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Instructions For Use (IFU)

Micronlet 600 Microneedle for intradermal injections

O

NanoPass Technologies Ltd.
3 Golda Meir St., Nes Ziona 7403648, Israel

2020

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



English
f he MicronJet 600

'For anyfurther assistance/support/questions, please contact the manufacturer.
Manufacturer:

NanoPass Tecluiologies Ltd.

3 Golda Meir St, Nes Ziona 7403648, Israel
Tel 972-8-9462905

Fax 972-50-8966787

info@nanopass.com

EU Representative:

MedNet GmbH

Borkstrasse 10-48163, Muenster, Germany
Phone 49-251-322660

Fax 49-251-3226622

Authorized Representative in Russia:

Limited Liability Company «RAIFARM>» (RAIFARM LLC),
Ul. Malaya Dmitrovka 4, office 8,

Moscow, Russia 127006

Tel. +7 495 937-56-08, Fax +7 495 937-56-14

MicronJet 600 Instructions for Use, PK_3033 Rev.Ol, Jan 2020
Description:

The MicronJet 600 is a disposable micro-needle device that is mounted on a standard syringe
in the same manner as a conventional needle.

The MicronJet 600 comprises an integral array of 3 micro-needles; each micro-needle 0.6mm

CI in length.

The MicronJet 600 is used to inject liquid substances, allowing for controlled intradermal
delivery in any procedure which requires administration of substances to the dermal
compartment.

The MicronJet 600 is latex free
Field of use: General practice
Conditions of use: in hospital and clinical conditions.

Indications:
The MicronJet 600 is intended for intradermal injections of any substance or drug approved

for deJiveiy by this delivery route. For infants, childand adult petients.
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]Contraindications:

The MicronJet 600 should not be used on skin abrasions, open wounds, cuts and scars.

The MicronJet 600 should not be used on rashes, skin infections or any other area of
damaged or diseased skin.

fWarnings and precautions:

L« The MicronJet 600 is intended for single use, by healthcare professionals
¢ Re-use may lead to infection or other illness/injiuy
» Used or un-used devices should not be re-capped or removed from syringe unless there is
no alternative or such action is required by a specific medical procedure.
e The MicronJet 600 is not intended for aspiration of liquids
« |Ifthe device appears to be damaged or broken, discard and use a new device

Adverse events:
Local adverse reactions, including edema, erythema and discoloration of skin at the injection site
have been observed, most likely related to the injected substance, and not to the MicronJet 600.

Adverse reactions related to use ofthe MicronJet 600 include small risk of micro bleeding
(self-limiting blood dotting, ceasing within normal clotting time). Other potential device
related adverse events may rarely include local infection at the injection site.

Storage and handling:

»  MicronJet 600 should be stored at room temperature. In accordance with USN-NF room
temperature is 159C - 30®C. Guaranteed shelf-life - 5 years.

» The MicronJet 600 is individually packed in a soft blister, sterilized by ethylene oxide
(EtO).

* Do not use the MicronJet 600, in the event that the soft blister is either open and/or
damaged.

» Dispose of all devices in accordance with national/institutional guidelines, and in their
absence, discard in a sharps container

« Device can be transported by any closed vehicles as general cargo, in accordance with
applicable transportation rules.

Shelf-life of the medical device:

The shelf-life for the specified storage conditions is 5 years. During this period of time
devices should be stored at room temperature (150C - 30RC).

The device should be used immediately after opening and discarded immediately after use.

Interactions with other medical devices: The device should be mounted on a standard
syringe in the same manner as a conventional needle. Harmful interactions with other medical
devices are not known.

Requirements for the maintenance and repairs of the medical device:
MicronJet 600 contains no serviceable parts, and is not subject to maintenance and repairs.

Special measures for disposal of the medical device:
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Ised devices should be immediately disposed as potentially infected sharp medical products.
[Medical personnel must follow the national/institutional guidelines for medical waste
'management and universal precaution guidelines.

Warning: single-use device! Discard in a sharps container!
Non-used expired devices should be disposed as non-infected sharp medical products.

Supply method:
The device is supplied as a single sterile MicronJet 600 device, packed in a soft blister for single
use. Each dispenser carton contains 100 units.

Transportation and storage conditions for the medical device:

Storage - MicronJet 600 and NANOSOFT products should be stored at room temperature
(United States Pharmacopeia-National Formulary (USP-NF) between 15-30°C (59-86°F).
Warranty storage period - 5 years.

Transportation - The product can be transported by any means of covered transport in
accordance with the transportation rules applicable to this type of transport.

Vibration and drop test were performed as part of packaging design verification according to
ASTM D-999-08 and ASTM 5276-98. The piupose of these tests was to verify that MicronJet
600 blister package is resistant to transportation vibration. Blister primary packages were
visually inspected prior to secondary package and testing. Blister primary package and
dispenser secondary package were inspected following testing. Results ofvisual test were found
to meet the acceptance criteria.

Warranty:

This product was developed, manufactured, tested, and packaged in conformity with all
applicable requirements.

The manufacturer’s warranty applies to the health care product before the expiry date specified
on the package, provided that it has not been opened or damaged and that it has been correctly
transported and stored.

The shelf-life for the specified storage conditions is 5 years. During this period o f time devices
should be stored at room temperature (15° C - 30°C).

Principal technical characteristics of the ~*MicronJet 600 medical device Microneedle:

Characteristic Specification
Height (length) of microneedle 600 + 30 um (0,6 mm)
Microchip length 2300 £20 um
Microchip width 880+20 um
Spaces between microneedles 600 £ 20 um
Pore diameter 61 (£5,-10) um
Adapter outer diameter (A) 6+ 0,1 mm
Cap outer diameter (B) 7501 mm
Microneedle adapter length (C) 19+0,1 mm
Protective cap length (D) 225+ 0,1 mm

The length of the device assembly (the 26,5+ 0,1 mm
cap is put on the adapter)

Female Luer connector As specified in 1ISO 80369-7:2016
Needles integrity No broken needles & edges
Integrity of adhesive layer No cracks

Holes opening No needle blocking

Luer-chip separation pressure >2000 kPa(20 bar)
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I Assembled device flow rate

I Microneedle Chip material
Female Luer (adapter) material

Blue line
Adhesive

Cover material

Labeling symbols definitions
Name of the medical device

Quantity
Product type

Name and address of the manufacturer

Lot number

Reference number

Expiry date

74.6+£4.5 mm”/sec (no lessthan 3 1G 71 * TSK flow
rate (accordinfi to 1SO 7864:2016)

Single Crystal Silicon coated with Silicon Dioxide,
no trade name, (Manufacturer: Micro to Nano Co.,
Ltd. (M2N), Korea)

Granular medical grade polycarbonate, Makrolon
RX 2530 (Manufacturer: Bayer Material Science,
Germany)

Transparent dark blue ink, BL1411 (Manufacturer:
amcor, UK)

Loctite® 3211, (Manufacturer: Henkel
Technologies, Germany

Polypropylene 13R9A (Manufacturer: Flint Hills
Resources, USA)

MicronJet 600
100 pcs
Microneedles for Intradeimal Injection

d
LOT
REF

The word “Sterile” and the type of sterilization: ISTERILE | eO

Ethylene Oxide

Do not use if the package has been damaged

Refer to the Instruction for Use

Do not re-use

Storage conditions

Non-pyrogenic

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

(8)

d >

Store at room
temperature

Non-pyrogenic
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Device preparation for inlection

Draw injection solution into the syringe without purging
Open the soft blister and firmly connect the MicronJet
600" to the syringe.

Remove the plastic cover.

Purge air and excess fluid leaving the required volume in
the syringe.

Make sure injection site is dry prior to injection

Hold syringe flanges between thumb and fingers

The blue line must face you at all times

Syringe flanges are not the orientation guide as they may not
always be parallel to the blue line; use the blue line for
orientation

Stretch the skin downwards throughout the entire injection
Insert the device at a 45° angle

Press the device into the skin until a shallow indentation is
formed (refer to FAQ for further information)

Inject slowly, expect strong resistance
Awhite wheal (bleb) will form at the injection site
Upon completion, wait 3 seconds and remove syringe.
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IngUsh

fANOSOFT

[For anyjurther assistance/support/questions, please contact the manufacturer.
Manufacturer:

NanoPass Technologies Ltd.

