I, Sarah McLoughlin, a notary public authorised to practise
throughout England and Wales, with an office The Friarage 25a
Rickford’s Hill Aylesbury HP20 2RT England, CERTIFY AS

FOLLOWS:

1. Intersurgical Limited is a private company limited by shares
registered under the Companies Acts 1948 to 1976 by the
Registrar of Companies for England and Wales under number
01488409, with registered office at Crane House Molly
Millars Lane, Wokingham, Berkshire RG41 2RZ, England
(the "Company");

2. The attached document entitled "Instructions for Use” and
relating to "Mask anaesthetic facial ClearLite, in versions”
dated 23 June 2020 bears the true signature of Ivan Seniut.

ISSUED under my seal of office and signed by me in Aylesbury,
England, on this third day of July two thousand and twenty.

Sarah McLougMin
Notary Public
Ma Rickford’s Hill
Ayletbury Bucks HPSO eRT
07789:6*%3052
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1. INFORMATION ABOUT DEVELOPER, LEGAL MANUFACTURE
AND MANUFACTURING FACILITIES OF MEDICAL DEVICE

1.1 Developer/Manufacturer:

Intersurgicai Ltd.

Crane House, Molly Millars Lane, Wokingham, Berkshire, RG41 2RZ, UK

1.2 Addresses of Manufacturing Facilities
UAB Intersurgicai
Amioniii g. 60, LT-18170 Pabrade, Lithuania

1.3 Authorized Representative of the manufacturer in Russian Federation:
ZAO Intersurgicali,
117105, Russia, Moscow, Varshavskoe shosse 26, bid. 11.
tel./fax: +7 (495) 771 68 09
email: info@intersurgical.ru
2. THE MAIN INFORMATION ABOUT MEDICAL DEVICE
11 The name o fmedical device
Mask anesthetic facial ClearLite, in versions:
1 Mask anesthetic facial ClearLite, for newborns, 15M, size 0;
2. Mask anesthetic facial ClearLite, for infants, 15M, size 1;
3. Mask anesthetic facial ClearLite, for children, with ring, 22F, size 2;
4. Mask anesthetic facial ClearLite, for children, without ring, 22F, size 2,
5. Mask anesthetic facial ClearLite, for adults small, with ring, 22F, size 3;
6. Mask anesthetic facial ClearLite, for adults small, without ring, 22F, size 3,
7. Mask anesthetic facial ClearLite, adult medium, with ring, 22F, size 4;
8. Mask anesthetic facial ClearLite, adult medium, without ring, 22F, size 4;
9. Mask anesthetic facial ClearLite, adult large, with ring, 22F, size 5;
10. Mask anesthetic facial ClearL.ite, adult large, without ring, 22F, size 5
11. Mask anesthetic facial ClearLite, for adults very large, with ring, 22F, size 6;
12. Mask anesthetic facial ClearLite, for adults very large, without ring, 22F,
size 6.
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1. CBEAEHWA O PASPABOTUYUKE,NMPOVN3BOAUNTENE N MECTE
MPOVN3BOACTBA MEANLMHCKOIO USAENUNSA
1.1 PaspaboTtuuk /lMponssoaunTens:

Intersurgicai Ltd. ("l HTepcemkvkan Jita.")

Crane House, Molly Millars Lane, Wokingham, Berkshire, RG41 2RZ, UK
(BenmkobpuTaHus)

1.2. Appeca MecT Nnpou3BoACTBa MeAULLMHCKOIO N3Lenunsa:
UAB Intersurgicai
Amioniq g. 60, LT-18170 Pabrade, Lithuania (JI1Tsa)

1.3. ¥YnonHomoueHHbIli MpegcTaButens MNpoussogutens B Poccuiickoii depepaumnu:
3A0 «MHTEPCEKNKATT»,

Poccug, 117105, r. Mocksa, BapLuasckoe Locce, 4. 26, cTp. 11,

Ten./thakc: +7 (495) 771 68 09

email: info@intersurgical.ru
2. OCHOBHbIE CBEAEHVNA O MEAVNLMHCKOM U3AENNN

2.1. HavmeHoBaHue MeauLMHCKOro nsgenvs

Macka aHectesvonornyeckas nmuesas ClearLite, B BapyaHTax UCMOHEHS:

1 Macka aHecTesvonormyeckas nnuesas ClearLite, 419 HOBOPOXAEHHbIX, 15M, pasmvep O;
2. Macka aHecTeavonormnyeckas nvuesast ClearLite, ans rpyaHbix geteid, 15M, pasmep 1;
3. Macka aHecTte3nonorunyeckas nuuesas ClearLite, ana geteit, ¢ KonbLom, 22F, pasviep 2;
4. Macka aHecTte3unornormyeckast nnuesas ClearLite, gns geteld, 6e3 Konbla, 22F, pasvep2;
5. Macka aHecTesvonorudeckas niuesas ClearLite, na B3poc/bIx Masiast, ¢ KonbLoM, 22F,

paswvep 3;

6. Macka aHecTesvonormyeckas nnuesast ClearLite, ans B3pocbIxX Manasi, 6e3 KonbLa, 22F,
paswvep 3;

7. Macka aHecTesuornormyeckas nnuesas ClearLite, 415 B3poC/bIX CpeHss, € KombLom, 22F,
paswvep 4;

8. Macka aHecTesvonornyeckas niuesas ClearLite, ans B3pocribIx cpefHss, 6e3 KonbLia, 22F,
paswvep 4;

9. Macka aHecTesuornormyeckas nnuesast ClearLite, 4ns B3poc/ibIx 60/bLUasA, C KOMbLOM,
22F, pa3wvep 5,

10. Macka aHecTeauonornyeckas nuuesasi ClearLite, ans B3pocrbIx 60/bLLUast, 6e3 KonbLa,
22F, pa3wvep 5,

11. Macka aHecTe3unonornyeckas muesas ClearLite, 415 B3poc/bIX 04eHb 60/1bLLas, C
KO/bLOM, 22F, pa3mep 6;

12. Macka aHecTe3unonornyeckas muesas ClearLite, 415 B3poc/ibIX 04eHb 60/1bLLas, 6e3
KonbLa, 22F, pa3mvep 6.




2.2. Intended use ofthe medical device
ClearLite anesthetic facial mask with many design options is designed to
deliver anesthetic gases into patient (during the anesthesia administration and
maintenance period), as well as to provide manual ventilation (during
resuscitation, for example)

2.2.1 Description o fthe medical device
ClearLite anesthetic face mask with many design options is a flexible molded
product of an inversed (face fitting) anatomical shape with an uninflatable
curved flat cuff along the edge of the mask. The mask body has a double-side
contractions for better finger gripping. In the (top view) projection, the mask
has a shape of a smooth oval with the nose-area protrusion. The mask
architecture is optimized in regards to the minimum priming volume, or dead
space. On top of the mask there is a 15M (15 mm diameter) or 22F (22 mm
diameter) connector, depending on its size, and ISO 5356 cone-type
connectors. The mask body is transparent. The mask can be supplied with or
without the mask holder ring based on the appropriate sizes (Fig.l). The mask
holder ring has four retaining pins. The coupling size (inner diameter) of the
mask holder ring is 22 mm. The cuff is profiled, with an extension to the nose
area. In the nose area, the cuff is transversely reinforced with the ribs made of
the cuff material to ensure a tighter fitting in this area. The mask body is
marked with the manufacturer's brand name and size. To range the masks by
cuff size, a color-coded indication is used (Fig.l).
The device is non-sterile and of single use. Each mask is individually
packaged. The product in a package is clinically clean, produced and packaged
in clean rooms and in controlled environment. The Intersurgical production
facilities are certified under ISO 9001, 1ISO 13485 and Directive 93/42/EEC.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

