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6. INDICATIONS, CONTRAINDICATIONS, COMPLICATIONS, AND SIDE EFFECTS

Indications:
The operation is performed at availability of contractions at various levels of the nasolacrimal duct or
the duct stenosis, at which:

» permanent lacrimal outflow is observed;

« there occurs atendency to the eye conjunctiva infection;

 visual acuity is decreased;

e itis available a chronic or frequently relapsing inflammation (dacryostcnosis).

Contraindications:
- Purulent diseases of eyelids and eyes.
- Blood coagulation disorders.
- Decompensated cardiovascular diseases.
I - General serious condition.
- Acute inflammatory diseases of upper respiratory tract (or chronic diseases in the stage of exacerba-
tion).

Complications:

}. Intraoperative complications:

- Hemorrhage at the general anesthesia.

- Canaliculus wall trauma.

- Hemorrhage at damaging of the ethmoid arteries.
- Damaging of the nasal mucosa.

2 Post-operative complications:
- Purulent corneal ulcer.

- Eye orbit phlegmon.

- Cicatrix formation processes.

Side effects:

*  Seldom forming of the cicatricle tissue in the vicinity of the rhynostoma violating the procedure of tear
fluid outflow and resulting in the relapse of the lacrimal outflow disorder.
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7. INSTRUCTIONS FOR USE OF THE MEDICAL DEVICE
(APPLICATION TECHNIQUE)

Step 1 The patient is positioned lying on the back with the head lifted for 15 degrees.

Step 2. The operation is executed under the general anesthesia for children and local anesthesia for adults
(applying Novocain or Lidocaine). Under the condition of the hypersensitivity, the anesthetic can be
additionally introduced subperiosteally above and below the inner eyelid tendon.

Step 3. Check the integrity of the medical device individual packaging.
Open the individual packaging.
Check the strength of the probe connection with the tubing.

Step 4. Expand the inferior lacrimal punctum using the appropriate tool to avoid any undesirable punc-
| toplastics.

Step 5. The probe is inserted via one of the lacrimal puncta and accurately drawn through the area of
stenosis - through the lacrimal canaliculus, lacrimal sac or nasolacrimal duct - and then drawn into the
nasal cavity.

Resection o fthe lacrimal sac medial wall can he performed, ifnecessary, with the help ofthe probe. At
that, the purulent content can he secretedfrom it.

Step 6. The steel flexible probe itselfand the hollow silicone tubing are extracted from the nasal cavity
under the lower nasal concha, holding the opposite end of the probe with the help of the forceps (the
surgical hook).

Step 7. Free ends of the silicone tubing are tied within the nasal cavity as a knot and shortened with the
scissors to the required length.

Itispossible to apply the probes for the monocanaliculus intubation ofthe lacrimal passages that is by

( means ofdrawing the probe via one lacrimal canaliculus only. It is applicable only in the case ofob-
struction ofone lacrimalpunctum or canaliculus. In this case, after sensing the tear point, the silicone
tube is temporarilyfixed on the eyelidfor up to 24 hours.

Step 8. The ocular part of the silicone tubing can be fixed to the eyelid with.
Step 9. Silicone tube in the lumen of the lacrimal duct remains for up to 24 hours.

Step 10. Withdrawal of the tubing from the nasal cavity is performed using a special surgical hook or
any other surgical tools that the surgeon might deem convenient.

Step 11. Rinsing of the newly formed nasolacrimal duct is performed within several days after the oper-
ation, and the eye drops are administered.

WARNING, PRECAUTIONS.

Insignificant hemorrhage in the course of the operation can be stopped with the help of the hydrogen
peroxide.

After the single use the medical device is subject to the mandatory disposal.
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This medical device is delivered in the sterile conditions.
The sterilization method - radiation sterilization process.

9. STORAGE, OPERATION AND TRANSPORTATION CONDITIONS

Storage: the medical device has to be stored in the original package under the temperature from +8°C
to +25°C and the relative air humidity of 60%...80%.
Keep dry, do not expose to the direct sunlight.

Operation: this medical device is operated under the temperature from +32°C to +42°C and the relative
air humidity of 60%...80%.

