneH) 0,010 - 0,022 mm
Ha AlaHTa
MaHweTt npospadeH | PE (mnonuetuneH) 0,010 - 0,022 mm
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OBXBAT HA 3ALLUTA

Tasu pbkaBuLa OTroBaps Ha CbLLECTBEHUTE N3NCKBaHMs Ha PernameHT 2016/425 OTHOCHO NUYHUTE

npeanasHu cpeacrTsa.

Tasu pbKaBuuUa € npoeKkTnpaHa 3a 3alnta cpewy XuMn4Hn onacHoOCTH.

Ta e npoaykT oT kateropws lll, mogyn C2

CnpaBka 3a HOTUMLMPAH OpraH:

CTC (0075)

4, rue Hermann Frenkel — 69367 Lyon cedex 07 — ®paHuns

OobLLN NSNCKBAHUA

Crangapt EN ISO 21420:2020

®PYHKUMOHANHOCT: HMBO 5
[lama oT NpeanaraHu 13
pasmepu:

M3nonsea ce cuctema 3a opasmepsiBaHe Ha pbLETE, pasnnyHa oT Tasn, onpegerneHa B EN I1ISO 21420,

Mpunoxenue B, Tabnuua B.1:

Pa3mep Ha pbKaTa

O6ukonka Ha pbkara (mm)

ObmkuHa Ha pbkaTa (mm)

13

340 +5

290+ 5

| CNEUNANHN NUANCKBAHUA N HUBA HA EKCTINIOATALUMNOHHU NMOKA3ATEIA

,X" Nnokassa, 4ye pbKaBuuaTta He € ouna noasioXeHa Ha n3nnTeBaHe UM MeToabvT Ha U3NUTBaHe

narnexana Henoaxoasiy 3a gusariHa unv Matepuana Ha pbkaBuuara.

,0“ MokasBa, 4Ye pbkaBuUaTa € Nog MMHUMAaNHOTO HMBO Ha eKcnnoaTauMOoHHN NoKkasaTenu 3a oTaenHaTa

OnacHOCT.

XummnuHa onacHoct EN 374-2:2014

lNMpepnaraHa 3awmTa HuBa Ha ekcnnoaTauMoOHHU NoKa3aTenu
BogoHenpoHuLaemocT CbOTBETCTBA
XepMeTU4HoCT CbOTBETCTBA
XumunyHa onacHoct EN ISO 374-1:2016/A1:2018
| Tvn: | Hatpues xuapokeus 40% |
HuvBa Ha
MsnutBaH xvmMmukan: CAS Ne Byksa ekennoaraLmoi Ceeey Ha_
nokasaTenu 3a pasrpaxgaHe:
NPOCMYKBaHe:
Hatpues xugpokeung 40% 1310-73-2 K 6 5,3%
Ddopmangexug 37% 50-00-0 T 6 11,2%
AJOKNAON OT N3NMUTBAHUA
Jlabopatopus CTC Opyrn

EN ISO 21420 + 6e3BpenHOCT

S210808223_2

EN 374-2 S210808223 2
EN 16523-1 $210808223_2
Opyru S210808223_2(EN 374-4)
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MAPKUPOBKA — OINAKOBKA

HNHopmauusi, omneyamaHa 8 bpXy pbkasuyama:
Jloro Ha nponsBoguTen:
Noro (€
CnpagBka 3a pbkaBuuara: SD-PE-001
Kop Ha apTukyn: /
MuavnkaTop 3a pasmep
MMukTOrpamu, CBbpP3aHU C PUCKOBE, CPELLY KOUTO Ce npeanara 3awmTa C HMBa Ha ekcnnoaTaunoHHN
nokasarenu
MHdpopmalnoHHa nukTorpama
Anpec Ha npounsBoguTen:
[arta Ha npon3BoACTBO (Meceu/roguHa) n/unu cepmen/naptTuaeH Homep:
[aTta Ha n3tnyaHe Ha rogHocTTa (MeceL/rognHa), ako e NPUNoXKUMO:

[Ipumep 3a MapKupoeka:

MonuetunexHosa ptkasuua (PE)
ApT. Ne SD-PE-001

R C€0075

EN ISO 374-1:2016/A1:2018/Tun C

@

MpoussoguTten: Shanghai Shengda Medical Applications Co., Ltd. &I [llata Ha npoussoacteo:  MM/ITTT
Appec: No. 608, Xingwen Rd., Jiading, Shanghai, Kutain .

BHocuten: Intervet Productions S.A. & Cpok Ha ropHoct:  MM/TTTT
Aanpec: Rue de Lyons 27460 IGOVILLE ®paHuua WHCTpYKumMM 1 peknapaums:

http: // www.sh-shengda.com/instructions/

[Ipumep 3a MapKupoeka Ha ornaKkoeKa:

Apr. Ne SD-PE-001 EN ISO 374-1:2016/A1:2018/Tun C

[noro] C€0075 paamen 13

KAT. Il
BT: XX Kg

HT: XX Kg
MNosmernienosa prrasuua (PE) KonuuecTso & kytus: XXXX 6p.
Pasmep Ha kyTus: 71,5 x 37,5 x 28,5 cm
Mopnuka Ne

