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IVledieal Device Instruction
NHerpykumsa no npHMeHEHUIO MEAULLIMHCKOTO M3je.lina

Golden Vac blood collection and processing m”lcai vacuum sterile tube
Mpobupka Meguumiickas BakyyMHast ctepuibHaa Golden Vac gns B3aTnsa n obpaboTku k{osu
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1. Name and d<»igii versions
HanmeHoBaHHe U BapnaHTbl HCMNOJIHEHNA
GoWen V blood «jllection wwid processing medical vacuum sterile tube, in the following varieties:
Mpobupka MeamUMHCKas Bak>yMHas cTepunbHas Golden Vac ans B3atus u 06paboTKM KpoBw,
B BapuaHTax UCMO/HEHNS:

Option No. 1:

1) Vacuum sterile plastic tube LIQUIDPRF - 100 pcs. In individual packaging

2) Instruction for use - | pcs.

BapuaHT 1; .

1) Mpobupka BakyymHas cTepunbHas nnactukoBas LIQUIDPRF - 100 wr. B
UHAMBUA M bHBIX YMNAKOBKaX;

2) VHCITpyKus Mo NPYMEHEHMIO - 1 LT,

Option No. 2:

1) Vacuum sterile gloss tube CLOTPRF “ 100 pcs. in individual packaging

2) instruction for use- 1pcs.

BapviaHT 2;

1) Mpobupka BakyyMHas cTepuibHas cTeksHHasd CLOTPRF - 10QWT. B MHAMBMAY&bHbIX
YNaKoBKaXx;

2) VIHCTPYKUWMS MO NPUMEHEHWIO -1 LLIT.

1. Infoimation about riie manufacturer and site of production
CBefeHns 0 Npon3BOAMTENE N MECTE MPOU3BOACTBA
Full name of the manufacturer:
MonHoe HaMMeHOBaHVE NPOU3BOAATENS C TPAHCUTEpaLWel;

22iejiang Gongdong Medical Technology Co,, Ltd.
(YxeussH MyHayH Megukan TekHonomxku Ko., J1T4.).

Address ofthe location of the manufacturer and prc*uction:

Afpec MecTa HaxOXXaeHVs NPOU3BOAUTENS 1 MPON3BOACTBA:

No. 10 Beiyuan Ave., Huangyan 318020 lai/hou. Zhejiang. People's Republic of China
(KuTaiickas HaprogHas Pecny6niika)

3, Designation
Ha3HaueHue
Venous blood collection and autologous platelei-rich fibrin (PRF) creation for mixing with a bone graft

to correct bone defects in donor patients, in the dental field.

[ns ucrnons30BaHMA Npu B3STUW BEHO3HOM KPOBM 1 CO3L,aHUNA ayTOMOrMYHOro 60ratoro TpomeoLuTamMm
(hmbpuHa (PRF) Ans CMeLLMBaHWA C KOCTHLIM TPAHCTIAHTATOM C LIeNbH0 KOPPEeKLIMM KOCTHbIX Aed)eKToB
y NauyeHTa, y KOTOporo 6bina B3sTa3Bb, B CHMACTM CTOMATONOr UM

Vacuum Sterile Plastic Tube LIQUIDPREF is used to prepare liquid autologous platelet-rich fibrin (PRF).
in the denial field. . -
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[?akyym[Has cTepunbHaa nnactukosas npobupka LIQUIDPRF wcnonb3yetca Ans NPUroTOB/EHUS
ayTo/iorMyHoro 6oratoro Tpoméoumtamu puopuHa (PRF) B xugkoii dhopme, B 061LWAM CTOMATOOMAN

Vacuum Sterile Glass Tube CLOTPRF is used to prepare autologous platelet-rich fibrin (PRF) in solid
foim. in the dental field.

BakyymHas cTepusnbHas crelOlsHHaa npo6rvpka CLOTPRF wucnonb3yetcs 418 NPUroTOBNEHMS
ayTo/I0rMyHoro 6oratoro TpoméoumTwm hrbpuHa (PRF) B TBEpAOH hopme, B 06/1aCTV CTOMATONOM NN

4. Scope of applieatioii
O6nacTb APUMENEHHS
Dentistry
Cromaronorus

5. Application environment and would-be users
YCnoBusi NpUMEHEHNSI U NOTUTHSINbHbIE NOTPEGUTENN
The medical device is used exclusively in tire conditions of dental institutions by qualified medical
personnel {doctor, nurse).
MeguumHCKoe n3genmne NPUMEHSETCA UCKIKOYUTENBHO B YCMIOBUSAX CTOMATOMOMMYECKNX YUPEXAEHNT
KBUIM(MLMPOBAHHBIM MEANLMHCKAM MEPCOHaNoM (BpaY, MeSULMHCKas CECTPa).

6. Type of human skin contact
Bua KOHTaKTa c opraHnm3Mom 4YesioBeKa
There is no direct contact with patients’ (human) body.
Mpamoli koHTaKT ¢ opi-"tHIMOM nauueHTa (TeNloM YenoBeka) OTCYTCTBYET.

7. Indications for use
MokasaHnA K NPpUMEHEHUIO

The device is used for the collection of venous blood md the creation of autologous platelet-rich fibrin
(PRF) for mixing with a bone graft to conect bone defects in a patient from whom the blood was drawn.
[ns ncnonb3oBaHMsA Npy B3STUM BEHO3HOM KPOBM 1 CO3A4aHNs ayTONOMMYHOro 60ratoro Tpombéouutamm
thmbpuHa (PRF) o1 cMeLInBaHUA C pcocTHeM TPAHCMNIAHTATOM C Lie/Ibio KOPPEKLMIM KOCTHbIX fe()eKTOB
y naumeHTa, y KOTOpOro 6bina B3sTa KpoBb, B 06/1aCTV CTOMATONOTNN
Vacuum Sterile Plastic Tube LIQUIDPRF is used to prepare autologous platelet-rich fibrin (PRF) in
liquid fonn.
M™Mobupka BakyyMHas cTepunbHas nnactvkoBas LIQUIDPRF umcnonb3yeTca Ansi nNpuroToBfeHUs
ayToNornyHoro 6oratoro TpomboumTammn unbpuHa (PRF) B xugkoii hopme, a 061acT CTOMaToNOM M
Vacuum Sterile Glass Tube CLOTPRF is used to prepare autologous platelet-rich fibrin (PRF) m solid
form.
Mpobupka BakyymHas cTepusibHas cTeknsgHHaa CLOTPRF ucnonb3yeTca Ans nNpUroToBNeHMs
ayTonorayHoro 6oretoro TpombounTamm hmbpuHa (PRF) B TBBpAOIA (hopme, B 06/1aCTV CTOMATOM0MMN

8. Contraindication
MpoTuBONOKAa3BUUS
None.
OTcyTCTBYIOT.
3
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Possible side effects

B03MO)KHble NO6OYHbIE AeCTBUSA
There are no side effwts subject to the storage, transportation and use requirements for the medical
device set forth in the instructions tor use.
Mpy cCcNOAEHNN YCTaHOBMEHHBIX B WHCTPYKUMM MO MNPUMEHEHUIO TpebGOoBaHWn K XpaHeHuto,
TPaHCMNOPTUPOBAHMIO U MPUMEHEHNIO MEAULMHCKOIO M3AeNNs MOOOUHbIE Ae/iCTBMS OTCYTCTBYHOT.