3 Golda Meir St, Nes Ziona 7403648, Israel
Tel 972-8-9462905

Fax 972-50-8966787

info@nanopass.com

£U Representative:

MedNetGmbH

Borkstrasse 10-48163, Muenster, Germany
O Phone 49-251-322660

Fax 49-251-3226622

Authorized Representative in Russia:
Limited Liability Company «<RAIFARM» (RAIFARM LLC),
Ul. Malaya Dmitrovka 4, office 8,

Moscow, Russia 127006
Tel. +7 495 937-56-08, Fax +7 495 937-56-14

Description:

The NANOSOFT is a disposable micro-needle device that is mounted on a standard syringe in
the same manner as a conventional needle.

The NANOSOFT comprises an integral array of 3 micro-needles; each micro-needle 0.6mm
in length.

The NANOSOFT is used to inject liquid substances, allowing for controlled intradermal
delivery in any procedure which requires administration o f substances to the dermal
compartment.

The NANOSOFT is latex free

Field of use: General practice

Conditions of use: in hospital and clinical conditions.

Indications:

The NANOSOFT is intended for intradermal injections of any substance or drug approved for
delivery by this delivery route. For infants, child and adult patients.
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‘ontraindications:

The NANOSOFT should not be used on skin abrasions, open wounds, cuts and scars.
The NANOSOFT should not be used on rashes, skin infections or any other area of
damaged or diseased skin.

[Warnings and precautions:

The NANOSOFT is intended for single use, by healthcare professionals

Re-use may lead to infection or other illness/injury

Used or un-used devices should not be re-capped or removed from syringe unless there is
no alternative or such action is required by a specific medical procedure.

The NANOSOFT is not intended for aspiration of liquids

Ifthe device appears to be damaged or broken, discard and use a new device

Adverse events:
Local adverse reactions, including edema, erythema and discoloration of skin at the injection site
have been observed, most likely related to the injected substance, and not to the NANOSOFT.

Adverse reactions related to use ofthe NANOSOFT include small risk of micro bleeding
(self-limiting blood dotting, ceasing within normal clotting time). Other potential device
related adverse events may rarely include local infection at the injection site.

Storage and handling:

NANOSOFT should be stored at room temperature. In accordance with USN-NF room
temperature is 159C - 30°C. Guaranteed shelf-life - 5 years.

« The NANOSOFT is individually packed in a soft blister, sterilized by ethylene oxide
(EtO).

¢ Do not use the NANOSOFT, in the event that the soft blister is either open and/or
damaged.

» Dispose of all devices in accordance with national/institutional guidelines, and in their
absence, discard in a sharps container

» Device can be transported by any closed vehicles as general cargo, in accordance with
applicable transportation rules.

Shelf-life of the medical device:

The shelf-life for the specified storage conditions is 5 years. During this period of time
devices should be stored at room temperature (15®C - 30°C).

The device should be used immediately after opening and discarded immediately after use.

Interactions with other medical devices: The device should be mounted on a standard
syringe in the same manner as a conventional needle. Harmful interactions with other medical

devices are not known.

Requirements for the maintenance and repairs of the medical device:
N*OSOFT contains no serviceable parts, and is not subject to maintenance and repairs.

Special measures for disposal of the medical device:
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~sed devices should be immediately disposed as potentially infected sharp medical products,
ledical personnel must follow the national/institutional guidelines for medical waste
lanagement and universal precaution guidelines.

Naming: single-use device! Discard in a sharps container!

lon-used expired devices should be disposed as non-infected sharp medical products.

Supply method:

The device is supplied as a single sterile NANOSOFT device, packed in a soft blister for
single use. Each dispenser carton contains 30 units.

Transportation and storage conditions for the medical device:

Storage - MicronJet 600 and NANOSOFT products should be stored at room temperature
(United States Pharmacopeia-National Formulary (USP-NF) between 15-30°C (59-86*F).
Warranty storage period - 5 years.

Transportation - The product can be transported by any means of covered transport in
accordance with the transportation rules applicable to this type of transport.

Vibration and drop test were performed as part of packaging design verification according to
ASTM D-999-08 and ASTM 5276-98. The purpose of these tests was to verify that MicronJet
600 blister package is resistant to transportation vibration. Blister primary packages were
visually inspected prior to secondary package and testing. Blister primary package and
dispenser secondary package were inspected following testing. Results ofvisual test were found
to meet the acceptance criteria.

Warranty:

This product was developed, manufactured, tested, and packaged in conformity with all
applicable requirements.

The manufacturer’s warranty applies to the health care product before the expiry date specified
on the package, provided that it has not been opened or damaged and that it has been correctly
transported and stored.

The shelf-life for the specified storage conditions is 5 years. During this period of time devices
should be stored at room temperature (15® C - 30RC).

Principal technical characteristics of the "NANOSOFT** medical device

Microneedle:
Characteristic Specification
Height (Iength) of microneedle 600 + 30 um (0,6 mm)
Microchip length 2300 £ 20 nm
Microchip width 880 £20 pm
Spaces between microneedles 600 £ 20 pm
Pore diameter 61 (+5,-10) pm
Adapter outer diameter (A) 6+0,1 mm
Cap outer diameter (B) 7,5+ 01 mm
Microneedle adapter length (C) 19+0,1 mm
Protective cap length (D) 22,5+ 0,1 mm

The length of the device assembly (the 26,5+0,1 mm
cap is put on the adapter)

Female Luer connector As specified in 1ISO 80369-7:2016
Needles integrity No broken needles & edges
Integrity of adhesive layer No cracks
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iHoles opening
iLuer-chip separation pressure
[Assembled device flow rate

Microneedle Chip material

Female Luer (adapter) material

Blue line
Adhesive

Cover material

b

Symbols definitions
Name ofthe medical device

Quantity
Product type

Name and address o f the manufacturer

Lot number
Reference number

Expiry date

No needle blocking

>2000kPa(20bar)

74.6£4.5 mmVsec (no less than 31G \&8* TSK flow
rate (according to 1SO 7864:2016)

Single Crystal Silicon coated with Silicon Dioxide,
no trade name, (Manufacturer: Micro to Nano Co.,
Ltd. (M2N). Korea)

Granular medical grade polycarbonate, Makrolon
RX 2530 (Manufacturer: Bayer Material Science,
Germany)

Transparent dark blue ink, BL1411 (Manufacturer:
amcor, UK)

Loctite® 3211, (Manufacturer: Henkel
Technologies, Germany

Polypropylene 13R9A (Manufacturer: Flint Hills
Resources, USA)

™V

NANOSOFT
30 pcs
Microneedles for Intradermal Injection

Id
LOT
REF

The word “Sterile” and the type of sterilization: ISTERILE [EO

Ethylene Oxide

Do not use if the package has been damaged

Refer to the Instruction for Use

Do not re-use

For healthcare professional use
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iNon-pyiogenic symbol

X

Store at room
temperature

1 Storage conditions

IApplicable Standards:

-Conformsto 1SO 13485: 2016, which is certified by Certificate No. 2121377 EN 1SO 13485:
2016

- Conforms to Council Directive 93/42 /| EEC relating to medical devices, as certified by EC
Certificates 2120317CEOQ1

- The risk assessment report for the medical device was prepared in accordance with 1SO 14971:
2012.

* The product partially complies with 1SO 7864-2016 due to design features

Russian Federation national standards product complies with:
- GOST R 50444-92

-GOST ISO 11607-1-2018

mGOST R ISO 15223-1-2014

- Partially complies with GOST ISO 7864-2011
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Device preparation for injection

- Draw injection solution into the syringe
without purging

- Open the soft blister and firmly connect the
NANOSOFT™ to the syringe.

- Remove the plastic cover.

- Purge air and excess fluid leaving the
required volume in the syringe.

- Make sure injection site is dry prior to
injection
- Hold syringe flanges between thumb

and fingers.

- The blue line must face you at all times.

