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HanmeHoBaHWe MefULMHCKOr0 U3aenms
CucTtema BbICOKONOTOYHOWN KucnopogHoi Tepanun HI-Flow Star ¢
3PUHAANEXHOCTAMN:

I. CucteMa BbICOKOMOTOYHON KucnopoaHon Tepanmn HI-Flow Star e
NPUHALNEXHOETAMM B COETaBe:

1 KomnnekT s BbICOKOMOTOYHOW Kucnopogotepanun HI-Flow
Star, ogHOpPa30BbIii 25 LUT. B YMNaKOBKE:
- LLITAHT AbIXaTe/IbHbIA C No0rpeBoM;
- LLaHT AbIXaTesbHbIiA 4ns annapata VBJT;
- Kamepa YBaoKHUTENSA;
- wnaHr O2 1A cvecuTens;
- (MKCATOp LLWIaHra K KpoBaTu/ofexze.

2. KaHion HasasbHble 151 BbIEOKOMOTOUHOM KMC/I0poAoTepanim
HI-Flow Star, ogHopa3oBble (Npy HEO6XOAMMOCTM), 25 LIT. B
YMNaKOBKEe:

- pasvep S;
- pasvep M;
- pasmep L.
3. VIHeTpyKumsa no skcniyaTaumu.

Il. MNprHagneXxxHocTn:

1 KnanaH HI-Flow Star ¢ KOHHEKTOPOM 22 MM, 04HOPa30BbIiA, 15
LLIT. B YNaKOBKE.
Ha3HaueHne MeNLMHCKOro U3aenms
CucTema BbICOKOMOTOYHON KucnopogHoin Tepanum HI-Flow Star c
MPUHAANEXHOCTAMU NpefHasHayeHa [  M0Ja4yM  Harpetoro wu
YBNAXHEHHOr0 [blXaTe/IbHOro rasa e MOBblWeHHOW KOHLeHTpauuein
Kuenopoga, eo eKopoCTbio, MPEBbILLAILLEA eKOPOeTh BAOXA NaLMEHTa,
ANS NauueHToB, KOTOPbIM MOJlyYeHWe TaKOW AblXaTe/lbHON ra3oBoi
CMecK ABNAETCH MOME3HbIM.
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Name of the medical device
HI-Flow Star System with accessories:

I. Nasal oxygen delivery system for adult patients Hi-Flow Star with

aecessories consisting of:

1. HI-Flow Star, single use 25 pe. in the package:

heated inspiratory hose;

breathing hose when used with a ventilator;
humidifier chamber;

O2hose when used with an O2blender;

bed elip.

2. HI-Flow Star Nasal Cannula, single use (if necessary), 25 pc. in the
paekage:
— HI-Flow Star Adult S;
— HI-Flow Star Adult M;
— HI-Flow Star Adult L.
3. Instruction for use.

Il. Aeeessories:

1

HI-Flow Star valve, single use, 15 pc. in the package.

Purpose of the medical device

HI-Flow Star Oxygen Therapy is intended to deliver heated, humidified
breathing gas with an increased 02 concentration at a flow exceeding the
patient’s inspiratory flow to patients who benefit from receiving such breathing

gas.



lNokasaHuA
KaHonun HaszanbHble A5 BbICOKONOTOYHOM KucnopogoTtepanum Hi-Flow
Star, 0fHOpa3oBble MpefHasHayeHbl A9 MO4ayn  Harpetoro,

YBNAXXKHEHHOTO [blXaTeNIbHOT0 rasa C MoBbIWEHHO KoOHLeHTpauuein 02
npu NOTOKe, MNpeBblllaloWw;eM MNOTOK BAOXa NauueHTa, nayueHTam,
KOTOPbIM MOME3HO MNonyyaTb TaKOM [biXxaTeNbHbli ra3. KaHwonm
Has3a/bHble JO/MKHbI UCMO/b30BaTLCS TONbKO B MEAULMHCKUX YCOBUSAX
y NauneHTOB CO CMOHTAHHbIM AblXaHWEM.

L naHr pfbixaTeNbHbI C MNOLOrPeBOM AN B3POC/AbIX C Kamepoi
yBnaxHutens (Komnnekt Ans BbICOKOMOTOYHOM KUCNOpPOAOTepanuu
Hi-Flow Star) ana nogkntoudeHusa K ysnaxHutento Fisher & Paykel
MRS50 npefgHasHayeH [Ans8 nMofjayM HaArpetoro u YBNAXXHEHHOro
AblXaTe/lbHOro rasa C MOBbIWEHHON KOHLUEHTpauuen Kucnopoga.
ObixaTenbHblAi  KOHTYP  JO/DKEH  UCMOMb30BaTbCA  TOMbKO B
MeAULMHCKNX YCNOBUAX Y MALMEHTOB CO CMOHTAHHbLIM AbIXaHWEM.

MokasaHMsa K UCNOMb30BaHMIO KucnopoaHoli Tepanun HI-Flow Star, ans
CucteMbl BbICOKONOTOYHOW KucnopogHoi Tepanuu Hi-Flow Star,
nogbop onpegeneHoro Buga KaHonm Ha3anbHOW 415 BbICOKOMOTOYHOW
Kkucnopogotepanuu Hi-Flow Star, pasmepa S, pasmepa M nnu pasmepa
L, a Takxe BbI6Op MCTOYHMKA Kucnopoga (Hanpumep, 6neHgepa uam
BeHTUNATOPa B pexume Or-tepanun) Yy pasAnyHbIX NauveHToB
OCYLU;ecTBNsAeTCA BpayoM Mo ero/ee COBCTBEHHOMY YCMOTPEHWUIO,

OCHOBaHHOMY, Cpefu TMpOYero, Ha BHELWHEeM BUAeE NaLUeHTa,
KOHKPETHOM  JuarHose/gmarHosax,  pesyfnbTatax  AWArHOCTUKW,
naTopun3nN0N0rMYeCcKNX BbIBOAAX U NMYHOM OMbITE.
NMpoTuBONoOKasaHna

OcobbIx NpoTUBONOKa3aHWii AN KkucnopogHoi Tepanuu HI-Flow Star B
LLe/IOM He CYLI;eCTBYeT, eC/in CYUTb Ha AaHHbI/i MOMEHT.

B0o3MOXHbIe 0CNOXXHEHUA U NOBOYHbIE IPPEKTbI
* Puck o6pasoBaHuns NponexHer n MECTHOrO OTeKa TKaHeil;
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Indications

The single-patient high-flow nasal cannula for adults (HI-Flow Star
Adult S, M, L) is intended to deliver heated, humidified breathing gas
with an increased 02 concentration at a flow exceeding the patient’s
inspiratory flow to patients who benefit from receiving such breathing
gas. The nasal cannula must only be used in medical environments in
patients with spontaneous breathing.

The disposable inspiratory heated breathing circuit for adults with
humidifier chamber (HI-Flow Star System) for connection to the Fisher
& Paykel MR850 humidifier is intended to convey heated and
humidified breathing gas with an increased oxygen concentration. The
breathing circuit must only be used in medical environments on patients
with spontaneous breathing.

The indication for the use of HI-Flow Star Oxygen Therapy, the HI-Flow
Star System, the choice ofa specific HI-Flow Star Adult S, M, L, and the
choice of a specific oxygen source (e.g., blender or ventilator in 02-
therapy mode) in the individual patient is made by the clinician at his/her
sole discretion based, among other aspects, on the presentation of the
patient, the specific diagnosis/es, diagnostic findings, pathophysiologic
reasoning, and personal experience.

Contraindications
No specific contraindications for HI-Flow Star Oxygen Therapy in general exist

when indications are judged to be present.

Possible complications and side effects
* Risk of pressure sores and local tissue edema;



* PUCK 06CTpyKUUH;

* PUCK HEKOHTPOIMPYEMOTO NOBbILEHUS JaBNEHWUS;

e PUCK BO3/1€/ACTBMSA Ha NalMeHTa N30bITOYHOrO AaBNEHWS;
* PUCK NOBPEeXAEHUA CAN3NCTOK 060104KN HOCA;

e PUCK TpaBMMPOBaHUS MaLneHTa.