10. Operating principle

MpuHUMN geicTBUSA
The principle of operation of the product is based on the presence of precisely dosed vacuum in
hermetically sealed test tubes. When a vein is needled with one end of a special double-sided needle and
a rubber stopper ofa vacuum tube with the other, a required volume ofblood is drawn directly from the
vein into the test tube under vacuum.
MpyHLUMN JeACTBUSA M3LeNMs OCHOBaH Ma NPUCYTCTBUM B FEPMETUYHO 3aKPbIThIX MNPOBUPKAX TOYHO
[103VIPOBAHHOIO BaKyy Ma. [py NpoKasibiBaHUM BeHbI 0AHUM KOHLIOM CrieLanbHOl ABYCTOPOHHER UMbl
N PE3NHOBOI NPOGKM BaKyyMHOIn MPOOMPKX ApYruM, MOA AeiCTBMEM BakKyyma TpeGyemblii 06beM
KPOBM HanpsMyto U3 BeHbl BTATVBAETCA B NPOGUPKY.

11. Description
OnucaHune

Golden Vac blood collection and processing medical vacuum sterile tube is sterile single-use vacuum
tubes intended for collection of venous blood and creation ofautologous platelet-rich fibrin for mixing
with a bone graft to correct bone defects in donor patients, in the dental field The tubes can be used ina
centrifuge.
MeaunumHckoe nsgenue «Mpobupka MeanUMHCKas BakyyMHas cTepuibHas Golden Vac gns B3dtus u
00paboTKN KpoBW» NpeAcTaBnseT Co60iA CTepusnbHble BaKyyMHble MNPOBUPKM  OAHOKPATHOrO
NPUMEHEHNS, NpefHa3HavYeHHble A1 WUCNOMb30BaHUA MpW B3ATMM BEHO3HOM KPOBW W CO3AaHUS
ayToNMoryHoro 6oraToro TPOMOOLMTaMU (MOPUHA A5 CMELLMBAHWS C KOCTHBIM TPAHCNIAaHTAaTOM /19
KOPPEKLMN KOCTHBIX 4etheKTOB Y MaLWeHTa, Y KOTOporo Obina B3aTa KpoBb, B 06/1aCTU CTOMATO/OMMN.
MpoBupKk1 MOTYT NCMOMNbL30BaTLCA B LIEHTpUYTe.
There arc following design versions ofthe Golden Vac blood collection and processing medical vacuum
stwile tube: Vacuum Sterile Plastic Tube LIQUIDPRF £uid Vacuum Sterile Glass Tube CLOTPIRFm in
their catalogue (REF) numbers; GDOIOOAI and GDOIOOAGI, respectively.
MeavumHckoe nsgenne «Mpobupka MeguumHCKLW! BakyyMHas ctepunbHas Golden Vac gns B3satus u
06paboTKM KPOBU» MPELCTaB/eHO B CMeLyHOWMX BapuaHTax UCMONHEHUs: BakyymHas cTepuibHas
nnacTmkosas npobupka LIQUIDPRF 1 BakyymHas cTepusibHas CTeknsHHas npobupka CLOTPRF,
NMELOLLWIX KaTanoxHble Homepa (REF) cootBeTcTBeHHO; GDOIOOAI 1 GDOIOOAGI.
Vacuum Sterile Plastic Tube LIQUIDPRF is used to prepare liquid autologous platelet-rich fibrin (PRF).
in the dental field. The tube is made of polyethylene terephthalate (PET), a clinically tested safe
alternative to gl”s, with a butyl rubber stopper and an ormtge polyethylene cap.
BakyymHas cTepunibHas nnacTvkoBas npobupka LIQUIDPRF ucnonb3yetcs Ans npuroToBeHUs
6oratoro Tpomboumtamn mnbpuHa (PRF) a »wunkoin opme, B 06iactn ctomatonorum. Mpobupka
M3roToBneHa U3  nonuatuseHTepedptanata (M3T), npeaCcTaBNAOWEro  CO60M  KIMHUYECKU

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



« ilS 111

jwecTnpoBaHHyO 6e30MacHy0 anbTepHaTMBY CTEKY, MMEET MPO6Ky M3 ByTagkayyyKa U KpbILKY
OPaHXXeBoro LBeTa u3 nomryrunieHa. nocy*
Vacuum Sterile Glass Tube CLOTPRF is used to prepare solid autologous platelet-rich fibrin (PRY) m
the dental field The test tube is made of medical glass LLI4 has a butyl rubber stopper and a red
polyethylene cap. A
Tlie cap can be easily removed and put on the test tube and acts ~ a protective m *,
blood from contacting with medical personnel.

BakyyMmHas cTepunbHas cTeknsHHas npobmpka CLOTPRF ncnonb3yeTcsa Ans NpUroToBneHUs 60ratoro
TpomboumTamm ubpuHa (PRF) B TBEpAOI thopme, B 061acTh cTomatonorun. Npobupka n3rotosneHa
3 MENIMAUHCKOIO CTEeK/1a, UMEET MPOOKY 13 Oy TnIKayUyKa U KPbILLKY KPaCHOIO LiBETa U3 NMOIMITU/EHA.
KpbILLKa 1erko CHUMAETCs U HafeBaeTcs Ha NPOOUPKY W BbINOMHAET PYHKLMWIO 3aLLMTHOIO KOMNnavka,
6narofaps YeMy MCK/OYaeTCs BO3MOXHOCTb MPAMOro KOHTaKTa pyK MeAuuMHCKOra nepcoHana u
KpoBW.

which prevents

Components of the medical device
CoctaBHble YacTn MeaHUHHCKOmim e M g

1. Stopper (Mpob6ka) 2. Cap (Kpblwwka) 3. Tube (Mpobupka)

The product does not contain any fillers, additives, medicines, pharmaceuticab or biological substances.
B coctaBe m3genus OTCYTCTBYIOT Kakve-nbo HamonHWTenw, Ao6aBKu, JIEKNCTBEHHbIE CPencTBa,
(hapmaLieBTMYECKME UM BoNOrnyeckue cybecTaHLmu.

The tube is labelled. Each lube is packed in its primary package - an individual bag that provides
protection and lightness. A transport cardboard box contains 100 primary packages, placed m a plastic
b*”. The wulnc6orii for use are em:!osed in the transportation box.

Mpobypka uMeeT 3TMKeTKY. Kaxgasa npobupka ynakoBaHa B NePBUYHYHO YMAKOBKY - MHAVBUAYASbHbINA
nakeT, 06ecneymBaroLLMiA 3aWUTy N TepMETUYHOCTb. TPaHCMOPTHasA ynakoBKa - KapTOHHas KOpoOKa,
cogepXxut 100 MepBMYHBLIX YMAaKOBOK, MOMELLEHHBIX B MOAMSTWUIEHOBLIA MNakeT. WHCTPYKUMs No
NPYMEHEHWIO BKALWLBLIB;MTS B TPAHCMNOPTHYIO YNAKOBKY.

