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INSTRUCTION FOR USE

Disposable non-sterile dental cotton rolls Clean + Safe®

2" revision 2019
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1 Name of the medical device

Disposable non-sterile dental cotton rolls Clean + Safe®

Hardware versions:

N\

No.l - 8 mm in diameter
No.2 - 10 mm in diameter
No.3 - 12 mm in diameter

Hereinafter referred to as rolls, devices, cotton rolls Clean + Safe#O

2. Manufacturer of the medical device

"Changzhou Shengjie Medical Products Co., Ltd"

Address: N0.216 Liangchang Road, Jintan District, Changzhou city Jiangsu - China
Tel: 0086-519-82893289  fax: 0086-519-82893239

3. Purpose

The cotton rolls Clean + Safe® are intended for absorption of saliva and blood during various
dental procedures to provide a dry field around the teeth to be treated, for isolation of excretory
ducts of salivary glands, for prevention of exposure of mucous membrane to medicines that can

injure it.
The cotton rolls Clean + Safe® are recommended for the following users:

- for medical personnel in order to perform different dental procedures.

for physical persons using the medical device as intended by the manufacturer.

4. Application.

Dentistry. Dental rooms in various healthcare organizations, private dental offices, dental
clinics including private clinics.

5. Indications, contraindications, precautions and side effects, for use of the medical
device according to the intended purpose

Indications:
During different dental procedures:

» to provide a dry field around the teeth to be treated;

» for isolation of excretory ducts of salivary glands;

» for prevention of exposure of mucous membranf4e-medi«wi®hat™~rajilirt~;;'""
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Contraindications:
Contraindications for use ofrolls is an individual intolerance of raw material components.
Precautions:
» Read instruction before use. Do not use the rolls with defects or expired shelf life.
» Do not use if the package is damaged!
» Do no reuse.

Side effects related to use of the medical device according to its intended purpose: irritant
effect or allergic reaction caused by an individual incompatibility with materials of the medical
device.

6. General information, operating principle

The cotton rolls Clean + Safe® are made of 100% natural absorbent cotton and safe
adhesive, have no odour, do not contain cancerigenic, mutagenic, toxic or chemically-active
materials or chloride, are grouped into package with a help of polyethylene film.

The device is non-sterile, single-use and represents a roll made of fluffy mass of fibres
slightly interwoven together in different directions. It has high rates of whiteness (more than
72%), capillarity action (85 mm), absorbability (not less than 19 g), it does not contain any
foreign impurities, neps, it has a high breathability and filterability. High flexibility enables the
medical device to take shape of the oral cavity and to provide a high absorption retaining the
initial shape.

The cotton rolls have already been used for 100 years in the clinical practice. The medical
devices are safe for users and patients. CHANGZHOU SHENGJIE MEDICAL PRODUCTS
CO., LTD has been manufacturing the cotton rolls for more than 10 years; the medical devices
have been sold in many countries. No incidents or critical complaints have been registered. .Only
one complaint of a patient with a burning sensation has been registered for all this time. However,
the check showed that the medical device is safe and that case happened as a result of patient’s
individual intolerance.

The rolls are manufactured of different sizes (diameters), which provides a good
opportunity to choose the best size for a particular clinical case.
7. Materials, sizes.

The cotton rolls are made of 100% absorbent cotton and adhesive FVH6 (CMC -
carboxymethylcellulose).

The main dimensions of the medical device are given in Table 1
Instruction for use of the medical device (2"**revision 2019); ilEi i1
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Table 1

Version Weight, g Diameter, mm Length, cm
Nol - 8mmin 0.35+10% 8+5% 3.8+0.1
diameter
No.2- 10 mm in 0.5+10% 10+5% 3.8+0.1
diameter
No.3 - 12mmin 0.7+10% 12+5% 38+0.1
diameter
8. Information about the sterile state of the medical device, information about the

procedure for processing the medical device for reuse.

The medical device Disposable non-sterile dental cotton rolls Clean + Safe® is produced non-
sterile and is intended for single use only. This single use device after dental procedures is not a
subject to disinfection and its reuse is prohibited.

For invasive procedures, sterilization of the medical device Disposable non-sterile dental cotton
rolls Clean + Safe® is carried out. Sterilization of the rolls is carried out by autoclaving at a
temperatui'e of 135 ° C for 30 minutes.

9. Instruction for use

1 Take a package of cotton rolls Clean + Safe® of the desired size depending on the
clinical case.

2. Take aroll out of the package.
3. Check the shelf life, inspect visually integrity of the package and the device.

4. Itis recommended to sterilize the rolls by autoclaving in at a temperature of 135 ° C
for 30 minutes.

5. Place the roll into the opened mouth of the patient using dental tweezers or a special roll
holder.

6. Carry or remove used cotton rolls using dental tweezers or a special roll holder.

7. After use dispose the medical device as appropriate.

10. Data on disposal or destruction of the medical device

Medical devices must be disposed in accordance with medical procedures adopted in
healthcare institutions and organizations, and local, state or federal norms and regulations. The
choice of safe disposal and destruction methods depeir® _“paLyd.KIATAOIdiJpf. tirédiclal

J & N
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organization, availability of waste decontamination/detoxification facilities, waste
detoxification/disposal method used in the administrative territory (incineration, collection to
waste dump, recycling).

Depending on degree of epidemiological, toxicological and radiation hazard the medical
device “Disposable non-sterile dental cotton rolls Clean + Safe®” fall to category of
epidemiologically hazardous medical waste: materials and instruments, objects contaminated
with blood and/or other biological fluids.

After use, medical devices “Disposable non-sterile dental cotton rolls Clean + Safe®” are placed
in special packages for medical waste differing in color depending on the hazard class of the
waste (yellow). After filling no more than % of the volume, the packages are tied up using
screeds and transported to a temporaiy storage area. Transportation of garbage from institutions
to the place of disposal is carried out by specialized companies.

Consumer package, defective devices, packages with violation of integrity and devices
with expired shelf life refer to epidemiologically safe waste, similar in composition to household

waste.

11. Data on labeling, packaging and scope of supply
11.1. Packaging

Multiple (consumer) package

The medical devices “Disposable non-sterile dental cotton rolls Clean + Safe®”, Nos 1, 2
and 3 in quantity of 840, 600 and 450 pcs, respectively, are packed in a multiple (consumer)
package - polyethylene bag. Materials and design of the package do not have a negative impact
on its contents and preserve the devices when stored in dry, clean and well-ventilated rooms,
provide the minimal risk of contamination when the package is opened, as well as protect the
contents under normal conditions of transportation and storage.

Shipping package.

Cardboard box. Quantity of multiple (consumer) packages in a box: No.l - 30 pcs. No.2 -
60 pcs, No.3 - 30 pcs.

11.2. Labeling.

Multiple (consumer) package

The package must contain the following information:
- Name of the medical device.
- Manufacturer, address of production site.
Importer (manufacturer’s authorized representative), address, phone number.

Sizes: No. (diameterXlength).

- Composition.
- Quantity of pieces in the package. q *
Shelf life. XA Tl
Instruction for use of the medical device (2"* revision 2019): "aﬁﬁ/ilﬁ" Illlrta"a'l/!f LW
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- Number and date of Registration Certificate.
Date of manufacturing (symbol)
- Batch or Lot No.(symbol)
For single use only (symbol)
CE Directives conformity (symbol)
- Non-sterile (symbol)
- Do not use if package is damaged (symbol)"
- Sterilization mode
Storage conditions “Temperature range”, “Avoid direct exposure to sunlight”,
“Protect from moisture”(symbols)
Disposal “Not allowed for normal disposal” (symbol)
- Declaration of conformity to GOST R sign, (symbol)

Shipping package

The package must contain the following information:

- Name ofthe medical device.

- Manufacturer, address of production site.

- Importer (manufacturer’s authorized representative), address, phone number.

- Sizes: No. (diameterXlength), batch.

- Weight, g.

- Quantity of pieces in the package.
Shipping conditions “Temperature range”, “Avoid direct exposure to sunlighf’,
“Protect from moisture”(symbols)

- Date of manufacturing (symbol)

- Shelflife.

®1ij 'm /11 T st
bIWUILIOX fill feLUIA m,UUiio 11T 3
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Description of symbols used in multiple (consumer), shipping package labeling:

Symbol Description Symbol Description
Ywi) Date of manufacturing 1 Temperature range
)
Lot number Avo_ld exposure to
sunlight
C€ CE marking Not allowed for normal
disposal
® For single use only Protect from moisture
é.”g%' X i Declaration of
Non-stertle conformity GOST R

Do not use if package
is damaged

11.3. Scope of supply

- The medical devices “Disposable non-sterile dental cotton rolls Clean + Safe®”
(choose the'needed hardware version within the range of presented variants
according to para.l “Multiple (consumer) package”).

- Instruction for use (part of accompanying documentation).

12. Transportation and storage conditions

The rolls are to be transported by all kinds of transport in covered vehicles, in accordance
with the shipping rules applicable for such transport and precautions indicated on the shipping
tare.

Transportation conditions:
- Air temperature: -20°C to +40°C
- Relative humidity: max. 80+2%;

- Atmospheric pressure: 75520 mm Hg. CWIilISIEIIEilllIOliPIt: : !
‘U2

Instruction for use of the medical device (2"~ revision 2019):
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The devices must be stored in clean dry rooms at a distance of min.I m from heating
devices and must be protected against atmospheric actions and soil moisture. Packages are to be
protected from contamination, dust, soaking and breakage. Keep anyay from children.

Shelf life of the medical device provided the storage and transportation conditions are
observed is 5 years from the date of manufacture.

Storage conditions;
- Air temperature: -10°C to +40 °C;
- Relative humidity: max. 80£2%;
- Atmospheric pressure: 755+20 mm Hg.

Application conditions:
Air temperature in the healthcare facility: +15 °C- +25 °C;
Relative humidity: max. 80+2%;
Atmospheric pressure; 755+20 mm Hg.

13. Warranties

CHANGZHOU SHENGJIE MEDICAL PRODUCTS CO., LTD, China, guarantees that
the present medical device has been manufactured and packed with proper accurateness specified
in Directive 93/42/EEC. CHANGZHOU SHENGJIE MEDICAL PRODUCTS CO., LTD, China,
has EC certificates that show that the quality management system implemented in CHANGZHOU
SHENGJIE MEDICAL PRODUCTS CO., LTD, China, meets requirements of Directive
93/42/EEC and ISO 13485.

CHANGZHOU SHENGJIE MEDICAL PRODUCTS CO., LTD, China, will replace
any package in case the defects have occurred in the process of manufacturing and packaging
(evidence can be provided), and CHANGZHOU SHENGJIE MEDICAL PRODUCTS CO.,
LTD", China, or its distributors have been informed of these defects.

The user bears responsibility for definition of device’s fitness for use. CHANGZHOU
SHENGJIE MEDICAL PRODUCTS CO. LTD", China, and its distributors bear no
responsibility for harm or damage of any nature directly or indirectly related to use of the device.

If the present device became defective within the warranty period, the only option and
the only responsibility of CHANGZHOU SHENGJIE MEDICAL PRODUCTS CO,, LTD",
China, is to be troubleshooting and replacement of the device. The responsibility with respect to
the device comes to an end, if any defect caused by transportation, storage or improper use of the
user, as well as other factors beyond control of the manufacturer, have occurred.

Shelf life of the medical device provided the storage and transportation conditions are
observed is 5 years from the date of manufacture.

Information on undesired events connected with use of the medical device “ Disposable
non-sterile dental cotton rolls Clean + Safe®” which have signs of an adverse event (incident),
should be forwarded to the authorized representative of the manufacturer: “PROTECO”, JSC,
legal address: 192102, Saint Petersburg, Salova street 57, Building 1, Letter “I”, tel.: / fax: +7

The presf ule 19.
Instruction for use ofthe medical device (2"* revision 2019): iliJhHiuA lurm i
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(hyHKUMK KnTalickoro KommTeTa CofeiiCTBIS Pa3BUTUIO MEXAYHAPOAHOM TOProB/v BbIMOMHAET
KuTaiickas nanara MexayHapoaHOW TOpProsm
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[NoroTun KnTaiickoro komyureTa COLENCTBUSA Pa3BUT U0 MEXXAYHAPOAHON TOprosnun}

Kutaincknin KOMUTET COEMCTBUA Pa3BUTUIO MeXAYHAPOAHOWN TOProB/u
KuTtaickaa nanara MexayHapogHOoI TOprosaun

CEPTND®UNKAT
[QR-Kod]

Ne 193204B0/001957

HacTtosawmm CBUAETENbCTBYK, UTO MeyaTb KoMnaHun «YaHwkoy L3sHL3e
Megaukan Mpogakrtc Ko., Jita» (Changzhou Shengjie Medical Products Co., Ltd),
noctaeneHHasa Ha npunaraembln JOKYMEHT, BepHa.