- Syringe flanges are not the orientation
guide as they may not always be parallel to
the blue line; use the blue line for
orientation.

*“Stretch the skin dovmwards throughout the
entire injection.

- Insert the device at a 45® angle.

- Press the device into the skin until a
shallow indentation is formed.

- Inject slowly, expect strong resistance.
- A white wheal (bleb) will form at the
injection site.
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YOOCTOBEPEHWME BEPHOCTW KON
A, Hwkenognucaswuiics, Awep AdpwuaT, afsokaT, Bnagenew, nvueH3nun Hotapuyca Ne

2063591 HacToAWMM YAOCTOBEPAND, UTO MHE MNpeAcTaB/ieHa KOMUA  OpPUTMHasIbHOrO
[OKYMEHTa, COCTaB/IEHHOI0 Ha aHI/IMNCKOM $13blCe KOTOPbIM 51 CBO60AHO BNafeto.

A noaTBepXat0 CBOE MOAMUCLID M MeyaTblo, YTO MPUNOXEHHbIA JOKYMEHT C MOMETKOM
«A», ABNSETCS BEPHON KONWen JOKYMeHTa Uiy MHgpopMaumm npeabsBieHHON MHe.
CerogHs, 26.05.2020 r.

/noanuce/
Awep Agpuat

NeyaTb HOTapuyca
Mevatb: Aliep Adgpuat * Hotapuyc
CtommocTtb ycnyr Hotapuyca: 91,00 wekenb

Pacxoabl: 15,47 wekens
WToro k onnate: 106,00 wekenen

TwucHeHaAa neyaTb HoTapuyca
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NHCTPYKUMA MO NPUMEHEHMIO

Mukpourna 418 BHYTPUKOXHbIX MHbeKunin MicronJet 600

HaHol'lacc TexHonomxuc J1Ta.
3 Nonga Meiip CT., Hec 3noHa 7403648, N3pannb

2020
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AHTNNCKNIA

MicronJet 600

Mpy BO3HUKHOBEHUM BOMPOCOB, & TAKXKE A/1s NMOMYYeHUst JONONHNTeNbHOV MHADOPMALMOHHOI
noaaep>KK1/MoMOLLY NPOCKUM 06palLLaThCs K MPON3BOANTENIO.

MpounssognTens;

«HaHollacc TexHoNo4KM3 J1TL.»

Monpga Meip CtpuT, 3, Hec 3noHa, 7403648, 3pannb
Ten.: 972-8-9462905

dakc: 972-50-8966787

info@nanopass.com

YnonHoMmoueHHbI MpeactaButens MpounssoguTens B EBpocotose:

MegHet F'm6X (MedNet GmbH)
Borkstrasse 10-48163, Muenster, NepmaHns
TenetoH 49-251-322660

dakc 49-251-3226622

YnonHoMo4eHHbIN MpeactaBuTens MponssogmTens B Poccnn:

O6LLECTBO C OrpaHNYeHHOM 0TBETCTBEHHOCTbLIO «PANDPAPM» (OO0 «PANDAPM>),
yn. Manast AMUTPOBKa, 4, ouc 8,

r. Mocksa, Poccus, 127006

Ten.: +7 495 937-56-08, dac: +7 495 937-56-14

MHCTPYKUMA NO NPUMEHEHUIO MeaNLIMHCKOro usgenusa MicronJet 600, PK 3033, pea. 01,
aHBapb 2020 rofga.

OnucaHune:

MeguumHckoe wusgenve MicronJet 600 npeacTaBnsieT co60i 04HOPA30BYH MWKPOUTAY,
KOTOpas yCTaHaB/MBAETCSA Ha CTaHAAPTHbIV LUNPUL, TAKUM e 06pa3oMm, YTo U 06blUHas Urna.

MeguunHckoe msgenve MicronJet 600 cocTouT M3 afanTtepa, OCHaLLEHHOro 6J10KOM U3 Tpex
MUKPOWUI /1, PacnoNOXeHHbIX B pAf, AIMHA KXol Urnibl coctasniseT 0,6 Mm.

MegnunHckoe  W3penue  MicronJet 600  npefHasHa4yeHO ANt BHYTPUKOXHOIO
(MHTpagepmMasibHOr0)  BBEAEHUA  NIeKApPCTBEHHbIX  CPeACTB M MpoYMx  Mpenapartos,
npefHasHayeHHbIX 4719 BHYTPUKOXHOIO BBELEHUS.

MeanuunHckoe nsgenune MicronJet 600 He COAepPXXUT naTekca.

O6nacTb NpuMeHeHna: O6LLeBpayebHas NpakTnka.

YcnoBuAa NpUMeHeHUA: npegHasHayeHo 4719 UCNob30BaHUA B 60NbHNYHBIX N KNNHUYECKMX
yCnoBusx.

NMoKasaHMA K MPUMEHEHUIO:
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MegmuunHckoe  M3genue  MicronJet 600  npegHasHayeHO AN BHYTPUKOXHOIO
(MHTpafepManbHOro) BBEAEHUA  NIeKAPCTBEHHbIX CPeACTB M NPOYUX  NpenapaTos,
npefHasHauYeHHbIX A9 BHYTPUKOXHOIO BBefeHWS. MpUrogHo Aans NpoBefeHUs WHBLEKLMIA
naumeHTaMm MnageH4yeckoro, AeTCKOro v B3poc/ioro Bo3pacTa.

MpoTrBONOKasaHUA:

e 3anpeLjaeTcs 1Ucnosib3oBaTb MeanUMHCKoe nigenune MicronJet 600 Ha yyacTKax KoXu, Ha
KOTOPbIX MMEKOTCA CCafNHbI, OTKPbITbIE PaHbl U LWPaMbl.

e 3anpewjaeTcs MUCMonb3oBaTb MeAnUMHCKoe n3genne MicronJet 600 Ha ydacTKax KOXu, Ha
KOTOPbIX MMEETCA CbIlNb NN MHPEKLUNSA, a TaKXKe Ha JTI0bIX APYTrUX MOBPeXAeHHbIX WUn
NopaXKeHHbIX 60/1e3HbI0 YHaCTKax KOXMW.

MpeAocTepeXXeHNs U Mepbl NPefoCTOPOXKHOCTU:

* W3penve MicronJet 600 ogHopa3oBoe, NpefHa3Ha4YeHHOE K UCMO/1b30BaHUI0
NPoMeccNoHasIbHbIM MeAULMHCKUM NepcoHaioM

* [10BTOPHOE MCMONb30BaHNE MOXET NPUBECTU K MHPULNPOBAHNIO UKW APYTUM
3a00/1eBaHNAM/NPUYNHEHNIO Bpeja 3L0P0BbI0

i * Hauncnonb3oBaHHbIE WIN HEUCMO/b30BaHHbIE U3Ae/NA He CriefyeT CHOBa HafeBaTb

KOMaykn Unn ygansaTb 13 LWINPULA, 3a UCKIKOYEHNEM C/TyYaeB, KOrja HeT 4pyroro
BbI60pa, UM TaKoe AeincTBMe He06X0AMMO B COOTBETCTBMMU C TPe60BAHUSAMWN KOHKPETHOM
MeAVLMHCKOW Npoueaypbl.

* W3genve MicronJet 600 He NpegHa3HaYeHO A4Ns acnmpaunm XXNLKOCTen

* Ecnv nsgenue KaxxeTcs NOBPeXAeHHbIM WX C/IOMaHHbIM, BbIGPOCUTE €ro U BO3bMUTE
HOBOE

HexxenatenbHble ABNEHNA:

Habnofanmcb MeCTHble HeXenaTe/lbHble  peakuuu, BK/OYas OTeK, [MOKpacHeHve U
obecuBeyMBaHMe KOXW, KOTOPble, BEPOATHEe BCero, OblM CBA3AHbI C WHBEKLVNOHHBIM
BELLLeCTBOM, a He ¢ Mukpournoi MicronJet 600.