Transportation: the transportation shall be performed by any transport means in the covered vehicles
according to the forwarding regulations applicable for the relevant means of transportation. The allow-
able transportation temperature shall be from +5°C to +40°C and the relative air humidity of 60%...80%.

10. THE PROCEDURE FOR PERFORMANCE OF DISPOSAL OR DESTRUCTION OF THE
MEDICAL DEVICE

The medical devices: "Instruments for lacrimal intubation™, are discharged as the medical waste of Class
B “Epidemiologically hazardous medical waste” in accordance with SanPiN 2.1.7.2790, because while
in operation they contact and get polluted with the biological fluids and secretions of the human body
tissues (blood and/or other biological fluids).

The unused medical devices in the case of breaking the consumer package integrity or after the expiry
date if in the sterile package, along with the packaging materials and the cardboard box of the given
device shall be subject to disposal according to SanPiN 2.1.7.2790, as the Class A medical waste (epi-
demiologically non-hazardous waste, which composition is close to the municipal solid waste).

Disposal of the device and the package thereof must be performed according to the instructions (or any
other similar regulation) governing the issues of management of the medical waste in a specific medi-
cal institution developed in accordance with the provisions of SanPiN 2.1.7.2790.

1L ENVIRONMENTAL SAFETY PRECAUTION REQUIREMENTS
RELATED TO APPLICATION OF THE MEDICAL DEVICE

During operation, transportation and storage this medical device does not exert any negative inlluence
upon the humans or environment.

12. SAFETY PRECAUTIONS

- Do not use if the package is opened or damaged.

- Do not use after the expiry date as indicated on the package.

- Device single use. Subject to disposal after the single use.

- Al the regulations governing the aseptic issues and the operation techniques must be strictly observed
in accordance with the internal regulations of the medical institution.
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Important!

- The operation is performed by a surgeon who owns the technique of using probing implants, as well
as with postoperative patient care.

- The doctor of a non-surgical profile should receive special training in this method and have the appro-
priate certificate.

- When performing the procedure, the surgeon should be assisted by a nurse who owns the elements of
the operating nurse's work.

- All rules relating to asepsis and equipment operations must be strictly followed in accordance with the
internal regulations of the medical institution.

13. REQUIREMENTS SET TO MAINTENANCE AND REPAIR OPERATIONS

No requirements set to maintenance and repair operations are applicable to this medical device. This
medical device is a single use one. The medical device shall be subject to mandatory disposal after use.

14. LIST OF INTERNATIONAL REGULATORY DOCUMENTS

This medical device complies with the requirements of the following standards:

BS EN ISO 13485:2012 (transition to compliance with 2/28/2019 under ISO 13485: 2016 released Feb
25, 2016), 1SO 10993-1:2009, 1SO 10993-4:2002, ISO 10993-5:2009, 1ISO 10993-10:2010, 1ISO 10993-
11:2006, 1SO 10993-18:2005, USP <88>, BS EN 1041:2008, BS EN ISO 15004-1:2009, BS EN 62366-
1:2015, IEC/TR 62366-2:2016. 1SO 15223-1:2016 and 15223-2:2010, 1ISO 80369-7:2016, BS EN 1SO
11607-1:2009, BS EN ISO 11607-2:2006. BS EN ISO 14971:2012, 1SO 16142-1:2016, ISO 14644-
1:2015 and 1SO 14644-2:2015. ISTA 3A 2008, ASTM F-2096-11, ASTM F88-07, ASTM F1929-98,
ASTM E1886-98, ISO 11137-1:2006, ISO 11137-2:2013, 1SO 11737-1:2006. 1SO 11737-2:20009,
AAMI T1R33.
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15. LABELING

Labeling of the medical device for using in the territory of RF.

Symbols to be used:

Package labeling can also contain information about the distributor (name, registered address, contact
information, logo etc.).
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16. PACKAGING

Individual package:
Medical devices of one and the same execution options are packed into the individual package (the

blister pack) - one piece per blister.

Consumer package:
Individual packs (blisters) are placed in consumer packaging (box) of 3 pcs.

Inserted instructions for use - 3 pcs.

The transport package - the consumer packages containing the medical devices for delivery to the con-
smners for the total quantity of 108 pieces per box - are put into the transportation cardboard boxes.
Empty spaces arc filled with the packaging paper to prevent the consumer packages from moving and
their possible damaging.