2.2. HasHayeHue MeauLMHCKOro U3aenms

Macka aHecTesvonornyeckasn nmuesas ClearLite, B BapraHTax UCMOMHEHWA MpeaHasHauC.
N9 MOfauM aHeCcTesMpyroWMX ra3oB nauueHTy (B nepuoj BBEOEHUA W MOAAEPXaHWA
aHecTe3nmn), a TaKke A1 06ecriedeHnss PYYHON BeHTUNAUMK (Hanpumep, BO Bpems
peaH1MaLm)

2.2.1 OnucaHne MeauLMHCKOro nsaenus

Macka aHecTesvonormnyeckast nmuesas ClearLite, B BapyiaHTax WCMOMHEHWA NMPeLCTaBNseT
co6oii rMokoe thopMyemoe M3aenne 3epkaibHo (Mo ropme NnLa) aHaTOMUYECKON (hopMbl
C HepaszlyBaeMoli NI0CKOM U30THYTON MaHXETOM Mo KPOMKe Macku. Kopryc Mackv vmeet
[IBYXCTOPOHHEe Cy>KeHvie /19 NydLLero nasibLeBoro 3axeata. B mpoekuyn (cBepxy) Macka
MMeeT (POPMY BbITAHYTOrO B HOCOBOM YacTW [/1aBHOrO OBasia. APXUTEKTypa Macku
OMTUMM3MPIOBaHA C TOYKWM 3PEHVSI MMHUMASILHOrO OObEMa 3arosiHeHus - “MEpTBOro"
npocTpaHcTBa. CBEpPXy Ha MacCKe BbIMO/HEH COEAMHUTENbHBLIA KOHHEKTOP Tuna 15M
(avametp 15 Mm) nmn 22F (grametp 22 Mm) B 3aBUCUMOCTY OT pasmepa. CoeanHUTe bHbIe
KOHHEKTOpbl KOHycHoro Tuna no 1ISO 5356. Kopryc Macku mpo3payHblit. Macka MOXeET
ObITb NPeACTaB/eHa C KOMbLIOM MacKofepkaTesisi win 6e3 B COOTBETCTBYHOLLMX pa3mMepax
(puc.1). KombLo MackodepkaTens WMeeT ueTbipe (mkcatopa. [locafouHblin - pasmvep
(BHYTPEHHMIA ayiaMeTp) Korbla Mackofepkarens 22 MM. MaHxeTa, npoguimpoBaHHas ¢
pacLLypeHMeM K HOCOBOM YacTi. Ha MaHXeTe B HOCOBOW YaCTW BbIMO/IHEHO MOMepeyHoe
apMypoBaHue B Bie pébep V3 maTepuasia MaHXeTbl [/19 0becrieyeHns 6onee MioTHOro
npuneraHs B HOCOBOM 06facTW. Ha Kopryce MaCKM HaHeCEH (DMPMEHHbIN  3HaK
npov3BoauTeNs U pasmep. PasMepHbIin psf, MacoK Mo MarXKeTe UMeEET LBETOMHAVKALMIO
(pnc.1).

W3penve  HectepunbHoe.  OfHOPA30BOrO  WCMOMb30BaHMA.  Kaxkgas  Macka B
VHOVBUOYaNbHON YNakoBKe. M3aenve B yNakOBKE KMHMYECKM umcToe. [pom3seaeHo v
YrakoBaHO B YMCTbIX MOMELLEHMSX, B KOHTPO/MpYyemMoii cpefe. [Mpov3BOACTBEHHbIE
06beKTbl Intersurgical cepTudmumpoBaHbl no craHgaptam 1SO 9001, ISO 13485 u
AvipekTvee 93/42/EEC.




2.3. Indicationfor use ) ) o )
The need to provide ventilatory support during anesthesia (induction of

anesthesia), non-invasive ventilation of the lungs, emergency situations, etc.
Mask anesthesia is used for low-traumatic, short-term operations that do not
require muscle relaxation. Mask anesthesia is performed saving spontaneous
breathing of patient.

24. Contraindications

It can not be used in case of respiratory disorders and disorders of other vital
organs. During mask anesthesia, careful monitoring of the patient's condition is
required.

2.5. Scope o fapplication ofthe medical device

Anesthesiology, surgery, intensive care, emergency care, otolaryngology.

26.  Conditions ofuse

The medical device is used in medical institutions.

2.7. Possible side effects when using a medical device

When using masks, there is a risk of obstruction of upper airway (tongue
retraction, vomit aspiration, laryngospasm), as well as the possibility of
respiratory depression.

The use efficiency of anesthetic masks depends on their correct size selection.
2.8. Potential user

Qualified medical personnel.

3.PRINCIPLES OF MEDICAL DEVICE OPERATION AND

ClearLite anesthetic face mask with many design options is connected to
instrumental respiratory system as the endpoint interface for patient during
inhalation anesthesia and (or) artificial lung ventilation (ALV). The mask is
applied to the patient's face. The mask is oronasal. To supply breathing gas, a
breathing circuit or resuscitation breathing bag is connected to the mask. By
using the mask, it is possible to provide non-invasive ventilation of the patient
during anesthesia and ALV. After applying the mask to the patient's face,
providing the correct size is chosen, the space under the mask shall be air-tight
sealed. This can be achieved due to the cuff deformation when the mask is
pressed down. Thank to the improved anatomical design of the body and cuff
shape, ClearLite anesthetic face mask provides a better seal with a minimal
pressure on the facial tissue, reducing the risk of unnecessary discomfort or
potential injury. Its high airtightness allows the Clinician to provide, among
other things, optimal manual ventilation of the patient both during anesthesia and
ALV, as well as in emergency situations. The mask design is optimized so as to
reduce the priming volume, or dead space, for the reduction of
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2.3. INokasaHua

HeobxoanmocTb obecrieveHns AbIxaTe/IbHON NOAAEPXKY MPY HAPKO3e (MHAYKLMM HapKO
HEWMHBA3VIBHOM BEHTUMIALWN JIETKMX, 3KCTPEHHbIX CUTyauusx W ap. MacCOouHbIA HapKo3
NPUMEHSIETCA MNP Ma/IOTPaBMaTUYHbIX, HEMPOAO/HKUTENBHBLIX Orepauyisix, He TPebyHoLLmMX
Mvopenakcaumm. MacouHbIin HapKo3 NPOBOAUTCA Ha CMOHTAHHOM [bIXaHWW MaLyieHTa.

24. TlpoTwBOMNoKasaHusa

Henb3s MNpUMeHATb MpW  PacCTPOMCTBaxX [AbIXaHWA W HapyLLeHUsX (YHKUMIA  Opyrux
YXM3HEHHO BaXKHbIX OpraHoB. BO Bpems MacouyHOro Hapkosa HeoOXOAMMO TLLATebHOe
HabtofeHMe 3a COCTOSHMEM MaLeHTa.

25.  O6nacTb NpUMeHeHUs

AHECTE3VONOrUSA, XMPYPrs, peaHMaLms, SKCTPeHHas MOMOLLb, OTOMTaPUHIO/OT A

2.6. Ycnosua npuMeHeHns

Me o LMHCKOe U3[eNMe UCTIONb3YETCA B MEAULIMHCKUX YUPEXKAEHUAX.

2.7. B03MO>KHble NO6OYUHbIE AEACTBUS NPY UCMONb30BaHUIA MEAULIMHCKOTO N3AeNms
Mpy MCNoMb30BaHMM MacoK CyLLECTBYET OMaCHOCTb HapyLUeHWs MPOXOAUMOCTM BEPXHUX
AbIXaTeNbHbIX MyTel (3anafeHe S3bIKa, acrivpaLys PBOTHBIX Mace, lapiHrocnasM), a Takke
BO3MOXKHOCTb YIHETEHMA AbIXaHWA.