CBegeHud 0 npousBoguTene

MpoussoguTtens:

Dragerwerk AG & Co. KGaA

Moislinger Allee 53-55, 23542 Ltibeck, GERMANY
MecTo npon3BoACTBa:

Dragerwerk AG & Co. KGaA

Revalstralle 1, 23560 Ltibeck, GERMANY
YcnoBua npuMeHeHnsa

Mcnonb3oBaHMe TONbKO B MEANLMHCKUX YUPEXAEHNAX Y NaLMEHTOB CO

CMOHTaHHbIM [bIXaHUEM.

MoTeHuManbHbIN NOTPebUTEND

LleneBas rpynna AomkHa ob6nagaTb Heo6X0AMMORN KBanugukaumnen

(Hanpumep, npowsa cneuunanbHy MOArOTOBKY wanM npuobpena

cneumnanbHble 3HaHMA 6narogaps onbITy).

TpeboBaHNA 6e30MaCHOCTM U Mepbl MPeAoCTOPOXHOCTHN

MNPEAYNPEXOEHNE

1. Puck  HenpaBuNbHOW  3KcniyatauuMm U HENpaBU/IbHOIO
MCNonb3oBaHUs J1t060e MCNONb30BaHUE MeAWMLMHCKOro M3genus
TpebyeT MNOMHOI0 MOHMMAHWA W CTPOroro cobnfeHns BCex
pa3fenoB AaHHOW WMHCTPYKUMM MO MPUMEHEHUHD. MeaunumnHCcKoe
n3genve SOMKHO UCNOJb30BATbCA TOMIbKO A1 Lefieil, yKa3aHHbIX B
pasgene "Mcnofb3oBaHUe Mo Ha3HaAYeHU0".

2. Crtporo cobnogante BCE NPEAYNPEXOEHNA n
NPefoCcTepeXXeHns, COAepXKall;ueca B [AaHHOW WHCTPYKLMKM MO
NMPMMEHEHNIO, @ TaKXXe BCe yKa3aHMsA Ha 3TUKETKaX MeANLNHCKMX
n3genuin. HecobnwogeHne 3TUX  WHCTPYKLMIA N0 TeXHUKe
6e30MacHOCTV 03Ha4yaeT WUCMOo/b30BaHWE MEeAULUHCKOTO W3Lenus.
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e Risk of obstruction;
» Risk of uncontrolled pressure increase;
* Risk of patient being exposed to excess pressure;
* Risk of damage to nasal mucosa;
* Risk of patient injury.
Information about manufacturer
Manufacturer:
Dragerwerk AG & Co. KGaA
Moislinger Allee 53-55, 23542 Ltibeck, GERMANY
Place of manufacture:
Dragerwerk AG & Co. KGaA
RevalstraBe 1, 23560 Ltibeck, GERMANY
Usage conditions

Must only be used in medical environments in patients with spontaneous
breathing.

Potential consumer
The target group has the required qualifications (e.g., has undergone
specialist training or acquired specialist knowledge through experience).

Warnings and precautions
WARNING
1 Risk of incorrect operation and of incorrect use Any use of the
medical device requires full understanding and strict observation
of all sections of these instructions for use. The medical device
must only be used for the purpose specified under "Intended use".
2. Strictly observe all WARNING and CAUTION statements
throughout these instructions for use and all statements on
medical device labels. Failure to observe these safety information
statements constitutes a use of the medical device that is
inconsistent with its intended use.
3. To avoid contamination and soiling of the medical device, it must
remain packaged until ready to be used. Do not use the medical
device if the packaging is damaged.
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K UCMO/Nb30BaHNI0. He ucnonb3yiite MeNLMHCKOE U3aenne, ecnm patient injury.
ynakoBKa MnoBpexjeHa. 4. Risk of malfunction

3. He MogutbuumpyiiTe MeaMUMHCKoe n3aenve. MogubuKaLmna MoxXeT Obstructions, damage, and foreign matter can lead to malfunction.

Check all system components for obstructions, damage, and
NPMBECTM K MOBPEXAEHUID  WAW  HApYLIEHWIO  Haa/nexallero

foreign matter before installation.
(DYHKLWOHNPOBAHNA  U3[€NNA, UYTO MOXET TMpUBECTU K TPaBME ~AUTION

nauuneHTa. 1. The medical devices are not available individually. Only one
4. PUCK HencrnpasHOCTHU copy ofthe instructions for use is included in the clinical package
MpensTcTBUA, MOBPEXAEHWA U NOCTOPOHHME BelecTBa MOryT and must therefore be kept in a location accessible for users.

MPUBECTU K HEMCMPABHOCTM. 2. When connecting or disconnecting breathing hoses, always grip

the sleeve, not the spiral reinforcement. Otherwise, the breathing

Mepes yCTaHOBKOW MPOBEpPbTE BCE KOMMOHEHTbI CUCTEMbI Ha Hannune
PEAY POBEp hose may be overstretched and damaged.

NPenATCTBUIA, NOBPEXAEHWI Y NOCTOPOHHUX MPeLMETOB.
OCTOPOXHO

1. MeguunHckne n3genns He NOCTaBAAKTCA MO OTAENbHOCTU. TONbKO
OflHa KOMWA MHCTPYKLUUKN NO NPUMEHEHUIO BK/OYEHA B KMHUYECKYHO
yNnakoBKYy W MO3TOMY [J0/DKHA XPaHWUTbCA B  [LOCTYMHOM  [ANf
nosib3oBaTesieil MecTe.

2. Mpn noacoeguHEHUN WX OTCOEAMHEHUWN [LblXaTebHbIX LUNAHTOB
BCcerga OepuTecb 3a pykKas, a He 3a ChvpanbHyk apmartypy. B
NMPOTUBHOM C/y4ae [AblXaTefibHbl LWAaHT MOXeT ObiTb 4Ype3MepHo
PacTAHYT ¥ NOBPEXEH.

N306paXkeHne v onucaHue nsgenns Picture and description of device
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HI>Fk]w Star System

PucyHok / KomnnekT Ans BbICOKONOTO4YHOI KucnoposoTepanun Hi-Flow Star

Figure | Hi-Flow Star System

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



PucvHOK 2 KaHonn HasanbHble 4ns BbICOKONOTOUYHOM KucnopogoTepanun Hi-Flow Star, pasmep
S
Figure 2 HI-Flow Star Nasal Cannula Adult S
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PucyHoK 3 KaHN Ha3auybHble 4Ns BbICOKONOTOUYHOW KucnopogoTepanuu Hi-Flow Star,
pasmep M
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Figure 3 HI-Ftow Star Sasal Cannula Adult M
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PUCYHOK 4 KaHI0NM HasanbHble ANA BbICOKONOT 04HON KucnopoaoTepanun Hi-Flow Star, Figure 4 HI-Flow Star Nasal Cannula Adult L

pazmep L
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annapaTty WCKYCCTBEHHOW BEHTUNALMWU NErkux MojCcoeAnHUTE LWnaHr breatMng hose (G) to the inspiratory port.
(G) kK oTBEPCTMIO ANA BAOXA. When connecting the breathing circuit to a blender, coimect the 02

Mpu NOAKNIOYEHUN LWNaHra AblxaTe/ibHOro Ana annapara NBJ1 kK hose (J) to the blender.

Connect the breathing hose (G) or the adapter ofthe 02 hose (J)
to the humidifier.

nepexogHuK wnaHra 02 (J) K yBnaxHuTesnto.

Connect the connector (C) for the heated inspiratory hose to the
MopcoeguHnte KoHHekTOop (C) pAna  wnadra AsixatensHoro ¢ humidifier chamber. Connect the temperature sensors (D, E) of the
noAorpesoM K Kamepe yBnaxuutena. [logcoeauHute patyumku humidifier and the connector (F) for the inspiratory hose heater to
Temnepatypol (D, E) yBnaxuutens u pasvem (F) gna wnaHra the inspiratory hose.
AbIXaTeNbHOro C MOAOrPeBOM K LWIAHIy AblXaTeNbHOMY A5 annapata
nB.
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MoacoeanHWTe WNAHT AbiXaTeNbHbI C MOAOrPEBOM K KaHH/E Ha3albHOM
HI-Flow Star.