Kutanckuin KOMUTET COAENCTBUSA Pa3BUTUIO MEXAYHAPOLHON TOProB/u

[MevaTb: CepTugnkaymsa o
Kutacknin KoMmMTeT COAeNCTBUA pa3BUTUIO MexayHapogHou Toprosnam (53)]

YnonHomoueHHoe nnuo: Jiny MoHexysii (Liu Yongcui)

Mopnuce: Inodnucbl
Hata: 21 mada 2019 r.

[TucHeHas neyaTb: CepTuukayms o

Kutackuii KOMUTET COAENCTBMA pa3BUTUIO MeXyHapoaHou Toprosaun (53)]

MpoBepuTb NOANMHHOCTL CepTU(MKaTa MOXHO Ha BebcaiiTe: http://www.rzccpit.com/validate.html
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«YTBepxgaw»
20 dpeBpans 2019 r.
r, /nognuce/

[pesnpeHT

«YaHuxoy LLsHU3e Megukan MNpogaktce Ko., JiTo»
(Changzhou Shengjie Medical Products Co., Ltd)
r-H CyHb NuH (Sun Ping)

Agpec: Kutaid, npoBuHUMSA LI3sHCY, . YaHWwKoy, paitoH
Li3vHbTaHb, NlaHyaH Poya, Ne 216 (No. 216 Liangchang
Road, Jintan District, Changzhou City Jiangsu - China)

NMHCTPYKUUWA no NMPUMEHEHWIO

Banuku BaTHble Clean + Safe® cToMaTO/MOrMUYeCKME HECTEPUSIbHbIE
0/IHOPa30Bble

2-9 pepakuuma, 2019 r.

[WTamn: «YaHuwkoy LLsHU3e Meankan MpogakTc Ko., JIta», CyHb MNMyH]
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1. HaumeHoBaHMe MeAMLUNHCKOTO U3genns
Banvkn BatHble Clean + Safe® ctomatonornyeckme HectepusibHble 04HOPa30BbIe

BapvaHTbl NCNONHEHUA:

Ne 1- avameTp 8 Mm

Ne 2 - amameTtp 10 Mm A
Ne 3- anametp 12 mm

[Janee no TekcTy - BanuKn, nsgenns, sannku satHole Clean + Safe®.

2. TpousBognTtenb MegULLMHCKOTO U3aenmns

«YaHuxkoy LLsHu3e Megukan Npogakrtce Ko., JIto»

(Changzhou Shengjie Medical Products Co., Ltd), KuTaii

Agpec: Kutain, nposuHums LizaHcy, 1. YaHwkoy, paitoH Li3vHbTaHb, SlaHyaH Poyg, Ne 216
(No. 216 Liangchang Road, Jintan District, Changzhou City Jiangsu - China)

Ten.: 0086-519-82893289, thakc: 0086-519-82893239

3. Ha3HauyeHue

Basmkn BaTHble Clean + Safe® npegHasHayeHbl A1 abcopbuuy CNOHbI U KPOBW BO BpeMs
pa3/IMYHbIX CTOMATO/IOrMYECKUX MaHUNYyNAuUiA ans 06ecrneyeHns CyxoiM 30Hbl BOKPYT 3y60B,
nognexawnx fie4eHnto, 408  UM30N4UMM  BbIBOAHLIX TMPOTOKOB C/IKOHHLIX Xenes, [And
npefoTBpaLLeHNa MonajaHNa Ha CN3UCTYH0 060/104KY MpenaparoB, KOTOPble MOTYT BbI3BaTb
NOBPEX[EHNE CU3NCTON 0O60N0UKM.
Banvkun BatHble Clean + Safe® pekomeHA0BaHb!I CrieAyoWmMM NoTPeoUTeNsIM:
MeAULMHCKME pPaboTHUKU MpU  NPOBEAEHWM  Pa3/IMYHbIX  CTOMATO/IONMYECKMX
MaHUNysauni;
(hm3nyeckre nvua, MPUMEHAIOWLME U3LeNie N0  Ha3HaYeHWto, OnpefesieHHOMY
NpoOn3BOAUTESNEM.

4. O6nactb NPUMeEHEHUA

Cromatonorus. CTOMATONOrMYeckme KabuHeTbl B PasMUHbIX MeAULMHCKMAX YUYpeXaeHUsX,
YaCTHble CTOMATO/MOrMYEeCKMe KabWHETbl, CTOMAaTONOTMYecKMe KMHUKKA, B TOM 4uCie W
YaCTHble.

5. MokaszaHWsi, NPOTMBOMOKAa3aHWA, Mepbl MNPeAOCTOPOXHOCTM, MO6OYHbIe 3DPEKTHI,
CBSI3aHHbIE C MPUMEHEHNEM MeAULMHCKOr0 U3Aenns no HasHaYeHUto

NokaszaHus:
Bo Bpems pasniyHbIX eTOMaTO/IOMMYECKUX MaHUNYNSALMWIA:
AN 06ecrieveHns Cyxoi 30HbI BOKPYT 3y00B, NOA/IeXaLmX NIeHeHNIO;
[NA N30M19UMN BbIBOAHbIX MPOTOKOB CIFOHHBIX YKENes;
- ONa npeaoTBpalleHns nonafaHns Ha enn3ncTyr0 060/104KY MpenapaToB, KOTOpble
MOTYT BbI3BaTb ee MOBPeXxaeHue.

lMpoTnBONOKa3aHMA:
[MpoTnBOMNOKasaHMeM A1 NPUMEHeHUS Ba/IMKOB SABMSETCA WHAMBUAYa/IbHAsA HEemnepeHOCUMOCTb
KOMMNOHEHTOB CbIPbA U3aenuA.

[LLITaMI'I: «YaHuxoy W aHu3e Megukan Mpogaktc Ko., 11a», CyHb MuH]
VIHCTPYKUMA NO NPUMEHEHWNIO MeAULUMHCKOro nusgenus (2-a pegakumsa, 2019 r.):
Banuku BaTHble Clean + Safe® ctomaTonornyeckme HecTepuabHble 04HOPa30BbIe CTpaHuya 2 13 8
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Mepb! NPejoCTOPOXKHOCTK:
 [epen skcnnyatauyeli HEOGXOAMMO O3HAKOMUTLCS C MHCTPYKLVEN MO MPUMEHEHNHO.
He 1cnonb3oBaTh Ba/MKK ¢ GPaKoM, C UCTEKLLIMM CPOKOM FOHOCTH.
e He 1CMnonb3oBaTh, €C/IM YNaKoBKa NoBpexaeHa!
» He 1cnonb3oBaTh NOBTOPHO.

Mo6oYHble 3PDEKTbI, CBS3aHHbIE C MPUMEHEHVEM MEAULMHCKOrO WU3Aenns Mo Ha3HauYeHUIo:
pasfpaxalollee [AeCTBME WAM  annepruyeckas peakums B CBA3M C  WMHAMBWAYa/lbHOM
HEeMnepeHOCUMOCTbIO MaTepuarnoB U3aenus.

6. O6wwue cBeaeHNs, onucaHne nNpuHLuKUNa gencTemns

Banvkun BaTHble Clean + Safe® n3rotosneHbl 13 100 % HaTypasibHOro abCcopoMpyHOLLIErO X/10MKa
1N 6e3omacHOro Knes, 6e3 3anaxa, 6e3 WMCMOMNb30BaHWUS KAHLEPOreHHbIX, MyTareHHbIX Wn
TOKCUYHbIX MaTepuanoB, XUMWUYECKN akTUBHbLIX BELeCTB U  X/0pa, YMakoBaHbl C
MCNO/Mb30BaHNEM NOMMUITUNEHOBOW MIEHKN.

W3penve HecTepunbHOE, OLHOKPATHOrO NPUMEHEHUS, NPeACcTaBseT cob0M Ba/IMK U3 NYLUUCTON
MacCbl BOJIOKOH, Cflab0 MepenneTéHHbIX MeXAy CO60i B pas/iMyHbIX HanpaBneHusx. Mveet
BbICOKME MoKaszaTensimn 6enmsHbl (6onee 72 %), kanunnsapHocTn (85 MM), NOrIOTUTENbHON
CNocobHoCcTM (He MeHee 19 T), He COAEPXWUT MOCTOPOHHUX MNPUMECEN, Y3enKoB, 06nagaet
BbICOKO BO3A4YXONPOHMLAEMOCTHIO M (PUALTPYHOLLE CMOCOBHOCTLIO. Bnarogaps BbICOKOM
M1aCTUYHOCTU MPUHUMAET KOHTYP POTOBOW NOMOCTW, O6ecrneymBaeT BbICOKYH) abcopbumto,
COXpaHsist NEPBUYHYHO (hopMy.

Ba/mkn BaTHble MCMNOMb3YIOTCSH B KAMHUYECKON npakTuke yxe 100 neT. WM3genms 6e3onacHsbl
[/19 NOMb30BaTeNien M naynmeHToB. BasMku BaTHble M3roTaB/IMBAOTCS KOMMaHWENn «YaHuwxoy
LLIsHU3e Meaukan Mpopaktc Ko., /lTa» 6onee 10 neT v Gbinv NpofdaHbl BO MHOIMMX CTpaHax.
VHUMAEHTOB MM CYLLECTBEHHbIX >Kanob He 3apernmctpyMpoBaHO. 3a BCe Bpems Oblna
3aperucTpupoBaHa ofHa Xasoba oT NaymeHTa Ha YyBCTBO XOKeHMsA. OfHaKO NpoBepKa nokasana,
4yTO npoAykumsa 6e3onacHa M B [aHHOM Cinyyae MMeeT MeCTO  MHAVBMAYyasbHas
HernepeHOCUMOCTb MauneHToM.

Ba/MK1 BbIMyCKAlOTCS PasHbIX pPa3MepoB (OMAaMETPOB), MOITOMY €CTb BO3MOXHOCTb BbiGOpa
Hambosee NOAXOAALLETO pa3Mepa B KKAOM K/MHUYECKOM Cyyae.

7. Matepuan, pasmepsl

Banvkn wm3rotoBneHbl 13 100 % abcopbupytowlero xnonka, knes FVH6 (CMC -
KapOOKCUMETULIEN/THON034).

OCHOBHbIe pasMepbl U3enus npeacTaBneHbl B Tabnuue 1

Ta6bnuua 1
BapunaHT ncnonHeHus Bec, r OwvameTp, MM OnuHa, cm
Ne 1- anameTp 8 Mm 0,35+£10 % 815 % 3,810,1
Ne 2 - amnameTtp 10 Mm 0,5+10% 1045 % 3,8+0,1
Ne 3- gmameTp 12 Mm 0,7£10 % 1245 % 3,810,1

{wTamn: «YaHuxoy LWaHu3e Megukan Mpogaktc Ko., Nta», CyHb MuH]
VIHCTPYKLMSA N0 NPUMEHEHUIO MeAULUHCKOro usgenusa (2-a pegakuus, 2019 r.):

Banuku BatHble Clean + Safe cTomaTonormyeckne HecTepusibHble 0LHOPAa30BbIe CTpaHmu,aS n3 8
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8. WHpopmauus o CTEPUNbHOM COCTOSSHUM MeAMLUMHCKOrOo W3aenus, MHpopmaums o
nopsake o6paboTKM MeANLUHCKOTO U3aenns Ans ero NoBTOPHOT0 MCNONb30BaHMUS

MeguumuHckoe usgenne «Banmku BaTHble Clean + Safe® CTOMAaToONOrMYecKue HecTepusbHbie
0[]HOPa30BbIe» BbIMYCKAETCA HECTEPU/IbHBIM W MpeAHA3HAuYeHO TONbKO [/ OAHOPA30BOro
NCcnonb3oBaHus.  [laHHOe  M3fenMe  OfHOKPATHOTO  MPUMEHEHWS Mocfe  NPOBEAEHUS
CTOMATO/MOMMYECKUX MAHUNYNALMIA He NOANEXNT Ae3MH(EKLIMN, er0 MOBTOPHOE MCMO/b30BaHNE
3anpeLLaercsi.

[na npoBefeHNs WHBa3WBHbIX MaHWUNYNAUMiA  NPOBOAMTCA CTepunmn3aums  MeauUMHCKOro
n3genna «Banmkn BaTHble Clean + Safe® cTomaToniormyeckme HecTepuibHble O4HOPA30BbIe».
Crepunnsauma Ba/IMKOB OCYLLECTB/ISETCA C MOMOLLBIO aBTOK/1IaBMPOBaHUA MpWU TemmnepaType
135 °C B TeyeHue 30 MUHYT.

9. Cnocob npuMeHeHUs

1 BblbpaTh ynakoBKy C BaiMkamu BaTHbiMM Clean + Safe® nogxopgsilero pasvepa, B
3aBMCUMOCTU OT K/IMHUYECKOrO C/yyas.

2. W3Bneyb Ba/IMK 13 YMaKOBKM.

3. TpoBepuTb CPOK TOAHOCTM, LEMNOCTHOCTL YMakOBKA W W3LENNA METOAOM BU3YaslbHOro
ocMoTpa.

4. PexkomeHOyeTcAa NpOBECTM CTepuIM3aLmilo U3LeNUs C MOMOLLBKO aBTOKIaBMPOBaHUA Npu
Temnepatype 135 °C B TeyeHre 30 MUHYT.

