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Instruction for use:

«Drive medical tools: single use wooden
sterile spatulas»
Manufactured by:

“Dalian Goodwood Medical Care, Ltd.»,
China

INSTRUCTION FOR USE

Drive medical tools: single use wooden sterile spatulas
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Medical device designation

Drive medical tools; Single use wooden sterile spatulas - are used in out-patient and in-patient
departments in therapeutical practice for oral cavity examination. Spatulas can also be used for
mixing and application of different balsams and salves. It shall be used as patient-specific.

Medical device description
Single use wooden sterile spatula is produced of environmentally-safe hard wood material.
Grinding finish of the instrument and rounded edges provide comfortable operation, preventing

possibility of damaging of oral cavity mucous membrane and tongue.

Basic application

Oral cax'ity examination when holding medical examination in therapeutical practice.

Teclinical cliaracteristics

length - 150 mm + 2.0 mm;

width - 17 mm + 15 mm;
thickness - not more than 1.6 mm;

weight - not more than 2.5 g.

Instruction for use

1 Mave a patient seat on a chair opposite to the source of light.

2. Open a spatula package.

.1 Hold an oral cavity examination after tongue fixation with a wooden spatula.
4.

Throw the spatula away to container for medical waste.

Sterilization

Devices shall be sterilized with ethylene oxide. Sterility of devices shall be guaranteed in case of *
unopened package only.

Usage precautions

Device remains sterile in case of undamaged packing!

For single use only. Do not use when holding medical examination in case the device is beyond
its expiration date or package is damaged.
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Transportation
The device shall be transported by closed transport vehicles whith humidity not more than 80%,

tar from corrosion agents.

Storage
Single use wooden sterile spatulas shall be stored at room temperature, in well ventilated location,
with humidity not more than 80%, far from corrosion agents. Keep out of the reach of children.

Do not use after expiration date.

Expiration date
Expiration date of the devices is 5 years.

Disposal
The devices shall be disposed of in accordance with protocols of health care institution or local

statutory legislative standards. The devices do not need special disposal.

Requirements to protection ofthe environment
Devices do not adversely affect human being and the environment during use, transportation and

storage.

Complaints

If any quality complaints please apply to:

Limited Liability Company MK REAL KER (MK REAL KER EEC)

(Obwectso ¢ OrpaHuyeHHo OTBeTCTBEHHOCTLI0 MK «PEAJT KOP» (000 MK «PEAJT K3P»))
111524, Moscow, 1, bid.12, Perovskaya Str.,1 floor, prem. I, room 28 (111524, Mocksa, yn.
Meposckaayn.,n. 1,cTp. 12,31ax1 ,nom.

I, komn.28)

tel. 8(495) 780-74-88, fax. 8(495) 780-74-88.
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Stamp

Instruction for use:

«Drive medical tools: single use wooden
sterile spatulas»
Manufactured by:

“Dalian Goodwood Medical Care, Ltd.»,
China

NHCTPYKUNA no NMPUMEHEHWNIO

NHCTPYMeHTbI MegULIMHCKME OTTECHAIOLLME: LUNaTeNn aepeBAaHHbIE
cTepuibHbIE 04HOPa30BOIro 1Criosib3oBaHuMA
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HasHaueHve nsgenus

VIHCTpYMEHTbI MeANUNHCKME OTTECHSAIOLWME: LINaTeNn AepeBAHHbIE CTepu/bHble 0AHOPAa30BOro
MCcnonb3oBaHUA - MPUMEHAKOTCA B NOJIMKITNMHUKaX U CTalMOHapax B TEpB.I'IGBTI/I‘-IECKOVI NnpakTuKe
ana oCMoTpa pOTOBOI7I nonoctu. LUnatenn Moryt Takxe NPUMEHATLCA O/1A CMeLUMBaHWUAN

HaHeCEHVs pa3nMYHbIX 6anb3aMoB 1 Maseid. cnonb3ytoTcs HAMBUAYaLHO.