MHpopmaumna 06 04YUCTKe, [Ae3VHMeKuMn wn  cTepuamnsaymn
MEeANLMHCKOro m3genusa (41a CTepuIn3yembixX U3Lenvii), nopsgke
NENCTBUIA NPW HapYyLUEHUN CTEPUbHOM yNaKoBKW (4N M3nenvi,
nocTtasfifieMblX B CTEPUNBLHOM BUJE)
JaHHoe MW 6bino pa3paboTaHo, MPOTECTMPOBAHO W M3rOTOB/IEHO
NCKNIOUYNTENbHO [N OLHOPA30BOro MCNOJb30BaHUA. MeanunHCKoe
n3genme He LO/MKHO MOBTOPHO WMCMOMb30BaTbCsA, nepepabarbiBaTbCs
NN CTepuIn3oBaTbCs

TexHM4YecKoe 06Cny>XnBaHue

[JaHHoe MW pa3paboTaHO NPOTECTUPOBAHO Y U3TOTOB/IEHO UCK/IOUUTELHO

[N5 0[iHOPa30BOro MCMob30BaHWs. HenprmeHUMOo

OCHOBHbIle TEXHUYECKUNE U (DYHKLNOHA/IbHbIE XapaKTePUCTUKN

Ta6nuua 1 KaHony HaszanbHble Ona BbICOKONOT 0YHOW kucnopoOoTepanum Hi-Flow pasmep S

OkeMUN— OHMblE AANAMUUNNCTUKN

Junana3oH notoka <60 n/MuH (c KoMmniekTom ans
BbICOKOMOTOYHOW
kucnopopgotepanuun Hi-Flow Star:
50 n/munH)

ConpoTuBneHve Ha Baoxe npu 40 < 15 mbap *

n/MnH
*1 6ap = 1kMax 100;

Ta6nuua 2 KaHO Ny HasanbHble A4S BbICOKONOT 04HON kKucnopoOoTepanun Hi-Flow pasmep M

i tosInble: KTAKU
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Connect the inspiratory heated breathing circuit to the HI-Flow Star
nasal cannula.

Information on cleaning, disinfeetion and sterilization of a medical
device (for sterilized products), the procedure in case of package
appears damaged (for sterilize products)

This medical device has been designed, tested, and manufactured
exclusively for single use. The medical device must not be reused,
reprocessed, or sterilized.

Maintenance
This medical device has been designed, tested, and manufactured
exclusively for single use.

Not applicatable

Main technical and functional characteristics
Table I HI-Flow Star Adult S

Performance charact®Imi
Flow range < 60 /min (with HI-Flow
Star Valve Kit: 50 1/min)
Insp. Resistance at 40 < 15mbar*
Ymin
*1 bar = 1kPa x 100
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Ta6nuua 5 Knanan Hi-Flow Star ¢ KOHHEKTOPOM 22 MM, 0HOPa30Bbl i
KnanaH Hi-Flow Star ¢ KOHHEKTOPOM 22 MM, OAHOPa30BbIi *

[asneHune oTkpbITUA Mpn 25 n/MUH 26 +2 mbap (rfMa)

BX0AMT B KomnnieKT 415 BbICOKOMOTOYHOW KucnopogoTepanun Hi-Flow Star

OnucaHve NpPUHAANEXHOCTEN, MEeAULUUHCKUX  W3AeA 1N
N3aeNnin, He ABASIOLLUXCA MEAULUHCKUMMW, HO NpPeayCcMOTPEHHbIX
[N151 UCMO/Ib30BaHUA B KOMOMHALUWKY C 3asAB/IEHHbIM MeLULUHCKUM
nsgenvem
TecTbl Ha COBMECTUMOCTb 6bININ BbINOMHEHBI B YCN0BMAX Or Tepanuu:
Cuctema NUCKYCCTBEHHOM BeHTUNALMM Nérkmx Evita Infinity V500 ¢
npuHagnexHoctamm (PY Ne @C3 2009/04226)

Annapar UCKyCCTBEHHOMN BeHTUNALMM nerkux Savina 300 ¢
npvHagnexxHoctamu (PY Ne @C3 2011/09227)

AnnapaT UCKYCCTBEHHON BeHTUNALMM NErkmx «Evita V300» ¢
npuHagnexxHocTamn (PY Ne P3H 2016/4138)

Annapar UCKYCCTBEHHOI BeHTUNsLMKM nerkmnx "Evita XL" ¢
npuHagiexxHoctamu (PY Ne M3 P® Ne 2003/1077)

Cuctema UCKYCCTBEHHOM BeHTUNAUMK nérkmux Evita Infinity V800
Bbiniv npoBeseHbl TeCTbl HA COBMECTUMOCTb CHUCTEMA BbICOKOMOTOYHO
KucnopogHoi tepanuu HI-Flow Star ¢ yBnaxHuTenem:

YBNaXxHWUTeNb AblXaTeNlbHON cMmecn «Fisher «& Payke!» (PY Ne ®C3
2010/08659)
CBefleHMs 0 J1eKapCTBEHHbIX CPeAcTBax BXOAALWMX B COCTaB
MeANLWNHCKOro usgenua

HenpnmeHnmo. B cocTas He

NeKapcTBeHHbIE CPeACcTBa.

MeguunHCKOro mnspenunsa BX0OAT
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Volume (air) of humidifier chamber
with water/without water

260/450 mL

Maximum operating pressure 60 mbar*

*1 bar= 1kPax 100;

Table 5 HI-Flow Star Valve Kit

Pressure rdBefvulve*

Opening pressure at 25 L/mill . 26 £2 mbar

* the pressure relief valve is part of the HI-Flow Star Valve Kit

Key accessories, medical devices or non-medical devices, to be used
in combination with medical device submitted for registration

Compatibility tests were executed for O2 Therapy mode with:

IACS Workstation Critical Care (Evita V500) (PY Ne ®C3
2009/04226)

Savina 300 (PYNed C3 2011/09227)

Evita V300 - Intensive Care Ventilator (PY Ne P3H 2016/4138)
Evita XL (PYNe M3 P® Ne2003/1077)

Compatibility tests were executed for HI-Flow Star System with the
humidifier:

F&P MR850 Heated Humidifier (PY Ne dC3 2010/08659)

Information about the medicines included in the medical device

Not applicable. The medieal device does not include medicihes.



CsefeHuns 0 MaTepuanax XXNBOTHOro/4yenoseyeckoro Information about materials of animal/human origin

NPOUNCX0XEHUA
HenpumeHumo. B cocTaB MeAMLMHCKOrO m3genns He BxogAat TkaHu Not applicable. The medical device does not include tissues of animal/
XXVBOTHOr0/ YeN0BEYECKOr0 MPOUCXOXAEHUS. human origin.
YcnoBus akcnayaTaymm MeguunHCKOro nsgenus Operating conditions of the medical device
Ta6nuua 6 Ycnosua akcnayaTaumnm CucTeMbl BBICOKONOTOYHOW KucnopogHoit Tepanuu Hi- Table 6 Operating conditionsfor HI-Flow Star System
Flow Star

Temperature 18to 26 °C (64 to 79 °F)

Temneparypa oT 18 40 26 °C (0T 64 B0 79 °F) Relative humidity 10 to 90 % (non-

OTHOCUTENbHAA BNaXKHOCTb ot 10 go 90 % (6e3 KoHAeHcaLum) condensing)

ATMOC(epHoe aaBneHue ot 800 go 1060 rfa (ot 11,6 go Ambient pressure 800 to 1060 hPa(ll,6to

15,4 psi) 15,4 psi)

Ta6nauua 7 Ycnosua skcliyaTaunu KaHoNb HazanbHbIX 415 BLICOKONOT OYHOI
kucnopogoTepanuun Hi-Flow Star