Tpouseoanren: Shanghai Shengda Medical Applications Co., Ltd. MapTuaa Ne

Anpee: No. 608, Xingwen Rd., Jiading, Shanghai, Kirraii ol

(1 para na nponssopcTeo: MM/MTTT
Buocured: Intervet Productions S.A. O
Anpec: Rue de Lyons 27460 IGOVILLE ®panuust h Cpok Ha roaHocT: MM/TTTT

CPpoK Ha roaHOCT: 5 roAMHI

Npousseneno & Kurai

Memod Ha o603Ha4YagaHe e bpXy pbkasuyama:
neyaTt BbpXy NONMETUNEHOB NANK M KaLLOH

Onakoeka, nodxodsuwia 3a mpaHCcrnopmupaHe:
1 yudpT/nonueTuneHos nnuk, 340 yndpta/xapTneHa kytng, 8160 yndTa/kalLoH

JINC, koumo mo2am da 6b0am 3ace2Haimu om cmapeeHe:
Mepwopa Ha BanMAHOCT: 5 roanHn Npu cbxpaHeHre Npy NOAXOASLMN YCNOBUS (BNaXXHOCT, TemMnepaTypa,
4YnCTO, NPOBETPMBO, cBETNO). [Npeamn ynotpeba pbkaBuuaTa Tpsabea ga 6bae B13yanHo NpoBepexa, B
Cny4yan Ha BnoluaBaHe Ha Ka4eCTBOTO pbkaBuuute Tpsbea ga 6baaT 6pakyBaHu (NMpoTpMBaHe,
paspsasBaHe, paskbCBaHe, ...).

UHcmpykyuu 3a noyucmeaHe:
PbkaBuuMTe HE MoraT fa ce MUsT.
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CPEOCTBA 3A KOHTPOI/I

1 BXxoAsL KOHTPOJ Ha Ka4ecTBOTO: NPoBepsiBaMe BCsika NapTuaa CypoBMHa B CbOTBETCTBUE C NilaHa
3a npoBepka Ha usBagku, nocoveH B COI, npeamn npuemaHe oT HalLusi JOCTaBUYUK U MM CbXpaHsiBame

Ha NoAXOAsLLO MSICTO M MPY NOAXOASALLN YCIOBUS.

2 KoHTporn Ha Ka4yecTBOTO Npu 06paboTKa: M3BbPLUBAME KOHTPOJT Ha Ka4eCTBOTO Npu ob6paboTka B CbOTBETCTBME
C MnaHa 3a npoBepka Ha u3Bagku, nocodeH B COTl, BKIHOUNTENHO BbHLUEH BUA, pasMep, Terno

1 BOJOHENPOHULIAEMOCT.

3 M3xop[sLy KOHTPOI Ha Ka4eCcTBOTO: M3BbpPLUBAMeE BbHLUEH KOHTPOM Ha Ka4eCTBOTO B CbOTBETCTBME C NraHa
3a npoBepka Ha nseagku, nocovyeH B COIN, BKMOUMTENHO BBHLUEH BUA, pasmep, Termno, BOAOHENPOHULIAEMOCT

N YCTOMYMBOCT Ha MMOCTpaUMMTE Ha onakoBkaTa. [1poBepsiBame nsBagkara 1 u3BbpLlBamMe TECT 3a U3TUYaHE Ha

BoAa Bb3 ocHoBa Ha ISO 9001 BegHBX roguLLIHO.

o INEt o

THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

COM has isswed an IQNet recognized certificate that the organization.

Shanghai Shengda Medical Apph s Co., Lid.

Jor the following seape:
Production of shrahin procision lenes (fs lems), procuction and pucking of haindress ing
plustic gloves products
For the sach site and cortificutive seope to the
has implemented and maintins a

Qualizy Management System

which fuiflls the requirements of the folloudng sta ndard:

ISO 9001:2015

Isswed on:7019-09-29
Expirer on: 2023-09-28
vyt et

TN etbem e o ey St 35 T I et P s it bt rad e sment” 8 34mred ahome cEATAIE

Registration Number: CN-00219Q235343ROM

PrBVEENG o

Alex Stoichitoiu i XiaoDong
President of IQNct  Geneval Manager af OOM

I
*
*

:**Net o

THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

CQM has issued an JQNet recognized certificate that the organization:
Annex (1) to IQNet Certificate Number CN-D0219Q25343R0M

(%

Codke)

This cemtificare &s valii to the
ol prodests pervice

Shargtal Shenda
Medical Appliatiors
Co,ind

No 603, Xingwen Rd., ledrg
Disuict, Shughol,
PRChisa(201815)

“Production of ulra-thin precisbn |
Totses (B3t k), produstion and
pocking of hurdressing plastic
ghves prodicts

Sharghai Shenda
Medical Appluatiors
Co, Lnl

NOA6IS, Shsagzh Ral. Seding

District, Starghal,
P R.CHea201K15)

Production sl packng of
terbeing plose ghives
products

WEALTH ON
(Fangsu) Co, Lo

Dungysan Vaage, Mengji Town.
Jenhs County, Yanchesg Ciy,
Jonges, PR China(224763)

Prochuction packing of
hardressng plsic ghoves
prodits

(This e s @ffective ouly tsieg w E howne poge)

Bsswed wn: 20190929
Exploes an: 2220928

s A 1t Gy b b e B P g 48 s ol U et e ot 0 ¢ v BT
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Alex Sioichitoiu
President of X)Net

5 XiaoDong =
=

Genema! Manager of OQM
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