OnwucaHue nsgenusa
LLinatenb [fepeBsHHbIA  MEAUUMHCKUAIA M3TOTOB/IEH W3  3KOJIOTMYECKU UWCTOW [PEBECUHBI

TBEPAbIX JINCTBEHHbIX Mopoa  AepeBa. LLUAMoBaHHAas MOBEPXHOCTb  MHCTPYMEHTA W
3aKpyr/neHHble Kpas 0GecneuvBaloT ero KOM(OPTHYK 3KCh/yaTalumio, npeaoTspallas

BO3MOXXHOCTb NMOBPEXAEHNA CNM3MCTON pOTOBOI7I MONoCTN M A3bIKa.

OCHOBHbIe chepbl NPUMeHeHNS
OcMOTp pOTOBOM NOMOCTM NPU NPOBELEHUM OCMOTPa 60/LHOIO B TepaneBTUYECKON NPaKTUKe.

TexHNYecKue xapak TepucTUuKn
AnnHa — 150 mm£2.0 Mm;
WwrpnHa —17 Mm = 1.5 Mm;
TONLLMHA — He 6onee 1,6 MM,

BeC - He 60nee2.5 .

VIHCTPYKLMA NO NPUMEHEHUIO

1 TlaumeHTa ycaauTb Ha CTy/ NPOTMB UCTOYHMKA CBETA.

2. BCKpbITb YNakoBKy CO LUMATENEM.

3. Mocne thukcaumm s3blKa AepeBsAHHbIM LUNaTesieM, NPOM3BECTM OCMOTP POTOBOM MOOCTW.
4.

Mocne “cnonb3oBaHUS BbIOPOCUTL LUMNATENb B KOHTEHEP A1 Mef,.0TXO0/0B.

CTepunusaums

N3aennst cTepUnn3yoTCs OKCUAOM 3TuneHa. CTepUnbHOCTb U3AENNIA FrapaHTUPYETCS TONMbKO
NPV HEBCKPLITOW YMNaKoBKe.

Mepbl NpesocTOPOXKHOCTN

M3aenme ocTaeTcs CTEPUIIbHBIM TOMBKO NPU HEMOBPEXAEHHOI YNaKoBKe!
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TonbKo 419 04HOPA30BOro NPUMeHeHUs. He 1cnonb3oBaTh NMpu 0OCMOTPE, EC/IN U3feNne C
NCTEKLLMM CPOKOM FOAHOCTU, WX YNaKOBKa MOBPeXaeHa.

TpaHcnopTUpOBKa

W3penvie TpaHCMOPTUPYETCA B KPbIThIX TPAHCMOPTHbLIX CPEeACTBaX Mpv BNXKHOCTWN He 60siee

80%, B OT KOPPO3MPYHOLLNX BELLIECTB.

XpaHeHune

LLinatenn fepeBsHHbIE CTEPU/bHbIE OAHOPA30BOr0 MCMO/b30BAHWUS HEOOXOLMMO XPaHUTb Mpu
KOMHaTHOW TemnepaType, B XOPOLUO BEHTWIMPYEMOM MOMELLEHWWN, NPU BNaXHOCTU He 6ornee
80%, BOaM OT KOPPO3UPYHOLMX BeLecTB.XpaHUTb B HEAOCTYNHOM An1s feTeil mecTe. He

MCNno/sb30BaTb N0 NCTEYEHNN CPOKa roagHOCTU.

Cpok rogHocTU

CpoK rogHocTu nsgenvii 5 ner.

YTunusauusa
W3genna  0OMKHbI - YTUAU3NPOBATLCS COrNacHO MpPOTOKO/aM  Mef.yupexaeHus, mbo
YCTaHOB/IEHHbIM MECTHbIM 3aKOHOZATe/lbHbIM HOpMaMm. W3aenmam He TpebyeTcs cneumasibHas

YTUNM3aLYS.