5. BBEeCTM Ba/IMK/ B PacKpbIThbIA POT NaLMeHTa C NOMOLLLH CTOMATONOMMYeCKOro NUHLETa Win
CMNEeLMaIbHOr0 Ba/IMKOAepXKaTens.

6. [lepeHoc 1 yaaneHe UCMosb30BaHHbIX BaTHBLIX Ba/IMKOB OCYLLECTBNATL Takke Mpy MOMOLLN
CTOMATO/I0rMYeCKOro NUHLETa UK CreuuanbHOro Ba/IMKOAEp»KaTens.

7. Tlocne Ucnonb3oBaHUs YTUIN3UPOBATbL COOTBETCTBYHOLMUM 06Pa3oM.

10. [aHHble AN8 yTUAM3ALUM UAN YHUYTOXEHUS MeAULUHEKOTO N3aenmns

MeauuuHCKME  M3Aenus  JO/MKHbI - YTUAM3MPOBATLCA B COOTBETCTBMM C  MEAULMHCKUMM
npouesypaMu, NPUHSATbIMU B MEAMUMHCKUX YUPEXAEHMSX, U MECTHbIMWU, FOCYAapCTBEHHbLIMU
nnn heagepanbHbIMKU HopMmaTMBamu. Bbli6op MeToa0B 6e30MacHOM YTUAN3ALMA U YHUUTOXEHNS
N30eNNIA 3aBUCUT OT MOLLHOCTY 1 NPOtnAa MeAULUHCKON OpraHmn3aumm, Hainmums yCTaHOBOK Mo
06e33apaXknBaHno/00e3BPEXMBAHNIO  OTXOA0B, CMOcCo6a  06e3BpEXMBaHMSA/YHUUTOXEHMS
OTXO[I0B, MPUHATOIO0 Ha aAMWUHUCTPATUBHON TeppuTOpUM (CXKWraHue, BbIBO3 Ha MOMUIOHBI,
yTUnm3aums).

MeauunHcke n3genvs «Bannkn BaTHble Clean + Safe® cTomaTonormyeckue HectepusibHble
0/[lHOPa30Bble» B 3aBUCMMOCTU OT CTEMEHM KX 3NUAEMUONOTMYECKOW, TOKCUKOMOrMYECKOW ©
paamaLOHHON ONAacHOCTU OTHOCATCS K 3NNAEMNONONMYECKM ONAaCHbIM MEANLIMHCKMM OTXO[aM:
matepuasbl M WUHCTPYMEHTbI, MNpPeAMeTbl, 3arpsA3HeHHble  KPOBbD  W/unuv  Opyrumm
OMONOrNYECKUMU XKNAKOCTAMMN.

Mocne MCNoONb30BaHMS MeauMUMHCKMe u3genus  «Banmkm BaTHble Clean +  Safe®
CTOMaTO/IOrMYeCcKNe HEeCTepU/IbHbIE OAHOPa30Bble» MOMELLAOT B CrieuuasbHble MNakeTbl s
MeAMLMHCKMX OTXOMO0B, pa3nMyatolmecs Mo LUBETY B 3aBMCMMOCTM OT K/acca OMacHOCTM
0TX040B (KenToro upeta). [Mocne 3anofiHeHWs He 60/ee YeM Ha % 4YaCTU 0ObemMa MaKeTbl

[Wramn: «YaHwkoy LLisHU3e Megvikan Mpogakte Ko., Jitg», CyHb MuH]
VHCTPYKLMA NO NPUMEHEHWNIO MEeAULMHCKOTo nsgennsa (2-a pegakuus, 2019 r.):
Banuku BaTHble Clean + Safe cTomaTofornyeckne HecTepuabHble 04HOPA30BbIe CTpaHvlu,a4 m3 8
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3aBA3bIBAOT C WUCMO/b30BaHNEM CTAXEK W TPAHCMOPTUPYHOT K MECTY BPEMEHHOI0O XpaHeHWUA.

TpaHCMOPTUPOBKA MycOpa W3  YupeX[aeHwuid K MecTy YTUAM3aLuWM  OCYLLECTBASETCS
creuyan3MpoBaHHbIMIU KOMMaHMSMU.

MoTpebuTenbCKast ynakoBKa, 6pakoBaHHbIE U3AENMS, YNAKOBKW C HapyLLEHWEM LIENOCTHOCTY W
W3OENMS1 C WCTEKWIMM CPOKOM TFOAHOCTM OTHOCSTCA K 3NWAEMUONOTMYECKN Ge30MacHbIM
0TX0/4aM, NPUGAVKEHHbLIM M0 COCTaBY K TBEp/bIM 6bITOBbIM 0TX0Aam (TEO).

N. CBeaeHNA 0 MapKUPOBKE, yNaKOBKEe N KOMNIEKTE MOCTaBKM

11.1. ¥YnakoBKa
"pynnosas (MOTpebuTesbCKas) yrnakoska

MeguuuHckme msgenus «Bammkn BatHble Clean + Safe® cTtomaTtonornyeckue HecTepusibHble
ofHopasosble», NeNe 1, 2 n 3 B konimyectse 840, 600 n 450 T., COOTBETCTBEHHO, YNakoBaHbl B
rpynnoByto  (NOTPeOMTENbCKYIO)  YMakoBKY -  MOMUITWIEHOBBIA NakeT. MaTepuan 1
KOHCTPYKUMSI  YNAaKOBKM He OKasblBalOT BPeJHOr0 BO3AEWCTBUA HA  COAEPXMMOE U
06ecneunBalOT COXPaHHOCTb M3AE/MA  NPU  XPaHEHUM B CYXMX, UUCTbIX W  XOPOLIO
NPOBETPMBAEMBIX MOMELLEHUSAX, MUHUMAIbHBIA PUCK 3arpsA3HEHUS COAEPXXMMOrO MpU BCKPbITUN
YNaKOBKW, a TakXKe 3aLUUTY COLEPXKMMOro Mpyv HOpMasIbHbIX YCNOBUAX TPaHCMOPTMPOBaHUA Y
XpaHeHus.

TpaHcnopTHasa yrnakoBKa

KapToHHas kopobka. KonmuectBo rpynnosbIX (NOTPebUTeNnbCKUX) ynakoBoK B KOpobke: No 1 -
30 wTyK, Ne 2 - 60 wTtyK, Ne 3- 30 WTyK.

11.2. MapkupoBska

Mpynnosas (NOTpe6uTeNbCKas) ynakoBKa

Ha ynakoBke fo/mkHa 6bITb YKa3aHa cnefyroLas nHpopmMaums;

HanmeHoBaHWe n3genns
MpounssoauTeNb, afpec MecTa NPOU3BOACTBA
MmnopTep (YNONHOMOYEHHbIN NpeAcTaBUTeNb NPOU3BOAUTENS), afpec, TenedioH
Pa3mepbl: Ne (guameTp X O4/MHa)
CocTaB
KonmuyecTBo n3gennii B yrnakoBke
Cpok rogHocTun
Howmep v gata PY

- [daTa nsrotosneHus (CMmMBON)
Kog naptum nnn cepum (cMmBOS)
3anpeT Ha NOBTOPHOE NPUMeHeHWe (CUMBOS)
CoO0TBETCTBME EBPOMENCKMM HOpMam (CMMBON)
HecTtepunbHO (cumBON)
He ncnonb30BaTb Npy NOBPEXAEHUN YNakoBKK (CUMBOT)
Pexxum ctepunusaumm

- Ycnosus xXpaHeHus «TeMnepaTypHbll AuanasoH», «He gonyckatb BO34eCTBUS
COMHEYHOr 0 CBeTa», «bepeyb OT Bnarm» (CMMBO/IbI)
YTunusaumsa «He paspeLleHo K ytununsaymmn B 06blMHOM nopsgke» (CMMBOT)

{LUTaMI'IZ «YaHuxoy LW sHu3e Megunkan MpogakTtc Ko., NTa», CyHb MuH]
WMHCTPYKLMSA NO NPUMEHEHUIO MeANLUHCKOTO nigenmnsa (2-a pegakuymnsa, 2019 r.):

Banukn BaTHble Clean + Safe cTomaTonormyeckue HecTepubHble 04HOPa30BbIe CTtpaHunya 5 n3 8
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- 3HaK COOTBeTCTBMA Npu AeKnapupoBaHuuM cooTBeTCTBUA B cucteme OCT P
(cumBon)

TpaHcnopTHasa yrnakoBKa.

Ha ynakoBke fo/mKHa ObITb YKa3aHa creytoLlas nHpopmaums;
HanmeHoBaHWe n3genuns *m
- TpowussoauTenb, agpec MecTa NPOV3BOACTBa, TeNeOoH
- MmnopTep (YNONMHOMOYEHHbIA NpeacTaBUTeNb NPOU3BOANTENS), adpec, Tenedo
- Pasmepsbl; Ne (guameTp X 4/iMHa), naptus
- Bec,r
Konnyectso n3genvii B ynakoBke
Ycnosus  TpaHCMOPTUMPOBKN  «TemnepaTypHbli  AuanasoH», «He pgonyckatb
BO3/ENCTBUSA COMTHEYHOrO CBeTa», «bepeyb OT Bnaru» (CUMBO/IbI)
[Jata n3rotosnieHns (CMMBON)
Cpok rogHocTtu

PacLumpoBKa CMMBOJIOB, NPUMEHAEMbIX B MapKUPOBKE rPynnoBoi (NOTPebuTeNbCKOon) m
TPaHCMOPTHOW YMaKOBKW:

Cumson Pacwwudposka Cumson PacwungpposBka
Jarta n3rotosneHus TemnepaTypHbIli AnanasoH
|
He gonyckaTb BO34ENCTBUSA
LOT Kog, naptuu fony A
COJIHEYHOro CBeTa
CooTBeTcTBUE
o He pa3peLueHo K ytunusaumm
eBPOnencKumM Hopmam
B 06bIYHOM MOpsiaKe
(mapkuposka CE)

® 3anpeT Ha NOBTOPHOE
bepeub OT Bnaru
NpUMeHeHvie

3HaK COOTBETCTBUA MNpu

JeKnapunpoBaHun
/ HoH\ HeCTepMﬂbHO
ISTERIIEX COOTBETCTBUA B CUCTEME
FOCTP
He ncnonb3oBaTb Npu
noBpeXxgeHnmn
YNaKOBKU

[Lramn: «YaHuwkoy LLsHUze Meaykan MpopakTte Ko., Jitg», CyHb MuH]

WMHCTPYKLMA NO NPUMEHEHUIO MEAULMHCKOT0o nsgennsa (2-a pegakunsa, 2019 r.):
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11.3. KOMMNNEeKT nocTaBKu

MegnumHckue wmsgenua «Banvkn BatHble Clean + Safe® cTomartosiormyeckvie
HecTepuibHble OAHOPa30Bble» (BapuvaHT WCMOMHEHWUS BbIOMPaeTCA U3 uucna

NpeAcTaBfeHHbIX B COOTBETCTBMM C M. 1 «[pynnosas (noTpeGuTe/nbCKast)
YNaKOBKa»)

WNHCTPYKLMSA MO NPUMEHEHIO (B CONPOBOAUTE/NbHON AOKYMEHTaLM)

12. YcnoBua XxpaHeHWs U TPAHCNOPTUPOBKU

TpaHCMNOPTUPOBKA Ba/IMKOB, YMakKoBaHHbLIX B TPAHCMOPTHYH Tapy, AO/KHA OCYLUECTBASTLCSA
BCEMU BMAAMW KPbITbIX TPAHCMOPTHLIX CPEACTB C COG/HOAEHNEM MPEeAOCTOPOXKHOCTEN,
YKa3aHHbIX Ha TPaAHCMOPTHOM Tape, W B COOTBETCTBMM C MNpaBWIaMy MepeBO3KW TPYy30B,
[EACTBYHOLLIMMU Ha TPAHCMOpPTe AAHHOT0 BUAA.

Ycnosus TPaHCMOPTUPOBKMN:
- Temnepatypa Bo3gyxa: -20 °C- +40 °C
OTHOCUTENbHAA BNAXXHOCTb: He 6onee 80+2 %
ATMOC(epHoe aaBneHue: 755+20 Mm pT. CT.

MN3nenns [OMKHbI XPaHUTLCS B UMCTLIX CyXUX MOMELLEHMSX Ha PAcCTOSIHUM He MeHee 1 M OT
OTONUTENbHbIX MPUBOPOB M A0/MKHbI 6bITh 3allMLIEHbI OT aTMOCHEPHbIX BO3AEACTBUIN 1
MOYBEHHOW Bnarn. YMakoBKM HEOGXOAMMO MPeAoXpaHsTb OT 3arpsisHEHWs, 3arblieHus,
HaMOKaHWs 1 pa3pblBa. XPpaHWUTb B HEAOCTYMHOM /151 fieTeld MecTe.

CpOK TOAHOCTM MEAWLIMHCKOTO M3AeNMst Npu  COOMIOAEHWM  YCMOBUIA  XpaHEHUs 1
TPaHCMOPTMPOBKM - 5 IET € AaThl NPOV3BOACTBA.