17. SHFXF LIFE

rhe shelf life of the device is 5 years. The expiry date is indicated on the package.
It is prohibited to use the given medical device after the expiry date as indicated on the package.

18. GUARANTEE OBLIGATIONS

«PSI/EYE-KO, Inc. dba Anodyne Surgical», USA undertakes the guarantee obligations before
the end user with respect of the medical device in terms of absence ofany and all defects and compliance
ofthe product with the performance characteristics as advertised by the manufacturer within the service
life term of the device under the condition of strict compliance with the terms of operation, storage and
transportation as set out in the provisions of the instructions for use.

The service life shall be 5 years after the sterilization date.
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Manufacturer (Place of production of medical devices)

PSI/EYE-KO, Inc. dba Anodyne Surgical

804 Corporate Centre Drive, O’Fallon, Missouri 63368, USA

Tel: (800) 428-5628, (636) 447-1010. Fax: (636) 447-1786, (800) 774-67247

www.anodvnesurfical.com

Authorized Representative of Manufacturer

Vision Technology Ltd.

127206, Moscow, 15 Astradamskaya st., build I, room Ne 6
Tel.:+7(495) 600-4414
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30HA ABNAETCA NPOBOAHNKOM A1 TPYOKM, KOTOpas B CBOK O4epeb ABMSeTCS HeO6X0AMMbIM MPOBOJ-
HUKOM [N NTeKapCTBEHHbIX NpenapaTos, BBOAUMbIX B C/1€300TBOAALLME NMYTW NO NPOCBETY MEXAY CU-
NIKOHOBOI TPYOKOI 1 CTEHKaMK CNe3HbIX MyTeid. BBegeHne npenapaToB He06X0AMMO ANt POPMUPO-
BaHWsi CTEHOK MyTel OTTOKa.

30H[, eCTb MPAMON M U30MHYTbINA. B 3aBUCYMOCTIN OT MOZE/N, Ha KOHLE 30Ha MOXET 6bITb HAKOHEUHWK
0/IMBOOGPa3HOM (HOpMbI.

PyCYHOK 1 30H[ C TPYOKOI CUNMKOHOBOWA.
OnucaHmne 340P0BbIX HAa30M1aKPUMa/IbHbIX MPOTOKOB (CNe300TBOAATUX MyTeNR).

CnesHast XX1AKOCTb BblpabaTbiBAaeTCA NMOCTOSAHHO CME3HO Xene30i. Cnesbl OUMLLAOT rasHoe SA6/10KO,
MPensTCTBYA BbICbIXaHWIO POrOBULLbI 1 KOHBIOHKTMBbI, CTEKAIOT CKBO3b 1B TOUEUHbIX OTBEPCTUSA B C/es-
Hble KaHanbLpbl. Cne3Hble KaHabLbl 06beAUHAIOTCA B CME3HbIA MELLOYEK, NepexoasLLmMii B HOCOCNE3HbIN
KaHan. lMocnefHWin OTKPbIBAETCA B NOMOCTb HOCA, Kyfa U CTeKaeT cnesa. JT0 cXema paboTbl 340pOBbIX
Ha30/1aKpUMaJibHbIX MPOTOKOB (CNEe300TBOAALLMX MyTeN).

Buapl 3ab60/1eBaHMs CE3HOro annapara:

[aKp1oageHUT - BOCMNasieHne CNe3HOM Xenesbl,

KaHa/IMKY/IUT - BOCNasieHWe CNe3HbIX KaHa/bLEeB,

[AAKPUOLIMCTUT - BOCNANIEHNE CNE3HOTO MeELLIKa,

[aKPUOCTEHO3 - CYXKEHME UM 06CTPYKUMSA (T.e. HEMPOXOAUMOCTb) C1e300TBOAALLMX MYTeEN,
BPOXAEHHbIE aHOMaNMM CNe300TBOAALLMX NMyTei (annasus, PUCTYbl, AUBEPTUKY/IbI U T.4.),
HOBOOGPa30BaHMA (0NyX0/N) CME3HbIX NYTEN,

Apyrue 3a60/1eBaHNA CNE3HOr0 annapaTta U3MeHEeHWS C/ie3HbIX MPOTOKOB M (HanNpuMep, KaMHU Ce3HbIX
nyTei, HeJOCTaTOYHOCTb CME3HbIX NyTein 1 ap.).