TpeGoBaHMsA K 0XpaHe oKpy>KatoLLeli cpesbl
WN3nenns npy MCNonb3oBaHMK, TPaHCMOPTMPOBKE W XPAaHEHWM HE OKasblBalOT HEraTMBHOIO

BO3/EVCTBMS Ha YeloBEKa U OKPYXKAtOLLYO Cpefy.

Peknamavuuu

B cnyyae BO3HMKHOBEHUSA MPETEH3MUIA MO KaYecTBY M3AENMiIA 0bpallaTbCs No agpecy:
O6wwecTBo ¢ OrpaHnyeHHo OTBeTCTBEHHOCTHI0O MK «PEAJT KOP» (000 MK «PEAJT K3P»)
111524, Mocksa, yn. lNeposckas yn., 4.1, cTp.12, atax 1, nom.1, kKomn.28,

Ten. 8(495) 780-74-88, hakc 8(495) 780-74-88.
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WPItffiikylk: MK REAL KER (MK REAL KER EEC)

(ObwwectBo ¢ OrpaHnyeHHon OTBeTCTBEHHOCTHIO MK «PEAJT KOP» (000 MK «PEAJT K3P»))
111524, Moscow, 1, bid.12, Perovskaya Str.,1 floor, prem. I, room 28 (111524, Mocksa, Y.
Meposckasayn.,n. 1,cTp. 12,aTax1 ,nom.

I, KOMWN.28)

0% 1. 8(495) 780-74-88, #XK . 8(495) 780-74-88.
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CBUWAOETENBCTBO

CCPIT

Kutaickunii CoseT no MNpogsmxeHnto MexayHapogHoi Toprosnum - Kutalickasa Manata
no MexgayHapogHoii Toprosne
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Kutaickuin CoseT no MpoasmxeHnto MexayHapoaHoin Toprosnm
Kutaiickaa Manata no MexayHapoaHoi Toprossie

CBUAOETEJIbCTBO

Ne 142102A0/01032

HACTOAWWM MOATBEPXAAETCH, UTO: neuate DALIAN GOODWOOD MEDICAL
CARE Ltd. Ha npuKpenneHHOM AOKYMEHTE ABNSETCSA NOA/MHHOIA.

Kutaliicknii CoeT no MpoaBuxeHnto
MexayHapoaHol Toprosnu

Meyvats: CCPIT

YnonHoMmouyeHHas noannck: Kyu MuHr
fara: 20 noHa 2014
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MEDICAL CARE Ltd.

MEDICAL CARE Ltd.

/ (Noanuce)

NmAa yNnoNHOMOMEHHOro nvua
[omxHocTb

eHepanbHbiih MeHeKep
Nevare

L

UHCTPYKUMA NO UCNONLIOBAHKIO:

«MegnuvHCKMe MHCTPYMEHTB OAHOPAl0BLIe AEPEeBAHHBIE CTEPUNbHBLIE WNaTeny»
WsroroBneHo:

DALIAN GOODWOOD MEDICAL CARE Ltd.
Kutai
WHCTPYKLWA NO UCNONL30BAHWIO

MeaMUuMHCKUe KHCTPYMEHTH: OIHOPA30BLIE AEPEBAHHLIS CTEPUITLHEIS WNaTenu

Nepesoguwk,
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["opog Mocksa.

NMepBoro asrycTa fiBe ThiCAYN YeTbIPpHAALATOro roga.

O MapTbiHoBa HaTanua AHApeeBHa, BPEMEHHO WCMOAHAKOWAA 0653aHHOCT,
HOTapuyca ropoga Mocksbl, AkumoBa [neba Bopucosuya, cBUAETENLCTE
NOoAg/TMHHOCTb rnoanucu, c,u,enaHHoM nepesogvynkom KOpHGBOI7I EBreb

BaCMﬂbeBHOﬁ, B MOEM MPUCYyTCTBUN. JINYHOCTDb eé YCTaHOBJ/IEHA.