YCnosus XpaHeHus:
TemnepaTypa Bo3gyxa: -10 °C - +40 °C
OTHOCUTENbHAA BNXKHOCTL: He 6onee 80+2 %
ATMOCepHoe aaBneHune: 755+20 MM pT. CT.

Ycnosus NpUMeHeHUs:
Temnepatypa Bo3fyxa B ie4ebHOM yupexaeHun +15 °C w25 °C
OTHOCWTeNbHas BNaXXHOCTb He 6onee 80+2 %
ATMmOC(epHoe aaBnieHne 755+20 Mm pT. CT.

13. TapaHTuiiHble 0653aTeNbCTBA

KomnaHmsa «4YAHWYWKOY LWOHLU3E MEAVKAM MPOOAKTC KO., NTA», Kutai,
rapaHTUpYyeT, YTO AaHHOe m3fenne OblIo NPOU3BEAEHO M YMAKOBaHO C LO/MKHON aKKypaTHOCTbIO,
npeanucadHoin B Avpektnee EC 93/42/EEC. KomnaHus «HAHWKOY LU3HLU3E MEOUKAN
MPOOAKTC KO., NTA», Kutaii, nmeet Ceptudmkatbl EC, cBUAETENLCTBYHOLWME O TOM, YTO
cucTema MeHepKMeHTa KavectBa KomnaHun «4YHAHWKOY LLUSHU3E MEAVKAN MNMPOOJAKTC
KO., NTO», Kutaidi, coOTBETCTBYET TpeboBaHusM [umpektuBbl 93/42/EEC n ctaHpapta ISO
13485.

[Wramn: «YaHwkoy LLsHU3e Meavikan MpogakTte Ko., Jitg», CyHb MuH]

VHCTPYKUMA NO NPUMEHEHUIO MeAULUHCKOro nsgenna (2-a pegakuusa, 2019 r.):
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Kovrens «HAHWYWKOY LWOHLUZE MEOMKAN MPOAAKTC KO., NTA», Kutaii, 3aMeHUT
O)6yro YMakoBKy B Cllyyae OBHapyXXeHus AeeKTOB, AOMYLUEHHbIX B XOAe MPOM3BOACTBA U
YTIaKoBKM ([0Ka3aTeNbCTBa MOrYT GbiTh MPEAOCTaB/EHbI), M COOBLUEHMS O TakMX AedieKTax B
KoMMaHio «YAHWKOY LUSHLE MEAMKA MPOAAKTC KO., NTM», KuTaii, um ee
[UCTPUBLIOTOPAM.

Monb3oBaTeNlb  HECET OTBETCTBEHHOCTb 3a OMNpefdenieHne MpUrogHOCTU  M3Aenns  [ans
ncnonb3osaHua. Komnanma «HAHWKOY LWIHU3E MEOVKAT MPOLJAKTC KO., TTA»,
Kutaid, n ee AMCTPMObIOTOPbI HE HECYT OTBETCTBEHHOCTWM 3a Bped WM Yulep6 n6oro
XapakTtepa, BO3HUKLUNIA NPSMO MM KOCBEHHO MPY UCMO/b30BAHUW U3AENMS.

Ecnn paHHOe m3genue ctano AeeKTHbIM B npefenax rapaHTUAHOIO CPOKa, WUCKIKUMUTENbHLIM
BapMaHTOM [AENCTBUA W EAUHCTBEHHON 0653aHHOCTbIO KOMMaHun «HYAHWKOY LLUSHLSE
MEANKAT MPOOAKTC KO., NTO», KuTaih, [OMKHO ObITb MCMpaBneHUe WM 3ameHa
n3genns. OTBETCTBEHHOCTb B OTHOLLEHWM W3OeNMS NPEKpallaeTcs, ecnM BO3HWKIO oboe
NOBPEX/EHME, BbI3BAHHOE TPAHCMOPTUPOBKONA, XPaHEHMEM WM HeHaANeXalum obpaLleHEM
NoNb30BaTeNs, a Takke ApyrnMu (haktopamm 3a npeaenaMm KOHTPONS NPOn3BOAUTENS.

CpoK TFOAHOCTU  MEAULMHCKOrO W3AeNMst MpU  COGMIOAEHUM  YCMOBWIA  XpaHeHWst 1
TPaHCMOPTUPOBKU - 5 NET ¢ aThl NPOU3BOACTBA.

O HexenateflbHbIX COObITMAX, CBA3aHHLIX C MPUMEHEHWEM MEAMLMHCKOIO U3aenvs «Banmku
BaTHble Clean + Safe® cTOMaTonormyeckne HectepusibHble OA4HOPa30Bble», KOTOPble WUMEHT
NpU3HaKM  HebnaronpusTHOro  sBfeHus  (MHUMAEHTa),  WH(OpMauMio  HanpaensTb
yNofHOMOYeHHOMY npefcTasuTento npomssogutens: AO «MPOTEKO», topuanyeckuin agpec;
192102, Poccus, r. CaHkT-IMeTepbypr, yn. Canosa, g. 57, kopn. 1, nuT. W, Ten./gakc: +7 (812)
635-88-90, cait: www.Drotecodent.ru, an. nouta; info@protecodent.ru.

[aHHaa MHCTPYKUMA NO NPUMEHEHUIO
nepecMoTpeHa v BbinylleHa B despane 2019 r.

[WTamn: «YaHukoy LLaHu3e Megukan MpogakTte Ko., 1Ta», CyHb MuH]
VIHCTPYKUMA NO NMPUMEHEHUIO MeAULMHCKOro nsgenuns (2-a pegakums, 2019 r.):

Banuku BaTHble Clean + Safe® cTOMaTONOrNYecKMe HECTEPUIbHbIE O4HOPA30BbIe Crpanmua 8 us 8
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MMepeBoj AaHHOMO TEKCTa BbINOMHEH NepeBofyYnKkom LLunieHkoBbiM SleoHngom Bacunsesmnyem

noAnNuch

Poccuiickas ®epnepauus
"opog Mocksa
[BaguaTb AeBATOro Masa [ige ThiCAYM AeBATHAALATOrO roga

A, AkumoB [ne6 bopucosuy, HOTapuyc ropoga MOCKBbl, CBMAETENbCTBY MOAMMHHOCTb
nognucu nepesojumka LLlnweHkosa JleoHnga Bacuibesunya.

Mognuck chenaHa B MOEM MPUCYTCTBUM.

JInyHoCTb nognucasLLero 4OKYMEHT YCTaHOB/eHa.

3aperucTpuposaHo BpeecTpe: No 77/09 - H/77- 2019- //b Yaoll

B3biCKaHO rocyfapcTBeHHON nownuubl (no Tapudy): 100py6.
YnnayeHo 3a OKasaHue yCcnyr npaBoBOro M TexHUYecKoro xapakTepa: 200 pyo.

NMoOA1XCK .B6. Akumos

Fep6oBas nevaTtb
HoTapuyca r. MOCKBbI

AknmvoBa I.B.

MpoLwHypoBaHO, NPOHYyM"0BaHO
M CKpenseHo NevyaT b N nucT(-a,-0B).

HoTapwuyc:

Poccuiickas ®epepauus
29-NN231

A. AkumoB [ne6 BopucoBu4, HoTapuyc ropoga MOCKBbI,
CBUAETENbCTBYIO BEPHOCTb KOMUM C NPEACTaB/IEHHOTO MHE AOKYMeHTa.

1
3aperucTpupoBaHo B peecTpe: Ne 773 3 No (f
B3biCKaHO rocyAapCTBEHHON NOLMHBI (MO Tapudy) Oc 7 A1,
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President "Changzhou S”engjie Medical Products Co., Ltd"

Mr. Sun Ping

Address: N0.216 Liangchang Road, Jintan District,
Changzhou city Jiangsu - China

INSTRUCTION FOR USE

Disposable non-sterile dental cotton rolls Clean + Safe**

2nd j-evision 2019
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1 Name of the medical device

Disposable non-sterile dental cotton rolls Clean + Safe®

Hardware versions:

No.l - 8 mm in diameter
No.2 - 10 mm in diameter
No.3 - 12 mm in diameter

Hereinafter referred to as rolls, devices, cotton rolls Clean + Safe®.

2. Manufacturer of the medical device

"Changzhou Shengjie Medical Products Co., Ltd"
Address: N0.216 Liangchang Road, Jintan District, Changzhou city Jiangsu - China
Tel: 0086-519-82893289  fax: 0086-519-82893239

3. Purpose

The cotton rolls Clean + Safe® are intended for absorption of saliva and blood during various
dental procedures to provide a dry field around the teeth to be treated, for isolation of excretory
ducts of salivary glands, for prevention of exposure of mucous membrane to medicines that can

injure it.
The cotton rolls Clean -+ Safe® are recommended for the following users:

for medical personnel in order to perform different dental procedures.

- for physical persons using the medical device as intended by the manufacturer.

4. Application.

Dentistry. Dental rooms in various healthcare organizations, private dental offices, dental
clinics including private clinics.

5. Indications, contraindications, precautions and side effects, for use of the medical
device according to the intended purpose

Indications:
During different dental procedures:
» to provide a dry field around the teeth to be treated;

» for isolation of excretory ducts of salivary glands;

 for prevention of exposure of mucous membrane ci'incdieinc M l lil

>

Instruction for use ofthe medical device (2™* revision 2019): WU i, |D‘I’4_LLLLLLLLLI

Disposable non-sterile dental cotton rolls Clean + Safe® I

ae2 ofg"

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Contraindications:
Contraindications for use of rolls is an individual intolerance of raw material components.
Precautions: .

* Read instruction before use. Do not use the rolls with defects or expired shelf life.

» Do not use if the paekage is damaged!

* Do no reuse.

Side effects related to use of the medical device aceording to its intended purpose: irritant
effect or allergic reaction caused by an individual incompatibility with materials of the medical
device.

6. General information, operating principle

The cotton rolls Clean + Safe® are made of 100% natural absorbent cotton and safe
adhesive, have no odour, do not eontain cancerigenic, mutagenie, toxic or chemically-active
materials or ehloride, are grouped into package with a help of polyethylene film.

The device is non-sterile, single-use and represents a roll made of fluffy mass of fibres
slightly interwoven together in different direetions. It has high rates of whiteness (more than
72%), capillarity action (85 mm), absorbability (not less than 19 g), it does not contain any
foreign impurities, neps, it has a high breathability and filterability. High flexibility enables the
medical device to take shape of the oral cavity and to provide a high absorption retaining the
initial shape.

The eotton rolls have already been used for 100 years in the elinieal praetiee. The medical
devices are safe for users and patients. CHANGZHOU SHENGJIE MEDICAL PRODUCTS
CO., LTD has been manufacturing the cotton rolls for more than 10 years; the medical devices
have been sold in many countries. No incidents or eritical eomplaints have been registered. Only
one complaint of a patient with a burning sensation has been registered for all this time. However,
the check showed that the medical device is safe and that ease happened as a result of patient’s
individual intoleranee.

The rolls are manufactured of different sizes (diameters), which provides a good
opportunity to choose the best size for a particular clinical case.
7. Materials, sizes.

The cotton rolls are made of 100% absorbent cotton and adhesive FVH6 (CMC -
carboxymethylcellulose).

Instruction for use of the medical device (2"*revision 2019):
Disposable non-sterile dental cotton rolls Clean + Safe®
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Table 1

Version Weight, ¢ Diameter, mm Length, cm
No.1- 8mmin 0.35+10% 8+5% 38+0.1
diameter
No.2- 10 mm in 0.5+10% 10+5% 3.8+0.1
diameter
No.3 - 12mmin 0.7+10% 12+5% 38+0.1
diameter
8. Information about the sterile state of the medical device, information about the

procedure for processing the medical device for reuse.

The medical device Disposable non-sterile dental cotton rolls Clean + Safe® is produced non-
sterile and is intended for single use only. This single use device after dental procedures is not a
subject to disinfection and its reuse is prohibited.

For invasive procedures, sterilization of the medical device Disposable non-sterile dental cotton
rolls Clean -+ Safe® is carried out. Sterilization ofthe rolls is carried out by autoclaving at a
temperatoe of 135 ° C for 30 minutes.

9. Instruction for use

1 Take a package of cotton rolls Clean + Safe® of the desired size depending on the
clinical case.

2. Take aroll out of the package.
3. Check the shelf life, inspect visually integrity of the package and the device.

4. 1tis recommended to sterilize the rolls by autoclaving in at a temperature of 135 ° C
for 30 minutes.

5. Place the roll into the opened mouth of the patient using dental tweezers or a special roll
holder.

6. Carry or remove used cotton rolls using dental tweezers or a special roll holder.

7. After use dispose the medical device as appropriate.

10. Data on disposal or destruction of the medical device

Medical devices must be disposed in accordance with medical procedures adopted in
healthcare institutions and organizations, and local, state [?X.,£ed.emLnLQi"g..and-reMationO'.--T-he
choice of safe disposal and destruction methods depen

Instruction for use of the medical device (2"*revision 2019): ' "
Disposable non-sterile dental cotton rolls Clean + Safe® —
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organization, availability of waste decontamination/detoxification facilities, waste
detoxification/disposal method used in the administrative territory (incineration, collection to

waste dump, recycling).