SNPEKTMBHOCTL  MCMOMb30BaHWSA AHECTE3NO/OMMYECKX MACOK 3aBUCUT OT MPaBW/IbHOMO
BblOOpa pasmepa.

2.8.  ToTeHUmanbHbIN NoNb30BaTENb
KBanmhmuypoBaHHbI MEAVLIMHCKIA NepcoHarn.

3. ONMWCAHUE MPUHLUWNMOB, HA KOTOPbIX OCHOBAHA PAEOTA
MEAVNLUWMHCKOIO U3AENNA, N X OCOBEHHOCTW
Macka aHecTe3unonornyeckas ivuesas ClearLite, B BapyaHTax WCMOMHEHWA BK/THOYAETCH B

CXeMY MHCTPYMEHTa/TbHOM AbIXaTe/lbHON CUCTEMbI KakK KOHEUHbIA MHTepeic nauveHTa npu
MPOBEAEHUN UHIIALWIOHHOrO HapKo3a M (M) UCKYCCTBEHHON BeHTUAUMM NErkux (VIBJT).
Macka HaknafpIBaeTcs Ha Lo naumeHTa. Macka opoHasasibHas. 19 nogayum fbixaTebHol
CMECK K Macke MOAKMOYAETCA [bIXaTe/bHblA KOHTYP WM peaHUMALWOHHBIA AbiXaTe/bHbIiA
MelwoK. Ipyv  1cro/b3oBaHMM  Mack  0OEeCreunBaeTcs  BO3MOXHOCTb  HEMHBA3VBHON
BEHTUNALMW NaumeHTa Npy Hapkose 1 VIBJ1. Tocne HanoXeHna Mackv Ha Lo naumeHTa npu
MNpaBWILHOM BbIOOpe pa3Mepa A0/mKHa ObITb 0GecrneyeHa repmeTysaLmnsa NpOCTPaHCTBa Mof
MacKoi. 3T0 JOCTUraeTcs 3a CHET AechopMaumy MaHXeTbl MpU NpYKaTMA Macku. brarogaps
Y/YULLEHHOMY — aHaTOMMYeCKOMy Au3aiiHy  (popMbl  KOpryca WM MaHXeTbl  Macka
aHectesvonorndeckass nivueeas  ClearLite obecrieusBaeT fiyullee  Y/IOTHEHVE  Mpu
MUHV/Ma/IbHOM [ABMIEHUMN Ha TKaHW SN, CHWDKAA PUCK HEHY)KHOTO Auckomdopta win
NOTEHUMaNbHON TpaBMbl. BbICOKasi repMeTUYHOCTb, B TOM YuC/e, MO3BOMSET KMHULMCTY
obecreunTb ONTUMAbHYHO PYYHYKO BEHTWIALMIO MauyeHTa Kak Mpy aHecTesun, Tak W
nposeaeHn VIBJ1, B TOM uuciie M B 4pesBblbaiiHbIX CUTyauusix. KOHCTPYKUMS Mackui
OMNTMM3MPOBaHa TakKvM 006pa3oM, 4TOObl YMEHbLUMTL O06bLEM 3anofHeHWs - “MEPTBOoe™




rebreathing during ventilation.

4,DIRECTIONS FOR USE
Examine a package, make sure that it is not damaged, open the package, inspect
the device and make sure that its body and internal parts are not damaged.
Attach the distal end of the breathing circuit (connector, etc.) to the mask
connector or install the mask on the output connector of the resuscitation
breathing bag.
Press the mask down to the face, pressing on its body with the thumb and
forefinger of the left hand. The ring and middle fingers shall embrace the lower
jaw, straightening the head in the atlanto-occipital joint. The little finger shall be
disposed at an angle to the lower jaw and pull the jaw forward, ensuring the
airway patency.
Attention! The pressure of fingers should be applied to the bone of the
lower jaw, but not to the soft tissues of the tongue base as long as it can lead
to respiratory obstruction!
In difficult situations both hands shall be used to ensure the lower jaw extension:
the thumbs shall press the mask against the face, but the tips or joints of the
other fingers shall pull the jaw forward.
In case of toothless jaw, the problems to ensure airtightness may occur. It is
recommended to put gauze pads behind the cheeks.
Airway patency can be maintained by an oral or nasopharyngeal airway.
Some methods involve the using of mask holder to apply the mask to the
patient's face through the mask holder ring. In this case, an elastic mask holder
with four perforated belts is used.
When using the mask, the continuous monitoring of the patient's condition is
required, including the monitoring of how the mask exerts influence on the facial
skin covering.
During ALV, the airway pressure shall not exceed 20 cm of water column.

5. BASIC TECHNICAL CHARASTERISTICS
5.1 General view of the medical device
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MPOCTPAHCTBO -/19 YMEHbLLEHWSA BO3BPATHOIO AbIXaHWS MpU BEHTWIALWN.
4., CNMOCOB MPUMEHEHUA

OCMOTpETb YMakoBKY, YOeaUTLCA B OTCYTCTBUM €6 MOBPEXAEHWA, BCKPbITb YMakoBKY,
OCMOTPETb U3AeNMe N y6eauTbCA B OTCYTCTBMM MOBPEXAEHMI KOpryca M BHYTPEHHWX
yacTei.

MoACTbIKOBaTb K KOHHEKTOPY MaCKM [AWCTa/bHbIA  KOHEL, AbIXaTe/lbHOro  KOHTypa
(coegmHUTENA 1 ApP.) WK YCTaHOBUTL MackKy Ha BbIXOAHOW COEAUHUTENb PeaH MALIOHHOIO
[bIXaTelbHOro MeLLka.

MpwxaTb Macky K Uy, HafaenvBas BHU3 Ha €€ Kopnyc 6O/MbLUMM W YyKasaTeSlbHbIM
na/tbLiaMy NeBoin pykn. CpeaHuiA 1 6e3bIMAHHBIA NasibLbl OXBATLIBAKOT HYDKHIOK YE/HOCT,
pa3rnbas rosioBy B aT/laHTO3aTbUIOYHOM COUSIEHEHMW. MU3MHEL, pacriofioXeH oA, Yr/ioM
HVDKHEN YeNIkoCTY U BbIABUIaeT Ye/tocTb Briepér, obecrieunsas MPOX0AMMOCTb [bIXaTe/lbHbIX
nyTel.

BHumaHune! ,ﬂ,aBneHme nanbues AO/HKHO pacnpocTpaHATbCA Ha KOCTb HUXHEN
4YenrwcTtn, HO He Ha MArkKne TKaHu, nexauwne B OCHOBaHMW A3blKa, — 3TO MOXET
Bbl3BaTb OOCTPYKLMIO AblXaTeNbHbIX NyTeW!

B TpYAHbIX CUTYaUMsAX /15 06eCNIeUEHS BbIABYKEHNS HIDKHEN YeMKOCTU UCMO/b3YHOTCA 06e
PYKUL: GOMbLUMMY NasibLAMM Macka MPYDKMMAETCA K /LY, & KOHYMKamMn Wi CycTaBamu
OCTa/IbHbIX Ma/bLEB BbIABUratOT Ye/oCTb Brepés.

B cnyyae otcyTCTBUA 3y60B MOTYT BO3HUKHYTL MPO6/eMbl C 06ecrieyeHeM repMeTUUHOCTU.
PeKOMeHLYeTCA 3a/I0KUTb 3a LLEKW MapsieBble CaneTKu.