12. Medical device 5peclLica«oss

Medical device Cap colour Overall dimetuioBS (standard miiBg mediiiin/ Centrifu”tioii
Versioos stee), Bominal capacity, Additive conditions
weight.
BapuaHT HCMOMHEHHA LiseT Fa6apuTHble {X3mepbl HanonHntens / Ycnosus
MeANLMUHCKOTO Kpbl W K® (Tunopasmep), HOMUHaNbHas fobaBka LEHTPHGMYTpOBaHMNA
HagenHs BMeCTMMOCTb, Macca.
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FVasctnam sterile plasiic

_WwheLIQUIDPRF | Orange | 16x100mm | 16x100 uu Nong 13005 | 1300g
Baxyymnas 10 ml W an . 10 min. 1 10 mwsn
crepuALHAt Opaswensi 10g | tor Her 2sec | 25°¢

anacTyronas npobupxa

LIQUIDPRF ,

Vacuum sterile glass 16x100 oo | 16x100 um

twbe CLOTPRF Red 10 vl 10 mn None 1300g | 13003

Baxyywnas Kpacunit g 1Zr Her 10 min. | 10 Muw
‘“‘.':'::’f:‘m : 25°C | 25°C
CLOTPRF .’

The tolerance of overalt dimensions, nominal capacity and weight of the product should be no more than

+ 10%,

Tlpencanso aonycTHMER OTIIOHSHHN MAGAPHTHRIX PAIMCPOB, HOMWHATHHOR BMECTHMOCTH H MACCHI

#anenus Jonnms 6uars ne Gonee = 10%.

13, Materials used to manufacture the medical device
MaTepuasnt, M3 KOTOPMIX MITOTORALHO METMIINECKOE NITEANS

Product Specific chemical Type, brand, Ravw material manufacturer
Component identiy of raw CAS No. of raw
material materiat
Kosmaonent Xosieecos Tun, waps, MPONIROANTETE CHIPLISOD
NIDORNA HAIBANNG CAS e catpuesoro MATepNAnE
CHIPRENOTO MATEPNARS
METOPUENA
Tube 'PETF-83-BR Beijing Yanshan Petrifaction Co.,
(LIQUIDPRF) terephihalate (PET) | CAS No. 28038-59-8 Lid.
fipoCupxa ’ Address. No.t1 Gangnen Rd,
(LIQUIDPRF) menam (N7} . Yanshan, Fangshan, Bejfing, China,
Tubs (CLOTPRF) Borosllicale glass Type |, siliconized m Yanshan Petrifaction Co.,
pobupxe Cmaxno . Tuni,
(CLOTPRF) GOPOCUNUKRITNGY  CUNUKOHUIUDOSRITIOS Adduu No.{, Livuan Road,
Yanshan, Fangdm District, Beljing,
- BJ, Chine.
Stopper Butyl rubber 1781 mng Yanshan Petrifaction Co.,
flpobica Symunsayayx CAS No. 308083-42-5 |
| mw. No.1 Gangnan Rd,
Yanshan, Fm Beijing, China.
Cover Low density Sanwen 0281 Shanghst Celiuloid Factory
{for UQUIDPRF polystiylsne (LDPE) | CAS No. 9002-88-4
Tube) Tlonuamunes wuaxol Address: No. 1240 Beizal Road
i nncmwocmy ([T3HI) Shanghsi, China.
flor LIQUIDPRF
Tube) .
Ciariant® colouring | Orange colout Ciariant Chemicais (Chins) Ltd.
materiel Oparwoound Address: No. 2, Lane 168 Linhong
‘Wa’m nens Rogd, Changning District. .|
6 »
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Shanghsi, China.
Sﬂmmmm wwmrm
CAS Ro. 9002 Address: No, 1240 Beizal Roed
Shanghal, China.
Red colour cmcmmnm)m '
Kpacwud! Addrass: No. 2, Lane 168 Linhong
. | Roag, Changning District.
Shanghai, Ching.
Avery Avery Dennison (China);
m M% Rose Address: Kunjia Rd, Kunshan
Gymaza Avery paper : development zone, JiangSu.
Primary packaging | Linear Low Density | CAS No, 25087-34-7
{package) Polyethylene ’ Ningbo Yazhou Package Article
Tepewhan ynanoska | (L4 DPE) | Faclory.  No. 126 R
(navom F ~ | Belun Area Ningbo, China.
anomwocmu (LLDPE)
Digiizing papes
Bymase
RRANCKSS
| duenusken {dializing
§ paper)
; Secondary packeging | Transparent medium cksmsoozm umvmpmm.
m‘ Flansamunes:. mmmmwnm,
i KOS - npospabill Cpedwed Bellun Area Ningbo, Chine.
(naxsm ¢ 0MxXOM) ARNHOCITU
Transportation box | Comrugated paper | 968-94 waovmwm
‘ {candboand box) logpuposamman Factory: No.128 N
Tpavcnopmsan Oymaca - Address: Hongyuan Ra,
YORNOKE . . Beilun Area Ningbo, China.
{ KBMOIER)
i - 14. Mode of application
:' Cnocol npMelenus
, 1) Choose the type of tube you need (Vacuum stmleglassmbeCLOTPRFandVacuumstenleplasucwbe
LIQUIDPRF)
} BuGupalire seoSxonumuiit Bua npoSupka (Baxyymuaas CTEpUAbHAN CTCKISHHAA upoﬁumeLO‘l‘PRF
i mepmwnmmmWUQUlDPm _ - ,._(zz;.i:
. -
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3)

6)

BIRARD0NG

the biood sampling needle in the holder. Make sure the needle fits snugly in the holder.

| Wncupyﬁte xposesabopryo nmy 8 X0NAEpe. YHeAUTECh, HTO HINA NIIOTHO AEPKKTCH & XOTACPE.

Ak the patient to move the arm down. Selectanmofvemptmure Apply a tourniquet and treat
the venepuncture site with an antiseptic.

lNonpocute nauMeHTa ONYCTHTL PyXy siu3. Bubepwre ofnacts renenynxums.  Hanomnre xryT u
00paboTaive MECTO BEHERYHXIUMH AHTHOSATHKOM.

Remove the needle cap. When the vein is punctured, the patient's hand should be down and the tube
S1Opper up.

CHEMHYE KORNAYOK HTIBL ﬂpnnpommmmmmmﬁmonymmmpoﬁn
npolMpKN noABRTS BBEPX.

When piercing the stopper. place the tube exactly in the centre of the holder. otherwise there is a risk of
puncturing the wall of the stopper, which will lead o a rapid loss of vacuum. Press down on the tube
so that the needle in the holder enters the stopper.