Table 70perating conditions o fthe HI-Flow Star AdultS, M, L

TemnepaTypa ot 18 10 26 °C (o1 64 80 79 °F)
OTHocuTeNbHas BNaXHOCTb oT 10 8o 90 % (6e3 KOHAEeHcaLWK) Temperature 18t0 26 °C (64 to 79 °F)
ATMOC(epHOe AaBneHve ot 700 go 1060 rla Relative humidity 10 to 90 % (non-condensing)

(11,6 to 15,4 psi)
Ambient pressure 700 to 1060 hPa
(11,6 to 15,4 psi)

YcnoBusi TpaHCNOPTUMPOBKM M XpPaHeHUs1 MeanLUMHCKOro n3genma  Storage and transportation conditions
Table 8 Storage conditionsfor HI-Flow Star System

Ta6nuua 8 Ycnosusi xpaHeHUs CUCTeMbl BbICOKONOTOYHON KucnopogHoh Tepanuu HI-Flow

Star Temperature -20 to 60 °C (™ to 140 °F)
Temnepatypa 0T-20 0 60 °C (0T -4 o 140 °F) Relative humidity 5% to 95 % (non-
condensing)
OTHocUTENbHAsA BNAXKHOCTb 0T 5% 10 95 % (6e3 KoHAeHcauum)
Ambient pressure 500 to 1200 hPa (7,3 to
ATMOC(epHOe AaBneHne ot 500 go 1200 rMa (7,3 to 17,4 psi) 17,4 psi)
Ta6nmu,a 9 Ycnosus XpaHeHNA KaHnb HasanbHbIX ana BbICOKONOT OYHOW KnucnopoaoTepanuu Table 9 Storage conditions ofthe HI-Flow Star AdultS, M, L
Hi-Flow Star
Temperature -20to 60 °C to 140 °F
Temnepatypa 0T -20 po 60 °C (o1 -4 go 140 °F) P )
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OtHocuTe bHasA BMIaKHOCTL o1 5 %0 95 %0(6e3 KoHAeHCaLWM) Relative humidity 5 %to 95 %(non-
condensin
ATMOCtepHOe [aBreHVe ot 500 go 1200 rfa (7,3 to 17,4 psi) 9
Ambient pressure 500 to 1200 hPa (7,3 to
17,4 psi)
CocTaB ynakoBKu Package contents
CurcTeMa BbICOKONOTOUHOM KucnopogHoit Tepanum HI-Flow Star ¢ HI-Flow Star System with aecessories:
LpPUHAANEXXHOCTAMMU:

I. Cuctema BbICOKOMOTOUYHOI KucnopogHoi Tepanum HI-Flow Star ¢ |. Nasal oxygen delivery system for adult patients Hi-Flow Star with
NPUHAANEXHOCTAMM B COCTaBe: accessories consisting of:
1. HI-Flow Star, single use 25 pc. in the package:
— heated inspiratory hose;
— breathing hose when used with a ventilator;
— humidifier chamber;
— 0O2hose when used with an O2blender;

1. KomnnekT Ans BbICOKONOTOYHOM Kucnopogotepanun HI-Flow
Star, o4HOpa3oBbIii 25 WT. B yNaKOBKe:
- LNAHT AbIXaTeNbHbIV C NOLOrPEBOM;
- LINaHT AblxaTenbHbll ana annapata B/,
- Kamepa yBMaXXHUTEeNS;

- wnaHr O24na cMecuTens; — bedclip. . . .
2. HI-Flow Star Nasal Cannula, single use (if neeessary), 25 pc. in the
- (hmKcaTop WiaHra K kposatu/ogexae. package:

2. KaHwonn HasanbHble AN BbICOKOMOTOYHON KMCopogoTepanuu

HI-Flow Star, ogHopasoBble (Mpu HEO6XOANMOCTH), 25 WT. B — HI-Flow Star Adult S,

— HI-Flow Star Adult M;

yrnakoBKe:
) — HI-Flow Star Adult L.
- pasmep S; )
3. Instruction for use.
- pasmep M;
- pa3mep L.

Il. Aeeessories:

3. MHcTpykuma no akennyarayma, 1. HI-Flow Star valve, single use, 15 pc. in the package.

Il. MpuHagnexxHocTu:

1. KnanaH HI-Flow Star ¢ KOHHEKTOpPOM 22 MM, O4HOPa30BbIi, 15 WT.
B yrnaKkoBKe. _
CpoK rogHocTu / cpok aKcnayaTaumm Shelf life / Service life
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Prod ref numbers , Onucanne . 'Cpok . Prod ref numbers i.Description’™* _ SbrelfL,Ne
’ ' rogHocTm .. LR
- MP05511 HI-Flow Star Adult S 3
MP05511 KaHtona HasanbHaa gng 3 MP05512 HI-Flow Star Adult M 3
BbICOKOMOTOYHOWA MP05513 HI-Flow Star Adult L 3
kucnopogotepanuu HI-Flow MP05601 HI-Flow Star System 3
Star pasmep S MP05507 HI-Flow Star Valve Kit 3
MP05512 KaHtona HasanbHas ans 3

BbICOKOMOTOYHOWA
kucnopogotepanuun HI-Flow
Star pasmep M
MP05513 KaHons HasanbHasa ans 3
BbICOKOMOTOYHOW
KucnopogoTepanuu HI-Flow
Star pasmep L
MP05601 KomnnekT ans 3
BbICOKOMOTOYHOW
kucnopogotepanun HI-Flow
Star
MPQ5507 KnanaH HI-Flow Star c 3
KOHHEKTOpPOM 22 MM
MopAfoK  OCYLIECTBAIEHMA  yTuUAM3aumm 1 yHuUTOoXeHusi Disposal
MegULWNHCKOro usgenus
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W3pgenus,  uMMeBWME  KOHTAKT C  KPOBbO  W/van  Apyrumu
6MONIOTNYECKUMM XKULKOCTAMM, OTHOCUTCA K Knaccy b knaccuumkaymm
MeAULMHCKUX 0TXO0L0B, U NOANexaT YTUAM3aumum n/nim yHUUTOXEHUIO
COrnacHo NPMMeHUMbIM HaUMOHa/IbHbIM 3aKOHOAATelbHbIM HOPMaM.
Heucnonb3oBaHHble n3genns (M3genns, He MMeBLUMNE KOHTAKT C KPOBbHO
n/mnn ¢ 6MONOTNYECKUMMN XKXULKOCTAMU), B T.4. C UCTEKLINM CPOKOM
roAHOCTN, OTHOCWUTCA K Knaccy A Knaccugumkaumm MeLuUnHCKUX
OTXOLOB W MoAnexar yTunmsauum u/uaM YHUUTOXEHUK COrnacHo
NPUMEHUMbIM HaLMOHaNbHbIM 3aKOHOAaTeNbHbIM HopmaMm. (CaHlMuH
2.1.3684-21)

MepeyeHb HaUMOHANbHbLIX W MeXAyHapOAHbIX HOPMATUBHbIX
[AOKYMEHTOB/CTaHAAPTOB, KOTOPbIM COOTBETCTBYET MeAMLMHCKOE
nsgenve

[MepeyeHb cTaHAAPTOB

EN 62366:2008 AMD 12015 [1poeKTvpoBaHue MegULMHCKNX U3AeNNiA C yHETOM
(IEC 62366:2007 AMD 12014 3kcnyaTalMoHHOI NPUrogHocTy

(2014 (CON ED) 1.1)

MeguuuHckue usgenns - CUMBO/IbI, MCNO/b3YeMble
Ha 3TUKETKaX MeMLMHCKMX YCTPOCTB, MapK1pOBKa
M MH(OpMaLMs, MOAMeXaWas npefoCcTaBneHuo -
UacTb 1: O6Lume TpeboBaHuWs

EN 1SO 15223-1:2016(180
15223-1:2016)

WH(opmauws, npefocTaB/ieHHasi NMPOU3BOAUTENEM

EN 1041:2008 A1:2013 MEIULIAHCKIX V30Nl

MeguunHckne nsgenus - anIMeHEHVIe ynpas/ieHUA

ENISO 14971:2012(180
pUCKamMn K MeULUHCKUM U3[eNnUam

14971: 2ED 2007 corrected)