MPOXOAUMOCTL  AbIXaTesbHbIX MyTel MOXHO MOAAePXaTb POTO - WM HOCOM/IOTOYHbIM
BO3/yXOBOZOM.

HekoTopble METOAVMKW MpefycMaTpuBaloT /19 (MKCALyM Macku Ha fiue  nauueHTa
CMO/b30BaHNE MacKOepKaTessi, KOTOpblA (PUKCMPYET MacKy Ha /iMue Yepe3 KosbLo
mackogepkatens. Mpy 3TOM MCMOMb3YeTCA 3M1aCTUUHbI  MacKOLepaTefb € YeTbIpbMA
nepgopUPOBaHHBLIMM PEMHAMM.

MpK MCNoMbL30BaHNN MaCKW HEOOXOAMM HenpepbIBHbIA MOHUTOPUHI COCTOSHUS MauyeHTa, B
TOM YMC/Ie U CMIEXEHVIe 3a BO3AEMCTBYEM MacKy Ha KOXHbIe MOKPbITUSA /L.

Bo Bpema VBJ1 faBneHve B abixaTeNlbHbIX MyTAX HE AO/MKHO NpeBbIwath 20 CM BOA,CT.

5. TEXHWYECKOE ONMNCAHWE MEAVWLMHCKOIO rogENNA
5.1 OO6LWWii BUA MeAULMHCKOTO M3aenus



Picture 1 General view of the medical device /PucyHok 1 O6LmiA BUA, MEAVLIHCKOTO U3enns
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1 Mask anesthetic facial ClearLite, for newborns, 15M, size 0 (cuffcolor-blue); 1 Macka aHecTe3vonormyeckas nmuesas ClearLite, 471 HOBOPOXKAEHHbIX,! Si7
(UBET MaHXXeTbl - roy6oNn);

2. Mask anesthetic facial ClearLite, for infants, 15M, size | (cuff color-gray); 2. Macka aHecTesuonormndeckas nmuesas ClearLite, ana rpyaHbix aetein, 15M, pasmep 1
(UBET MaHXXeTbI - Cepblid);
3. Mask anesthetic facial ClearLite, for children, with ring, 22F, size 2 (cuff 3. Macka aHectesuonorndeckas nmuesas ClearLite, 4na geteid, ¢ konbUom, 22F, pasvep 2
color-white); (UBET MaHXETbI - GENbIiA);
4. Mask anesthetic facial ClearLite, for children, without ring, 22F, size 2 (cuff 4. Macka aHecTe3uonormnyeckas niuesast Clearlite, ana feteid, 6e3 KonbUg, 22F, pasmep2
color-white); (UBET MaHXETbI - OefbliA);
5. Mask anesthetic facial ClearLite, for adults small, with ring, 22F, size 3 (cuff 5. Macka aHecTe3uonornyeckas mmuesas ClearLite, 4na B3poc/bix Masias, C KonbLoMm, 22F,
color-yellow); pasmep 3 (LBET MaHXETbI - EMTbINA);
6. Mask anesthetic facial ClearLite, for adults small, without ring, 22F, size 3 6. Macka aHecTesvosnorudeckas nmuesas ClearLite, 4 B3poc/ibIX Masiasi, 6e3 kosnbug, 22F,
(cuff color-yellow); pa3mep 3 (LIBET MaHXETbI - XENTbII);
7. Mask anesthetic facial ClearLite, adult medium, with ring, 22F, size 4 (cuff 7. Macka aHecTesvonormyeckas nuuesas ClearLite, 4ng B3pOC/bIX CPELHAS, C KOMbLOM, 22F,
color-green); pa3mep 4 (LBET MaHXKETbl - 3eM1EHbIN);
8. Mask anesthetic facial ClearL.ite, adult medium, without ring, 22F, size 4 (cuff 8. Macka aHecTe3vonormyeckas nnuesast ClearLite, 4ns B3pocrbIx cpeaHss, 6e3 Konbua, 22F,
color-green); pasmep 4 (LBET MaHXKeTbl —3eN1EHbIN);
9. Mask anesthetic facial ClearLite, adult large, with ring, 22F, size 5 (cuff 9. Macka aHecTesvonornyeckas nmuesas ClearLite, ng B3poC/ibIX 60/bLLASA, C KO/bLIOM,
color-orange); 22F, pa3mep 5 (LBET MaHXKeTbl - OpaHXeBbIit);
10. Mask anesthetic facial ClearL.ite, adult large, without ring, 22F, size 5 (cuff ~ 10. Macka aHecTe3vonormyeckas niuesas ClearLite, 4ns B3poc/bix 60/bLuast, 6e3 KorbLa,
color-orange); 22F, pa3mep 5 (LBET MaHXeTbl - OpaHXeBbIi);
11. Mask anesthetic facial ClearL.ite, for adults very large, with ring, 22F, size 6  11. Macka aHecTe3uosnormnyeckas niuesas Clearlite, ans B3poc/ibIX 04eHb 60/bLLas, C
(cuff color-red); KorbLiOM, 22F, pa3mep 6 (LBET MaHXKeTbl —KpaCHbIN);
12. Mask anesthetic facial ClearL.ite, for adults very large, without ring, 22F, 12. Macka aHecTe3uosnormyeckas niuesast ClearLite, 4ns B3poc/ibIX 04eHb 60/bLLas, 6e3
KorbLa, 22F, pa3Mep 6 (LBET MaHXeTbl —KPaCHbIiA).
5.2 The main components and materials for Medical device 5.2 OCHOBHble KOMMOHEHTbI 1 MaTepuasbl MeAULMUCKOTO U3aenns
Materials Brand and manufacturer Martepuansl Mapka v nponssoanTesb
Polypropylene (PP) PURELL RP373R (7547A), Germany MonunponuneH(PP) PURELL RP373R (7547A), epmaHns
Thermoplastic elastomer (TPE] Evoprene™” LF 6158, Germany Tepmonnactuyeckuii anactomep (TPE)  Evoprene™™* LF 6158, NepmaHns
Low Density Polyethylene ICORENE 1613, USA MonnatuneH Hu3Koi nnotHocT (LDPE) 1CORENE 1613, CLLA
(LDPE) Cony6oii KpacuTenb Riverdale Global, Blue pigment, CLLA
Blue pigment Riverdale Global, Blue pigment, USA Cepblii KpacuTesb Riverdale Global, Grey pigment, CLLA
Gray pigment Riverdale Global, Grey pigment, USA YKENTbIlA KpacuTeNb Riverdale Global, Yellow pigment, CLLUA
Yellow pigment Riverdale Global, Yellow pigment, USA TEMHO-3eNEHBIN KpacuTeb Riverdale Global, Dark-green pigment,
Dark Green pigment Riverdale Global, Dark-green pigment, USA CLA
Orange pigment Riverdale Global, Orange pigment, USA OpaH)XeBblil KpacuTesb Riverdale Global, Orange pigment, CLLUA
Red pigment Riverdale Global, Red pigment, USA KpacHblii KpacuTesb Riverdale Global, Red pigment, CLLA
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Mask anesthetic facial ClearLite are IVF products. In their manufacture, Macku aHecTesvonoruyeckme nuuesble ClearLite oTHocATCA K M3gennam'r A"
polyvinyl chloride (PVC) plastics and phthalates are not used, which WX M3rOTOBMEHAN He WCMOML3YKOTCA MOMBUHUAXOPUAHBIE (MBX) niacTuku
significantly minimizes the possible harmful effects on the patient and the 4TO 3HaUMTENbHO MWHMMM3MPYET BO3MOXHOE BPEAHOE BO3AEMCTBME Ha MaLyieHTa