HexxenaTenbHble peakUMn B CBA3N C MCNOMb30BaHUEM MUKPouUr/bl MicronJet 600 BkovaloT
HeOONbLUOA  PUCK  MUKPOKPOBOWU3IUSIHUS (camoorpaHmnumBaroLLLeecs KannnnsapHoe
KpOBOTeUeHMe, KOTOPOe OCTaHaB/MBAETCA B Te4deHWMe 06bIYHOro nepuofa CBepTbIBAEMOCTU
| Kposu). [pyrve nob6ouyHble AeWCTBUSA, CBSA3aHHblE C WCMOSb30BaHWEM W3[4eNNs, MOTyT B
peLKMX cnyyasax BKOYaTb MECTHOE UHDULMPOBaHME B MECTE BbIMOIHEHUSA MHBLEKLIUN.

MpaBuna xpaHeHVs 1 obpalLeHns:

*  MeanumnHckoe nsgenve MicronJet 600 criegyeT XpaHUTb NpU KOMHATHOM TemnepaType. B
COOTBETCTBMM C HauuoHaslbHbIM  opmynsapom  dPapmakonen CLUA KomHaTHad
TemnepaTypa cocTaBnsieT 157°-30" C. MapaHTUPOBaHHbI CPOK FOAHOCTU - 5 feT.

*  MeguunHckoe wn3sgenve MicronJet 600 ynakoBaHO B WHAMBUAYa/IbHYIO MSATKYHO
KOHTYPHYI0 YNakKoBKY (611CTep) U CTEPUIN30BAHO 3TUNeHOKeuaom (EHO).

* He ncnonbsyinte nsgenue MicronJet 600 B TOM cnyyae, ecnvm UHANBUAYa/IbHAs yNakoBKa
BCKPbITa N/MNn NoBpexaeHa.

*  YTuUnusupyite BCe W3Ae/IMA B COOTBETCTBUU C HaLMOHa/IbHbIMW/TOCYAapPCTBEHHbIMU
HOpMaMu, a B C/lydae MX OTCYTCTBUSA, U3AeNns chefyeT BblopacbiBaTb B KOHTeNHep AnA
cbopa MCrnonb30BaHHOI0 OCTPOro MHCTPYMEHTapUS.

*  M3genve MOXeT MepeBO3NTbLCA B IIO60M 3aKPbITOM TPaHCMOPTHOM CPeACTBE B KayecTBe
06bIYHOro rpy3sa B COOTBETCTBUM C AEMCTBYIOLLMMU NPaBuUIaMmn NepeBo3Ku.
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CpoK rofiHoCT MeANLIMHCKOr0 N3fenns:

CpOoK rofiHoCTW MNpY yKasaHHbIX YC/I0BUAX XPaHeHUS cocTaBNAeT 5 fieT. B TeyeHme sToro
BpeMeHU n3genne HeobXo4MMO XpaHUTb NPU KOMHaTHOM TemnepaType (15 -30® C).

W3penve Heo6xo4MMO MCNONb30BaTb Cpasy Mocse BCKPbITUS YNAaKOBKW U YTUIM3MPOBATb
cpasy nocsie 1crosib3oBaHus.

B3anmogelicTBME C APYTrMMU MeAVULUHCKUMW U3LENNAMN:

V3nenne Heo6Xo4MMO YCTaHaBMMBATb Ha CTAHAAPTHbIA LUMPUL, TaKUM e 06pa3oM, Kak u
06bIUHYIO Urny. He6naronpusiTHbIX BO3A4eACTBUIA NpY MCMO/Ib30BAHUN COBMECTHO C APYTMU
MEeANLMHCKMMUN U3ENTNSIMU He BbISIB/IEHO.

TpeboBaHUA K 06CNY>XXMBAHUIO U PEMOHTY MEAULLMHCKOTO U3LeNna:
B wm3genvn  MicronJet 600 HeT o06CnyXuBaeMblx [eTasiel, W OHO He MOLNEXUT
TEX06CTY>KMBAHUIO N PEMOHTY.

Ocobble Mepbl N0 YTUAN3ALNN MEAULMHCKOTO N3Le/NA:

Micnonb3oBaHHble UM3enus NOAAeXaT HeMeAIEHHON yTunAnsaumMm Kak noTeHumanbHO
WH(MUMpPOBaHHbIE OCTPble MeAULMHCKME wn3gaenns. MeauuMHCKUIA  NepcoHan  AO/MKEH
cnefoBaTb HaLMOHa/IbHbIM/BEAOMCTBEHHbIM PYKOBOAALLMM AOKYMEHTaM Mo JIMKBUZaumm
MeANLMHCKUX 0TX040B 1 cobntofaTh 06LLMe Mepbl NPeaoCTOPOXHOCTN.

MpegynpexaeHue: M3genme ogHOpa3oBoOro Ncnonb3oBaHnsa! YTUAN3MPOBaTb B KOHTENHepe
ana mrn!

Hewncnonb3oBaHHbIe NPOCPOYEHHbIE n3genuns nognexar yTUnn3aumm KaK
HEMH(MUMPOBaHHbIE OCTPble MeAULIMHCKIME U3LENNS.

dopma BblnycKa:
MHamBnayanbHoe cTepunbHoe msgenue MicronJet 600 B MArKOM KOHTYPHOW S4YeliKOBOW

ynakoBke (6/11cTepe), nNpeAHasHauyeHHoe AN 0A4HOPA30BOr0 UCMONb30BaHMA. Kaxaas
KapTOHHasi ynakoBKa CoAepXnT 100 MHAMBMAYaNbHO YNaKOBaHHbIX U3aenunii (61mcTepos).

YCnoBusa TPaHCNOPTUPOBKM M XpPaHEHUS MeAULMHCKOI0 13genms

XpaHeHue - Urnbl MicronJet 600 cnegyeT XpaHUTb NMPU KOMHATHOM Temnepatype (B
COOTBETCTBUM C HaumnoHasibHbIM hopmynapom dapmakonen CLUA (USN-NF) ot 15 go 30°C
(59-86®F). MapaHTUIiHbIA CPOK XpaHeHUst - 5 NeT.

TpaHcnopTupoBKa - W3aenne MOXeT TPaHCMOPTUPOBATLCA JIHOOLIMU BUAAMWU  KPbITOrO
TpaHcnopTa B COOTBETCTBUM C MpaBUiaMy MepPeBO3KM, AENCTBYHOLLIMMU Ha [JaHHOM BUAe
TpaHcnopTa.

VcnbiTaHma Ha BMOpaLMOHHY0 YCTOMUYMBOCTL U MafeHne NpoBOANINCE B paMKax MpoBepKu
COOTBETCTBUSA KOHCTPYKUMW ynakoBku cTaHgaptam ASTM D-999-08 u ASTM 5276-98
(AMepuKaHCKOe MeX[yHapofHoe O06LecTBO MO0 UCMbITaHUIO MaTepuasioB). Llenb 3Tux
UCNbITAHWIA - TMOATBEPAUTb, 4YTO 6/MCTEpPHas ynakoBKa YCTOWYMBa K BMbpaumsam npu
TPaHCNopTUPOBKe. BuyanbHbIi 0OCMOTP 6/IMCTEPHBIX MEPBUYHBIX YNaKOBOK MPOBOAM/ICA [0
NMOMELLEHNA MX BO BHELLHIOK YMNAKOBKY W UCMbITaHUn. OCMOTP O6/IMCTEPHON MepBUYHON
YMNakoBKM M BHELLHe pa3faToOyHON ynakoBKW NPOBOAWSICA NOCNe WUCMbITaHWiA. Pe3ynbTaTbl
BM3Yya/lbHOr0 KOHTPO/1SI COOTBETCTBOBA/IV KPUTEPUAM MPUEMKMN.

[MapaHTUA:
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3710 n3genue 66110 paspaboTaHo, M3roTOB/IEHO, UCMLITAHO M YNakoBaHO B COOTBETCTBUU CO
BCEMW NPUMEHUMbIMU TPeboBaHNAMMN.

MapaHTVA NPOM3BOAUTENSA PacnNpPOCTPaHAETCA Ha MeJULIMHCKOE MU3aenune 40 UCTeYeHUs cpoka
rogHOCTKW, YKa3aHHOro Ha YNakoBKe, MpPW YCMOBUW, YTO OHO He Oblna BCKPbITa WK
NnoBpeXaeHa, 1 NPaBuIbLHO TPAHCMOPTMPOBaHAa N XpaHWach.