Depending on degree of epidemiological, toxicological and radiation hazard the medical
device “Disposable non-sterile dental cotton rolls Clean + Safe®” fall to category of
epidemiologically hazardous medical waste: materials and instruments, objects contaminated
with blood and/or other biological fluids. [

After use, medical devices “Disposable non-sterile dental cotton rolls Clean + Safe®” are placed
in special packages for medical waste differing in color depending on the hazard class of the
waste (yellow). After filling no more than % of the volume, the packages are tied up using
screeds and transported to a temporary storage area. Transportation of garbage from institutions
to the place of disposal is carried out by specialized companies.

Consumer package, defective devices, packages with violation of integrity and devices
with expired shelf life refer to epidemiologically safe waste, similar in composition to household

waste.

11. Data on labeling, packaging and scope of supply
11.1. Packaging

Multiple (consumer) package

The medical devices “Disposable non-sterile dental cotton rolls Clean + Safe®”, Nos 1, 2
and 3 in quantity of 840, 600 and 450 pcs, respectively, are packed in a multiple (consumer)
package - polyethylene bag. Materials and design of the package do not have a negative impact
on its contents and preserve the devices when stored in dry, clean and well-ventilated rooms,
provide the minimal risk of contamination when the package is opened, as well as protect the
contents under normal conditions of transportation and storage.

Shipping package.

Cardboard box. Quantity of multiple (consumer) packages in a box: No.l - 30 pcs, Nq.2 -
60 pcs, No.3 - 30 pcs.

11.2. Labeling.

Multiple (consumer) package

The package must contain the following information:
- Name ofthe medical device.
Manufacturer, address of production site.
Importer (manufacturer’s authorized representative), address, phone number.

Sizes: No. (diameterXlength).

- Composition.
Quantity of pieces in the package. o=
Shelf life.
Instruction for use ofthe medical device (2"*revision 2019): :£0aiiPH SC(i..
Disposable non-sterile dental cotton rolls Clean + Safe®
Page 5 0f8
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- Number and date of Registration Certificate.
Date of manufacturing (symbol)
Batch or Lot No.(symbol)
For single use only (symbol)
CE Directives conformity (symbol)

- Non-sterile (symbol)

- Do not use if package is damaged (symbol)
Sterilization mode
Storage conditions “Temperature range”, “Avoid direct exposure to sunlight”,
“Protect from moisture”(symbols)
Disposal “Not allowed for normal disposal” (symbol)
Declaration of conformity to GOST R sign, (symbol)

Shipping package

The package must contain the following information:

- Name of the medical device.
Manufacturer, address of production site.

- Importer (manufacturer’s authorized representative), address, phone number.
Sizes: No. (diameterXlength), batch.

- Weight, g.
Quantity of pieces in the package.

- Shipping conditions “Temperature range”, “Avoid direct exposure to sunlight”,
“Protect from moisture”(symbols)

- Date of manufacturing (symbol)
Shelf life.

Instruction for use of the medical device (2" revision 2019); ﬂO'-I
Disposable non-sterile dental cotton rolls Clean + Safe®
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Description of symbols used in multiple (consumer), shipping package labeling:

Symbol Symbol

Description Description

Date of manufacturing Temperature range

1 if

Tot] Avoid exposure to
Lot number sunlight
C€ . Not allowed for normal
CE marking disposal
e‘ * *
For single use only Protect from moisture
. Declaration of
/4 r)'l(u)'l(/l\\ Non-sterile conformity GOST R

Do not use if package
is damaged

11.3. Scope of supply

- The medical devices “Disposable non-sterile dental cotton rolls Clean + Safe®”
(choose the needed hardware version within the range of presented variants
according to para.l “Multiple (consumer) package”).

Instruction for use (part of accompanying documentation).

_12. Transportation and storage conditions

The rolls are to be transported by all kinds of transport in covered vehicles, in accordance
with the shipping rules applicable for such transport and precautions indicated on the shipping
tare.

Transportation conditions:
- Air temperature: -20°C to +40°C
- Relative humidity: max. 80+2%;
- Atmospheric pressure: 75520 mm Hg.
bLub\ iU IXCCIE 1
Instruction for use ofthe medical device (2"*revision 2019): %m A
Disposable non-sterile dental cotton rolls Clean + Safe® £
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The devices must be stored in clean dry rooms at a distance of min.I m from heating
devices and must be protected against atmospheric actions and soil moisture. Packages are to be
protected from contamination, dust, soaking and breakage. Keep away from children.

Shelf life of the medical device provided the storage and transportation conditions are
observed is 5 years from the date of manufacture.

Storage conditions:
- Air temperature:-10°C to +40 °C;
Relative humidity: max. 80+2%;
- Atmospheric pressure: 755+20 mm Hg.

Application conditions:
Air temperature in the healthcare facility: +15 °C ~ +25 °C;
Relative humidity: max. 80+2%;
Atmospheric pressure: 755+20 mm Hg.

13. Warranties

CHANGZHOU SHENGJIE MEDICAL PRODUCTS CO., LTD, China, guarantees that
the present medical device has been manufactured and packed with proper accurateness specified
in Directive 93/42/EEC. CHANGZHOU SHENGJIE MEDICAL PRODUCTS CO., LTD, China,
has EC certificates that show that the quality management system implemented in CHANGZHOU
SHENGJIE MEDICAL PRODUCTS CO., LTD, China, meets requirements of Directive
93/42/EEC and ISO 13485.

CHANGZHOU SHENGJIE MEDICAL PRODUCTS CO., LTD, China, will replace
any package in case the defects have occurred in the process of manufacturing and packaging
(evidence can be provided), and CHANGZHOU SHENGJIE MEDICAL PRODUCTS CO.,
LTD", China, or its distributors have been informed of these defects.

The user bears responsibility for definition of device’s fitness for use. CHANGZHOU
SHENGJIE MEDICAL PRODUCTS CO., LTD", China, and its distributors bear no
responsibility for harm or damage of any nature directly or indirectly related to use of the device.

If the present device became defective within the warranty period, the only option and
the only responsibility of CHANGZHOU SHENGJIE MEDICAL PRODUCTS CO., LTD",
China, is to be troubleshooting and replacement of the device. The responsibility with respect to
the device comes to an end, if any defect caused by transportation, storage or improper use of the
user, as well as other factors beyond control of the manufacturer, have occurred.

Shelf life of the medical device provided the storage and transportation conditions are
observed is 5 years from the date of manufacture.

Information on undesired events connected with use of the medical device “ Disposable
non-sterile dental cotton rolls Clean + Safe®” which have signs of an adverse event (incident),
should be forwarded to the authorized representative of the manufacturer: “PROTECQO”, JSC,
legal address: 192102, Saint Petersburg, Salova street 57, Building 1, Letter “I”, tel.: / fax: +7
(812) 635-88-90, website: www.protecodent.ru, e-mail:rf defttrFu-

The pre: 019.

Instruction for use ofthe medical device (2"“revision 2019):
Disposable non-sterile dental cotton rolls Clean + Safe®
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NOTARIAL CERTIFICATE
(Translation)
(2019) CCZJWZi,No. 268

Applicant; Changzhou Shengjie Medical Products Co., Ltd.,, Domicile: No. 216,
Liangchang Road, Jintan District, Changzhou City, Jiangsu Province.
Legal representative: Sun Ping, male, bom on November 12, 1970, ID No.
320422197011123855.
Agent: Sheng Bin, male, bom on November 24, 1989, ID No.
321)482198911243810.
Issue under notarization: Seal

This is to certify that the seal of “Changzhou Shengjie Medical Products Co.,
Ltd. Sun Ping” affixed on the English copy attached hereto presented to the notary
by Sheng Bin, the agent of Changzhou Shengjie Medical Products Co., Ltd., is
found to be authentic.

Notary: Guo Wenwei (Signature)
Changzhou Notary Public Office (Seal)
Changzhou City, Jiangsu Province

The People’s Republic of China

May 21, 2019

130318S
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NOTARIAL CERTIFICATE
(Translation)
(2019) CCZ JW Zi,No. 269

Applicant: Changzhou Shengjie Medical Products Co., Ltd., Domicile: No. 216,

Liangchang Road, Jintan District, Changzhou City, Jiangsu Province.

Legal representative: Sun Ping, male, bom on November 12, 1970, ID No.

320422197011123855.

Agent: Sheng Bin, male, bom on November 24, 1989, ID No.

320482198911243810.

Issue under notarization: The translated copy in confonnity with the original copy
This is to certify that the English translated copy of NOTARIAL CERTIFI(7TATE

(2019) CCZ JW Zi, No. 268 attached hereto is in conformity with the original

Chinese copy.

Notar\4 Guo Wenwei (Signature)
Changzhou Notary Public Office (Seal)
Changzhou City, Jiangsu Province

The People’s Republic of China

May 21,2019

V4630:
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[MepeBof ¢ aHrAMNCKOTO M KW T ANCKOT0 A3bIKOB Ha PYCCKUM A3bIK]

HOTAPUNAJIbHOE YAOCTOBEPEHUE

HoTtapuanbHoe 6topo YaHwkoy, ropog YaHwkoy, npoBuHUMA Li3sHey,
KuTaitckas HapogHas Pecny6nvka
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«YTBepXXaaro»
20 dpeBpans 2019 r.
/nognuce/

MNpesnpeHT

«YaHuwkoy LLsHU3e Meaukan lMNpogaktce Ko., JiTo»
(Changzhou Shengjie Medical Products Co., Ltd)
r-H CyHb MuH (Sun Ping)

Agpec: Kutai, npoBrHUMA LI3sHCY, . YaHWwkoy, paiioH
LI3vHbTaHb, S1aH4YaH Poya, Ne 216 (No. 216 Liangchang
Road, Jintan District, Changzhou City Jiangsu - China)

NHCTPYKUWMA no NMPUMEHEHNIO

Banmku BatHble Clean + Safe® ctomatosiormyeckme HectepusbHble
OAHOpasoBble

2-9 pepakuma, 2019 r.

[LWWTamn: «YaHuxoy LL3sHU3e Megvkan MNpogakTc Ko., /1Ta»]
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1 HauMeHoBaHWe MeAULIMHCKOrO M3aenvs
Barviki BaTHble Clean + Safe® cToMaTonornyeckme HeCTEPUIIbHbIE OHOPA30BbIE

BapuaHTbl UCMOMHEHWS:

Ne 1- gmuameTp 8 MM
Ne2 - amametp 10 Mm
Ne3 - avametp 12 mm [ ]

[Janee no TekCTy - Ba/MKK, n3aenns, Baimkn BatHble Clean + Safe®.

2. TMpounsBoauTelb MeAULIMHCKOIO M3aenust

«YaHuyxkoy LLsHu3e Megnkan Mpogakrtc Ko., JIto»

(Changzhou Shengjie Medical Products Co., Ltd), Kutaii

Agpec: Kvtaid, npoBrHUMA LizsHcy, . HaHwKoy, paitoH Li3nHbTaHb, J1aH4aH Poya, Ne 216
(No. 216 Liangchang Road, Jintan District, Changzhou City Jiangsu - China)

Ten.: 0086-519-82893289, hakc: 0086-519-82893239

3. HasHaueHue

Basmkn BatHble Clean + Safe® npegHasHauyeHbl 419 abcopOuuy CHOHBI M KPOBU BO BPeMS
pa3/IMYHbIX CTOMATO/IOMMUYECKUX MaHUNYNALMA 41 06ecneyeHns Cyxor 30Hbl BOKPYT 3y60B,
noanexarumx JevyeHnto, 408  M30NAUMM  BbIBOAHbLIX MPOTOKOB C/IIOHHLIX >Kenes, [And
npegoTBpaLLeHns NnonajaHns Ha CAM3UCTYH0 060/104Ky NpenapaToB, KOTOpble MOryT Bbl3BaTb
NOBPeXAEHWE CMM3NCTOM 060104KMN.
Banukun BatHble Clean + Safe® pekomeHA0BaHbI CneAytoLMM NOTPEOUTENSIM:
MeAULMHCKME PabOTHUKM MpW  MPOBEAEHWMM  Pas3/IMYHbIX  CTOMATO/IOMMYECKMX
MaHUMNysaunm,
(hM3myeckme nuua, NPUMEHSAOWMNe WK3feie N0  Ha3HAYEHWUI, OnpeaeneHHoOMY
NPON3BOANTENEM.

4. O6nacTb NpPUMeHeHNS

Cromaronorus. CtomaTonornyeckme KabuHeTbl B pasnnyHbIX MEOULIMHCKNX YYPEXAEHUAX,
YaCTHble CTOMAaTONOrMYecKMe KabuHETbl, CTOMATOMOTMMYECKMEe KAMHWUKWA, B TOM 4ucne W

YacCTHbIE.