3aperncTpupoBaHo BpeecTpe 3a No
B3bickaHo no Tapudy: 100 py6. 00 Kon.
BpemeHHO mcnosiHAoLWaa 063aHHOCT M HOTapuyce

U

Bcero npowu>pe4~BP(0!"™*oHyMepoBaHO U
cKpenseHo nevyaTbio /b nucT (-a, -0B)

BpeMeHHO 1CMOoMHSALWAsA 0653aHHOCT W HoTapuyca:
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CERTIFICATE

No.

THIS IS TO CERTIFY THAT:the seal of DALIAN
GOODWOOD MEDICAL CARE LTD. on the annexed DOCUMENT
IS genuine.

Al

China Council for Lo 1™M4®tion
of InternatioiiaF Tr/er

1 -A

Authorized gi LTS '
%ignature : g

: 2015 08 J1240
(Date: AUG. 24,2015)
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ADDENDUM TO

INSTRUCTION FOR USE

Single use wooden sterile spatula

Approved by

Date:

(Signature)
Name of
Post

Stamp

Addition ti

«Single use wool spatula»
Manufaetured by:

“Dalian Goodwood Medical Care, Ltd.», China
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*roduct description
Single use wooden sterile spatula.

Purpose
Single use wooden sterile spatula are used in the therapeutic practice within both out-patient and

in-patient clinics for oral cavity examination. Single use wooden sterile spatula may also be used
for mixing and application of various balsams and salves.
Single use wooden sterile spatula are to be used individually.

Transportation
The product has to be transported inside the covered vehicles under conditions of humidity of no
more than 80% and temperature range from -50°C to + 50”C away from corrosion agents.

Storage

Single use wooden sterile spatula have to be storage in good vented compartments under
conditions of humidity of no more than 80% and temperature range from -SOVCto + 50"C away
from corrosion agents. Keep out of reach of children. Do not use after expiration of the after
termination of serviceable life period.

Labeling

The package is labeled with the data as follows:

- Name;

- Manufacturer, plant address;

- For single use only;

- Do not use in case of package integrity damage;
- Refer to application instructions;

- Ethylene oxide sterilized;

- Serviceable life period;

- Installment No.
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MepeBofa C aHINUNCKOro A3blka Ha PYCCKUA A3bIK

CBUAETENBLCTBO

CCPIT

Kutaickmnini CoseT no MpogsmxeHnto MexayHapoaHoi Toprosnu - Kutaickasa Manata
no MexpayHapogHoli Toprosre
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Kntaincknii coBeT no NpoaBMKEHUID MeXAYHapOo4HOW TOProsan
Kutainickaa nanarta mMexayHapo4HO TOprosan

CBNAETENBCTBO

Ne 152102A0/01285

HACTOAWNM MOATBEPXAETCH, UTO: neuyats DALIAN GOODWOOD MEDICAL
CARE LTD. Ha npukpenneHHom JOKYMEHTE saBnseTca NoANVHHOIA.

Kutaicknin coBeT No NnpoaBMKEHUIO
MeXAyHapoaHOW TOProBaun
Mevatb: CCPIT

/Moannce/
Mognucb yNnoAHOMOYEHHOro nuua: Ly MuH

Jarta: 24 asrycta 2015 .
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NPUNOXXEHUE
K UHCTPYKUWKU NO UCNONL3OBAHUIO

Winatens cTepunbHbIi ASPEBRHHBIK ANA OAHOPA3OBONO UCTIONb30BAHUA

QonyweHo:

Moanucy/

Dara: 24.08.2015
(NMoanuce)

Ums oTseTcTBEHROrO NULA
[lomkHoCTL

Livamn

JononHenue K MHCTPYKLIN NO UCRIONL3OBAHUIO:

«llinarent crepunbHLIN ASPEBAHHLIA ANA OAHOPA3OBOIrc UCNONL3OBAHUAR
Mpounasoacrea:
«Dalian Goodwood Medical Care, Ltd.», Kutait

Mevatb komnanuu: Dalian Goodwood Medical Care, Ltd.
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HanmeHoBaHune nsgenuvs
LWnaTtenb AepeBsIHHbIN CTEPUbHBLIA 0HOPA30BOr0 NCMNO/Ib30BAHUS.