CpoK rogHOCTV Mpu yKasaHHbIX YCNOBUAX XPaHeHWsA cocTasBnsdeT 5 neT. B TeueHue atoro
nepuoja BpeMeHM MU3aenune cnedyeTt XpaHUTb Npn KOMHaTHoOM Temnepatype (15° C - 30°C).

OCHOBHble TEXHUYECKNE XapaKTepUCTUKN MeAULUMHCKOIo nsgenmsa “*MicronJdet 600*’

Mukpounrna:

XapakTepuctuka Cneyndgunkauymsa
BbicoTa (g/11Ha) MUKpOUT bl 600 + 30 mkm (0,6 Mm)
JnnHa mukpounna 2300 + 20 MKMm
LLInprHa Mukpounna 880 £ 20 MKMm
OuctaHuua mexxay MUKpouriamm 600 + 20 MKM
JwnameTp nop 61 (+5, - 10) MKMm
BHewHnin gnameTp agantepa (A) 601 mm
BHewHMin gnameTp Kosnnayka (B) 7,5+£0,1 mMm
OnunHa agantepa ¢ mukpournamu (C) 19+ 0,1 mm
OnnHa 3awmnTHOoro Konnadka (D) 22,5 10,1 mMm

[nvHa ycTpoicTea B coope (Konnavyok 26,5+ 0,1 Mm
HajeT Ha afjanTep)

KoHycHoe coegunHeHure Tuna J1o3p JomxkeH cootBetcTBOBaTh 1SO 80369-7:2016
LlenocTHoCcTb urn He f0/KHO 6bITb C/IOMaHHbIX UM U KPaeB
LlenocTHOCTbL cnos Kies He J0/MKHO 6bITb TpeLmH

MpoxogmMmocTb npoceeTa He f0/MKHO BbITb 6/T0KUPOBKN UMbl

MpoYHOCTL  CcoefiMHEHMA  KaHwoam > 2000 klMa (20 6ap)
JTto3pa n ymna ¢ MMKpoUrnamu
CkopocTb MOTOKa B cobpaHHOM 74.614.5 mm™cek (He mMeHee, 4em CKOpPOCTb

yCTPONCTBe notoka B wurne Kaavbpa 31G x 71”7 TSK B
cooTBeTCTBUM ¢ NICO 7864:2016)
Yun ¢ MuKpournamm MOHOKPUCTA/IIMYECKUI KPEMHUI C MOKPbITUEM

N3 ABYOKUCU KpeMHUs, 6e3 TOproBoro HassaHus,
(MpowussognTens: «Mwukpo Ty HaHo Ko., JlTa.»
(M2N), Kopes)

ApanTtep (c pasbemom J1t03p) "paHynupoBaHHbI nosvkKapoboHar ans
NCMONb30BaHMA B MeauunHe, Mapka: MakposoH
RX 2530 (MpowusBoauTenb: «baiiep Matepuan
CalieHc», MepmaHums)

CviHAA NMHMA Ha Kopnyce ajanTepa Mpo3payHble TEMHO-CUHME 4epHUna, MapkKa:
BL1411 (MpownssognTeNn: «AMKOP»,
BenvkobputaHus)

KneeBoli cocTaB Apresns mapku Loctite® 3211, (Mpov3BoguTens:
«XeHKeNb TeKHOMoMKN3», MepMaHns)

3alUTHBIN KOMNavok MonunponuneH, Mapka: 13R9A
(MpounsBoguTenb: «PnMHT Xunnc Pecopces»,
CLUA)
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D
Pacwngposka cMMB010B

HassaHve MeANLIMHCKOr0 U3Lennsa MicronJet 600
Konuyectso 100 .
Tvin n3gennsa Mwukpourna gns BHyTPUKOXKHbIX

NHBEKLNIA
HasaHue v agpec KOMMNaH1UU-n3roToBUTENA

H i
Homep naptunu LOT
PerncrpaumnoHHbIi HoMep REF
CpoK rogHocTu

2
CnoBO «CTEPUbHO» N TUMN CTEPUNU3ALINN: ISTERILE |eO

STUNeHoKeug
He nonb3yiTech, ecnn ynakoBKa nospexxaeHa

O6patnTecb K VIHCTPYKLMKN MO NMPUMEHEHMIO K

He nognexut NOBTOPHOMY MUCMNO/1Ib30BaHUIO

YcnoBus xpaHeHus (XpaHUTb Npy KOMHATHOW

Teneparype) store atroom

temperature
AnvporeHHo Noivpyrogenic

MpUMeHnMble CTaHAAPTbI:

- CooTtBeTtcTBYeT cTaHAapTy 1SO 13485:2016, uTto yaoctoBepsieTca CepTudukaTom Ne 2121377
EN ISO 13485:2016

- CootBetcTBYyeT [OupektmBe CoBeta EC 93/42/EEC, oTHOCALWENCA K MeLULUHCKUM
n3genuam, 4to ygoctoeepsietcs Ceptudpukatamm EC 2120317CE0L

- OTYeT Mo OLUEHKE PUCKOB /19 MEAULMHCKOIO M34esins Obis1 NOLIOTOB/EH B COOTBETCTBUM C
ISO 14971:2012.

- WM3genve vyactnyHo cootseTcTBYET I1SO 7864-2016 M3-32 0CO6EHHOCTEN KOHCTPYKLMU

HaunoHanbHble cTaH4apTbl, KOTOPbIM COOTBETCTBYET U3genue:
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-TFOCT P 50444-92

-FOCT ISO 11607-1-2018

-OCT P NCO 15223-1-2014

- YactnuHo cooteetcTBYeT TOCT ISO 7864-2011
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Injection Guide
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MoAroToBKa M3eNnst K MHbEKLMM

HabeprTe MHBEKUMOHHBIA pacTBOp B LUMPUL, He Yaaisas
BO3AYX.

OTKpOITE MAFKYH0 KOHTYPHYH YMakoBKY W TM/I0THO
HacaguTe nsgenve MicronJet 600 Ha LUNpuyL,

CH/MUTE MIACTUKOBbI KO/TMAYOK.

BbinycTnte BO34YX W W3/INLLHION XXWUOKOCTb, OCTaBUB
Heo6X04MMOe KOMYECTBO PacTBOopa B LLIMPULIE.

Mepes NpPOBefeHVEM WHBLEKLMM, YOeaUTeCb, YTO MECTO
NHBEKLNMN CYXOe.
Jep>xxnte hnaHubl LLNpurLa Mexxay 60/1bLUMM NasibLeM
yKazate/lbHbIM 1 CPeAHMUM MasTbLiaMA.

Vi3genve [O/MKHO ObITb MOCTOSHHO MOBEPHYTO CUHEN
JINHUEN K r0/b30BaTesto

He opreHTVpyinTeCh Ha NOMIOXKEHME UIaHLEB LLMPULA, TaK
KaK OHW He BCerga pacnosiaraloTcsl napasviesisHO CUHEN
JMHUN. OPUEHTUPYIATECH HA CUHIOKD IMHWIO.

OTTArMBaiTe KOXXy BHM3 BCe Bpems B XO4e MpoBeaeHs
NHBEKLYIN.

BkonuTe mnsgenve nog yriom 45°.

Mpkvnte  m3genve K  KOXe [0  06pasoBaHUs
Hers1y6oKoro BAAB/IMBaHUSA (ans MosyyeHUs
[OMOMHUTENBHON  MHpopMaumM  06paTuUTeCb K pasgeny
«4HacTo 3a7aBaemble BOMPOCHI»).

Mef/1eHHO BNPbICHUTE PacTBOP, Bbl OLLYTUTE CU/TbHOE
CONPOTUB/IEHVE.

Ha mecTe nHbeKumKn obpasyeTcs 6enas nanyna (nysbipek
XVAKOCTW).