5. lMoKaszaHusi, MPOTUBOMOKAa3aHUsi, Mepbl MPEeAOCTOPOXHOCTM, MO60YHbIE IPPEKTHI,
CBSI3aHHble C NPUMEHEHVEM MEAVLMHCKOIO U3ENNA MO Ha3HAYeHMIO

NokasaHus:
Bo Bpems pa3niMyHbIX CTOMATONOMMUYECKNUX MaHUMYNALWIA:
- Ans obecrnevyeHns Cyxoi 30Hbl BOKPYT 3y60B, NOANEXALLUX TeYEHWIO;
- ANA U30M5UMN BbIBOAHBLIX MPOTOKOB C/IOHHbIX XKENe3;
AN NpeaoTBpaLleHns nomnafaHus Ha CAM3NCTYH0 000/104Ky MNpenapaToB, KOTopble
MOTYT BbI3BaTb €€ MOBPEXAEHME.

[MpoTrBONOKa3aHA:
MMpoTnBONOKasaHMem A/ NPUMEHEHUS BAJIMKOB ABMAETCA WUHAMBMAYaASIbHAsA HENepeHOCUMOCTb
KOMMOHEHTOB CbIpbs U3AEeNNA.

[WTamn: «HaHpkoy LLsHU3e Meaykan MpopgakTe Ko., Jitg», CyHb MuH]

VIHCTpYKUWSA N0 NPUMEHEHWNIO MeAMLUHCKOrO n3genus (2-a pegakuus, 2019 r.):
Banuku BaTHble Clean + Safe® cTomarTo/10rMyeckmne HecTepubHble 04HOPa30BbIe CtpaHuua 2 n3 8
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Mepbl NPefoCTOPOXKHOCTN:
» [lepep akcnnyaraumein He06X0AUMO O3HAKOMUTLCA C UHCTPYKLMEN MO NPUMEHEHUIO.
He ncnosb3oBaTh BA/IMKKU C 6PAKOM, C UCTEKLLWUM CPOKOM FOLHOCTW.
* He ucnonb3oBaThb, Cv YNakoBKa NoBpexaeHal!
* He ncnonb3oBaTb NOBTOPHO.

MoboyHble 3((eKTbI, CBA3aHHbIE C MPUMEHEHMEM MEAWLMHCKOrO0 M3A4eNnst Mo Ha3HaYeHUHo:
pasapaxatollee [eiiCTBME WM annepruyeckas peakumMs B CBA3M C  UHAMBUAYabHON
HernepeHOCHMOCTbLIO MaTeprasnioB U3AeNKs.

6. OObwue cBefeHWs, onncaHne NPUHUMNA AeACTBUSA

Banvkun BaTHble Clean + Safe® n3rotosneHbl 13 100 % HaTypasibHOro abCcopoMpPYHOLLIErO X/10MKa
n 6esonacHoro Knesi, 6e3 3anaxa, 6e3 WCMNONb30BAHUSI KAHLIEPOrE€HHbIX, MyTareHHbIX WIn
TOKCMYHBbIX ~ MaTepuanoB, XUMWYECKM aKTMBHbIX BELIECTB W  X/10pa, YMakoBaHbl C
NCMO/Mb30BaHMEM MOMNATUNEHOBOW MNEHKM.

W3penve HecTepuibHOE, OAHOKPATHOrO NPUMEHEHWS, NpeAcTaBseT cO60iM BaIMK 13 MYLUNCTON
Maccbl BOJIOKOH, CNabo nepernsieTEHHbIX MeXay C000M B pas/iMyHbIX Harnpas/eHusX. Viveert
BbICOKME MOKaszaTensimn 6enmsHbl (6onee 72 %), kanunnspHoct (85 MM), MOrNOTUTENbHOW
CNOCO6HOCTM (He MeHee 19 ), He COAEPXWUT MOCTOPOHHUX MPUMECEN, Y3enKoB, 06nagaet
BbICOKON BO3A4YyXOMNPOHMLLAEMOCTBI0O U (PUALTPYIOLLE CMOCOBHOCTLIO. Bnarogaps BbICOKOM
NNacTUYHOCTU MPUHMMAET KOHTYP POTOBOM MOMIOCTW, OOGECrneynBaeT BbICOKYHD abcopbuuto,
COXpPaHAA MepBUYHYIO hopmy.

Banvkn BaTHble MCMOMb3YHOTCA B KAMHMYECKON npakTuke yxke 100 neT. M3penns 6e3onacHbl
[J19 NoMb3oBaTesie M naumeHToB. Ba/iMku BaTHble M3roTaB/IMBAKOTCA KOMMaHWel «YaHuwkoy
LLIsHu3e Meaukan Mpogaktc Ko., /ITa» 6onee 10 net v 6bliM NpodaHbl BO MHOMMX CTpaHax.
VHUMAEHTOB MM CYLLECTBEHHbIX >Kanob He 3aperucTpupoBaHo. 3a Bce Bpems Oblna
3aperncTpmpoBaHa ofHa Xanoba oT nayneHTa Ha YyBCTBO XOkeHMs. OfHaKo NpoBepKa nokasasna,
4yTO Npoaykums 6esonacHa ¥ B [aHHOM Ciyyae WMMeeT MeCTO  MHAMBMAYasibHas
HernepeHOCMMOCTb MauMeHTOM.

Banmky BbINYCKAlOTCA PasHbIX pa3mepoB (AMAaMETPOB), MOITOMY €CTb BO3MOXHOCTb BblGOpa
Hanbonee NOAXOASLLEro pasMepa B KaKAOM KIMHUYECKOM Cyuae.

7. Matepwan, pasmepsbl

Bannkn unsrotoBneHsl 13 100 % ab6bcopbupyrowero xnonka, knea FVH6 (CMC
KapOOKCUMETU/ILLENNIOM03).

OCHOBHble pa3mepbl U3aenus npeacTaBneHbl B Tabnmue 1

Ta6bnuua 1
BapuaHT ncrnosiHeHus Bec, r OnameTp, Mm OnnHa, cm
Ne 1- avameTp 8 Mm 0,35+10 % 845 % 3,8+0,1
Ne 2 - amameTp 10 mMm 0,5+10% 105 % 3,840,1
Ne 3 - gmameTp 12 Mm 0,7+10% 1245 % 3,840,1

{Wramn: «HaHwkoy LLsHUZe Meavkan MpogakTc Ko., Jitg», CyHb MuH]
VIHCTpYKLMA NO NPUMEHEHMIO MeAULMHCKOTO n3genua (2-a pegakuus, 2019 r.):
Banuku BaTHble Clean + Safe® cTomaTonormyeckne HeCcTepubHbIE 0HOPA30BbIe CrpaHnua 3 3 8
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8. VH(opmaums o CTepuIbHOM COCTOSIHUM MEAMLMHCKOro u3fenus, uHdopmaums o
nopsgake 06paboTKN MeAULMHCKOrO U3Aenns As ero NoBTOPHOr0 UCMO/b30BaHUS

MeuumHckoe nsgenve «Banvku BaTHble Clean + Safe® cTOMaToONOrMYecKe HeCTEPUbHbIE
0[]HOPAa30Bble» BbIMYCKAETCS HECTEPU/IbHBIM 1 MPeAHa3HAYeHO TOMbKO [N OHOPA30BOro
NCMoNb30BaHMs.  [aHHOe W3fenve  OJHOKPATHOrO MPUMEHEHWst Mocne  MpOBeAeHMs
CTOMATO/MOrMYECKUX ~ MaHUNYNaUMiA  He  MOANEXWT  Ae3NH(EKUMM, €ero  MOBTOPHOE
CMONb30BaHME 3arperLaeTcs.

[na npoBefieHNs WHBa3WBHbIX MaHWUNYNAUUA NPOBOAMTCA CTepUAM3aums MeLULMHCKOro
n3genma «Bannku BatHble Clean + Safe® cTOMaTonorMyeckme HectepuibHble O4HOPA30BbIE.
CTepvnusaumns Ba/IMKOB OCYLLECTB/AETCA C MOMOLLbIO aBTOK/IaBUPOBaHWUA NpU TemrepaType
135 °C B TeyeHue 30 MUHYT.

Cnocob nNpumeHeHNs

1 BbIbpaTb ynakoBkKy ¢ Ba/mMkamu BaTHbiMM Clean + Safe® nogxopgsilero pasvepa, B
3aBMCUMOCTW OT K/IMHNYECKOTO CyYas.

2. V3Bneyb BaNK M3 YNakoBKU.

3. lpoBepnTb CPOK TOAHOCTU, UENOCTHOCTb YMNakKOBKW U WU3LeNNA MEeTOLOM BU3yaslbHOrOo
ocMoTpa.

4. PeKoMeHAyeTCHA TMPOBEeCTU CTepuausauuio wusfgenusa ¢ NOMOLWbI aBTOK/AaBUpPOBaHUA npwu
TemnepaTtype 135 °C B TedeHue 30 MUHYT.

5. BBecTun Banuku B paCKprTblﬁ pPOT NnaymeHTa ¢ NOMOUW b CTOMAaATONOIrM4YeCcKOro nmnHUeTa nnun
cneunanbHOro BanunkKogepXxartensa.

6. I‘IepeHoc nypaneHme McNosib30OBaHHbIX BaTHbIX Ba/IMKOB OCYLWLECTB/IATb TaKXe NMpu nomMou,un
CTOMAaTONOrn4yecKoOro nnHuUueTa nanm cneynanbHOro BannkKogepxXxartensa.

7. Tocne ncnonib3oBaHUA YTUAN3MPOBATL COOTBETCTBYHOLLMM 06pa3oM.

10. laHHble AN YTUAM3ALUN U YHUUTOXKEHUSI MEAVNLMHCKOTO U3AeNUS

MeguupHCKe  13aenust AO/MKHbI - YTUAM3MPOBATLCS B COOTBETCTBUMM C  MEAMLMHCKUMM
npoueaypamu, NPUHATLIMU B MEAULMHCKUX YUPEXAEHUAX, M MECTHbIMMW, rOCYAapCTBEHHbIMM
nwn (hefepasibHbIMKU HopmaTBaMin. Bblbop MeTOL0B 6e30MacHOM YTUAM3aUUn U YHUUTOXKEHNS
N30eNnin 3aBUCUT OT MOLLHOCTM U NPOQUNS MeANLMHCKON opraHm3aumm, Haamumna yCTaHOBOK Mo
06e33apaxmMBaHNIO/006e3BPEXMBAHNIO  OTXOA0B,  Cnocoba  06e3BpeXXMBaHNSA/YHNUTOXEHNS
OTXOA0B, MPUHATOr0 Ha aAMUHUCTPATUBHON TEppUTOPUM (CKUTaHWe, BbIBO3 Ha MOJIUMOHbI,
yTUIn3aums).

MegouumHekue un3genna «Bannku BaTHble Clean + Safe® cTOMaTo/iorMyeckme HeCcTepusibHbIE
0AHOpPa30Bble» B 3aBMCUMOCTU OT CTereHWn WX 3NUAEMUONOrMYECKOM, TOKCUKOMOTUYECKON 1
pafMaLMOHHOM ONacHOCTU OTHOCATCA K 3MMAEMUO/IOrMYECKN OMAcHbIM MeANLMHCKUM OTX04aM:
marepuasibl U WUHCTPYMEHTbI, NpPeAMeTbl, 3arps3HeHHble  KPOBbIO  W/MKM  OpyrmMu
BMONOrNYECKNUMU XKULKOCTAMMN.

MMocne wncnonb3oBaHWA — MeAMUMHCKME m3genms  «Bammkm  BatHble Clean +  Safe®
CTOMATO/IONMYECKNE HeCcTepU/ibHble OLHOPA30Bble» MOMELLAIOT B CreuMasibHble MakeTbl A4
MeAMUMHCKMX OTXOAO0B, pasnMyaroLimecd Mo LBeTy B 3aBMCMMOCTM OT Kiacca OMacHOCTU
0TX00B (KenTtoro ugeta). locne 3anofiHeHWs He 60/ee YemM Ha YA YaCcTU 06bemMa MaKeTbl

[WTamn: «HaHuxoy LW sHu3e Meagnkan Mpogakte Ko., 1Ta», CyHb MuH]
VIHCTPYKLUMSA N0 NPUMEHEHUIO MefMLUUHCKOro usgenus (2-a pegakuus, 2019 r.):

Banuku BaTHble Clean + Safe cTomatonormyeckue HecTepusibHble OHOPAa30BbIe CtpaHuua 4 n3 8
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3aBA3bIBAIOT C MCMO/Mb30BAHMEM CTSXKEK M TPAHCMOPTUPYIOT K MECTY BPEMEHHOIO XpaHeHUs.
TpaHCMoOPTMPOBKA Mycopa M3 YUpeXAeHWidA K MecTy YTUAM3aLUmMM  OCYLECTBASETCS
CMeLvanm3vpoBaHHbIMK KOMMaHUSMMN.