Mpn AaHHbIX 3a00M1eBaHNAX CTyHaeTCAa YaCTUYHAsA WM MOSIHaA HEMpOXOAMMOCTb Ha30/1aKpUMaslbHbIX
MPOTOKOB (CNE300TBOAALLMX MYTEN).

30HAMpoBaTb CNe300TBOAALME MYTV HEOOXOAMMO CBOEBPEMEHHO, TaK Kak HaKOMIeHWe Cresbl MOXET
MPUBECTW K HArHOEHWIO M PacNpPOCTPaHEHUO MH(EKLMM TN1ia3 11 TOIOBHOMO MO3ra.

lNpnsHakn 3ab0neBaHns MOTyT ObITb pa3nnyHbiMK, HO HaYMHAOTCA CO CJZIN3UCTLIX U FHOMHO-CNN3NCTbIX

BblAENEHWIA.
HenpoxoanMocTb Ce300TBOAALLMX MYyTei MOXKeT ObITb, KaK MPUOBPETEHHOM, TaK U BPOXAEHHOM.
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NpUYMHaMN HENPOXOAMMOCTM MOTYT ObITb:

- 3aBOPOT WM BbLIBOPOT BeK, BeAyLUMin K HEeCOOTBETCTBMIO KOMMYECTBA CME3HBLIX TOYEK C/IE3HOMY
03epLly.

- MocTopoHHWe 06pa30BaHMsA B CNE3HBIX MYTAX.

- 3aKynopka unm oTCYTCTBME C/IE3HbIX TOYEK OT POXKAEHUS.

- BocnanuTenbHbIn NpoLecc B CNE3HOM MeLLKe, pa3BMBatOLLMIACS Ha (POHE 06AMTepaLmn UK CTEHO3a
HOCOC/e3HOr0 KaHana.

- Aninepruyeckas, BoCnaanTesibHas, MH(PEKLMOHHAA NaTonorus rnas, Hoca.

mHanmume CAn3NCTbIX NPOBOK B CIE30BbLIBOASLLEN CUCTEME.

mOMyxo/n 1 TpaBMbl.

- BpoxxaeHHble aHoManum (annasus, UCTYbl, AUBEPTUKYbI) U Ap.

OCHOBHOM NPUHLMN BOCCTAHOB/IEHWS MPOXOAMMOCTM - 3TO BOCCTAHOB/IEHWE WM PEKOHCTPYKLMS
APEHAKHbIX CBOMCTB CME3HOr0 (NakpuMManbHOro) KaHana npy NOMOLLUM 30HAMPOBAHWUSA CMe300TBOAS-
WX NyTeN.

OCHOBHOIi MPUHLMM paboThbl MEAULMHCKOTO WU3AENMSt MPU BOCMANEHUSX Ce300TBOAALLMX MyTeld —
ApenupoBanue (PeKOHCTPYMPOBaHME) CNe300TBOAALLMX MyTei 6e3 3HAUMTENbHbIX 3aTPYAHEHWIA U C
MUHUMabHOI TPaBMOI TKaHei, C KOTOPbIMI COMPUKACAOTCA YacT MHCTPYMEHTOB.

BocnaneHne BO3MOXHO Ha BCEM MPOTHKEHUN Ce300TBOAALLNX I'IyTEVI, da TakKe Ha YpPOBHE nroboro
KOMMNOHEHTa Cfle300TBO,£|,F|LIJ,el7I CUCTEMBI. CNE3HbIX KaHa/lbLEB, C/IE3HOIN0 MELUKa, HOCOC/NE3HOIo0 KaHa-

Na.

Mpy BOCNasieHUN BEPXHErO N HMXKHETO C/Ie3HbIX KaHa/bLieB BO3MOXHO UCMO/b30BaHWe 30HA4a lakpu-
Ma/ibHOro npsimoro, mogens 8001; 30HAa NaKpUMaibHOro npsMoro, mogens 8002WO ans MArkomn WMH-
Ty6aumm.

