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NOTIFICATION: The information contained here is CONFIDENTIAL and PROTECTED BY PROPRIETARY
RIGHTS. The contents of this document may not be reproduced or made available to third parties without the prior
consent of CHIFENG TIANBO MEDICAL DEVICE CO,, LTD., and should not be used in any unauthorized way.

This insti'uction foi' use has been prepared to pi'ovide information tor ihc purpose ol registering a medical device on the
territoiy of the Russian Federation. The information is provided to the e.xtent required in accordance with the Rules for
Registration of Medical devices (Decree of the Government of the Russian Federation No. 1416 of 27.12.2012), Order
of the Minisciy of Health of the Russian Federation No. 1In of 19.01.2017 "On approval of requirements for the content
of technical and operational documentation ofthe manufacturer (manufacturer) of a medical device".

X

Version N

\
& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



J’

[NSTRUCTIONS FOR USE
OF MEDICAL DEVICE
Sterile infusion system for single use SALUVI Tol)

1 PRODUCT NAME
Sterile infusion sets for single use SALUVIT®" (hereinafter referred to as "infusion device",

"product”, "device").

2. VARIANTS OF THE MEDICAL DEVICE:

a. Sterile infusion sets for single use SALUVITA, variants: JD3L-130, JD3L-140, JD3L-150, JD3L
160 (drip-filtering unit with a combined needle, main line, flow rate regulator, injection unit, injectio
needle 21G (0.8 x 38 mm))

b. Sterile infusion setsfor single use SALUVIT®, variants: JD3Y-130, JD3Y-140, JD3Y-150, JD3]
160 (drip-filtering unit with a combined needle, main line, flow rate regulator, Y-port, injection need)]
210(0.8x38 mm))

c. Sterile infusion sets for single use SALUP'I?), variants: JD3YL-130, JD3YL-140. JD3YL-!5i.
JI)3YI.-160 (drip-flltering unit with a combined needle, main line, flow rate regulator, Y-port, injectio
unit, injection needle 21G (0.8 x 38 mm))

d. Sterile infusion setsfor single use SALUVW®, variants: JD2Y-130, JD2Y-140. JD2Y-150, JD21
160 (combined needle, drip-injcction unit, main line, flow rate regulator, filter unit, injection needl
21G (O.S X38 mm))

3. Manufacturer

CHIFEKG TIANBO MEDICAL UEVICL CO., LTD.

Zhongjing Industrial Park, Economic Development Area, Ningcheng District 024200 Chifeiig, Inner
Mongolia, China

4. INTENDED USE
Intend: The device is designed for gravity infusion of infusion solutions from glass and polymer containers
to the recipient,

5. DELIVERY FORM

The scope of delivery should include;
- the main part - | piece.;
- injection needle - | piece.

6. LIMMCAI IONS FOR | SE
Gravitv' intravenous administration of liquid medicines and blood subsliiules in medical in.~iimtioib.

7. PRECAUTIONS WHEN USING

i)The use of the product must comply with the applicable requirements of tiie medical sector and relevant
regulations, limited to use only by qualified doctors or medical personnel;

2) The devices are delivered in a sterile form. Repeated sterilization of devices is prohibited,

3) Do not use ifthe package is damaged.

4) This product is "disposable”, is subject to destruction after use in accordance with the rules for the
disposal of medical waste to be disposed of, reuse or other use is prohibited.

8. POSSIBLE SIDE EFFECTS

Air epibolism resulting from: suction of air into open veins at low central venous pressure; violation of
tightness or improper filling of the device, due to violation of the technique of infusion.

9. PREVENTION OF SIDE EFFECTS

- It is necessary to observe the exact technique of infusion.
- Monitor the absence of air bubbles inside the device and the level of the infusion medium in the container
during the infusion process, and especially at the end to exclude air embolism

10. CONTILAINDICATIONS
The infusion device is contraindicated for transfusion of blood or blood components.
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AudLIFICATION of personnel
i fi iluct must be used by qualified doctors or medical personnel in accordance with the

jction for use.

f TYPE OF CONTACT WITH THE BODY
~Nls product is intended for the introduction of drugs into the vascular system of the patient.

43. CATEGORIES OF PATIENTS
Age: children and adults.
e Body weight: not applicable.
¢ Health stakis: not applicable.
e Nationality: different.
e Patient status: Tie patient is not a user of the device.

14, BASIC CONDITIONS OF USE

It is used for intravenous gravity injection of liquid medicines. Methods of use available to the target group:
gravity intravenous injection. The recommended application temperature of the product is from +5 ° C to
+45 ®C, and the relative humidity is 20-80%.