Brionormueckas OLeHKa MeAWMUMHCKMX W3fenuii -
Uactb 1. OueHka ¥ TeCcTMpoBaHMEe B pamMKax
rnpoLiecca ynpasneHns puckamu

EN 1SO 10993-1:2009 AC
2010 (ISO 10993-1:2009 COR
12010)
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N3penus, wMMeBWIME  KOHTAKT C  KPOBbHD  W/vam  Apyrumu
6MONOrMYECKUMU XUAKOCTAMKU, OTHOCUTCA K Knaccy b knaccugumkaymm
MEeLULMHCKUX OTXOA0B, N nognexar YyTUam3auumn u/mnm yHUUYTOXeHUIo
COrnacHo NPUMEHUMbIM HaLMOHaNbHbIM 3aKOHOATEIbHbIM HOpMaM.
Heuncnonb3oBaHHble U3genua (M3nenns, He UMeBLLINE KOHTaKT C KPOBbHO
n/vnn ¢ BMONOrMYECKUMUN XXUAKOCTAMU), B T.4. C UCTEKLINM CPOKOM
ro4HOCTW, OTHOCUTCA K Knaccy A knaccuukauuu meguLmnHCKUX
OTXO4OB W nogfnexar yTuansauum W/MAN YHUUTOXEHWUHO COrNacHo
NPUMEHMMbIM HaUWOHaNbHbIM 3aKoHodaTeNnbHbIM HopmaM. (CaHlMuH
2.1.3684-21)

List of international regulatory documents/standards which the
medical device complies with

LIST OF STANDARDS

EN 62366:2008 AMD 12015 Medical devices Application
(IEC 62366:2007 AMD 12014 engineering to medical devices
(2014 (CON ED) 1.1)

of

usability

Medical devices —Symbols to be used with medical
device labels, labelling and information to be
supplied - Part 1: General requirements

ENISO 15223-1:2016(180
15223-1:2016)

Information supplied by the manufacturer of medical

EN 1041:2008 AL2013 devices

Medical devices - Application of risk management to

ENISO 14971:2012(180 - .
medical devices

14971: 2ED 2007 corrected)

Biological evaluation of medical devices - Part 1:
Evaluation and testing within a risk management
process

EN ISO 10993-1:2009 AC
2010 (I1SO 10993-1:2009 COR
12010)

Biocompatibility evaluation
pathways in healthcare ,

applications - Part 1: Evaluation and testing within a
risk management process

of breathing gas
ISO 18562-1:2017



ISO 18562-1:2017

1ISO 18562-2:2017

1ISO 18562-3:2017

1ISO 18562-4:2017

EN 1SO 5356-1:2015

ISO 5367:2014

EN 13544-2:2002+Al:2009

ISO 80369-1:2010

EN 1SO 8185: 2009

ISO 18190:2016
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OueHka 6MOCOBMECTUMOCTU AbIXaTeNbHbIX ra3oBbIX
nyTeli B MEAVLMHCKMX MpUNOXeHusx - Yactb 1
OueHka W TecTupoBaHWe B pamMKax mpolecca
ynpaBneHnsa pruckamn

OueHka 6MOCOBMECTUMOCTU AbIXaTeNbHbIX ra3oBbIX
nyTel B MEAWLMHCKUX yupexaeHusx - Yactb 2:
VicnbiTaHWa Ha BbIGPOCHI TBEPAbIX YacTuL,

OueHka 6MOCOBMECTUMOCTU AbIXaTeNbHbIX ra3oBbIX
nyTeii B MEAULMHCKMX MNpUIOXKeHusx - Yactb 3:
TecTbl Ha BbIGPOCHI  NETYUMX  OPraHUYEeCKUX
coegnHeHwuin (JTOC)

OueHKa B1OCOBMECTVMOCTM [bIXaTe/bHbIX Fa30BbIX
MyTeid B MEQULMHCKUX MPUNOXKEHUsX - YacTb 4:
TecTbl Ha BbllLeaYMBaHNE B KOHAEHCATe

Ob6opyfoBaH/e [/11 aHeCTe3un U AblXaHus -
KoHunueckve coeguHutenm - Yactb 1. KoHycbl 1

rHesaa

AHEeCTE3M0MO0rMyecKoe " JbIXaTe/nbHOe
obopygoBaHue -  [bIxaTeNbHble  Habopbl U
COeVMHUTENN

O6opyzoBaHue /15 pecnmpaTopHoli Tepanuu - YacTb
2. Tpy6Kun 1 coegnHnTEN

CoeanHUTENN C MabIM OTBEPCTUEM J/15 XMAKOCTEN
M rasoB B 06/1aCTV 34paBooXpaHeHus - Yactb L
O6Lwpe TpeboBaHMs

YBROKHUTENM ObIXaTenbHbIX nyTei ons
MeAMLMHCKOrO NpuMeHeHnst - Ocobble TpeboBaHNs K
CMCTEMaM YBNAXKHEHUS AbIXaTeNbHbIX MyTei

AHecTe3unonornyeckoe 7 JbIxaTenbHoe
obopynoBaHne —  OOwme  TpeboBaHWUA K
ObIxaTeflbHbIM ~ MYTAM WU COMYTCTBYHOLLEMY
060pyf0BaHNIO
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I1ISO 18562-2:2017
I1ISO 18562-3:2017
I1ISO 18562-4:2017

ENISO 5356-1:2015
I1SO 5367:2014
EN 13544-2:2002+A1:2009

ISO 80369-1:2010

ENISO 8185: 2009

ISO 18190:2016

Biocompatibility evaluation of breathing gas
pathways in healthcare applications - Part 2: Tests for
emissions of particulate matter
Biocompatibility evaluation
pathways in healthcare
applications - Part 3: Tests for emissions of volatile
organic compounds (VOCs)
Biocompatibility evaluation
pathways in healthcare
applications - Part 4: Tests for leachables in
condensate

of breathing gas

of breathing gas

Anaesthetic and respiratory equipment - Conical
connectors - Part 1:Cones and sockets

Anaesthetic and respiratory equipment —Breathing
sets and connectors

Respiratory therapy equipment - Part 2: Tubing and
connectors

Small-bore connectors for liquids and gases in
healthcare applications -Part 1: General requirements

Respiratory tract humidifiers for medical use -
Particular requirements for respiratory
humidification Systems

Anaesthetic and respiratory equipment — General
requirements for airways and related equipment



rapaHTUiHble 06s13aTeNIbCTBA
Mpon3BoAMTENb TapaHTUPYET, YTO MeAULMHCKOe M3fAenne CoxXpaHsieT
CBOW CBOICTBA B T@UEHWE BCEIO CPOKA FOAHOCTMU.

Peknamauyma

[na nony4yeHns JONONHUTENbHOW MH(OPMaLLUK, CBA3AHHOW C
MCMNoNb30BaHMEM MeAULMHCKOro n3fenus npocbba cBA3aThCA C
YyMONHOMOYEeHHbIM npeactasuTenem npounssoantens OO0 «[perep»
ropog MockBa, nn. NpeobpaxeHckas, a. 8, 3T. 12 nom. L1I1
+7(495)775-15-20
PacwunppoBka CUMBO/OB,
MEeAULIMHCKOr0 1U3fenns

KomnnekT gns BbICOKOMOTOYHOM KucnopogoTepanun Hi-Flow Star
MepBUYHbLIA NaKeT COAEPXKUT CNeLyLLY0 NH(OPMaUUIo:

- HanmeHoBaHne MW;

- NNorotun Drager;

- KOJIMYECTBO B YMaKOBKe;

-REF;

- HOMep N10Ta;

- UCnonbL30Bathb A0;

- flaTa U3roToB/eHuns;

- CMMBOJ1 “He UCNoNb30BaTb MOBTOPHO”,;

- cMMBOA “He ucnonb3oBaTh, €C/IN YNaKOBKa MNOBpeXaeHa”;