30H[, AeNIMKAaTHO BBOAWTCS Yepe3 BblOPaHHYHO CME3HYH TOUKY U aKKypaTHO MPOBOAUTCS B CE3HbI

KaHan. 30H/ flanee NPOBOANTCS Yepe3 CMe3HbIii MeLLOK B HOCOCNE3HbIN KaHan. Mpu nosisneHnn pa6o-

yeii yacTV 30HAa B HOCOBOW MOMOCTM 30H[, BbITAaCKMBAETCS, BbITAMMBAETCS M3 HOCA C MOMOLLbHO KpHoy-

Ka Unu NobbIX WMNUoB. B cne3ooTBoAsLLMX MyTSX OCTaeTcs CUNMKOHOBaAs Tpy6ka. OHa noapesaeTcs
i [0 HeOBXOAMMON A/INHBI, COOTBETCTB>/OLLEA /11le CIE300TBOAALLEr0 NPOTOKA.

CunmkKoHoBas TPyOKa 1 IBNSETCS HEOOXOAMMbIM NMPOBOAHMKOM /151 IeKapCTBEHHbIX MpenapaTos,
BBOAVIMbIX B CNIE300TBOAALLME MYTW.

Mpom3BoanuTCcs 3aKarnblBaHve (MMM UHCTUNNMPOBAHME) PacTBOPaMM aHTUGAKTEpPUabHbIX, TIOKOKOp-
TUKOCTEPOM/HbLIX MpenapaTos, PepMEHTOB B NMPOCBET CIE300TBOAALLMX MYTei A1 NPOTMBOBOCHA/N-
TeNbHbIX 1 PaccachiBatOLLMX NPOLEAyp Npy (hOPMUPOBAHUM CTEHOK NMPOTOKA.

CvnkoHoBasl Tpy6Ka B NPOCBETE C/IE300TBOAALLMX MyTeld 0CTaeTCs Ha Bpems 10 24 Yacos.

CunKoHOBas Tpy6Ka 3KCMOHMPYETCS B 0ObIYHOM PEXMME C UCMO/b30BaHMEM CreLyanbHOro Kptouka
UMK APYrnX YA0GHBIX XUPYPry MHCTPYMEHTOB.

Ecnn nponcxoauTt 3akynopka Cne3Horo MeLlka co CTOPOHbI NOCOC/e3Noro npoToka Wiy BocnaieHue
CaMoro HOCOC/e3HOro MPOTOKa, TO BO3MOXHO MCMO/b30BaHMe 60/1ee KOPOTKMX 30HAO0B, 30HAA NTaKpu-
Ma/ibHOro npamoro, mogens 8003S 1 30HAA NaKpUMa/ibHOro U30rHyToro, mogens 8003A.

B AaHHbIX C>LasX BXOZ B CNE300TBOAALLME MYyTU OCYLLECTBASETCA CO CTOPOHbI HOCOBOW MOMOCTY:
PeTporpagHoe 30HAMPOBAHWE HOCOC/ME3HOTO MPOTOKA CO CTOPOHbI HMUXKHEro HOCOBOro xoda. [anee
BO3MOXEH MPOXO0/ 10 C/E3HOT0 MellKa. Ha crefytollem aTane HaxaTUeM C YCUIMEM MpOU3BOAMUTCA
MPOKON MeauanbHOW CTEHKW CNE3HOT0 MellKa. HeoGX0AMMO OCYLLECTBATL ABUXEHME afleKBATHO WX
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6. MOKA3AHWMNA, MTPOTMBOIMOKA3AHWMWA, OCJITOXKKHEHWWA, MTOBOYHBbLIE 3 ® EKT b

Moka:)aHwna:
Oﬂean'l/lﬂ npoBoAnNTCA Mpn HasInvynmn Cy)KeHVI[/JI Ha pa3/NnYHbIX YPOBHAX HOCOCNE3HOIo KaHasla Ui ero
CTEeHO3a, NMpu KOTOPOM:

e (OTMe4YaeTCqa NMNOCTOAHHOE CNne30Te4eHUe;

e NoABNAETCA CKNOHHOCTb K VIH(*)VILI,VIpOBaHI/HO KOHBHOHKTWUBbI M1a3a,

* CHWXKaeTCAa OCTPOTa 3PEHNA;

*  UNMEETCA XPOHNYECKOE NN YaCTOo peunansmnpytoLlee socnasieHne (,anpI/IOCTeHO3).

|_|pOTI/IBOI'IOKa3aHVIF|Z

- HOMHbIe 3a60n1eBaHMs BEK U INa3.