MoTpebuTenbckas yrnakoBka, 6pakoBaHHble M34eNns, YNaKOBKA C HapYLUEHWEM LIeNIOCTHOCTA 1
M30enMs C UCTEKLUMM CPOKOM TFOAHOCTM OTHOCATCA K 3MMAEMUONONMYecKn 6e30nacHbIM
0TX0fam, NpPUGIMXKEHHbIM MO COCTaBY K TBepAbIM ObIToBbIM 0TX04aM (TEO).

11. CsegeHus 0 MapKMpPOBKe, YMaKOBKe M KOMI/IeKTe MocTaBKuU

111 ¥YnakoBka
"pynnosas (MOTpebuTebLCKas) ynakoska

MeguuuHckme nsgenus «Banmkn BatHble Clean + Safe® cTtomatonormyeckue HectepusibHble

“ ofiHopa3osble», NeNe 1, 2 n 3 B konmyectse 840, 600 u 450 WIT., COOTBETCTBEHHO, YNaKoBaHbl B
rpynnoByto  (NOTPeOMTENbCKYI0)  YNakoBKY -  MOMMATWUEHOBLIA  MakeT. Matepuan u
KOHCTPYKUMS  YMaKOBKM He OKasblBatOT BPeAHOr0 BO3AEWCTBUA HA  COAEPXMMOe U
06ecneunBalOT COXPaHHOCTb W34ENMA  NPU  XpaHEHUU B CYXWX, YUCTbIX W  XOPOLUO
MPOBETPMBAEMBIX NOMELLEHUSAX, MUHUMA/IbHbIA PUCK 3arpA3HEHNS COAEPXXMMOro Npu BCKPbITUN
YMaKoBKW, & TakXXe 3aLUMTy COLEP>KUMOro MpyY HOPMasIbHbIX YC/IOBUAX TPAHCMOPTUPOBAHUA Y
XpaHeHus.

TpaHcnopTHas ynakoBKa

KapToHHas kKopobka. KonmyecTBo rpynnoBbiX (MOTPeGUTENbCKNX) YNaKoBOK B KOpoOke: No 1 -
30 wryK, Ne 2 - 60 wTtykK, Ne 3- 30 WTyK.

11.2 MapkunpoBka

pynnoBasi (NOTpeGuUTeNbCKast) YNaKoBKa

Ha ynakoBke f0/1XHa 6bITb YKa3aHa cnefytoLas MHhopMaLus:
HanmeHoBaHve n3genus
Mpown3soauTesb, agpec MecTa NPON3BOACTBA
imnopTep (YNoHOMOYEHHbIN NpeacTaBuTeNlb NPOU3BOAMTENS), afpec, TenedoH
Pa3mepbl: No (guameTp X 4nHa)
CocTaB
Konnuectso mn3genuii B ynakoBke
Cpok rogHoctu
Howmep n gata PY
[aTa n3rotosnieHns (CMMBON)
Koga naptum unmn cepum (cumson)
3anpeT Ha NMOBTOPHOE NpUYMeHeHMe (CUMBO/T)
Co0TBeTCTBME €BPONECKUM HOpMaM (CUMBON)
HecTtepunbHO (cMmBON)
He ncnonb30BaTh NPy NOBPEXAEHUM YNAKOBKU (CMMBO)
PeXxvm cTepunmsaumm
Ycnosus XpaHeHusi «TemnepaTypHblid Anana3oH», «He gonyekaTb BO3AENCTBUA
COJIHEYHOTr O CcBeTa», «bepeyb OT Bnaru» (CUMBO/bI)
Y1tnnunsaumsa «He paspeLueHo K yTuamsauum B 06bIYHOM MopsaKe» (CUMBOS)

[WTamn: «HaHuxoy L sHu3e Megnkan Mpogakte Ko., 1Ta», CyHb MuH]
VIHCTPYKUMA NO NPUMEHEHUID MeAULUHCKOro nsgenus (2-a pegakuua, 2019 r.):
Banuku BaTHble Clean + Safe® cTomMaTONOrnyeckue HecTepuabHbie 04HOPa30Bble CtpaHunua 513 8
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3HaK COOTBETCTBMA NpU [eknapuposaHun cooteeTcTBuAa B cucteme MOCT P
(cumBon)

TpaHcnopTHas ynakoBKa

Ha ynakoBke fo/mKHa 6bITb YKasaHa CrefytoLwas MHhopmMaums:
HanmeHoBaHWe nsgenus
Mpown3BoauTenb, afpec MecTa Npov3BOACTBa, Tee(oH
MmnopTep (YNosMHOMOYEHHbIN NpeacTaBuTe/lb NPOU3BOAMTENS), afpec, TenegoH
Pasmepbl: No (guameTp X 4/iMHa), naptms
Bec, 1
KonnuecTso n3genuii B yrnakoBke
Ycnosus  TpaHCMOPTMPOBKN  «TemnepaTypHbld  guanasoH», «He pgonyckatb
BO3/[ENCTBUSA COTHEYHOr 0 CBeTa», «bepeyb oT Bnarn» (CMMBO/bI)

- [data nsrotosneHus (CMmBon)

Cpok rogHoctu

PaclumgpoBka CMBOJIOB, NMPYMEHSAEMbIX B MapPKUPOBKE IPYNMoBOiA (NOTPeOUTeNbCKoMn) v
TPaHCMNOPTHOW YNaKOBKMK:

CumBon CumBon

PaclundgpoBka PacLundgpoBka

(I:!l [laTa U3roToBneHUs 1 TemnepaTypHbIii AranasoH
|

LOT K He ponyckaTb BO3AeNCTBMS
0f, NapTuu
A nap CO/IHEYHOro cBeTa
CooTtBeTcTBME
C:€ < He paspeLueHo K yTunamsaumm
eBpOonericKMM HopMam
B 06bIYHOM MOpsiAKe
(mapkuposka CE)
3anpeT Ha NoBTOPHOE
(D P P bepeyb OT Bnaru
npuMeHeHve
3HaK COOTBETCTBUA MpK
eKapnpoBaHmm
/ mon\ |U|
I steritel HectepubHo COOTBETCTBUA B CUCTEME
FOCTP
He ncnonb3oBathb npu
noBpeXaeHnn
YNaKoBKM

{WlTamn: «YaHuxoy LW aHu3e Megukan Mpogaktc Ko., N1Ta», CyHb MuH]
VHCTPYKUMA NO NPUMEHEHUIO MeULUUHCKOro usgenus (2-a pegakums, 2019 r.):

Banuku BaTHble Clean + Safe cTomMaTo/iornyeckne HecTepUbHbIE OLHOPA30Bble CrpaHnua 6 13 8
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KomMnnekT nocTaBkKu

MegnumHeckue wmsgenva «Bannkm BatHble Clean + Safe® cTomatonoruyeckue
HecTepw/bHble OAHOPa30oBble» (BapvaHT WCMNONHEHMS BbIGMPaAeTCA U3 yucna
NnpeACcTaB/eHHbIX B COOTBETCTBAM € N. 1 «[pynnosas (nNoTpebuTenbckas)
ynaKoBKa»)

NHCTPYKUWMS MO NPUMEHEHHO (B CONPOBOAUTENBHOM JOKYMEHTALN)

12. YcnoBus XpaHeHUA N TPaHCNOPTUPOBKN

TpaHCMOPTMPOBKA Ba/MKOB, YMaKOBaHHbIX B TPAHCMOPTHYI Tapy, [0/MKHA OCYLLECTBASThCS
BCEMU BUAAMM KPbITbIX TPAHCMOPTHLIX CPEACTB C COGMOAEHVEM MPeaoCTOPOXKHOCTEN,
YKa3aHHbIX Ha TPaHCMOPTHO Tape, W B COOTBETCTBMM C MNpaBUIamMu MEepPeBO3KM TpPy30B,
[EACTBYHOLLIMMI Ha TPaHCMOPTE [JaHHOrO BUAA.

Ycnosusi TPaHCMOPTUPOBKMN:
Temnepatypa Bosayxa: -20 °C- +40 °C
OTHOCUTENbHAA BNAXHOCTL: He 6onee 80+2 %
ATMOcepHoe aaeneHune: 755+20 MM pT. CT.

N3penns [OMKHbI XPaHUTLCS B YNACTBIX CYXMX MOMELLEHMAX Ha PacCTOSHWM He MeHee 1 M oT
OTOMUTENbHLIX MNPUOOPOB W AO0MKHbI ObiTh 3alLMLLEHbI OT aTMOCHEPHbIX BO3AEUCTBUI 1
MOYBEHHOM Bnarn. YNakoBKW HEOOXOAMMO MPeAoXpaHsTb OT 3arpsi3HEHMs, 3anblieHuns,
HaMOKaHM1s 1 pa3pblBa. XPpaHUTb B HEIOCTYMHOM A1 AeTeil MecTe.

CpoK rofHOCTM MEAMLMHCKOrO U3Aenus npu  COGMIOAEHWN  YCMOBUIA  XpaHEHUs 1
TPaHCMOPTUPOBKM - 5 NeT ¢ AaThbl NPOM3BOACTBA.

YcnoBust XpaHeHus:
Temnepatypa Bosgyxa: -10 °C- +40 °C
OTHocuTeNbHAasA BNaXXKHOCTL: He 6oniee 80+2 %
ATMOcC(epHoe aaBneHue: 755+20 MM pT. CT.

YCnoBus npuMeHeHus:
TemnepaTypa Bo3gyxa B ie4ebHOM yupexgeHun +15 °C w25 °C
OTHoCUTeNbHAsA BNaXKHOCTb He 6osee 80+2 %
ATMOC(epHOoe aaBnieHne 755+20 MM pT. CT.

13. apaHTWitHbIE 06A3aTeNbCTBA

KomnaHns «4YAHWKOY LWSOHUZE MEAMKANT TMPOJAKTC KO. NTO», Kutai,
rapaHTVpyeT, YTo AaHHOoe M3fenue 6bi10 NPOoU3BEAEHO M YNakoBaHO C JOIXHON aKKypaTHOCTbIO,
npesanucaHHon B Aupektuse EC 93/42/EEC. KomnaHusa «YAHWKOY LUSHLUI3E MEOVKAN
MPOAAKTC KO., NTO», Kutaih, nmeet Ceptndukatbl EC, cBUAETENLCTBYHOLWIME O TOM, YTO
cucTemMa MeHepKMeHTa KavecTsa KomnaHun «HAHYWKOY LLISHUIE MEONKA MPOAAKTC
KO., NTA», Kutain, cooTBeTcTBYeT TpebosaHnsM [upekTuebl 93/42/EEC un ctaHgapta 1SO

KomnaHua «4AHYKOY LUSHUI3E MEAVMKAN MPOOAKTC KO., NTO», Kutald, 3amMeHUT
N6y YNakoBKy B Ciydae 0OHapy)XeHUs AeheKTOB, [AOMYLUEHHbIX B XOfe MPOM3BOACTBA U

[WTamn: «HaHuxoy LaHu3e Meagukan Mpogaktc Ko., 1Ta», CyHb MuH]
VIHCTPYKUMA NO NPUMEHEHUIO MEAULMHCKOrOo usgenus (2-a pegakuus, 2019 r.);
Bannku BaTHble Clean + Safe® cTomatonornyeckue HecTepusibHblE OHOPA30Bble CtpaHuua 7 13 8
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yrekoBU ([lokasaTe/ibCTBa MOryT ObITb MPeAoCTaBNeHbl), M COOOLEHNS O TakuMX AedeKTax B
kovieHAo «UAHWKOY LUSHLU3E MEOAVKAJT NMPOOAKTC KO., NTA», Kutain, nnm ee

[QCTPVOLHOTOpAM.

Monb3oBatesb  HECeT OTBETCTBEHHOCTb 3@ OMNPEeAeNeHne NPUrogHoCTU  u3genua  And
ncnonb3osaHua. Komnavma «4HAHWKOY LWOHUI3E MEOVKAT MPOAAKTC KO., JTTO»,
Kutald, 1 ee AWUCTPUOBLIOTOPbI He HeCyT OTBETCTBEHHOCTM 3a Bpef wau yuwep6 no6oro
XapaKTepa, BO3HWKLUMIA NPSIMO U KOCBEHHO MPY UCMO/b30BaHNW U3eNuS.

Ecm gaHHOe u3genue cTano AedeKTHbIM B Npefenax rapaHTUMHONO CPOKa, UCKIUUTENbHbLIM
BapMaHTOM AEWCTBUIA M eAMHCTBEHHOW 0053aHHOCTbIO KoMnaHun «YAHWKOY LLUSOHLIZE
MEAMKAN TIPOAAKTC KO., NTA», Kutaidi, AO/MKHO ObITb WUCMPaBfeHWE WM 3aMeHa
m3genma. OTBETCTBEHHOCTb B OTHOLUEHWM W3AeNMA NpeKpawlaeTcs, ecnn BO3HWKIO 1060e
MOBPEX/eHVe, Bbl3BaHHOE TPAHCMOPTMPOBKOM, XpaHeHWEM WM HeHag/iexawmm obpalleHnem
no/b30BaTenNs, a Takke apyrumuy haktopamy 3a npeaenaMn KOHTPO/S NPON3BOAUTENS.