- cumBOST «OCTOPOXKHO! O6paTMTECh K MHCTPYKLMUN NO NPUMEHEHUIO»;
- cumBon «O6paTUTECh K MHCTPYKLMAM MO UCMOb30BaHUIO»;

- HAWMEHOBaHWe NPon3BOANTENS;

- YHuKanoHbli geHTumnkatop N3genuns;

- cumBon “flep>atbcs nofganblle OT COHEYHOro ceeta”

- CMMBOJ “He M3roToB/ieH M3 HaTypanbHOro Kay4yKoBoro narekca”

- cumBon “unana3oH temnepatyp”;

- cumBeon “lnanasoH BNaXHoOCTU™;

- cumBoS “OrpaHnyeHne aTMOC(epHOro gaBneHns”;

NPUMeHsIEMbIX MPU  MapKMpPOBKe
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Warranty
The manufacturer guarantees that the medical
properties throughout the shelf life.
Reclamation

For more information related to the use of a medical device, please
contact the authorized representative of the manufacturer LLC "Dreger"
city of Moscow, Preobrazhenskaya pL, 8, fl. 12 room Till

device retains its

+7 (495) 775-15-20

Explanation of symbols used in labelling the medical device

HI-Flow Star System

Primary package contain following information:
- name of MD;

- Drager logo;

- quantity in package;

- reference number;

- lot number;

- use before;

- date of manufacture;

- symbol “‘do not reuse”;

- symbol “Do not use if package is damage”;

- symbol «Caution! Refer to the instructions for use»;
- symbol «Refer to the instructions for use»;

- name of manufacturer;

- Unique Device Identifier;

- symbol “Keep away from sunlight”

- symbol “Not made with natural rubber latex’

- symbol ““Termperature range”;

- symbol “Humidity range”;

- symbol “Atmospheric pressure limitation”;

- phrase “For USA :Rx Only

- symbol “Medical device”;




-*<»i-*vxiS»gtiSlewibei

- (ppasza “Ona CWWA: Tonbko Rx”

- CMMBON

“MeanunHcKoe nsgenue”;

-MEPBbIW enmBon:;
- CumBon CE.

BTopuyHas ynakoBKa COAePXUT CrieyHoLLy0 MHOPMaLMIO;

- HaumeHoBaHne MW;
- lorotun Drager;
- KOJ/INYEETBO B YNaKOBKE;

-REF;

- HOMep NoTa;
- laTa U3rOTOB/EHUS;
- UCMONb30BaThb [I0;

- CuMmBON
- CuMmBON
- CMMBON
- CMMBON
- ENMBON
- CMMBON
- CMMBON
- CMMBON
- CMMBON

“He Mcnonb30BaTbh MOBTOPHO”;

“OcTopoXHO! O6paTUTECh K UHCTPYKLMM NO NPUMEHEHNUIO’
“O6bpaTuTecb K MHCTPYKLUUSM NO MCNONb30BaHUID™;

Jepxartbca noganslie OT COTHEYHOrO eBeTa”;

“He nM3roToB/ieH M3 HaTypasbHOro Kay4yKoBOro fatekca”;

“He ncnonb30Bath, eciv ynakoBKa nospexaeHa”;
“dnana3oH Temnepatyp”;

“OnanasoH BAaXHOCTN,

“OrpaHnyeHre aTMOCHEPHOro faBneHna”;

- Ha3BaHMe 1 aapec NPoON3BOANTENS;
- Cumson CE;

- CUMBO

“MeanuUmnHCKOe nsgenne”;

- (bpasa, chenaHHaa B Typuuu;

- (hpasza “KauecTtBO OT [parepa”;

- www.drager.eom;

- YHUKanbHblii WgeHTngunkatop Vsgenus.

ATuKeTKa Tnna C CoAep>XUT CNneayoLyo NHpopmaymio:

- HammeHoBaHne MU;

- Nlorotun Drager;

- HOMEp CCbIJIKK;

- ppasa ‘UHCTPYKLMA NO NPUMEHEHNIO”;
- (ppasza ‘OeTopoXkHO!”;
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- RST symbal;
- CE symbol.
Secondary package contain following information:
- name of MD;

- Drager logo;

- qQuantity in package;

- reference number;

- lot numer;

- date of manufacture;

- use before;

- symbol “do not reuse”;

- symbol “Caution! Refer to the instructions for use”;
- symbol “Refer to the instructions for use”;

- symbol “Keep away from sunlight’;

- symbol “Not made with natural rubber latex”;

- symbol “Do not use if package is damage”;

- symbol “Termperature range”;

- symbol “Humidity range”;

- symbol “Atmospheric pressure limitation™;

- name and address of manufacturer;

- CE symbol;

- symbol “Medical device”;

- phrase Made in Turkey;

-phrase “Quality by Drager”;

- Wwww.drager.com;

- Unique Device Identifier.

Typ C label contain following information:

- name of MD;

- Drager logo;

- reference numer;

- phrase ““ Instruction for use”;

- phrase ““ Caution!”;

- phrase ““Do not reuse”;

- phrase ““ Keep away from sunlight”;

- phrase “Not made with natural rubber latex”;

- phrase ““ Do not use if package is damage”;

- phrase ““ Date of manufacture”;

- phrase “Used by”;




> C

- (hpasa ‘He ncnonb3oBaTh NOBTOPHO”; - phrase ** Storage temperature-lower limit”;
- (hpasa ‘[epaTbCsA Nojanblue 0T CONHEYHOrO CBeTa”; - phrase * Storage temperature-upper limit”;
- (hpasa ‘He M3roTOB/EHA M3 HAaTYpaNbHOrO NaTeKca”; - phrase *“Humidity (rel.) -lower limit”;

- phrase “Humidity (rel.) -upper limit”;
- phrase “ Atmospheric pressure -lower limit”;
- phrase “ Atmospheric pressure -upper limit”;

- (hpasza ‘He ucnonb3yiitTe, CNM yNakoBKa NOBpeXaeHa”;
- (ppasa ‘[laTta N3roTtoBneHNs”;

- bpasa ‘cnonb3yercs”; . ] - phrase “ Distributed in the USA by”;
- (hpasa ‘TemnepaTypa XpaHeHUs - HUXHWA npeaen”; - phrase “For USA : Rx Only.
- (hpasza ‘Temnepartypa XpaHeHUs - BEPXHUI npegen’;
- (hpasa ‘BnaxHocTb (OTH.) - HMKHUI npegen”; Primary package contain following information:
- (hpasza ‘BnaxxHocTb (0TH.) - BepXHUin npegen’; - name of MD;
- (hpasa ‘ATMocepHOe AaBNeHNE - HUKHUI npefen”; - Drager logo;
- (hpasza ‘ATmochepHoOe AaBneHne - BEPXHWIA npeaen”; - quantity in package;
- (hpasa ‘PacnpocTpaHsieTtcs B CLUA”; - reference number;
- hpasa “Ans CLUA: Tonbko Rx. - lot number;
- use before;
- date of manufacture;

KaHtonsa HasanbHas Ans BbICOKONOTOYHOW KuciopogoTepanum LL- “
- symbol *“do not reuse”;

Fiow Star T H H .
MepBUYUHAA yNaKoBKa COAEPXUT CeAyoLLyo NHDOPMALMIO: ) :yypniég: «E'gnnosttéﬁfe:: package s damage™

- Hanvenosanue MU; - symbol «Refer to the instructions for use»;

- llorotun Drager; - name and address of manufacturer;

- KO/TMYECTBO B YMAKOBKE; - Unique Device ldentifier;

-REF; - symbol “Keep away from sunlight™

- HOMep N10Ta; - SymbOI “Not made with natural rubber latex’
- UCMONB30BATb f10; - symbol “Temperature range”;

- flaTa U3roTOBNEHNS; - symbol “Humidity range”;

- symbol “Atmospheric pressure limitation”;
- phrase “For USA : Rx Only

- symbol “Medical device”;

- phrase Made in Taiwan;