Mo 3aBepLUEHNM BMNPbICKUBaHWA NOAOXKANTE 3 CEKYHAbI U
BbIHbTE LLIMPUL,



VHCTPYKUMSI N0 NPUMEHEHWIO

Mukpourna Ans BHyTPUKOXHbIX MHbeKunii NANOSOFT

HaHollacc TexHonomxuc JiTp,
3 Nonga Meiip Ct., Hec 3noHa 7403648, N3pannb

2020
noanmch
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AHIINACKNIA

NANOSOFT

[Py BO3HUKHOBEHW BOMPOCOB, @ TaKXKe A1 NONYYeHUst JONONHNTeNbHOR MHhOPMAaLWIOHHO
NOAAEP>KKIN/MOMOLLM NPOCUM 06paLLaThes K NPON3BOANTENHO.

MponsBoanTENb:

«HaHollacc TexHonomkns J1th.»

Monga Meip CtpuT, 3, Hec 3noHa, 7403648, UN3pannb
Ten.:972-8-9462905

dakc: 972-50-8966787

info@nanopass.com

YnonHomoueHHbI MpeactaBuTens MponsBognTtens B EBpocotose:

MegHet M'm6X (MedNet GmbH)
Borkstrasse 10-48163, Muenster, M'epmaHus
TenetoH 49-251-322660

dakc 49-251-3226622

YNonHoMouYeHHbI MpeactaBuTens MNpounssogntens B Poccun:

OBLLECTBO C OrpaHNYeHHON 0TBETCTBEHHOCTLIO «<PANIDAPM» (OO0 «PAVNDAPM»),
yn. Manas AMnTpoBKa, 4, oguc 8,

r. Mocksa, Poccusa, 127006

Ten.: +7 495 937-56-08, dakc: +7 495 937-56-14

OnuncaHwue:

MegunumHckoe usgenne NANOSOFT npeactaBnsieT co60ii 0QHOPA30BYH MUKPOMIAY,
KOTOpas yCTaHaBNMBAETCA Ha CTaHAAPTHbIN LUNPUL, TaK1M XKe 06pa3oM, UTO U 06blvHasA Urna.

MepaunumHckoe mnsgenne NANOSOFT cocTouT M3 afanTtepa, OCHAaLLLeHHOro 6/10KOM M3 Tpex
MUKPOUI N, pacnofoXXeHHbIX B PS4, AIMHA KaXXol urnbl coctasnsaeT 0,6 M.

MeonunHckoe  UN3penne NANOSOFT npefHasHa4yeHo ansa BHYTPUKOXKHOr0
(MHTpafepManbHOro)  BBefeHWS JIeKapCTBEHHbIX CPeAcTB M MPOYMX  NpenapaTos,
npeAHa3HayYeHHbIX 4719 BHYTPUKOXHOIO BBEAEHUS.

MegununHckoe nsgenne NANOSOFT He cofepXXnUT narekca.
O6nacTb NpuMeHeHnA: ObLIeBpadebHasa NpaKTUKa.

YCcnoBus NpUMeEHeHUN: NpejHa3HauYeHo 4151 UCM0/1b30BaHMSA B 60MIbHUYHBIX Y KITMHUYECKNX
YC/I0BUSIX.

NMokasaHnA K NpUMeHeHNIO:
MegnumHckoe  UNspenue NANOSOFT npegHasHayeHo ans BHYTPUKOXXHOI0
(MHTpagepManbHOro)  BBEAEHUSA JIeKAPCTBEHHbIX CPeACTB M MPOYMX  Mpenapartos.

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



npegHa3HauYeHHbIX AN1S BHYTPUKOXHOIO BBefeHUs. MpUrogHo ans npoBefeHUst MHbEKLWIA
nauueHTaM MafleHYecKoro, IETCKOro 1 B3pOC/oro Bo3pacTa.

MpoTmBONoOKasaHng:

e 3anpellaeTcs UCNosb3oBaTb MefnuMHCKoe nsgenne MicronJet 600 Ha ydacTKax KoXu, Ha
KOTOPbIX MMEITCA CCaauHbl, OTKPbITbIE PaHbl U LLpaMbl.

* 3anpeLuaetcsd ncnosb3osatb MegmumHekoe ngenne NANOSOFT Ha yyacTKax KoxXu, Ha
KOTOPbIX MMEETCA CbiMNb UM MHPEKLNS, a TakxKe Ha /T6bIX 4pYrX NOBPEeXAeHHbIX Un
NOpPaXKeHHbIX 60/1e3HBI0 yHaCTKaxX KOXMW.

MpeaocTepexXeHNs U Mepbl NPeaoCTOPOXKHOCTH:

* Wspgenve NANOSOFT ofHopa3oBoe, npegHasHavyeHHOe K UCM0/1b30BaHNI0
npodeccnoHanbHbIM MeAULMHCKUM MepcoHanom

» [loBTOpPHOE UCMONb30BaHME MOXET MPUBECTU K UHDNLMPOBAHMIO UMW APYT UM
3a60/1eBaHNAM/TIPUUNHEHNIO BpeAa 340P0BbIO

* Ha ncnonb3oBaHHbIE UM HEWUCMO/b30BaHHbIE U3MeNTNA He CneayeT CHOBa HafeBaTb
KOMMavykn Unu yaanaTtb U3 WNpuua, 3a UCK/II0YEHNEM CyYvaeB, KOrga HeT Apyroro
Bbl6Opa, 1M TaKoe AeicTBMe He06X0AMMO B COOTBETCTBUN C TPE6OBAHNSAMIN KOHKPETHOWA
MeAMLMHCKOM npoueaypbl.

* W3penve NANOSOFT He npefHaszHa4eHo 418 acnupawmmn XXULKocTel

» Ecnn usgenune KakeTcs NOBPeXAeHHbIM UM CIOMaHHbIM, BbIGPOCUTE ero 1 BO3bMUTE
HOBOE

HexenaTesibHble ABEHUA:

Habnoganucb MeCTHble  HeXenaTeslbHble peakuuu, BK/OHas OTEK, [OKPacHeHWe U
obecuBeyMBaHMe KOXW, KOTOPble, BEPOATHee BCEro, ObLIN CBA3AHbI C WHBEKLWUOHHbLIM
BELLEeCTBOM, a He ¢ Mukpournon NANOSOFT.

HexenartenbHble peakumn B CBA3N C Mcnonb3oBaHneM mukpournibl NANOSOFT skiovatoT
HebOMbLIOA  PUCK  MUKPOKPOBOM3NUSAAHMA  (CAMOOrpaHMuMBalOLLEeCs  KaruiisipHoe
KpPOBOTEYeHMe, KOTOPOEe OCTaHaB/IMBAETCA B TeyeHMe 06bIYHOro Mnepuofa CBEPTbIBAEMOCTU
Kposu). [pyrve noboyHble [LeACTBUSA, CBA3aHHbIE C WCNOMb30BaHWEM W3LeNns, MOryT B
pefKux cnyyasx BKIOYaTb MECTHOE NHPULMPOBAHNE B MECTE BbIMO/THEHUS UHBEKLMN.

MpaBuia XxpaHeHVA 1 obpaLleHns:

*  MeanunHckoe nsgenve NANOSOFT cnegyeT XpaHUTb NpY KOMHATHOW TemnepaType. B
COOTBETCTBMM C  HaumoHa/bHbIM  hopmynapom  Papmakornen CLUA  KoMHaTHasA
Temnepartypa coctaBnsieT 15°-30" C. MapaHTUPOBaHHbI CPOK FOAHOCTM - 5 feT.

e MeguuunHckoe wusgenve NANOSOFT ynakoBaHO B UWHAMBUAYaNIbHYHO  MACKYHO
KOHTYPHYIO YNaKoBKY (6511CcTep) U CTEPUNN30BAHO 3TUNEHOKeMaom (EtO).

e He ucnonbsyite nsgenve NANOSOFT B ToM c/y4ae, ecnvM MHAMBULYalbHas ynakoBKa
BCKPbITa U/ NoBpeXaeHa.

*  YTUnusnpynTte BCe W3Le/IMS B COOTBETCTBUM C HaUMOHa/IbHLIMU/TOCYLAaPCTBEHHBbIMM
HOpMamu, a B C/lyvae UX OTCYTCTBWSA, U3LeNusa CreayeT BblbpacbreaTb B KOHTENHep Ans
c6opa MCronb30BaHHOI0 OCTPOro MHCTPYMEHTaPUS.