Mpu spoxansreanys npolixn nosemaiite NPOGAPKY POBHO NO LENTPY XOIASPS, HHAYE €CTH PHCK
NPOKONOTH CTEHRKY Npobxi, 1o npueeaeT k SucTpol noTepe Bakyyma. Hanasxre ua npobapxy, 4Tob6
HrRA B XONASPE BOWAR ® NPOGKY.

Remove the tourniquet as soon as blood begins to flow into the tube. If the volume of blood is Jess than
the specified volume in the tube or blood does not flow into the tube. it is recommended 1o do the
following to complete the collection:

CHHMNTE XTYT, XAK TOJILKO XPOBE BSTHET NOCTYNATH B NPOSHPEY. Ecuao&wwnnpoﬁnm

MeHES YCTRHOB/ICHRONO HJIH KPOBb HE HOCTYMAET B NPOSUPKY, POKOMCHIYETCA CAENATH CRERYIOmEe,
~ Press down on the tube so the needle pierces the stopper.
Hasssnte ke npoGupxy, «rolsi uria npoxosiona npobxy.
— Find the correct position of the needle in the vein.
Haltanre npassastoe NOROMEHHE HITHH B DEBC.
~ Remove the tube and place the next one in the holder.
Harnexure npobBpKy B YCTAHOBHTE CHEAYIOLLYIO 8 XONACP.
~ If the new tube does not {ill, remove and replace the noedie. ,
Ecan noBas npobGnpra He HAROHSCTCA, CHUMHATE H 38MEHHTE HITTY. :
When the tube is filled to the specified volume and blood has stopped flowing into the tube, remave the
tube from the holder. :
Koraa npoupxa janommena 10 yxasaHRoro oGvema, H KPOBb NEpeCTAna NocTynaTs B mpobGupxy,
HIBsexHYe NPOGHPKY W3 XORAEPa.
If necessary, repest steps § ~ 7 ta collect further samples from the same patient.
{Tpn ueobxozumocTn) nosropyre rans 5~7 anx 3a60pa cneyioux oSPE3LOE ¥ TOIO Ke DALNCHTA.
When the last tube is full, remove the needle from the vein. Apply a sterile tissue to the puncture site
and ask the patient to hold it until the bleeding stops.
Korna mocnenmas npofupxe Hanomuutea, WIBACKHTE MCAy M3 Bemsl  [Tpunoxmte

caneTKy K MECTY NPOXOJIA K TONPOCHTE NAUKCHTA ACPKATS €. NIOKA KPOROTEYSHHE HE oemom
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»

:-nimll' amount of blood may remain on top of the stopper after being drawn. When handling tubes,
gaMnmmypmuimmavdd contact with blood samples, :
Cupxy:wmmm ueﬁmmw'mmmu'mem fps pabote ¢

'WWWHWWMMmch-

olpaziiamis Kposs. . _
Dispose of needles according to your institution’s requirements and regulations.
YynansupyRte NCBt B COOTRCTCTBHN TpeGoRaniaMHE H HOPMaMit BAIICTO YYPEHICHHS.

CNE/YIOUYIC MCPHI NPEIOCTOPIKHOCTH:

-Askﬂ:epaﬁemwmwetheatmdown.

ﬂoﬂpmmmmonymmms.

- Keep the tube at the 1op.

Jepwarve npoSupKy BSepXY.

Centrifupal

Lisypudyruponaune _
Cem_riﬁlgationisanimponuﬁstepamis.reqniredm'sepnrnmmé'liquidpanofbiodd&omthecells;.
Cmuiﬁlgaﬁoncmtsmyleadtodnadmm
'W-muﬁ-mmwwﬁmmmmmmmmnmxmw

KACTOK.

O fipH HERTPUPYTHPOBAHHM MOCYT NPHBECTH K HeMSTATENLELM dhexTan:
-an'imomplc‘lecolldeposiﬁmm'llleadwawmﬂwvdnmeofmbgomplmkwich fibrin:
HONONHOE OCAXKACHHE KNCTOK TPHREAET K YMEHbINCHHIO oGvems aytonorwuoro Goraroro
rpanSousTami Gubpima; ,
-ifﬂw-nwnbﬂofumismdmmy,thnnoellsmybedm@d,whiehwillaﬂ‘actﬂuquality
of the autologous platelet-rich fibrin obtained. ' : :
mmmm.mmﬁxmm.mmmnom KAETKH, YTO
cmmmuwwmaymnomquomsommrpo»ﬁomﬁmu $ubpuna.
Makemthdmbewpsdomlmmmewal{sofﬁwcmtﬂfugx'buken otherwise they may open

Ymmmmmmmmmmwwmumm
mmmammmmmu

Centrifugation conditions for CLOTPRF ase:
Venosns nexrpudyriposanys ans CLOTPRF:
1300 g 10 min, 25 °C.

1300 g 10 muu, 25°C.

Centrifugation conditions for LIQUIDPRF are: -
Yenous uenTpryrupossins am LIQUIDPRF: i S
1300 10 mis, 25 °C. R
9 .
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15. Precautiooary messures
Mepb1 NpPeaocTOPOXXHOCTH
Resirictions; The amount of blood drawn depends on the altitude, ambient temperature, atmospheric
pressure, needle diameter, patient's blood pressure, and blood viscosity.
Or|Lwmyeris: Komm4yecTso 3a61paeMoii KPOBI 3aBUCUT OT BbICOTbI Haf, ypoBHEM Mopst, Temne{ypbl

OKPY)KLLOLLEVI CPpe/ibl, aTMOCEPHOTO IaB/NEHMS, AaMETPa UITibl, KPOBAHOMO [ABMEHMS MaLeHTa 1
BSI3KOCTV KPOBM..

Do not use tubes with no or damaged caps, as well as with cracks or contamination.

He vcrionb3yiite Mpo6UpKY, €C/IM KpbILLIKA OTCYTCTBYET W MOBPEXKIEHA, EC/IN €CTb TPELLWHbI WK
3a1psi3HEMVA! B MPOBMPKE.

Do not use tubes after the expiration date.
He vicrions3yvite MpoBrpKI Moc/ie VCTEYEHMS CPOKa FOAHOCTVA.

The tubes are for single use only. They must be disposed of in biosecure containers approved for this
purpose.

Mpobuipky MpeaHasHaueHb! /1A OAHOPA30BOMO VCTONb30BaHNA.  VIX HEOOXOMMO YTWIMB/POBATL B
OMO3ALLMLLIEHHBIX KOHTEVIHEILLI:, 0f0OPEHHbIX 151 AAHHBIX LIETIENA.

Use gloves and personal protective equipment to protect against splashes and spills of blood and
exposure to blood borne pathogens.

Vicnons3yvite nepyaTky 1 CPEACTBA MHAVBIALYa/bIKOV 3aHIUTHI AN 3aLLMTbI OT OPbIRT 11 YTEUK/ KPOBU,
a TaloKe BO3AEVICTBIA MaTOreHOB, NEPEHOCUMBIX KPOBbHO.

Place the tubes in !tocentre of the holder while piereing the cap to prevent puncture ofthe side wall and
premeature loss of vacuum.