- CUMBOJ “He MCNO0Mb30BaTh NOBTOPHO”,;
- CMMBOJ “He ncnosb30BaTth, ecnn ynakoBKa noBpexjeHa”;
- CUMBON «HeCcTepuUnbHbINY;

- cMMBON «O6paTUTECh K MHCTPYKLMAM MO UCNONb30BAHUIO»; -phrase “Queality by Drager””:
- Ha3BaHWe n agpec NPonN3BOANUTENA; _V\N\Nv_drager_com;
- YHuKanbHblit UaeHTudmnkatop Nsgenns; - CE symbol.
- cumBoON “[epXartbCa nofanblie OT COMIHEYHOro cBeTa” Secondary package contain following information:
- cMMBOA “He M3roToB/ieH 13 HATYypasbHOro Kay4yyKoBOro narekca” - name of MD;
- cumBOn “Amnana3oH Temnepatyp”; - Drager logo;
- Quantity in package;
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- cMMBON “[inanasoH BNaXHOCTKN; - reference numboer;

- cuMBON “OrpaHuyeHne aTMOCHepHOro AaBfieHNa”; - lot nunrier;

- (hpasa “Ans CLUA: Tonbko Rx” - date of manufacture;
- CUMBON “MeanLMHCKOe U3fenmne”; - use before,

o , - symbol “‘do not reuse”;
- (‘E g:zz’ ‘F*?aegs :THB? OHTa.C-ll.- IC?: rBe?oHae”" - symbol “Refer to the instructions for use”;

- symbol “Keep away from sunlight”;

- www.drager.com; - symbol “Not made with natural ruber latex””;
- Cumson CE. - symbol “Do not use if package is damage”;
BTopuyHasa ynakoBKa COAEPXMUT CNeAYHOLLYI0 MH(OPMaLUIO: - symbol «Non Sterile»;

- HaumeHoBaHne MW; - symbol “Termperature range”;

- NNorotun Drager; - symbol “Humidity range”;

- KO/IMYECTBO B YMaKOBKE; - symbol “Atmospheric pressure limitation™;

- HOMEP CChI/NKMK; - name and address of manufacturer;

- HOMep N10Ta; - CE symbol; o

- [laTa M3roToB/EHUS; - symbol “Medical device™;

- phrase Made in Taiwan;

-phrase “Quality by Drager”;
- wwww.drager.com;

- UCMO0Nb30BaTh A0;
- CMMBOJ1 “He NCNO0Nb30BaTb MOBTOPHO”;

- cumBoN “O6patnuTech K MHCTPYKLUSAM MO UCNOb30BaHUIO”; - Unique Device Identifier.

- cumBon “Jlepxatbca noganblle OT CONHEYHOro cBeTa”; Typ C label contain following information:
- CMMBOJ “He N3rotoB/ieH 13 HaTypasbHOro KayyyKoBoro natekca” - name of MD;

- cMmBON “He mMcnonb3oBaThb, €CN yYNakKoBKa noeBpexeHa”; - Drager logo;

- CUMBON «HecTepubHbIN»; - reference numer;

- cMMBOA “[ianasoH TemnepaTyp”; - phrase “ Instruction for use”;

- CMBON “[lMana3soH BaXHOCTN”; - phrase *“ Do not reuse”; _

- cMBON “OrpaHuyeHne aTMOCHEPHOro JaBeHuns”; - phrase " Keep away from sunlight”; .
- Ha3BaHWe ¥ afpec NPOU3BOAUTENS; - phrase “NOt mede with natural rudber Iat,(’ax ;
_ Cumson CE - phrase “Do not use |fpackags.|s damage”;
- cumBoON “MefnLUHCKOe n3aenune”; - phrase “Bat((ej(g r,r.lanufacture '

- (bpasa, chenanHas Ha Talisane; BhTﬁ “Sts(fragey:[érrperatureulower limit”;

- (ppasa “Kayectso oT [jparepa”; - phrase “ Storage temperature-upper limit”;

- www.drager.com; - phrase ““Humidity (rel.) -lower limit”;

- YHukanoHblii NgeHTndukatop Usgenns. - phrase “Humidity (rel.) -upper limit”;
ATuKeTKa TMNa C cogepXunT cnefyroLlyo MHHOpMaLmIo: - phrase *“ Atmospheric pressure -lower limit”;
- MS OKTOPa MeAULIMHCKMUX HayK; - phrase *“ Atmospheric pressure -upper limit”;

- phrase *“ Distributed in the USA by”;

23
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



- Norotun Drager; - phrase “For USA : Rx Only.

- HOMep CCbIJIKY; Hi-Flow Star Valve

- (hpasa ‘VIHCTPYKLMS N0 NPUMEHEHUIO™; Primary package contain following information:
- (hpasa ‘He Ncnonb30BaTh MOBTOPHO™; - name of MDj

- (hpasa ‘epxatbca nofanblue 0T CO/THEYHOrO cBeTa”; B (?Jggflgﬁopackage

- hpasa ‘He M3roTOB/IEHA U3 HATypaNlbHOro NaTekca”; - reference rurber:

- (hpasa ‘He ncnonb3ynTe, ecim ynakoBKa noBpexjeHa”; - lot nunrber:

- hpasa ‘flaTa M3roToBEHUA”; - use before;

- (hpasa ‘Mcnonb3yerca”; - date of manufacture;

- (hpasa ‘TemnepaTypa XpaHeHUs - HUKHWUIA npegen”; - symbol “do not reuse”;

- (hpasa ‘Temnepatypa XpaHeHWUs - BEPXHUI npegen”; - symbol “Do not use if package is damage”;
- (hpasa ‘BnaxHocTb (OTH.) - HYWXKHWIA Npegen”; - symbol «Refer to the instructions for use»;
- (hpasa ‘BnaxHocTb (OTH.) - BepXHWii npeaen”; - name and address of manufacturer;

- (hpasa ‘ATMOCHEpPHOE AaB/eHMe - HIKHNI npeaen”; - Unique Device ldentifier;

- (hpasa ‘ATMOC(HepHOe aBeHe - BEPXHUI Npefen”; - symbol “Keep away from sunlight

- symbol “Not made with natural rubber latex”
- symbol ““Termperature range”;

- symbol “Humidity range”;

- symbol “Atmospheric pressure limitation”;

- (ppasa ‘PacnpoctpaHserca B CLUA”;
- (ppasza “Onga CLUA: Tonbko Rx.
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MepBUYHaAsA ynakoBKa COAEPXUT CNefytoLLyto MHopMauunio: - phrase “For USA : Rx Only ”

- HaumeHoBaHne MU; - symbol “Medical device”;

- lorotun Drager; - phrase Made in Turkey;

- KONIMYECTBO B YMaKOBKe; -phrase “‘Quality by Drager”;

-REF; - Wwww.drager.com;

- HOMep NoTa; - CE symbol.

- UCMONb30BATb [0; Secondary package contain following information;
- flaTa U3rOTOB/EHUS; - name of MD;

- CUMBO/ “He UCMOMb30BaTb MOBTOPHO”; - Drager quo; .