- HapyLueHune cBEPTbIBAEMOCTM KPOBW.

- CeppievHo-cocyancTble 3a60/1eBaHMA B CTaaumn AeKOMMEHCaLMN.

- O6LLee TSAXKENOe COCTOSHNE.

- OcTpble BOCNanuTeNbHbIE 3a00/1EBaHNSA BEPXHUX AbIXaTe/bHbIX NyTel (MM XPOHMUYECKME B CTaaum
060CTpeHuns).

OcnoxHeHWNA:

|. I'HTpaonepaLmorLLble 0CNoXK HeHWS:

- KpoBoTeyeHue npu 06LLEM HAPKO3e.

- TpaBma CTEHOK KaHasa.

- KpoBoTeueHwre npu NoBpexaeHnn peLeTyaTbIX apTepuil.
- MoBpexaeHvie CIM3NCTON 060I04KN HOCa.

2. TocneonepauyoHHbIe OCNIOMKHEHUA:
- [HoWiHasA A3Ba POroBuLbl.

- ®nermMoHa opouTsbl.

- Py6Li0Bble npoueccl.

f Mo6o4YHble adh(hpeKThI:

WHoraa B 0611acT pUHOCTOMbI MOTYT 06Pa30BbIBaThCs PYOLbl, UTO HAPYLLIAET OTTOK C/E3HOW XKMAKO-
CTU 1 NPUBOAMNT K PELMAMBY CNE30TEYUEHNS.
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MHCTPYKLU WA MONPUMEHEHMUIO MEONMUWHCKOIo M3genm4d
(TEXHMKA NMCMNONMTb30OBAHWA)

LLlar 1 MaymeHT pacnonaraeTcs Nexalimm HaB3HWYb C NOAHATONW na 15 rpa;iycoB ronosoii.

LLlar 2. Onepauus ocyLLeCTBNsSETCA nof o6LWwmMM 06e3601MBaHNEM Y AETEN U MECTHOW aHecTe3ven y
B3pOC/IbIX (C MCMO/b30BaHMEM HOBOKaMHA UM NA0KaMHA). Mpy NOBbILIEHHON YyBCTBUTE/IbHOCTYM aHe-
CTETUK MOXET AOMOSHUTENIbHO BBOAMUTLCA MOAHAKOCTHUYMO CBEPXY M CHU3Y OT BHYTPEHHEW CBSA3KM
BEKa.

LLlar 3. MpoBepuTb LeNOCTHOCTb MHAMBUAYaIbHON YNaKOBKWN MEAULMHCKOTO U3LENNS.
BCKpbITb UHAVBUAYAbHYO YNAaKOBKY.
MpoBepuTb MPOYHOCTb COEAMHEHMIA 30HA0B 1 TPYOKW.

LLar 4. PacluMpuTb HUXHIOK CMIE3HYIO TOYKY C MOMOLLbH COOTBETCTBYHOLLENO0 MHCTPYMEHTA, YTOObI
N36exaTb HEXeNaTeNbHOW MyUKTOMMACTUKM.

> «©Q

LLlar 5. 30HA BBOAAT Uepe3 OfHY U3 CMe3HbIX TOUYEK M aKKypaTHO MPOABUTatoT Yepe3 CTEHO3MPOBaHHYHO
30HY: Uepes CesHblli KaHaneLll, Cie3Hblii MELLIOK, HOCOC/E3HbI MPOTOK U BbIBOAAT B HOCOBYHO MO/OCT.

Mpy HeO6XOAMMOCTM C MOMOLLbHO 30HAA NPOM3BOAAT PE3EKLMI0 MeaNaUbHO CTEHKM CNE3HOrO MeLLKa.
Mpu 3TOM 13 HEr0 MOXKET BbITeKaTb FHOWHOE COAEP>KIMOE.

LLlar 6. Mog HWXXHel HOCOBO PaKOBWMHOM BbITATMBAIOT CaM CTa/IbHOM TMOKWIA 30HA W NOMYH CUNKO-
HOBYIO TPYOKY 13 NOMOCTU HOCa, YAepXMBasi NPOTUBOMOMOXHBIA KOHEL, 30HA4a MpY MOMOLLM 3aXKKMMa
(Kptouka).