MoveLLpiiTe MPOBMPKN B LIEHTPE AepaTensi Mpu MpoKa/biBaHM KPbILLKK, YTOObI MPEOTBPaTUTL
MPOKO ee GOKOBOV CTEHKM W MPEXAEBPEMEHHYHO MOTEPHD BaKyyMa.

One device should only be punctured once during blood collection. Ifthere is more than one puncture,
then partial or complete loss of vacuum is possible.

OpHo v3aevie IO/MKHO BbITb MPOKO/IOTO TO/BKO OVH pas3 BO BpeMs coopa KpoBu. Ecrmn nveetcs 6oree
OLHOTO MPOKO/1a, TO BO3MOXHA YaCTUYHasA WM TOJTHasA MOTepst Bakyyva.

To avoid unexpected detachment of the stopper from the tube, hold the tube in the holder during the
entire blood collection process by pressing on the bottom of the tube with your thumb.

Bo v36exaHmne HeOWIAHHOMO OT/E/IEHS MPOOKM OT MPOBUPKA Y/AEPKMBAIATE Ha MPOTSDKEHN BCETO
rpoLiecca coopa KPoBM NMPOGUPKY B AepaTerie, HalaBvBast Ha ee AHO GO/bLLIMM MastbLEM.

16.  informatioii on compatible medical devices VE

HhopviaLyist 0 COBMECTVIMbIX MEAULIHCKVIX U3AENMSIX
10
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vacuum tubes, use disposable double-sided needles, a hemostatic tourniquet, a holder, and a
Iposable disinfectant wipe {or a wipe with an antiseptic), approved fof use in accordance with the
Ifgislalion of the country ofuse. There art no technical specific requirements for compatible products.
C  npobupkamMM  BakyyMHbIMM  MPUMEHSKOT  WIMbl  OJHOPasoBble  [IBYCTOPOHHME,
KPOLLKOCTaHaB/MBAKOLLMLL XXTYT, fepuTTenb (Xoaaep), ¥ OAHOPa30BYHO AE3HMLIMPYHOLLYO CandeTKy
(MM candeTKy C aHTUCEMTUKOM), paspeLLieHHbIe K MPMMEHEHHO B COOTBETCTBUM C 3aKOHOAATE/IbCTBOM
C TpaHbl MPUMEHEHMS. TEXHNYECKUX CrELINYECKMX TPeBOBaHNIA K COBMECTVMbIM V3LE/NAM HET.
17, Scope of delivery
KoMr/ieKT nocTaBKy NPoBrpoK

Product in primary packaging (package): 1(HOpcs.
V30envie B repBr4HOIN yriakoske (raket): 100 L.

Instructions for use: 1pcs.
VHCTpYKUMA NO NpyMEHEHNHO: 1 LuT.

Shipping package (cardboard box): 1 pcs.
TpaHcropTHas yrakoBKa (KOopooka KapToHHast): 1 LuT.

*/Baenms B NMeparYHbIX YakoBKax B kommyecTBe 100 WITYK MOMELLEHbI B IMeS00aHoBbIA MaKeT C
3aMKOM (MO TPEOUTENLCKYHO YNIAKOBKY), MOTPEOUTENLCKYHO YakoBKY NMOMELLAKDT B TPaHCNIOPTHYO
YMaKoBKy - KOPOOKY V3 ropopokapToHa. Ha TpaHCNopTHYHO YNakoBKy HaHECeHa MapKVPOBKA.
VHCTPYKUMA MO NPUMEHEHIO - 1 LLIT., TOXKEeHa B TPaHCNIOP THYKOYTMaKOBKY.

18. Safety requirements
TpeboBaHMA 6e30MacHOETH
- Wear medical gloves when using the product.
[Mpy MCMOMb30BAHWN M3AENNS CIEAYET HAAEBATb MEAVLIIHCKME NEpHaTKu.

- Do not use the product if its integrity (and sterility) is violated, the protective cap is deformed, the
tube is cracked, the filler Lsleaking, etc.
Hernb3a  Mcronb3oBaTb  M3Aenve MpyM  HapyLLeHUM €ero  LEMOCTHOCTU  (H.  COOTBETCTBEHHO,
CT3UMbHOCTK), A~ OPMaL 3ALLTHOTO KOMMAYKa, TPELLMHBI MPOOMPKYA, BbITEKAHN HANOHUTENS
UT 4,

- Multiple use is prohibited fa disposable product.
3anpeLLpeTcsi MHOrOKpaTHOe KCMO/Ib30BaHVe 0AHOPa30BOr0 M3AE .

- Do not allow the needle to touch the inner wall of the product; otherwise die accuracy of blood
sampling will be affected.
36eraiite COMPUKOCHOBEHNS WUI/Ibl C BHYTPEHHE CTEHKOW W3Janms, B MPOTUBHOM C/lyyae 370
MOB/ISIET HA TOYHOCTL 0TOOPA NP6 KPOBMW.

Avoid unexpected separation of the cap from the tube ihroui®out the entire collection process. »

n
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H-iectAfttC HeoxXmnaaHHOro oTAeNeHns Nj6Kn 13 MN|FOMPKN Ha NPOTSXEHMM BCEro NpoLecxa coopa
Kponw.

Uis iicsirabie to combine force with a slight rotation of the stopper relative to the tube to reduce the
lorce when detaching the stopper from the tube.

1111 HEOBXOQIYIMCKT T2 OTCORAVHEHVIS MPOGKM OT MPOGUPKYA, /151 YMEVBTILLHS YCNA OTCOEAVHEHIS,
YXE/aTe/ibHO ero COBMELLIATH C HEBO/BLLIM MOBOPOTOM MPOGKIM OTHOCUTESTBHO MPOBUPKM.

The prodixt must be used before the expiration date.
I/Baenvie fOMKHO BbITh MCMOMB30BAHO [0 [AThI VCTEHEHS CPOKa FOAHOCTUA.

The product does not emit toxic substances into the environment during storage and operation, and I
does not advcraely affect humans whi it is in direct contoct. f
I/Baenvie mpu XpaHeHM 1 SKCTUTyaTaLyiv He BbIIESET B OKPYMKAHOLLYHO Cpefly TOKCUUYHbIX BELLECTB "
11 He OKa3bIBAET NPV HEMOCPEACTBEHHOM KOHTAKTE BPEAHOMO BAMSHAS Ha OpraHM3M YenoBCira )

19. Maintenance
TexHn4”K(Ne 06eny>xmBaHHe
No maintenance, this prodixt is not repairable.
TexHM4eCKoe 06CTy»KVBaHVe He MPEeyCMOTPEHO, AaHHOE M3a/ve HEPEMOHTOMPITOAHO.

20. Environmental protection requirements when using the medical device
TpeboBaHMA K OxpaHe OHp”MYKarollei cpedbl MPW HPHMEHaLWH MeauunHCKoro Negenms
npu NPUMEHEHNN MEAULIMHCKOTO n3aenmna
Vacuum lubes do not jKiversely affect humans and the environment during operation, transportation and
storage, provided that consumers meet the requiremails set forth in the instructions for use.
[MpoGVIPKY BaKyyMHbIE NPV SKCTUTyaTaLyn, TPAHCTIOPTUPOBKE H XPaHEeHUN He OKa3bIBAKOT HEraTviBHOMO
BOREICTBIA HA YENOoBeKa 1N OKPY @HOLLYHO Cpedy, LW BbIMOSHEHN NOTPEOUTENSMA TPEOOBaHIN,
YCTAHOB/EHHBIX B MHCTPYKLM MO MPUNMEHEHMIO.