environment. OKPY>KAtOLLYHO Cpefy.
5.3. Key parameters and characteristics of the medical device 53. OCHOBHbIE NapameTpbl U XapaKTepUCTUKN MeAULUHCKOTO U3Aennsa
Name of MD Mask anesthetic facial Mask anesthetic facial HaumeHoBaHve Macka aHecTesnonormyeckas Macka aHecTesvonoruyeckas
ClearL.ite, for newborns, ClearLite, for infants, MW nuuesas  ClearLite, pans  nwvuesasd  ClearLite,  gns
15M, size 0 15M, size 1 HOBOPOXAEHHbIX, 15M, rpyAHbIX geTeid, 15M, pasmep
Mapametp M 1I\. pa3mep 0 1
Parameter MD
Patient size Neonate Infant BospacTHaa  rpynna HosopoxzeHHble ['pyAHbIE AETU
Size 0 1 naymeHToB
Hook rine No No Pa3mep 0 1
Colour Blue Grey Hanunuue konbua Het Het
Approximate m 39 56 LieT lony6oi Cepblit
volume (ml) o 56
Leneth (mm) 62.8 79.4 0”61";%”"'3”;?;;:;‘:‘% 39
Width (mm) 58.1 59.5 (mn)
Weight (9) 6.19 7.28 OnvHa(mm) 62,8 79,4
Canectlon . 15M - o 15M LvpuHa (M) 581 59,5
Numerical parameter values are nominal values. Limit deviations shall not exceed Bec (1) 6.19 7.28
+10%. CoepuHeHmne 15M 15M
UwncreHHble 3HaYeHVs napamMmeTpOB - HOMUHaSbHbIE 3HaueHVst. [MpefesibHble OTK/IOHEHNS He
npesbilaloT +10%.
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Name of MD

Parameter M D M\,

Patient size

Size

Hook rins

Colour

Approximate fill
volume (ml)

Leneth (mm)

Width (mm)

Weight (g)
Connection

Mask anesthetic facial
ClearLite, adult medium,
without ring, 22F, size 4

Mask anesthetic facial
ClearLite, adult medium,
with ring, 22F, size 4

Medium Adult
4
Yes No
Dark Green
123

1154
87.0

16.96
22F

Numerical parameter values are nominal values. Limit deviations shall not exceed

+10%.

Name of MD

Parameter

Patient size

Size

Hook ring

Colour

Approximate fill
volume (ml)

Length (mm)

Width (mm)

Weight (g)
Connection

+10%.

Mask anesthetic facial
ClearL.ite, adult large,
without ring, 22F, size 5

Mask anesthetic facial
ClearLite, adult large,
with ring, 22F, size 5

Large Adult
<

Yes No
Orange
178

123,0
92,8
19,21
22F
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HanmeHoBaHue
MU

Mapametp MU
Bo3pacTtHas
nauueHToB
Pa3smep
Hanunuune Konbua
LiBeT

rpynna

Mpn6NN3NTENbHbI
06bem 3arosiHeHns

OnvHa (Mm)
LWwnpuHa (Mm)
Bec (r)
CoeguHeHmne

Macka aHecTesnonornyeckas

nvuesas  ClearlLite,
B3POC/IbIX cpeaHss,
KonbLom, 22F, pa3mep 4

Macka aHecTe”

ana  nuuesass  ClearLite,
C B3pOC/bIX  CPefHas,

Konbua, 22F, pasmep 4

B3pocnble (cpegHwuin)

Ja

Het

TEMHO-3eNEHbIN

123

1154
87,0
16,96
22F

YucneHHbIe 3HaYeHVA NapamMeTpoB - HOMUHaSTLHbIE 3HaueHUA. [pefenbHble OTKIOHEHUA He

npesbiwaloT £10%.

HanmeHoBaHue
1%

MapameTp MW
Bo3spacTHas
nauueHToB
Pasmep
Hanwnuune konbua
Liset

rpynna

Mpn6an3nTenbHbIi
06beM 3arofHeHNS
(mn)

OnuHa (Mm)

LWnpuHa (Mm)

Bec ()

CoefnHeHne

Macka aHecTesnonornyeckas

nnuesas  ClearL.ite,
B3POC/IbIX 6onbLuas,
Ko/nbUoMm, 22F, pa3mep 5

Macka aHecTe3nosiormyeckas

ana  nvuesad  ClearLite, gy
C B3poC/biX  Gonblias,  6e3

Konbua, 22F, pasmep 5

B3pocnble (601bLUOIA)

Ja

5
Het
OpaHeBblit

178

123,0
92,8
19,21
22F

YucneHHble 3HaYeHWs NapamMeTpoB - HOMUHaSTbHbIE 3HaueHUA. [peaesbHbIe OTKIOHEHUA He

npesbilaloT +10%.
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Name of MD Mask anesthetic facial Mask anesthetic facial
ClearLite, for adults very  ClearLite, for adults very
large, with ring, 22F, size large, without ring, 22F,

Parameter 6 size 6
Patient size Extra Large Adult

Size 6

Hook rine Yes No
Colour Red
Approximate fill 216

volume (ml)

Leneth (mm) 134.6

Width (mm) 101.3

Weight (g) 22.31

Connection 22F

Numerical parameter values are nominal values. Limit deviations shall not exceed
+10%.

5.4. Information about compatible medical devices

ClearLite anaesthetic face masks can be connected to respiratory circuit
directly or via additional connectors. The configuration may include virus
and bacterial filters, heat and moisture exchangers, which can also be
connected directly to the mask. Oral Guedel airways can be used to
provide non-invasive ventilation by using ClearLite anaesthetic face
mask.

The connecting dimensions of the respiratory circuit elements to be
connected to the mask and the mask connector shall comply with the
requirements of 1805356-1:2015 standard "Anaesthetic and respiratory
equipment". Conical connectors. Part 1. Cones and sockets".

6. MEDICAL DEVICE LABELING AND PACKAGING

Scope of supply for the medical device

The medical device is delivered in individual packaging. Its transportation is
performed in the cardboard shipping boxes made of thick corrugated cardboard.
The shipping boxes have an additional information on the number of units in the
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Macka

nuuesas  ClearlLite,
B3POC/bIX OYeHb 6osbLUas,
6e3 konbLa, 22F, pasmep 6

Macka aHecTe3nonornyeckas
nuuesas  ClearLite, pgna
B3pOC/IbIX OYeHb 60/bLias, C
KonbLuom, 22F, pa3mep 6

HanmeHoBaHuMe
M

Mapametp MU

BospacTtHaa  rpynna B3pocsble (04eHb 60/bLLON)
naymeHToB

Pa3smep

Hanuuune konbua [a Het
LiseT KpacHblit
MpnbAn3nTENbHBINA 216

06beM 3arnosiHeHnA

Onuna (Mmm) 134,6

LLinpuHa (Mm) 101,3

Bec (r) 22,31
CoepunHeHune 22F

UncneHHble 3HaYeHVs NapamMeTpOB - HOMVHASIbHbIE 3HAUEHVS. TpefenbHbIe OTK/IOHEHNA He
npesbiwaoT +10%.