*  W3genve MOXeT MepeBo3UTLCA B II060M 3aKPbITOM TPAHCMOPTHOM CPefCcTBe B KayecTBe
06bJTHOrO rpy3a B COOTBETCTBUN C LeACTBYIOLLMMY NpaBuiaMy NepeBo3Ku.

CpOK rofiHOCTN MeANLIMHCKOTO U3AENNSE:
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CPOK rofHOCTY MNPU YKa3aHHbIX YCNI0BUAX XPaHEHUS COCTaBNsET 5 nieT. B TeveHwme 3aToro
BPeMeHW 13gesive He06X0ANMO XpPaHUTb NP KOMHaTHOM TeMnepatype (157 -30~ C).

N3pgenve Heo6XoAMMO MCNO/b30BaTh CPasy MoC/e BCKPbITUA YMaKOBKU W YyTUIN3MPOBaTb
cpasy rocrsie Ucrosib30BaHUs.

B3anmopgelicTBue ¢ ApyruMun MegULMHCKUMU U3LeNTNAMM:

N3genve Heo6xoauMMO ycTaHaBIMBaTb Ha CTaHAAPTHbIV LUNPUL, TakMM e 06pasoM, Kak u
06bl4HY0 Mrny. HebnaronpuaTHbIX BO3LENCTBUI NPWU UCMOIb30BaHMM COBMECTHO C APYTrMU
MeSULUNHCKUMU N3LeNNSMU He BbISB/IEHO.

Tpe6oBaHNA K 06CNY>XMBAHUIO U PEMOHTY MeANLNHCKOTO U3JeNns:
B wum3genum NANOSOFT HeT 06CAyXuMBaembix fAeTaneil, W OHO He MOANeXuT
Texo6CyXXUBAHUIO N PEMOHTY.

Ocobble Mepbl MO YyTUAM3ALUN MEAULMHCKOTO U3Lenns:

Vicnonb3oBaHHbIE M3L4enMa  MOANeXaT HEMeA/IeHHON yTWAM3auuM KakK  MOoTeHUUasibHO
NHPULMPOBaHHbIE OCTPble MeAWUUHCKUE u3fenns. MeauuUHCKUA  nepcoHan  A0/MKeH
cnefoBaTb HauMOHasIbHbIM/BEAOMCTBEHHBIM PYKOBOAALMM [OKYMeHTaM Mo JIMKBUAauuu
MeAVLMHCKUX OTX0L0B U cobofaTb 06Lme Mepbl NPeLoCTOPOXHOCTH.

MpepynpexaeHune: 3nenve o4HOPa3oBOro UCMo/b30BaHUA! Y TUNN3MPOBaTL B KOHTeHepe
ona vrn!

Hewcnonb3oBaHHbIe NPOCPOYEHHbIE nsgenuvs nognexar yTunnsaumm Kak
HEMH(ULMpPOBaHHbIe OCTPble MeANLVNHCKME N3LENNS.

dopma BblNycKa:

WHguenpgyanobHoe ctepunbHoe usgenive NANOSOFT B MArKo KOHTYPHOW SA4eiKoBOM
ynakoBke (6n1mcTepe), npegHasHayeHHOe 1A OAHOPA30BOro UCMoNb3oBaHUA.  Kaxgas
KapTOHHas ynakoBKa cofepXXuT 30 MHAMBUAYaNbHO YNakKoBaHHbIX U3genuii (6nmctepos).

YCnoBusa TPaHCMOPTUPOBKMN U XpPaHEHUS MEAULIMHCKOTO MU3aenms

XpaHeHune - Nrnbl NANOSOFT cnefyeT XxpaHUTb Npy KOMHaTHOW Temnepatype (B
COOTBETCTBUM ¢ HaumoHanbHbIM hopmynsapom Papmakonen CLLUA (USN-NF) ot 15 go 30RC
(59-86®F). MapaHTUINHBIA CPOK XPaHeHUs - 5 neT.

TpaHcnopTUpoBKa - W3aenve MOXeT TPaHCMOPTUPOBATLCA /IHOOLIMU BMAAMU KPbITOFO
TpaHcrnopTa B COOTBETCTBUM C MpaBuiamMy MepeBO3KW, AeNCTBYOLWMMW Ha AaHHOM Buae
TpaHcnopTa.

VcnbiTaHns Ha BUOPaLMOHHYIO YCTOMYMBOCTbL U NafeHMe NMPOBOAUIUCE B paMKax MpoBepKu
COOTBETCTBUA KOHCTPYKUMM ynakoBku cTaHgaptam ASTM D-999-08 m ASTM 5276-98
(AMepuKaHCKoe MexJyHapofHoe 00LlecTBO MO WCMbITaHUKO Martepuanos). Llenb 3Tumx
MCNbITaHWI - MOATBEPAUTb, UTO 6GAMCTEepHAs ynakoBKa ycTouMBa K Bubpauuam npu
TPaHCNOPTUPOBKE. BusyasibHbIN 0CMOTP 6/IMCTEPHBIX NEPBUYHBIX YNAKOBOK NPOBOAMCA [0
MOMELLEHNS MX BO BHELLHIOW YMNaKOBKY M UCMbITaHWA. OCMOTP 6/UCTEpHOM MepBUYHON
YyNaKOBK/ W BHELUHel pa3faTOYHON ynakKoBKW MPOBOAWUIICA MOC/Ee UCMbITaHWA. Pe3ynbTaTbl
BM3Yya/TIbHOr0 KOHTPO/IA COOTBETCTBOBA/IV KPUTEPUAM MPUEMKMN.

[MapaHTUA:

370 n3genve 6b110 pa3paboTaHo, U3roTOB/IEHO, UCMbLITAHO M YNAaKOBaHO B COOTBETCTBUU CO
BCEMU MPUMEHUMbIMM TPEGOBaAHUSMM.
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"apaHTUsi NPOV3BOANTENS PACcNPOCTPAHAETCA Ha MeAULMHCKOE M3fenve 40 UCTEeUeHMsI CpoKa
FOAHOCTM, YKA3aHHOr0 Ha YMakKoBKe, MNPWU YC/OBMM, UYTO OHO He 6blfla BCKPbITA WK
NOBPeX/eHa, 1 NPaBUIbHO TPAHCMOPTMPOBaHA 1 XPaHWAaCh.

CpoOK FogHOCTU MPU YKasaHHbIX YC/IOBUSX XpaHeHWs COCTaBNseT 5 neT. B TeueHue aToro
nepvoja BpeMeHy U3aenne crneqyeT XpaHUTb Npy KOMHaTHoW TemnepaTtype (15® C - 30°C).

OCHOBHbIe TEXHNYECKNE XapaKTepncTnkn megmumnHckoro nsgenma “"NANOSOFT”

Mwukpourna:

XapakTepuctnka Cneyngpukauymsa
BbicoTa (A/IMHA) MUKPOWUT /bl 600 + 30 Mk™m (0,6 MM)
JnvHa Mukpoumnna 2300 £ 20 MKMm
LLInpnHa mmkpoumna 880 = 20 MKkm
AucTtaHums mexxay Mukpouriamm 600 = 20 MKM
LdvameTp nop 61 (+5, - 10) MKm
BHelwHWin gnameTp agantepa (A) 6+0,1Mm
BHelwHW gnameTp Konnayka (B) 75+0,1 Mm
OnvHa agantepa ¢ mukpournamu (C) 19+0,1 mm
[nviHa 3awmuTHoro Konnayka (D) 22,5+0,1 mMm

[nvHa ycTpoiicTBa B coope (konnavok 26,5 +0,1 mMm
HafeT Ha afjanTep)

KoHyCcHOe coefinHeHne Tuna J1osp [omxkeH cooTBeTcTBOBaTL ISO 80369-7:2016
LlenocTHOCTb Urn He f0N1HO 6bITb CIOMaHHbIX U1 U KPaes
LlenocTHOCTL cr1os Kres He 80/1KHO 6bITb TPELUUH