CpoK rOAHOCTM  MEAWLIMHCKOrO  M3[enns Npu  COGMOMAEHUM  YCNOBWIA  XpaHeHUs 1
TPaHCMOPTUPOBKY - 5 NET C AaThl NPOU3BOACTBA.

O HexenaTte/ibHbIX COObITUAX, CBA3AHHBLIX C MPUMEHEHVMEM MEeAUMLMHCKOTO U3aenns «Bannku
BaTHble Clean + Safe® eTomartonornyeckue HectTepw/bHble OLHOPA30Bble», KOTOPble WMEHT
Npu3HakyM  HebnaronpuATHOro  sABneHNs  (MHUMAEHTA),  WHOpPMauMIo  HanpaensTb
yNosHOMO4YeHHOMY npeactaBuTento npoussoamTens: AO «MPOTEKO», topuanyeckuin agpec:
192102, Poccus, r. CaHkT-IeTepbypr, yn. Canosa, A. 57, kopn. 1, iuT. W, Ten./dhakc: +7 (812)
635-88-90, canT: www.protecodent.ru. an. nouta: info@protecodent.ru.

[aHHaa MHCTPYKLMA NO NPUMEHEHUIO
nepecMoTpeHa u BbinylleHa B eBpane 2019 r.

[WTamn: «HaHuxoy LWL aHu3e Megukan MpogakTtc Ko., 1Ta», CyHb MuH]

VIHCTPYKLMS N0 NPUMEHEHNIO MEAULMHCKOro n3aenus (2-a pegakums, 2019 r.);
Banuku BaTHble Clean + Safe® cTomaTonoruyeckme HecTepubHble 04HOPA30BbIe
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HOTAPVAJIbHOE CBUAETE/NBbCTBO
(2019) CCZ JW ZiNe268
3assutenb: «YaHwkoy LLsHu3e Meaukan MNpogakte Ko., Ita» (Changzhou Shengjie Medical
Products Co., Ltd), agpec: nposuvHumsa LI3sHcy, . YaHuwxoy, paiioH LI3vHbTaHb, JISH4YaH

Poya, Ne 216 (No. 216 Liangchang Road, Jintan District, Changzhou City Jiangsu).

3akoHHbI npefacTaBuTenb: CyHb MH (Sun Ping), myx., fata poxaeHus: 12 Hosbps 1970
rofa, Homep yaoctoBepeHusa nnyHocTn: 320422197011123855.

YNOMHOMOYEHHbIA npeacTasutens: LLsH BuH (Sheng Bin), MyX., faTa poxXaeHus: 24 Hos6ps
1989 roga, Homep ygocToBepeHUs nnyHocTn 320482198911243810.

[NpeaMeT 3aBepeHuna: neyartb.
HacToAwwmm yaocToBepsaeTcd, 4to nevarb KomnaHum «YHaHuwkoy LWsHu3e Meankan NpogakTc
Ko., NITg» v nognuck r-Ha CyHb MnHa, NpocTaB/eHHbIe Ha NPWaraemMoi aHrIMMCKOR Konuu

[IOKYMeHTa, MNpeACcTaBNeHHOro HoTapuycy r-HoMm LLsH  BuHOM, YMNOIHOMOYEHHbLIM
npeacTasuTenem KkomnaHum «Yanukoy LLsHU3e Meavkan Mpogaktc Ko., JITa», BepHbl.

HoTtapuanbHoe 6t0po HaHuxoy

["opog YaHuxoy, npoBUHUMA LI3aHCy

Kutaiickas HapogHas Pecny6nuka

Hotapuyc: N'yo BeHselt (Guo Wenwei) 1nognmcsl
21 masa 2019 1.

[MeuaTsb: HoTapuanbHoe 6ropo YaHuwxoy, r. YaHwkoy, npouHUmS LizsHcy 3204114932473]

146303297
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HOTAPUAJIbHOE CBUAETE/TIbCTBO
(nepeBsop)

(2019) CCZ JW ZiNe268

3asBuTtens: «YaHwkoy LLsHu3e Megukan [Mpogaktc Ko., Sltg» (Changzhou Shengjie
Medical Products Co., Ltd), FKOpuanueckunin agpec: npoBuHUMA LI3sHcy, r. YaHuxoy, paiioH
LI3vHbTaHb, Jl1aH4aH Poypa, Ne 216 (No. 216 Liangchang Road, Jintan District, Changzhou
City Jiangsu).

3aKoHHbIM npeacTaBuTenb: CyHb MuH (Sun Ping), MyX., faTa poxaeHus: 12 Hos6ps 1970
roga, Homep yzfocTtoBepeHns nuyHocTn: 320422197011123855.

YNonHOMOYeHHbI npeacTasutens: LLUsH BruH (Sheng Bin), MyX., faTa poxaeHus: 24 HoA6ps
1989 roga, Homep ygocToBepeHns nnyHocTn 320482198911243810.

[NpeaMeT 3aBepeHUA: Nneyarb.

HacToaruum yaocTtoBepseTcs, UTo nevaTb KomnaHum «YaHuxoy LLsHU3e Megukan Npogaktc
Ko., NTa» n nognuck r-Ha CyHb MNHa, NpocTaB/ieHHble Ha MpuiaraemMoin aHrIMCKON Konum
[IOKYMeHTa, MNpeACcTaBNeHHOro HoTapuycy r-Hom LWIsH  BWHOM, YNONHOMOYEHHbLIM
npeacTasuTenem KomnaHmm «YaHuxoy LLIsHU3e Meaukan NMpogakTc Ko., JITa», BepHbI.

Hotapuyc: N'yo BeHseir (Guo Wenwei) (noanwmce)
HoTtapuvanbHoe 61opo YaHukoy (neyartb)

["opog HYaHuxoy, npoBUHUMSA LI3aHCY

KuTaiickas HapogHas Pecnybnvka

21 mas 2019 T.

1V46303188
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HOTAPUA/TIbHOE CBUAETE/IbCTBO
(2019) CCZ JW ZiNe269
3agsutenn: «YaHwkoy LUsHU3e Megukan [Mpogaktc Ko., Jlta» (Changzhou Shengjie
Medical Products Co., Ltd), agpec: npoBuHUMA LI3siHCY, r. YaHwKoy, palioH Li3WHbTaHb,

NanuaH Poya, Ne 216 (No. 216 Liangchang Road, Jintan District, Changzhou City Jiangsu).

3aKoHHbI npeacTaButens: CyHb MuH (Sun Ping), MyX., aata poxaeHusi: 12 Hos6ps 1970
rofa, Homep yaoctoBepeHns nnyHocTn: 320422197011123855.

YNoNHOMOYeHHbIN npeacTasutenb: LLsH BuH (Sheng Bin), MyX., gata poxxaeHus: 24 Hos6ps
1989 roga, HoMep ygocToBepeHua nnyHocTn 320482198911243810.

MpeaMeT 3aBepPeHus: BEPHOCTb MepeBoa OpUriHany.
HacToslmM  yOCTOBEpPSIeTCS, UTO MEepeBOf, Ha aHIMACKWUIA  A3blK  NPUNaraeMoro

«HOTAPVIANIBHOTO CBUAETE/ILCTBA» (2019) CCZ JW Zi No 268 BepeH opurvHany
[aHHOro HoTapuasibHOro CBUAETENBLCTBA Ha KUTaNCKOM fI3bIKe.

HoTtapranbHoe 61opo YaHuwxoy

["opoa HYaHuxoy, NpoBUHLNA LI3aHCY

KuTaiickas HapogHas Pecny6nimka

Hotapuyc: N'yo Benseit (Guo Wenwei) !mognuce!
21 maqa 2019 r.

[MevaTb: HoTapunanbHoe 6t0po YaHuwkoy, r. YaHuwkoy, nposuHuma LizsHey 3204114932473]

1V46303298
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HOTAPUAJIbHOE CBUAETE/IbCTBO
(nepesop)

(2019) CCZ JW ZiNe 269

3asBuTenb: «YaHwkoy LsHu3e Megukan [Mpogaktc Ko., Jitg» (Changzhou Shengjie

Medical Products Co., Ltd), KOpuanyecknin agpec: npoBuHUMS Li3sHcy, . YaHuxoy, paiioH
LBBWHbTaHb, J1aH4YaH Poya, Ne 216 (No. 216 Liangchang Road, Jintan District, Changzhou

City Jiangsu).
3aKoHHbIM npeacTaButenb: CyHb MuH (Sun Ping), mMyx., gata poxaeHus: 12 Hosbps 1970
roga, Homep yaoctosepeHnsa nnyHoctu: 320422197011123855.

YNonHomoueHHbIM npeacTasutens: LLSH BrH (Sheng Bin), MyX., faTa poXKaeHus: 24 Hos6ps
1989 roga, Homep yaocToBepeHusa nnyHocTy 320482198911243810.

MpeaMeT 3aBepeHus: BEPHOCTb NepPeBo/a OpUrmHany.
A3bIK  MpUIaraeMoro

HacToswyM  yaoCTOBEpSeTCS, 4TO MEepeBOd, Ha  aHrMIACKUIA
269 BepeH opurnHany

«HOTAPVAJIbHOIO CBMAETE/IbCTBA» (2019) CCZ JW Zi
AiaHHOr0 HOTapMasibHOro CBUAETENbCTBA Ha KUTANCKOM A3bIKE.

Hotapuyc: 'yo BeHBein (Guo Wenwei) (nognuce)
HoTtapuanbHoe 6topo HYaHuxoy (neyatb)
"opog YaHuwxoy, npoBuHUMA Li3aHCY
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HOTAPUNANIBHOE CBUAETE/IbCTBO
(nepesop)

(2019) CCZ JW ZiNe269

L, 3agsutens: «YaHwkoy LLsHU3e Megukan [lpogaktc Ko., Jitg» (Changzhou Shengjie
Medical Products Co., Ltd), FOpuanyeckunin agpec: npoBuHUMA Li3sHcy, . YaHuwkoy, paiioH
/ LisuHbTaHb, J1aHYaH Poya, Ne 216 (No. 216 Liangchang Road, Rntan District, Changzhou

I City Jlangsu).

3aKkoHHbIA npefcTaBuTenb: CyHb MuH (Sun Ping), mMyX., gata poxgeHus: 12 Hos6ps 1970
roga, Homep yzfoctoBepeHns nuyHocTu: 320422197011123855.

YNOMHOMOYEHHbIN npefcTaBuTenb: LLISH BuH (Sheng Bin), MyX., Aata poXxaeHust: 24 Hos6ps
1989 roga, Homep ygocToBepeHns nuyHocT 320482198911243810.

MpeaMeT 3aBepeHys: BEPHOCTb NepeBoa OpUrHany.

HacTosilumMm  y0CTOBEPSIETCA, YTO MEepeBOf, Ha aHrUACKUIA  S3blK  NpUAaraeMoro
«HOTAPUA/LHOIO CBUAETENLCTBA» (2019) CCZ JW Zi Ne 269 BepeH opuriHany

[JaHHOIro HOTapua/ibHOro CBMUAETENIbCTBA Ha KUTaNCKOM A3blIKe.

Hotapuyc: N'yo Benseit (Guo Wenwei) (nognuce)
HoTapuansHoe 6topo YaHuwxoy (neyatb)

["opog YaHuwxoy, NpoBUHUMSA LI3aHCY

KuTaiickas HapogHas Pecny6nvka

21 mada 2019 r.

V46303190
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MepeBoa fAHHOT0O TEKCTaA BbIMNOMHEH NepeBOAYNMKOM LU nweHkKosblM JleoHngoM Bacunbesnyem

NOAMUCH

Poccuiickas deaepauus
"opoa Mockea
[BajuaTb AeBATOro Maa Age ThiCAYN AeBATHAALATOrOo roga

A, AkumoB ne6 bopucoBu4y, HOoTapuyc ropofa MOCKBbI, CBUAETENbCTBYH MNOA/IMHHOCTb
nognucu nepesofyvka lWunweHkosa JleoHnga Bacunoesunya.

Moanuck caenaHa B MOEM MPUCYTCTBUMN.

JInyHocTb nognucaBlIero JOKYMEHT yCTaHoBJeHa.

3aperncTpupoBaHo BpeecTpe: Noe 77/09 - H/77 - 2019 -

B3bickaHO rocygapcTBEHHOW nownuHel (no Tapudgy): 100py6.
YH4yayeHOo 3a oka3aHWe ycnyr npaBoBOro U TexHM4yeckoro xapakrTepa: 200 py6.

”1” n EllMl?»B .B. AKUmoB

lepboBast nevarb
HoTapuyca r. MoCKBblI

Axnl™oBa [ .6.

MpowHypoBaHO, MPOHYMEX"HO
M ckpenneHo nevyaTbio Cx o nucT(-a,-0B).

HoTapwnyc:

Poccuiickas ®epepayus

291 219
SpEVOTAOMHD * peecipe: M H/77~2019 1 al
Beo0aHd TR VB/KIAMb IVHb I fiogly) /
YnnaueHo 3a Pka3faa ycyr npsiaossro u n
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