Ha3HaueHune

O,qupasoBble AepeBAHHbIE CTEPUJIBHbIE LLUNATENN NMPUMEHAKTCA B NOJTMKINHUKAX U
cTaymoHapax B TepaneBTMYECKOM NpakTuke ANs oCMOoTpa POTOBOI MOMOCTML.
OAHOpa3OBbIe AepeBAHHbIE CTEPWU/IBHBIE LLUNATENMN MOTYT TakXXe NMPpUMeHATbLCA ONnd
cMelwmnBaHna n HaHeCeHnsa pas3/inyHbIX fanb3amMoB U Maseil.

Op,HOpa3OBbIe AepeBAHHbIE CTEPU/IbHbIE LLUNATEeNIN NCNT0Nb3YKHTCA MHAUBUAYATbHO.

TpaHCcnopTUpPOBKa
N3penne TpaHCNOPTUPYETCHA B KPbITbIX TPAHCMOPTHBLIX CPeAcTBax Npu B/IAXXHOCTU He
6onee 80%, n temnepartype -50°C go + 50°C Bganun oT KOPPO3UPYHOLLMX BELLECTB.

XpaHeHue

Lnatenu agepeBsiHHble CTEPU/IbHbIE O4HOPA30BOr0 UCNO/b30BaHNUA HEOOX0ANMO
XpPaHUTb B XOPOLIO BEHTUIMPYEMOM MOMELLEHUN, NPU BAIAXKHOCTU He 6onee 80%, npu
Temnepatype ot -50°C go + 50°C, Boasn OT KOPPO3UPYHOLLNX BelWwecTB. XpaHnTb B
HefOoCTYNMHOM AN1A AeTell mecTe. He ncnonb3oBaTb N0 UCTEYEHUU CPOKA FOAHOCTH.

MapkupoBka

Ha ynakoBke HaHeceHbl criegylouine cBefeHuns:

- HaumeHoBaHue:

- NMpounssoguTtesnb, agpec NpoM3BoACTBA

- TonbKo ANa 04HOPA30BOr0 NPUMEHEHUS;

- He ncnonb3oBaTb Npu HapyweHUN LEeNOCTHOCTN YNaKOBKU;
- CMOTPUTE MHCTPYKLUIO MO NPUMEHEHUIO;

- CTepunusayms oKCULOM 3TU/EHA,;

- Cpok rogHocTu;

- Homep naptum.

Meyatb: Dalian Goodwood Medical Care, Ltd .

MepeBoguuk,

EropoBa AnnHa AnekceesHa
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["opoa Mocksa.
MATHaAUATOro CEeHTAOPA ABe ThICAYM NATHaALATOro rofa.

O Akumos ['ne6 bopucosuy, HoTapuyc ropoga MockBbl, CBUAETENLCTBYHO
NMOANMHHOCTb NOAMUCK, CAenaHHON nepeBoaYnKomM Eroposoii AnnHOMN
ANeKCeeBHOMN, B MOEM NPUCYTCTBUU. JINYHOCTb ee yCTaHOBNEHA.

3aperncrpuposaHo BpeecTpe 3aNe J-
B3bickaHo no Tapudy: 100py6. 00 Kon.

HoTapwnyc:*

e

Bcero npoLuHypoBaHb T LLOHYMepPOBaHO U
CKpenneHo neyaTbio S' nucT (-a, -0B)

HoTapuyc:'
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