21. Sterilization
CrepHnwatuia

Golden Vac blood collection and processing medical vacuum sterile tube is supplied sterile.
Mpobrpka MeaunUHCKas BaKyyMHas cTepunbHas Golden Vac gna B3ATMS M 06paboTKM  KpoBU
MOCTAB/ETCA CTEPUTLHOM.
The radiation {gamma radiation) sterilization method is used, the albsorbed dose is from 14.8 to 20.0
kOy, No additional sterilization is required.
MeToa cTepym3aLyiv - pamviaLioHHbIA (ramvia-MaydeHme), NoroLLEHHas aosa: ot 14,8 oo 20,0 KIp.
[ono.THUTe bHasA CTepusn3aLLbl He TpedyeTcs.
The sterilization process is validated in accordance widi the requirements of GOST 1SO 11137-2-2011
[MpoLiece CTepumsaLv BaravpoBaH B COOTBETCTBIAM C TpebosaHuaMm TOCT 1SO 11137-2-2011.

22. Packaging and labeiling
YnakoBka 1 MapkH{toBKa
Primary packaging is a hermetically sealed polyethylene and |mper bag.
12
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MUVHLIAYNaKoBKa - repMeTUYHO 3aneyaTaHHbIi NakeT U3 NOU3TUNEHA H BYMLLMNA.
h~f> pcLging functions as individual ,»ckaging. One side of the package is op”~ue and marked
Ik- other one is transparent for ease of product identification. Each product (test-tube, seated with
J«mxT and closed with a lid) is placed in a primaiy package.
riepmuniaa A B K @ BbINO.YHAET PYHKUMIO MHAVBMW,ayabHOW YNakoBkW. OfHa CTOpOHa “aKOoBKMU
X N " Hee HaHeceHa MapKVMpOBKa, BTOpas - NpoBpaymas. ana yao6erea MaeHTU(GMKaLMK
<. Kaxaoe usgenve (Mpo6upka, YKYMNopeHHas Mpo6KOii 1 3aKPbILLA KPbILLIKOIA) MOMELLEHO B

of 100 pieces in priroaty packaging are placed in a cellophane bag with a lock,
which is placed in a transport package - a corrugated cardboard box. The shipping container is marked.

Instructions for use of 1 pc. included in the shipping package. nakeT ¢
W3penvst B MepBMYHBIX YMakoBKax B KonndecTBe 100 MNyK MOMeLLEHbI B LiENI0(aHOBbIA MakKeT €

3aMKOM (MOTPEGUTENBCKYHD YMAKOBKY), MOTPEGUTENLCKYHD YMakKOBKY MOMEHLUIOT B TPAHCMOPTHYtO
YMaKkoBKy - KOpPOGKY M3 ro)opokapToHa. Ha TpaucrnopTyto YnakoBKy HaHeceHa MapKVpOBKa.
VIHCTPYKUMS MO NPUMEHEHIO -1 LIT., BNIOXKEHA B TPAHCMOPTHYHO YMaKoBKY.

I »b,|« of rhe nrimarv nackaaes of the produclcimHill the following information:
y.apK.No,Ks NenmmyHoi ynakoBKN U3LeNns COAepUON-CBENYHOLLYIO MH(opmau AL

Text information:
WHdopmaLws B dhopme TekcTa:

Producf naTe

ManmeHoBaTe n3genns

Product version name

HanmenoeaHw BapuaHTa UCNONHEHUS U3fenns

Product registration number and date

Homep n gaT aperucrpaurwHHOeo YyA0CT OBEPEHUSA n3gennsa
Product manufacturer\ynaTe and address

HaumeHoBaHWe W agpec NPOU3BOANT €Nst U3JeNuns

Nominal capacity

HaMWHTbHaA BMECTUMOCT b

Graphic symbois
ViHdopmaums 8 hopme rparyeckmx CMBOSIOB
. REF Catalogue (HeT) number Homep no kaTanory (aprTukyn)
Homep cepun (kog napTun)
- Batch number (code
LOT 1 (code)
Sterile! Radiati ilizaii CTepThblid)! PagnaumoHHas
- ISTOIIE R terile! Radiation stetilizaiion
cTepunusaymsa
13
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Use hefore

Refer to the instructionsfor use

Reuse isprohibited

Do not use i fthe package is damaged

Storage temperature range ("2 X' to
+25 X)

R @ E 3

Protectfrom moisture

Avoid exposure to sunlight

)‘K Non pyrogenic

111 Manufacturer

CE The product compiles with EU
regulations

- Indication o fthe sick to be used hhen
h opening the package

3MKeTKa NPOOHPKY COAEPXKAT CIEAYHOLLIYHO UHhOPMALIMLD:
Text information;

HdopmaLys B hopime TekcTa:
Product name
HavivieHoBaHVie 13aemvs

\ersion naTe
HaviveHoBaHVie BapuaHTa VCnonHeHuA

Thefields: "Mgte". "Sample”. "Owe"
[Monsa f;Lu 3aronHeHns «/viss. »MpaliluK «/laTa

Country oforigin

14
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Vcnons308aTs do

OBpaTUTECh K MHCTPYKLMM NO
MPVIMEHEHVIO

[MOBTOPHOE MpYMEHEHVE 3arPELLEHO

He 11CMonb30BaTH NPY MOBPEXKIEHN
YIMaKOBKY

[vana3oH TemnepaTyp npy XpaneHuy
(oT 12Xpo +25X)

Bepeyb 0T Bnaru

He (KTyckaTb BO3ALNCTBIA
CONHEYHOro cBETa

AnvporeHHo

V3roTosnTeNb

30enve COOTBETCTBYET
HOpPMaTVBHLIM TpebosaHuam EC

YkazaHvie CTOPOHbI, UCTONb3yemoii
MPU BCKPbIMTUN YMaKOBKY



ara phic symbols

6onC'lWLLoore

t ‘tufHAU NporssoacTBa

capacity
VoutoLLBbHas BMECTUMOCTb

/1L FoOMaLYA B (hopMe rpactnyecKX CYMBOSIOB

IREF
LOT

STERILE R

C€

L

Catalogue (item) number
Batch number (code)

Sterile! Radiation sterilization

Use before
Non pyrogenic
Reuse is prohibited

Theproduct complies with EU
regulations

Manufacturer logo

Shipping package labeling

MapKu1poBKa TPaHCMOPTHOI YMaKoBKOIA:

The following information is placed on the cardboard box:

Howmep no kaTatory (apTvikyn)
Howmep cepun (Kog nupTvv)