5.4. ViHdpopmaums 0 COBMECTUMbIX MEANLIMHCKUX U3LENNAX

Macku aHectesnonornyeckue nuuesble ClearLite nogknoyaoTca K AblXaTeflbHOMY
KOHTYPY HernocpeACTBEHHO WM 4epe3 [AOMOMHUTENbHbIE COeauHuUTeNn. B cxeme
MOXeT CNO/b30BaTLCA BMPYCO-6aKTepuabHble hunnbTpsbl, hunnbTpb
TensoBNaro06MeHHNKN,  TEMIOB/aro0OMEeHHNKW,  KOTOpble  Takke — MOryT
MOLK/MNOYATLCH HenocpefCcTBEHHO K Macke. [na  obecneyeHuss MpPOXOLMMOCTY
AblXaTeflbHbIX MyTeld MpU  HEWHBA3WBHON BEHTUNALUMM C MPUMEHEHWEM MacKu
aHecTe3snonoruyeckoin nuuesoir  ClearLite MoryT ucnonb3oBatbCid  OpasibHble
BO34yxoBofp! 'Befena.

CoefuHUTENbHbIE pa3sMepbl CTLNCYEMbIX C MACKOM 3N1EMEHTOB [bIXaTe/lbHOro KOHTypa
1 COEAVNHUTENBHOIO KOHHEKTOpa Macku [LO/MKHbI 0TBeYaTb TpebOBaHMAM CTaHAapTa
1805356-1:2015 "Annapatbl WHraNALMOHHOW aHecTe3sun U  UCKYCCTBEHHOW
BEHTUNAUMM Nérkmx. KoHWYecKkune coefuHuUTeNbHble 3nemMeHTbl. Yactb 1. KoHycobl
rHésga".

6. CBX2 M O MAPKMPOBKE U YNAKOBKE MEAHIOVWHCKOIO W AKAM
KoMNMeKT NOCTaBKU MeAULLMHCKOTO n3fenmns

MeOuumHCKoe M3fienve MOCTaB/SETCA B MHAVBUAYa/bHOW YnakoBKe. TpaHCropTMPOBKa
OCYLLIECTB/IAETCA B TPAHCMOPTHBLIX KAPTOHHLIX KOpPOGax W3 M/IOTHOTO ropYPOBaHHOIO
KapToHa. TpaHCropTHble Kopo6a AOMOMHUTENIbHO COAEPXaT MH(OPMaLM0 O KOMUYecTBe
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box. eVHUL, B KOpOGe.

Instructions for use are supplied with the multi-unit package of devices. WVHCTpYKUMS MO NPUMEHEHMIO MOCTaB/ISETCA BMECTE C FPYNMOBOiA YMaKOBKOW M3OET \br-
6.1 Symbols present on the packaging 6.1 PaclundpoBKa CMHBOMOB, MPUCY T CTBYHOLLMX HA YaKOBKe
Cumson / Symbol Pacwud poska /Description
MpounssoauTens / Manufacturer
bl 1
Kog maptum / Lot number
ILOTI

Homep no katanory / Catalogue Number

[nsa ogHokpatHoro npumeHeHns / Single Use

Mcnonb3osatb go / Use before
[Jata vzrotosneHus / Manufacturing date

Os3HayaeT, 4TO [JaHHOe YCTPOWCTBO OTBEYaeT TpebOoBaHMAM
A A 010 EBponeiickoin AnpeKTVBbl 0 MeAUUMHCKUX nprbopax 93/42/EEC / CE

-mark, conformity with requirements of European regulations.
Tonbko no npeanucaHnto Bpada / Only on doctor's orders

Rx ONLY
He cogepxuT HaTypanbHbIiA natekc / Does not contain natural latex
He cogepkut nomvsuHunxnopug / Does not  contain
polyvinylchloride
QTY KonnuecTso m3genwii B kopobe / Number of products in a box

TeMnepaTypHbIi1 avanasoH / Temperature range

12
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Obpartutecb K MHCTpyKUMM 1o npumveHeHuo/ Refer to the
instructions for use

L

He mcnonb3oBaTb Npy nospexxaeHnn ynakosku/ Don't use if package

( § ) is damaged

[JvianasoH BraxkHocTi/ Humidity range

AnuporeHHo/ Apyrogenic

He gonyctutb BO3aeiiCTBME COMHeYHOro ceeta/ Keep Away From
Sunlight

3Hak cooteetctBua TOCT npu aeknapyposaHiy npogykuum/ Mark
GOSTR

6.2 Packaging Details 6.2 CsefjeHus 06ynakoBke

The medical device is supplied in individual packaging made of polymer MeguuyHCKOe W3aenMe MOCTaBNSETCA B VHAMBWLYANbHOW YMakoBKe U3 MOSMMEPHOrO
material. Its transportation is performed in the cardboard shipping boxes made of maTepuasia. TpaHCMOPTUPOBKA OCYLLECTBNAETCA B TPAHCMOPTHBLIX KApPTOHHBIX KOpobax U3
thick corrugated cardboard. The shipping boxes have an additional information n/0THOrO rogPUPOBaHHOrO KAapTOHAa. TpPaHCMOPTHble KOpoba LOMOMHUTENLHO COAEpKaT
on the number of units in the box. MH(hOPMALIMKO O KO/IMYECTBE eAVHILL B KOPOOe.

The materials used for packaging does not have harmful effects on its contents. Martepuasibl, MCMOMb3yeMble N9 YMNAKOBKY, He OKa3blBatOT BpefHbIX BO3AEMCTBUN Ha
The package design and material have such their corresponding properties in  cofepxviMoe. Matepvian 1 oopMIEHNE YaKoBKY 06/1afatoT Tak MY CBOVICTBaMM, YTOObI:

order to: - 06eCneYnNTL COXPaHHOCTb M3AENMA MPU XPaHEHWN B CYXUX, YNCTBIX YCIIOBUSX;
- ensure the safety of the device when it is stored in dry, clean conditions; - CBECTW K MUHUMYMY OMacHOCTb 3arps3HeHVs COAEPXMMOro B NMPOLECCe OTKPbIBaHKA.
- minimize the risk of contamination of its contents during the opening
procedure.
13
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Data on the packaging of a medical device (according to the decision of the [laHHble MO YNakoBKe MEAVLIMHCKOro m3ge/ms (Mo peLleHnto npoimoSiTsS;

manufacturer, the number of products in the transport box can be changed):

Version of the medical device Quantity of pcs Pallet quantity KonnuectBo MM Konuuectso M
in the transport pcs B TPAHCMOPTHOM Ha NasineTe, LUT.
box Kopooe, LT,

BapuaHT ncnonHeHna M

Mask anesthetic facial ClearL.ite, 40 2560 Macka aHecTe3nonormyeckas nmLeBas 40 2560
for newborns, 15M, size 0; ClearLite, s HOBOPOXAEHHBIX, 15M,

pasvep 0
Mask anesthetic facial ClearLite, 30 1920 Macka aHecTe3no/1ornyeckas nmLeBas 30 1920
for infants, 15M, size 1; ClearLite, gna rpyaHbix [feTeid, 15M,

pasmvep 1
Mask anesthetic facial ClearLite, 25 1600 Macka aHeCTe3Vo/oryeckas mLEBas 25 1600
for children, with ring, 22F, size 2; ClearLite, ona peteir, ¢ KombLoMm, 22F,

pasmep 2
Mask anesthetic facial ClearLite, 25 1600 Macka aHecTe3Voormyeckas nnLeBas 25 1600
for children, without ring, 22F, size ClearLite, ans neteit, 6e3 Konbla, 22F,
2 pasvep2
Mask anesthetic facial ClearLite, 35 1120 Macka aHecTe3VonorMyeckas nnLeBas 35 1120
for adults small, with ring, 22F, size ClearLite, ana B3poCibIiX Masiasd, C
3 KonbLoMm, 22F, pasvep 3
Mask anesthetic facial ClearLite, 35 1120 Macka aHecTe3Vo/ornyeckast nLeBas 35 1120
for adults small, without ring, 22F, ClearLite, gna B3poc/nbIX Manasi, 6e3
size 3 KonbLa, 22F, pasvep 3
Mask anesthetic facial ClearLite, 3% 1120 Macka aHecTesvo/ornyeckast nLeBas 35 1120
adult medium, with ring, 22F, size 4 ClearLite, pna B3poC/bIX cpeaHss, C