LLlar 7. CBO6OAHbIE KOHLIbI CU/IMKOHOBO TPYOKM CBA3LIBAKOT B HOCOBOV MOMOCTM MPU NMOMOLLM Y3/1a 1
YKOPauMBatOT HOXHULLAMM 10 HEOBXOANMOW L/IMHbI.

B03MO>KHO MCMONb30BaHWE 30H/0B /11 MOHOKaHAUMKYISIPUOiA MHTY6aLMK Cne300 TBOASALLMX Ny Tel, 3a-
| KNtoYatoLLeiics B NPOBEEHNM 30HAA TOMbKO Yepe3 OAWH Ce3Hblil KaHanel. 3TO0 NPUMEHUMO B Caydasx

HapyLLEHNS NPOXOAMMOC T OAHOM CNE3HO TOYUKM LW CNE3HOTO KaHabLa. B faHHOM ciyuae nocne 30H-
AVIPOBaHUS CNE3HOI TOYKN CUIMKOHOBas TPY6Ka BPEMEHHO (PUKCHPYETCS Ha BeKe [0 24 Yacos.

1Mar 8. OKyNSPHYO YacTb CUIMKOHOBOM TPYBKU IUKCUPYIOT K BEKY.
LLar 9. CunmkoHoBast Tpy6Ka B MPOCBETE CIE300TBOASALLMX NyTeli 0CTaeTCca Ha Bpemsi 10 24 Yacos.

LLar 10. N3BneyeHne TpyoOKM M3 NOMOCTU HOCA OCYLLECTB/IIETCA C WUCMO/b30BAHWEM CreLMasbHOro
KpHoYKa Unm apyrux yAo6HbIX XMpypry MHCTPYMEHTOB.

LLar 11. Mocne onepaLmy B Te4eHNE HECKOMbKIUX AHEl BbINOMHSETCS NPOMbIBaHMe CHOPMMPOBAHHOIO
HOCOC/IE3HOr0 KaHa/ia M Ha3Ha4atoTCs rnasHble Kansw.

MPEAYNPEXAOEHWNA, MEPBLI NMPEAOCTOPOXHOC3'W.

He3HauMTenbHOe KPOBOTEUEHME B XO/1e ONEPaLi MOXET ObITb OCTAHOB/IEHO MEPEKMCLI0 BOAOPO/A.
Mocne 0HOPa30BOro UCMO/b30BaHMS MEAULIMHCKOE U3AENNe MOANEXUT 0653aTelbHON YTUNM3aLN.
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15. MAPKMPOBKA

MapKkupoBKa MEAULUHCKOIO n3gennmsa ANsa peannsayunm Ha 3epputopum Pd.

Mcnonb3yemMble CUMBO/bI;

MapKMpoBKa YrNakoBKI MOXET COAEPXKaTb CBEeHNs 0 AUCTPUOLIOTEPE (HaMEHOBaHWe, aapec, KOHTaKT-
Hble jaHHble, JOLOTUM U HbIE).
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MpounsesoguTenb (MecTo NMPOM3BOAC3 Ba MEAULLMHCKOTO U3AeNnNNA)

PST/EYE-KO, Inc. dba Anodyne Surgical

804 Corporate Centre Drive, O'Fallon, Missouri 63368, USA
M3ACcAA-KO, VHk. gba AHogaiiH Cepmkukan

804 KopnopeiTt CeHTep Apaite, O’Pannon, Muccypu 63368, CLLIA
TenegoH: (800) 428-5628, (636) 447-1010

dakc: (636) 447-1786, (800) 774-67247
www.anodvnesunzical.com

YNONHOMOYEHHBbI A npegcrtasmTeNnb nponms3soagnTtend

O6LLEeCTBO C OrpaHUYEHHON OTBETCTBEHHOCTLIO «BU3MOH TEXHOMOMKMN»
(OO0 «Bur3MOH TeXHOMOMKMN»)

127206, r. Mocksa, yn. AcTpagamckas, 4. 15, nomeleHue |, komHata Ne 6
Ten.:+7(495) 600-4414
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