CmepwihHo! PayiaLyioHHas
CTepwm3aLms

Vicnons3oBaTs 0

AnvporeHHo

[MoBTOPHOE MPVIMEHEHVIE 3arPELLIEHO

V13penvie COOTBETCTBYET
HOpMaTVBMLLL TpeboBaHmam EC

JloroTvin npovsBoaMTes

Ha KOpoGKe KapTOHHOIA PasMELLIRETCS C/igayHoLLAs MHIOpMALYS B BAE TEKCTA:

15

Product name

HayveHoBaHie V3aenis

Product variants TTe
HavveHoBaHVe BapriaHTa UCTONHEHUA U30eN s

Standardsize and nominal capacity
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1 HOALLHaYbHaA TeCTVUMacTb
Catuhg number (article)
Homep no kaTTory (apTukyn)
Lot number (batch code)
Homep cepum
Quantity LLInos
KonmMyecTBO LWTYK
Net weight (kg)
Bec HeTTO (Ke)
Gross weight (kg)
Bec 6pyTTO (KI)
Expiration date
[JlaTa vicTeveHns Cpoka rogHoCTu

TRANSPORT PACKAGING SIZES
pasmeper TPAHCMOPTHOW YMAKOBKM

HanmeHoBaHve Pasmep, cM
(£10%)
TpaHcnopTHasA ynakoBKa 31,8*22,5 *12,0

Graphic *mbols
VHopmaums B hopme rpathmyecknx CMMBOOB

I—I Bepx ToBapa

Martepuan

"othopoKapToH

MPUrofeH A5 nepepaboTKu

I OCTOPOXHO: XpyMKoe XpaHUTb B CYXOM MeCTe
]
23. Conditions of transportation, storage and operation

YCnoBus TPAHCNOPTUPOBKM, XPaHEHNS 1 3KCryaTagum
Operation environment
Ycrosus aKcruyataLii
TctpetlUre; + 18to +42 °C-
Temneparypa: ot + 18 1o + 42 °C.
Amiosphere pressure; 84.0  106J kPa
AT™MocthepHoe fasrneHve: 84,0 - 106,7 Ki'a.

Storage

16
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KSR

rtw fc enlire shelf life. Jle products shouW be stored in the manufecturer's packaging in dry
Med rooms at temperatures from + 2 to + 25 “C and relative humidity not mote than 80%, at least
t mfromheat-emitting devices.
BCEr0 CpoKa rOAHOCT M3AeMMA LO/KHbBI XPAHWUTLCS B YTAKOBKE MPeLnprATUS-M3roTOBUTE A
B CyXMX MpOBErprBaeMbIX MOMELLIEHUSIX MpK Temneparype oT £2 10 +25 1 OTHOCUTE/bHOW
»MPKOCTH He 60ree 80%, Ha paccTOSHN He MeHee \ M OT TeLLIKO-M3/TyHatOHLLX MProopoB.
During storage, the prodiKte must be protected from sunUght and atmospheric influences, must not be
exposed to oiis, gasoline, kerosene ~id other substances.
B npouecce xpaHeHUst 13genns AO/DKHbI GHOTb 3aLLMLLEHBI OT COMTHEYHbIX /TyYeld U aTMOCHEPHbIX
BOBAEVICTBIV, He [I0/DKHbI NMOABEPraTbCA BOALMCTBIIO Mace/, 6eH31Ha, KEPOCWHA M APYTUX BELLECTB.

Bpemsi XpaHeHs! B3Ol BEHO3HOW KPOBM B MPOBMPKaX (B TeUeHI e Kakoro BpeMeH He0BX0aMmo
MCMONL3(KAT M0 HA3HAUEHVIKO B3SITYHO BEHO3HYHO KPOBb) - 24 Yaca.

lMocrie XpaHeHVs MeAVLIMHCKOrO U3AENMA NP MOHWKEHHbIX Tem>arypax (0T r/ioc 2°C [0 noc
18%) nepen WCMOMb30BaHWEM M3AENME HEOOXOAMMO BblOepXaTb roAvaca Mpu  KOMHATHOW

TeMnepaType.

Transportation
TpaHcnopTVpoBaHYe

packed product is transported by all types of covered vehicles, maccordance W|th the haulage rules
in force for this type of ttansport, ata tempmture from-15 to +40 °C and a relative humidity of no more
than 80%
YakoBaHHOe W3AeMMe TPaHCMOPTUPYHOT BCEMM BUAAMU  KPbITbIX TPaHCMOPTHLIX CPEACTB, B
COOTBETCTBUM C NpaBWIaM/ MePeBO30K IPY30B, AEVICTBYHOLLWMMI Ha JaHHOM BIae TPaHCMopTa, Mpu
Temneparype ot -15 Ao +40 “C H OTHOCUTE/bHO BIaXXHOCTW He 6onee 80%.
[Mocrie TPAHCMOPTPOBaHMA MEAVILIHCKOIO U3LENWSA MpY MOHVKEHHBIX TemMnepartypax (o1 MuHyc 15 C
po nntoc 18°C) nepen UCronb3oBaHMEM M3aene HeobX0aaMo Bbi \aaTb nonvaca npyt KOMHATHOWA
TEMITOKTYpE.

24. Maintenance and repair
TexHu4yeckoe 06Cny>XMBaHUe H PEMOHT
The product does not require any mmntenance £nd is beyond repair.
Vi3oenve He TpebyeT TEXHNYECKOrO OOCTy VBAHIA Y1 HE MOL/IEXUT PEMOHTY.

25. Shelf life
Cpok rogHocTu

Ihcshelflife is 18 months
Cpok rogHoctu ~ 18 MecsLeB

26. Warranty obligations
lapaHTuiiHble 06s3aTeNibCTBA o ) )
The mmitufacturer guarantees the compliance of the praducis with the requirements, subject to the

conditions of operation, transportation and storage.
MpeanpuaTUe-n3roToBUTENb FapaHTUPYeT COOTBETCTBME M3Aennii TpeboBaHMAM npu cob6AAeHUN
YC0BUWIA 3KCNNyaTauumn, TPaHCMOPTUPOBAHMSA 1N XPaHEHNS. .

17
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covers the entire shelf life of

product
AWM TKWIE pacnpocTpaHseTcs Ha BECb address in the territory of the Russian
*A”™la-ms and appeals b » 2 LWW5062. Moscow, Russia,
federation: Implant Guru, IX<” . o 1 obpalleHns NoTpe6buTeNeil HPUMMMAOTCS NO
Ha Tepputopun Poccuiickoin degepauun »

CTpoeHme 2, O6LLEeCTBO C OrpaHNYEHHO
ITpecyfPoccus, 105062, r. Mocksa, ynuua NMokpoBka, 4om 43, CTpoeHue
OTBETCTBEHHOCTbLIO «MIMNNaHT MypY»-

27. Disposal of the medical device

,MBUTOXEHMA MeAULIMHCKOTO N34enuns
MopsanoK oeywecTBACHBAYT1 A M3aLm svasie". unused tubes are class A

After use. vacuum tubes am Cass B according to SanPW

"epidemiologically safe waste, close to solul u«Wy wast

2.1.3684-21 A b «anugemmoniornyeckune onacHble

Mp("MpKiA BaKyyMHble nocne

A Knaccy A «3nUAeMUONIOTUYKXWN 6e30mnacHble
0TXO0/a», HEUCMNo/b30BaHHble NPOGUPKY T N *** N oTtxogam» no CaHllMuH 2.1.3684-21

0TXO0fbl, NPUGAMKEHHbIE NO COCTaBy * (,bes must be taken in accoidance with the

MpaBoBbIX aKTOB Poccuiickoii defepaum (Npy Hanuumm).