KonbLoMm, 22F, pasvep 4
Mask anesthetic facial ClearLite, 35 1120 Macka aHecTe3noonryeckas nmLesas 3H 1120
adult medium, without ring, 22F, ClearLite, gns B3pocnbIX cpeaHssi, 6e3
sized Konbua, 22F, pasvep 4
Mask anesthetic facial ClearLite, 35 1120 Macka aHecTe3VoIormyeckas SmLeBast 35 1120
adult large, with ring, 22F, size 5 ClearLite, ana B3poc/bIX 60/bLLUASA, C

KO/bLIOM, 22F, pa3mMep 5
Mask anesthetic facial ClearLite, 3H 1120 Macka aHecTe3V0nornyeckas nvLeBast 3b 1120
adult large, without ring, 22F, size 5 ClearLite, pns B3pocbix 6orbLUas, 6e3

Konblga, 22F, pasvep 5
Mask anesthetic facial ClearLite, 20 640 Macka aHecTe3Vo/orHecKas mLeBas 20 640

for adults very large, with ring, 22F,
size 6
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ClearLite, [ans B3pOC/bIX  O4YeHb
6onbLLas, ¢ KonbLoM, 22F, pa3vep 6
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Mask anesthetic facial ClearLite, 20 640
for adults very large, without ring,
22F, size 6°

7. CONDITIONS OF TRANSPORTATION, STORAGE AND
OPERATION
7A Operating conditions

Temperature, °C From +10°C to +40°C

Humidity, % No more than 80%
7.2 Storage

Temperature, 'C From +5°C to +25°C

Humidity, % No more than 95%

7.3 Transportation

The medical device is transported using all available modes of transportation
in the covered vehicles according to the transportation rules forced on each
transportation mode.

The medical device is transported at temperature from -20 °C to +40 °C and
air relative humidity no more than 95% (without condensation).

8. SHELF LIFE
Shelflife of the medical device - 5years.

9, WARNINGS AND PRECAUTIONS

YQUmay not reuse the masks which are disposable devices.

The quality of the devices can be guaranteed only if there are no signs of
damage to the packaging.

The masks shall only be used by the persons who have received the
necessary training and instructions from qualified medical personnel. The
improper use of these devices may cause harm to patient.

For effective mask ventilation, a tight fit of the mask to the face and secure
airways are required.

The duration of application can be determined in combination with other
devices (circuits, etc.). Time of use is 24 hours (during long-term
ventilation). The mask shall be applied to single patient. After use, it is
subject to disinfection and disposal.
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Macka aHecTe3uonormyeckas nnLeBas 20
ClearLite, pana  B3pOC/bIX  O4YeHb
6onbLast, 6e3 KonbLia, 22F, pasmep 6
7. YCNOBUA SKCIJTYATAUNN, TPAHCIIOPTUPOBAHNA N XPAHEHNA

7.1 YcnoBua akcnayaTauum
Temnepatypa, °C
BnaxxHocTb, %

Or+10‘Cpmo+40'C
He 6onee 80%

7.2 XpaHeHvie
Temnepatypa, *C
BnaxkHocTb, %

Or+5°Cpo+25'C
He 60nee 95%

7.3 TpaHcrnopTupoBKa

W3penma  TpaHCMopTMPYHOT BCEMM BUAaMM TPaHCMOpPTa B KPbITbIX TPAHCMOPTHbIX
CpeAcTBax B COOTBETCTBMM C MNpaBWiamMn MEpeBO3KM TPy30B, AEVCTBYHOLMX Ha
TpaHCMopTe KaxKaoro Buaa.

MeOuUnHCKMe m3fenus TPaHCMopTUPYHOTCS Npu Temnepatype ot - 20°C go +40°C wm
OTHOCUTE/IbHOIN B/IXXHOCTM BO3fyXa He 60/1ee 95% (6e3 KoHAeHcaLmm).

8./3aen119 He [OMKHbI NOABEPraTbCA BO3AEMCTBUIO MPSMbIX CONMHEYHbIX /TyYei.

8. CPOKT'OAHOCTUN

CpOoK rogHoOCTV MeAULMHCKOrO mU3fenus - 5 ner.

9, TPEBOBAHVA BE3ONACHOCTW 1 MEPBLINMPEAOCTOPOXXHOCTU
Macky,  SBNAIOLLMECH  M3LE/MAMM  OAHOPA30BOTO  WCMO/b30BaHWS,  3arpeLLeHo
CNOMbL30BaTh MOBTOPHO.

KauecTBO um3ae/mMiA rapaHTVpYeTCs TOMbKO MpW OTCYTCTBUM CefloB  MOBPEXKAEHMS
YMaKoBKW.

Mackv  [O/MKHbI  MPUMEHATLCA  TOMIbKO  IMUAMK,  MOTYYMBLUMMK  HEOOXOAVIMYHO
MOArOTOBKY N MHCTPYKUMM OT KB/M(DMUMPOBAHHOIO MeanepcoHasia.  HernpasusibHoe
MPUMEHEHVIE 3TUX M3LENNIA MOXKET HAHECTU BPeS, MaLWeHTy.

[ns abheKTVBHOM MACOYHOM BEHTUNALMM HEOOXOAMMO repMETUYHOE NMpUsIeraHme Macku
K /LYY Y1 NPOXOAUMbIE [bIXaTe/bHble MyTU.

[/TeNbHOCTb MPUMEHEHNS MOXKET OMPeLEeNAaThCA B KOMIUIEKCE C APYTMMI V3AENNAMU
(KOoHTypamu 1 T. f.). Bpema ucnonb3oBaHWs 24 yaca (Mpy J/IMTENbHOW BEHTUMALMN).
Macka nprMeHseTCs Ha O4HOM MauyieHTe. loc/ie NPUMEHEHVS NOLIEXUT Ae3VHMEKLMN 1
YTUAM3aLMN.
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10.THE INFORMATION ABOUT AVAILABILITY IN THE MEDICAL
PRODUCT OF THE MEDICINE FOR MEDICAL APPLICATION,
ANIMAL MATERIALS AND (OR) HUMAN ORIGIN

The composition of medical device does not contain medicinal products for
medical use, materials of animal and (or) human origin.

11. ENVIRONMENTAL PROTECTION
This product does not harm the environment with proper operation,
transportation and storage.

12. TERMS AND CONDITIONS OF UTILIZATION

Medical devices must be disposed of in accordance with local requirements and
local disposal regulation in given region. Handling and disposal is carried out in
accordance with accepted medical practice and in accordance with local, state
and federal laws and regulations. Dispose of unused products as class A waste,
and after use, dispose of as Class B waste (SanPiN 2.1.7.2790-10).

13. METHODS AND MEANS OF DISINFECTION AND
PRESTERILIZATION CLEANING
No treatment is required before use.

14. STERILIZATION
The medical device is supplied non-sterile and does not require sterilization.

15. TECHNICAL SERVICE DETAILS
Not applicable for this medical device.

16. WARRANTIES

The manufacturer guarantees the compliance of this medical device to the
declared characteristics within the limits of the preservation of the shelf life (the
period of preservation of its sterility), provided that the manufacturer’s
requirements specified in the instructions for use are complied with.

The manufacturer is not responsible for damage or accidents caused by improper
use ofthe product, due to the fault of users or external unforeseen situations.