- CMMBOJ “He Mcnonb30BaThb, €CIN YNAKOBKA NOBpeXaeHa”; ?:fﬂntg%panﬁge

-cMMBON «O6paTUTECh K MHCTPYKLUSAM MO MCMO/b30BAHNIO»; - lot nurrber: ’

- Ha3BaHuWe ¥ agpec NPON3BOAUTENS; - date of manufacture;

- YHuKanoHbll igeHTudukatop M3genus; - use before;

- cumBon “ep>kaTbCcsa Nojasnblue OT COTHEYHOro cBeTa” - symbol “do not reuse”;

- CUMBON “He M3roTOBMEH M3 HaTypalbHOr0 Kay4yKoBOro fiatekca” - symbol “Refer to the instructions for use”;
- cumBoON “[nana3oH TemnepaTyp”; - symbol “Keep away from sunlight”;
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(

- cCUMBON “[lnanasoH BAaXHOCTU”; - symbol “Not made with natural rubber latex”;
- CUMBON “OrpaHMyeHne aTMOC(HepHOro AaBneHna”; - symbol “Do not use if package is damage™;

- thpasa “Ans CLUA: Tonbko Rx” - symbol :Terrp_erature raDge”;

- CMBON “MeANLMHCKOe U3fenmne”; - symbol “Hummidity range™;

- symbol “Atmospheric pressure limitation™;

- (bpasa, caenanHas 8 Typuum, - name and address of manufacturer;

- (hpasza “Kauectso ot parepa’;

- CE symbol;
- www.drager.com; - symbol “Medical device™;
- Cumson CE. - phrase Madk in Turkey;
BTopuyHas ynakoBKa COAEPXKMT CNeayroLLyt0 NH(POPMaLUIO: -phrase “Quality by Drager””;
- HaumeHoBaHue MU; - wwww.drager.com;
- NoroTtun Drager; - Unique Device Identifier.
- KOJTMYECTBO B YMNaKOBKE; Typ C label contain following information:
- HOMEp CCbI/KMK; - name of MD;
- HOMep NnoTa; - Drager logo;

- reference number;

- phrase ““ Instruction for use”;

- phrase ““ Do not reuse”;

- phrase *“ Keep away from sunlight”;

- flaTa N3roToBNEHUS;
- ucnonb3oBaTh J0;
- CMMBOJ “He UCNO0Nb30BaTh MOBTOPHO”;

- cumBon “O6paTuTecb K MHCTPYKLUMAM MO MCNONb30BAHNIO™; - phrase “Not made with natural ruber latex”;
- cumBoON “flepxXaTbcsa NMoAanblie OT CO/IHEYHOrO CBeTa”; - phrase ““ Do not use if package is damage’”;

- CMMBOA “He M3roToBNEH M3 HATYpa/ibHOr0 Kay4yKoBOro fatekca™ - phrase “ Date of manufacture”;

- cMMBON “He ncnonb3oBaTh, €CAN YNaKoBKa MOBpexaeHa”; - phrase “Used by”’;

- cumBON “[Mana3oH Temnepatyp”; - phrase ** Storage temperature-lower limit”;

- CUMBOA “[lManasoH BAAXHOCTN”; - phrase ** Storage temperature-upper limit”;

- CMBON “OrpaHnyeHne aTMOCHEPHOTO AaBNEHNS”; - phrase ** Humidity (rel.) -lower limit”;

- Ha3BaHWe 1 aapec NPOU3BOAUTENS; - phrase :Humldlty (rel.) -upper limit”; .
- Cumson CE: - phrase ““ Atmospheric pressure -lower limit”;

- phrase ““ Atmospheric pressure -upper limit”;
- phrase “ Distributed in the USA by”’;

- (hpasa, caenaHHas B Typuuu; - phrase “For USA : Rx Only.
- (ppasa “KauectBo ot [parepa”;

- www.drager.com;

- YHuKanbHbln aeHTndukatop Msgenms.

ATukeTKa TMNa C cogepXXnT cneayowyo NHpopmauymio:
- UMS LOKTOpa MeAULUHCKUX HayK;

- lorotun Drager;

- cumBon “MefnUnHCKOe n3genne”;
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- HOMEP CCbIJIKMK;

- (hpasa ‘UHCTPYKLMSA NO NPUMEHEHUNID”;

- (hpasa ‘He ncnonb3oBaTb MNOBTOPHO”;

- (hppasa ‘fep>xatbcsd Noganblie OT COIHEYHOro cBeTa”;
- (hpasa ‘He n3roToBneHa U3 HaTypasbHOro narekca”;
- (hpasza ‘He ucnonb3yiiTe, eCNn ynakoBka nospexaeHa”;
- (hpasa ‘daTa N3roToBNEHNA”;

- hpasa ‘Ucnonb3yeTca”;

- (hpasa ‘TemnepaTypa XpaHeHUs - HYKHUIA npegen’”;

- (hpasa ‘TemnepaTtypa XpaHeHUs - BEPXHUIA npegen”;
- hpasa ‘BnaxHOCTb (OTH.) - HKHWIA Npegen”;

- (hpasza ‘BnaxHocTb (0TH.) - BepXHUIA npegen”;

- (hpasza ‘ATMOC(epHOe AaBneHne - HKHUIA npegen”;
- (hpasza ‘ATMochepHOe AaBneHne - BEPXHUIA npegen”;
- (ppasa ‘PacnpoctpaHserca B CLUA”;

- hpasa “Ansa CLUA: Tonbko Rx.

[aTta BbinycKa nnn nepecmoTpa NHCTPYKLNK Date of issue or revision of instructions
08.04.2024 08.04.2024
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MepeBof C aHIIMACKOTO 1 HEMELIKOTO A3bIKOB %@KMM A3bIK

YTBEPXAEHO

«parepeepk Al yHa Ko. KlM'aA» (Dragerwerk AG&Co.

KGaA)
OpraHumsauys

MoiicnuHrep Annee 53-55, 23542 JTio6ek, MepmaHus
Anpec
AVpeKTop No KayecTBY M HOPMATUBHbLIM BONpPOCaM.

busHec-nogpasgenedne HCA, MeguLMHCKOe nojpasgeneHue
JomkHocTb

Tumo Xapmc
dammnms, s

27.02.2024 .
JataA0-MM.ITTT

Inodnucbl
Mognmes

MeuvaTb: «perepsepk Al yHa Ko. KlMaA» (Dragerwerk AG & Co. KGaA)
D-23542 Tiobek

OTpen perynuposaHus

«Oparepsepk Al yHa Ko. K'aA» (Dragerwerk AG&Co. KGaA)
CocypapcTBeHHas perncrpauma n cepTunkanmua npogyKuuu

D-23542 Jto6ek

MHCTpYyKUMA No akcnayaTaynm
CucTtema BbICOKOMOTOYHOWN KucopogHon Tepanum HI-Flow Star ¢ npnHagieXxHoCcTsaMu
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Ne 237 peecTpa LOKYMEHTOB HoTapuyca Ha 2024 rof
HacToAwum noaTBepXaaeTcs, Uto

-H Tumo Xapmc *08.08.1972 r.p., m
topugndecknii agpec: Moncnunrep Annee 53-55, 23542 lio6ek, M'epMaHnsi- NMYHOCTb

KOTOPOro y40CTOBEPEHa MHOO -

B 9TOT [ieHb NOATBEPAN CBOK MOAMMUCH NEPes0 MHOWA, B
MOATBEPXKAEHME YETO S HACTOALLMM NOCTaBU/ CBOK MOAMMUCH U CKPENUn ee
neyaTblo HOTapuUanbHON KOHTOPBI.

HoTtapuyc nomHTepecosascs, He 6bII0 NN Yy HEro NpeaBapuTeNbHONO y4acTua B enie B
cooTBeTcTBUM ¢ § 3 M. 1 No 7 3akOoHa FepMaHMK 0 HOTapManbHOM 3aBepeHUn. ABUBLLNIICS

YesI0BEK 3TO OTPULA.
NMobek, 27 espans 2024 r.

Inodnucbl
BunkeH BunnaHpg
HoTapuyc
MeyvaTb: /HepasbopumBo/
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Poccuiickaa ®Pegepaums
"opog MockBa
LLlecTHaaLaToro anpensa gBe ThlcAYM ABajLaTbh YeTBEpTOro roja
A, lOpakoBa [unaHa LLleBkeToBHa/BpeMeHHO uCMOMHALOWAA 06493aHHOCTU HOTapuyca
ropoga Mocksbl Kopcuk Mapun AnekcaBApOBHbl, CBUAETENbCTBYH MOAJMHHOCTL MOANUCHU
nepesogunka Casanbckoro Cepres Ar'\No206Bmya.
Moanwnch caenaHa B MOeM MPUCYTCTE

JTnyHocTb] yyl~oBneHa. vy/l'l’
3apernc™ [179-H/77-2024- nv
Ynnas™o.,: woTo geicteua: 400 py6. 00 kon.
A.L. KOpakoBa
Bcero npoLLHypoBaHo
MPOHY?epoBaHO U cKpene
nycr(a
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