28. List ofregulatory documents
MepeyeHb HOPMATUBHbIX N 1993 for medical devices»
MOD93/42/EC«CouncUD ireciweW 2/7

AN

rofa, Kacawowascs
MDD 93/42/EEC «[upekTuBa CoBeta 93/42/EbC oT

B Weg%lymgﬁ@ggyoﬁ&m“mreet.vef&ﬂﬂ/ﬁw—'ﬂ for the European Parliament and Council»

MDD 07,'47/EEC «OupekTnaa 2007/47/EC bB[»

ISO 13485:2016 «Medical products, Quahty management system
pudo3es» CucTeMbl MeHe[pKMeHTa KadecTsa. Tpe6oBaHUsA Ans
| 13485:2016 «W3penua megnumHckme. CHere

Lieneil perynmpoBaHums» A .nlirotionofrisk management to medical devices»
- 1SO 14971:2019«Medicaldevices-Appheali

«HESXXMeHTa pucka K MeaULMHCKUM
ISO 14971:2019 «W3genvna meguumnHckme. TpuMeHeHWe Meunemnk

Requirements for regulatory

m3§,envm M
B

) medical device manufacturer»
EN 1041:2008 «Informauon provided y A

O3BOAMTENEM MEAULMHCKUX U3LENNA»
BS EN 1041-2008 «MHpopmauus, npesocTasnseMas npousBoanTenem

JN"0O?7,02017«Dtsposable venous Moodcollecti* M
ISO 6710:2017 «KoHTeiiHepbI Ans
,SO 11137-1:2006 «Sterilization of - *
for development, validation and

Radiatta sterilization. Part 1. Requirements
“I bl e " n process tor medical devices»
npoaykuun. PpaaunoHHas ctepunusaums. Yactb

2 AN

MEAULMHCKUX U3AENNIA»
18
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,W:2019 «Packaging for teoninaliy sterilteed medical devices,Par, 1. Requ.rements
,<rite barrier systems and packaging systems» (PUHULLIHOA CTepunusalmm.
ga.,-2019 «Ynakoaka MegnLNHCKNX

» Y2KOBOYHbIM
, Tpe&aaHuna K matepuanam, 6apbepHbIM CUCTEMAM N1» CTEpUAM3aLun

. : o UU
15223-1:2021 «Medical products. Symbols used
ifemnpatiymgdocuments.Parti.Generalrequir®ents»

MapKMpoBaHU Ha
Mrt 17223-1-2021 «W3penus mMeguumHckue. CUMBOAbLI, NPUMEHsSEMble Mpy
iSclL x

n u-
« o« 3TUKETKAaX M B COMPOBNAWTENLHON soKymeuraumu. Yactb 1, O6live

I medical devices labeling, tags and

«pEboBaHus»
29. Authorized r«*>resentative in the RF
YN0NHOMOYEHHbI NpeacTaBuTeNb B PO
Mr~twW anlin g the quality ofthe medical device.
...... «,,pocam, KacaroLmme» Kayectsa MeanUNHCKOro H 3 4 M~ <Jlpawarsc
Implant Guru, LLC. 105062, Russia. Moscow, Pokrovka 43, sir. 2.
OTO «MmnnaHT Nypy», KO5062, r. Mocksa. A" LLIKpoBKag- 43. cTp. 2.

Phone/fax: 8 495 627 63 70
Tepn./akc: 8495 627 63 70

li-mail: info(®implantshop.ro
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MepeBos C aHINUIACKOTO SA3blKa Ha PYCCKUI A3bIK

CEPTN®UNKAT

CCPIT
Kutaickmii KOMUTET COAENCTBUA Pas3BUTUIO MEXAYHapoL4HOW TOProB/m

Kutaiicknini KoMuTeT COAeNCTBUA Pa3BUTMIO MEXAYHAPOAHOW TOProB/m
KuTaiickasi nanata MexayHapoaHoW TOprosv
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3Hak CCPIT

Kntamckuits KomMmuteT coaelMcTBMSA pa3BUTUID MeEXAYHAPOAHON TOProBAM

Kutaidckaa nanata MexXAyHapogHON TOProBawu

CEPTUDPUKAT

QR-Kod

Ne 233326B0/005151

dparmeHT nevyaru;
KnTanckmii KoMmTeT CoAeNCcTBUA Pa3BUTUO MeXAyHapoaHo Toprosam /
CepTudvkaumsa / CneuypanbHas neyaTb AN Kommepyecknx cemgeTenscTs/ CCPIT

HACTOALWNM NOATBEPXAAETCHA, uto nevatb YXKIU3AH MTOHIOHIT MEAVKAT
TEXHONOMKW KO., NTA. / ZHEJIANG GONGONG MEDICAL TECHNOLOGY CO., LTD.
npunaraemoro [oKyMeHTa SAB/SeTCA NOAJ/IMHHON.

OTTUCK neyaru:
CEPTUNPUKALILA
CCPIT (68)

Kutamckmini KOMUTET COAENCTBUSA Pa3BUTUIO MEXAYHapOAHON TOProBv
MNeyaThb:

CEPTNOUKALINA

CCPIT (68)
KnTanckmii KommTeT CoAencTBUA pasBuT MO MEXAYHAPOAHOW TOpProB/u

YNonHomMo4YeHHoe 40/MKHOCTHOE Nnuo: Cy IKUHT

[ata: 27 Hos6psa 2023 T.

Beb6-caiiT gns npoBepku cepTudukaTta: http;//www.rzccpit.com/validate.html
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A CTp. L
Lramn:

WxausaH FoHroHr Megukan TexHonomku Ko., 1Ta. /Zhejiang Gongong Medical Technology
Co., Ltd.

[anee cnepfyeTt TEKCT HA aHININIACKOM SI3bIKE C NMepeBOOM Ha PYCCKU A3bIK.

Hactp. 2, 3, 4,5 /6, 7,8 9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19 nmeeTcsa oparMeHT
neyaTwn Knranckuii KOMMTET COAENCTBUA Pa3BUTUIO MeXAYyHapoAHON Toprosnm /
CepTudmkaumsa / CrneumasibHas neyaTb o1 Kommepyeckux cengeTenscTs/ CCPIT

CTp. 19

LTamn;

WxaussaH FoHroHr Megukan TexHonomku Ko., 1Ta. /Zhejiang Gongong Medical Technology
Co., Ltd.
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BPHO HOTapHyca:

Poceaniicxag ®encpanag
Fopon Mockpa

HOTapuyca ropopa
BEPHOCT:  xonum
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