17. CLAIM
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10.MH®OPMALIA O HAJTMYiIA B MEANLUNHCKOM I/I3,£|,ELLII7I
NEKAPCTBEHHOIO CPEACTBA ANnA MEANUNHCKOIO I'IPI/IMEHEHI/II/I
MATEPVANOB XXBOTHOIO N (U1N) UENTOBEYECKOIO
MPONCXOXAEHNA

B cocTaBe V13aenns OTCYTCTBYHOT /IEKAPCTBEHHbIE CPECTBA A/11 MEAVLIMHCKOTO MPUMEHEHMS,
MaTepuasibl YXKMBOTHOTO W (/1) YeI0BEYECKOTO MPOMCXOXKIEHIS.

11. OXPAHA OKPY)KAPOU_I,EVI CPEAbI
[laHHOE V3IeNe He HaHOCWT BPeaa OKPYMKAMOLLE Cpede MY NPaBUIbHONM SKCTyaTaLyw,
TPAHCMOPTVPOBKE 11 XPaHEHIN.

12. TIOPAOOK N YCJTIOBUA YTUTN3ALNIN

MeouUMHCKVE M30e/MS AO/MDKHBI  YTWIM3MPOBATLCA B COOTBETCTBUM C  TpebGoBaHWAMM
MECTHbIX OpraHv3aumii 1 npasWiamnm yTwiMsaummM B [aHHOM pervioHe. O6paboTka K
YTUM3aLMs NPOBOAUTCS B COOTBETCTBUN C MPUHATON MEAVLMHCKOM NPaKTUKOW, a Takke B
COOTBETCTBUMM C  MECTHbIMW, TOCYZApCTBEHHbIMA 1 (hefiepa/lbHbIMA + 3aKOHaMK U
NoNOXKeHVaMK.  Heuncnonb3oBaHHble MIA yTUAM3MPOBaTL Kak OTXOAbl Kracca A, nocne
MCIMO/b30BaHMA YTUIN3MPOBaTL Kak oTxogp! Knacca b (CaHlMuH 2.1.7.2790-10).

13. METOAbl N CPEACTBA ESVHOEKLNN U I'IPE,EI,CTEPI/U'II/ISALLI/IOHHOVI
OYNCTKWN
IMepen NpuMeHeHVeM 06paboTka He TpebyeTcs.

14. CTEPUNTN3ALNA
MeayLUyHCKOe U3aee NOCTABMSETCS He CTEPUIbHBIM 1 He TPeOYEeT CTEPUNM3aLINA.

15. CBEAEHNA O TEXHUYECKOM OBC/TY > XBAHUN
He npyMeHnMO A1 AaHHOTO MEAMLIMHCKOTO U3aenus.

16. TAPAHTUMNHBIE OBA3ATE/IbCTBA

Mpou3BoAnTeNb FrapaHTUPYET COOTBETCTBME [IaHHOTO MeAVLIMHCKOTO M3AeNMs 3asiB/ieHHbIM
XapaKTEPUCTMKaM B Mpefenax COXPaHEHWs CPOKa TFOAHOCTW, MpU  YCMOBUM, YTO
cob/nofatoTCs TPeGoBaHIS NPOV3BOANTENS, YKa3aHHbIE B UHCTPYKLWM MO NPYMEHEHWIO.
Mpon3soanTeNb He HECeT OTBETCTBEHHOCTW 3a MOBPEXAEHUS WM HECUaCTHbIE Criyuda,
BbI3BaHHblE HEMpaBW/IbHON 3KCMTyaTaLyiein U3aenms, Mo BUHE MOb30BATeNeN UM BHELLHMX
HenpeABWAEHHbIX CUTYaLIMIA,

17. PEKNTAMALNA
16



In case of any questions related to the quality of the medical device, please B Cnyyae BO3HVKHOBEHWA BOMPOCOB, CBA3AHHLIX C KAYECTBOM MeALLH MM
contact the Authorized Representative of the Manufacturer in the Russian HeobxoaMmo 06paTUTLCA MO CreAytoLeMy aapecy K YnonHomodeHHoMmy Mpefct5e” bt
Federation at the following address: MpowussoauTens B Poccuiickoin deaepaLyn:
ZAO Intersurgical, 3A0 «MHTEPCEDKNKAS»,
117105, Russia, Moscow, Varshavskoe shosse 26, bid. 11. Poccugd, 117105, r. Mocksa, BapLuaBckoe Liocce, 4. 26, ctp. 11,
Ten./ipakc: +7 (495) 771 68 09

tel. /fax: +7 (495) 771 68 09
email: info("Jntersurgical.ru email: info(o)Jntersurgical.ru
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[MepeBof, C aHIMMIACKOrO A3bIKa Ha PYCCKN A3bIK

A, Capa MaknativH, HoTapuyc, YNoSHOMOYEHHbI BECTU [eATe/IbHOCTb Ha BCE TeppUTOpUK
AHIIMM N Yanbca, C HoTapuasibHOM KOHTOPOM Mo agpecy: Ppaiiapax, 25a, Pukdopac Xunn,
anncbepun, HP20 2R T, AHrnng, HACTOALLIMM MOATBEP>XOAKO CNEAYHOLLEE:

V( / 1 KomnaHus «HTepceMKMKan JIMMUTen» SIBMSIETCA YaCTHOM aKUMOHEPHOM KOMMaHWeN,
3aperncTpupoBaHHOM B COOTBETCTBUM C 3aKOHOM «O KoMMaHusix» 1948 n 1976 .
PercTpaumoHHOM naniatol AHIMM U Yanbca 3a Homepom 01488409, aapec

3aperncTpmpoBaHHOro ogmca: KpainH Xayc, Monm Munnaps J1siiH, YoKnHrem, bepkuump,
RG41 2RZ, AHrnns (ganee - «KomnaHus);

2. Mpwnaraemblii AOKYMEHT - “VIHCTPYKUMSI MO MPUMMEHEHMIO”, OTHOCALMIACA K “Macka
aHecTesnosornyeckas muesas ClearLite, B BapuaHTax UCNOSHEHUA” oT 23 moHA 2020 r.,
ObU1 nognucaH r-Hom 1isaHom CeHOTOM.

BbIAAHO 3a neyaTbto MOen KOHTOPbI U MOE NOANMCHLI0 B DANIC6epn, AHT/INS, CErofHs,
TPETLEro MK/ ABE ThICAYM ABaALATOrO rofa.

Inogrvcs/
Cepa MakragivH
Hotapuyc
25a Pvikdhopac Xwin
iincbepun Bakc HP20 2RT
07789 623052

Mevatb: HoTapumyc Capa MaknadvH
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[MepeBog, AaHHOr0™eKCTa CAe/aH MHOW, NepeBoaUnKoM YepHocuToBbIM CepreeM ropbeBuyem.

Poccuiickas dPegepaums
[BafuaToro nonsa ABe ThICAYN ABaLATOro roja.
A, Kopcuk Mapua AnekcaHpoBHa, HoTapuyc ropofia MockBbl, CBUAETENLCTBYHO NOA/IMHHOCTb

noanvcK nepesoaumka YepHocrtosa Cepres ropbesuya.
Moanucs caenaHa B MOEM MPUCYTCTBUN.
JIMYHOCTb NognincaBLLIErO AOKYMEHT YCTaHOB/IEHA.
3aperucTpupoBaHo B peectpe: Ne 77/2139-H/77-2020- 9-~ 19
B3biCKaHO rocyaapCTBEHHON MOLLMHBI (M0 Tapuddy): 100 pyo.
Yn/ia4eHo 3a OKasaHue yCyr npaBoBoro 1 TeEXHMYeCKOoro xapakrepa: 300 pyo.

Bcero npoLUHypoBaHo,
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