MpoxofmMMoCTb NpocBeTa He 00/MKHO 6bITb 6/IOKMPOBKN U /bl

MpoyHOCTb  coeguHeHUs  KaHionn > 2000 klla (20 6ap)
JTto3pa 1 ynna c MMKpouriamm
CKopocTb MoTOKa B cobpaHHOM 74.614.5 mMm“Vcek (He MeHee, 4YeM CKOpPOCTb

ycTpoicTBe notoka B wurne Kanuopa 31G X TSK B
cooTBeTcTBUN ¢ ICO 7864:2016)
Uumn ¢ MMKpouriamm MOHOKPUCT/I/IMYECKUIA KPEMHUIA C MOKPbITUEM

N3 [BYOKMCU KpemHus, 6e3 TOprosoro HassaHwuis,
(Mpounssogutens: «Mukpo Ty HaHo Ko., J1Tg.»
(M2N), Kopes)

ApanTtep (c pasbeMom J103p) "paHynMpoBaHHbIN nonnkapboHat ans
NCMNoMb30BaHUA B MeanuMHe, Mapka: MakposioH
RX 2530 (MpoussBoguTens: «banep Matepuan
CalieHc», epmaHus)

CunHga NMHWA Ha Kopnyce ajanTtepa MNpo3payHble TeMHO-CMHWE YepHwWna, Mapka:
BL1411 (MpownssoguTesb: «AMKOP»,
BennkobputaHusa)

KneeBoii cocTaB Apresus mapku Loctite® 3211, (MNpoussBognTens:
«XeHKeNb TeKHONOMKN3», ["'epMaHus)

3almMTHbIA KOMMNa4voK MNMonunponunen, Mapka: 13R9A
(MpousBognTensb: «®AMHT  Xunnc Pecopces»,
CLUA)
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PacwundpoBka CMMBO/OB
HaszBaHvie MeaMLIHCKOrO M3aens
Konnuectso (30 LLTyK)
Tun m3pgenna (MuKpourna 4is BHyTPUKOXHBIX
VHBEKLWIA)
HasBaHvie 1 agpec KOMMaHUM-13roTOBUTENS

Howmep naptun
PervcTpauyoHHbIA HoMep

Cpok rogHoctn

CnoBO «CTEPUTbHO» W TUM CTEPUI3ALINNA:
JTUNIeHOKCUA
He nonb3yiiTech, eciiv ynakoBKa nospexaeHa

O6paTuTeCh K VIHCTPYKLWMM MO NPUMEHEHUIO

He nogiexxut noBTOPHOMY WCMO/b30BaHUIO

15 Mcnosb30BaHUSA NMPOQECCHOHATBHBIM
MEAVLIMHCKUM MepCoHasIom
ANVporeHHo

YcnoBus XpaHeHrs (XpaHUTb NP KOMHATHOM
Terieparype)

MpUMeHMMble CTaHAAPThI:

NANOSOFT
30 pcs
Microneedles for Intradermal Injection

M

LOT
REF

1STERILE | eO

(8)

(D
FOy

X

store atroom
temperature

- CooTBeTcTBYET cTaHAapTy 1SO 13485:2016, uto ygoctoepseTcs CepTudmkarom Ne 2121377

EN 1SO 13485:2016

- CootBetcTBYeT [OupektmBe CoBeta EC 93/42/EEC, oTHOcsAwWweihca K MeauLUHCKUM
n3genuam, uto ygoctoeepsietca Ceptudmkatamm EC 2120317CEOQL
- OTYeT Mo OUEHKEe PUCKOB A1 MEAULMHCKOIO M3gennsa 6bla NOAroTOB/IEH B COOTBETCTBUM C

1ISO 14971:2012.

- W3penue yactnyHo cootBeTcTBYET ISO 7864-2016 13-32 0COGEHHOCTEN KOHCTPYKLMMA

HaunoHanbHble cTaH4apThbl, KOTOPbIM COOTBETCTBYET U3Je/Ne:
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HauuoHanibHble CTaHAapTbl, KOTOPbIM COOTBETCTBYET U3AeNne:
- FOCT P 50444-92

-FOCT ISO 11607-1-2018

-OCT P NCO 15223-1-2014

- YactnyHo cootsetcTByeT TOCT ISO 7864-2011
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Injection Guide

MoaroToBKa M3AeNNs K MHLEKNNN

* HabepuTe VHBEKUMOHHBIA  pacTBOp B
LUNPWLL, He YAau1as BO3AYX.

*  OTKpOWNTe MATKYHO KOHTYPHYIO YMaKoBKY U
nnaoTHo Hacagute mugenne NANOSOFT Ha
LUNpwL,

e CHMMMTE NIacTUKOBbIA KO/MAYOK.

* Bbinyctute  BO3AyX U U3/IMLLHION
YKUOKOCTb, 0CTaBMB Heobxozmmoe
KO/TNYECTBO PacTBOpa B LLMPULIE.

» [lepep nNpoBefeHVEM UHBEKLMK, YOeanTeCh,
YTO MECTO UHBLEKLM CYXOe.

Jep>xuTte thnaHubl Wnpuua Mexxay
60/1bLUIMM MaIbLEM W YKa3aTe/lbHbIM 1
CpeaHVM MasibLamm.
W3genve  [o/mKHO  6bMMb  MOCTOSAHHO
MOBEPHYTO CUHEN NIHWEN K MO/Ib30BaTeNO
1 He opuveHTVpyiiTecb Ha  NOJIOXKeHWe
(aHUeB LUMpMUa, TaK Kak OHW He Bcerga
pacronaratoTcs napasiieNlbHO CUHER NIMHUK.
OpVEHTUPYITECH HA CUHIOKO JIVIHWAIO.

«  OTTArVBanTe KOXy BHU3 BCe BPEMs] B X0fe
NPOBEEHNS UHBEKLN.

«  BkonuTe n3genvie nog yrnom 45Q.

MpYPKMKTE M3AENME K KOXKE 10 06pa3oBaHus]

Herny6oKoro BAAB/MBaHWS.

Mef/1eHHO BMNPbICHUTE pacTBop, Bbl
OLLLTWTe CU/IbHOE COMPOTUB/IEHNE.

Ha mecTe MHBbEKUMKM 06pasyeTcs Genas
nanyna (ny3bIpeK XXUAKOCTH).

TeKCT JaHHOr0 JIOKYMeHTa NepPeBest C aHTIMICKOro A3blKa Ha PYCCKUIA S3bIK MePeBOAYMK
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Poccuiickast deaepaupst. Mopog Mocksa.

TpeTbero NS ABe ThbICAUM ABaALIATOro roja.

A, Kprokosa Jltogmuna HawneBHa, HoTapuyc ropofa MOCKBbI, CBUAETENLCTBYHO MOL/IMHHOCTL
nognucun nepesogumka eHupykosa Makcrma Bnagummposuya.
Mognuckb caenaHa B MOEM MPUCYTCTBUN.
JINYHOCTb NOAMNMCaBLLIEr0 JOKYMEHT YCTaHOB/IeHa.

3apervcTpupoBaHo B peecTpe 3a Ne 77/860-H/77-2020-
B3bickaHo o Tapudyy: 100,00 pyo.

"¥nnaylLIl51 okasaHme ycyr NpaBoBOro U TeXHUYeCKoro xapaktepa: 300,00 py6.
[epboBas nevarb 0LMCS

J1.H.Kptokosa

Bcero npoLuHyposaHo
1 MPOHYMePOBaHO
33 nucta
1 CKPEr/IeHo neyarbio

Hotapuy{|OAMNMNCb

Poccwiickas denepauys™
opon, Mockea
03 o1 20

A, Kptokosa JTiogmuna HavnesHa, Hotapuyc ropoga ...1-.--,,
CBUIETENbCTBYI0 BEPHOCTb KOMUM C NPELOCTaB/IEHHOTO MHe

OKyMeHTa. , el Q
ICrpupos3HoBpeecTae: A 77 MHA-20MX AN v [
Bawwkasvie o Tapuy

YrnaseroM jfruaw Gicfivin

Bcero npowH
M MPOHY

N CKpensio
HoTtapuyc
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