15.DESCRIPTION
Infusion sets: JD3L-13G; JD3L-140; JD3L-150; JD3L-160, contain of the following components:

DA drip-filtering unit with a combined needle is a plastic spike of a combined type (with two channels: for
conducting liquid from the container and air into the container simultaneously) with a protective cap. with a
built-in air filter (designed to filer the air entering (he container with the solution) with a plug . with a drop-
forming elemenl ; combined wiili a dropper (drip chamber) cylindrical in shape, with a biiill-in liquid filer
located inside the lowei' pan of the droppei' , and ensui'ing the ictention of meclianical panicles present in
infusion solutions;

2) The main line is a connecting tube designed to conduct an infusion solution from the dropper to the
injection unit.

3) Theflow rate regulator (roller clamp) is a rollei- regulator mounted on a connecting tube , and designed to
regulate the fow of liquid from complete overlap tojet outfow.

4) The injection unit is a product connected to a connecting tube and intended for additional injection.s;
combined with a head witli a luer/luer-lock cone for attaching an injection needle .

5) Injection needle designed to puncture the patient's vein (additionally, the needle is equipped with a
protective cap).

Infusion sets: JD3Y-130; JD3Y-140; JD3Y-150; JD3Y-160, contain of the following components:

The product consists of; the main part (a drip-filter unit with a combined needle, a trunk, a flow' rate
regulator, a Y-port) and an injection needle.

\)A drip-Jiliering unit with a combined needle is a plastic spike ofa combined type (with two channels: for
conducting liquid from the container and air into the container simultaneously) with a protective cap , with a
built-in air filer (designed to filer the air entering the container with the solution) with a plug , with a drop-
forming elemenl ; combined with a dropper (drip chamber) cylindrical in shape, with a built-in liquid niter
located inside the lower part of the dioppci- . and eiusuriiig the roiciilion of mechanical panicles present in
infusion solutions;

2) The main line is a connecting tube designed to conduct an infusion solution from the dropper to the
injection node.

3) Theflow rate regulator (roller clamp) is a roller regulator mounted on a connecting tube , and designed to
regulate the fow of liquid from complete overlap tojet outflow'.

4) The Y-pon is a Y-shaped injection unit connected to a tube , and intended for connecting an infusion
system or performing additional injections.; combined with a head with a luer/luer-lock cone for attaching
an injection needle ,

5) Injection needle designed to puncture the patient's vein (additionally, the needle is equipped with a
protective cap).

Infusion sets: JD3VL-130; JD3YL-140; JD3YL-150; JD3YL-160, contain of the following components:

The product consists of: the main part (a drip-fiter unit with a combined needle, a trunk, a fow rate
regulator, a Y-port. an injection unit) and an injection needle.

1) o] drip-filtering unit with a combined needle is a plastic spike of a combined type (with tw'o channels; for
conducting Nquid from (he container and air into the container simultaneously) with a protective cap , with a
built-in air iilter (designed to flier the air entering the container with the solution) with a plug . with a drop-
lorming element ; combined with a dropper (drip chamber) cylindrical in shape, with a built-in liquid filer
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i inside the lower part of the dropper , and ensuring the retention of mechanical particles present in
.on solutions.

M main line is a connecting tube designed to cany the infusion solution from the dropper through the
port to the injection node.

N Thejlow rale regnhi/or (roller damp) is a roller regulator mounted on a connecting lube , and designed to

regulate the How ol liquid (from jet to drip), as well as a complete stop of infusion.

4) The }‘puii is a Y-shaped injection unit connected to a tube and intended for connectin'’ an infu.->u'n
system or performing additional injections.

5) Inject nock represents a product connected to the connecting tube and is intended for supplementai-v
injections; combined with a head cone "Luer7"Luer-Lok™ to attach the injection needle .

6) Injection needle with a protective cap (14), designed to puncture the vein of the patient.

Structural design of the device: JD2Y-130; JU2V-140; JD2Y-150; JD2Y-160, contain of the following
components:

1) Combined needle is a plastic spike combined type (with two channels for holding the liquid from the tank
and an in the container at the same time) with a protective cap ; built-in air filter , designed to filter the air
entering the container solution with a plug .

Mode \s a drip (drip chamber) of cylindrical form with drop-forming element combined
with the injection port (Y-shaped node).

7>)The main line is a lube connecting tube . designated for the solution of the plastic spike to the injection
port and drip to the liquid filter.

fl clamp) ISa roller regulator, mounted on the connecting tube and designed
to legulale the fiow of liquid (from jet to drip), as well as a complete .stop of infusion.

Product, and is responsible for the mechanical

clelay”of the particles present m the infusion solutions; combined with a "Luer"/"Luer-Lok" cone head

intended to attach the injection needle ,

6) Injectiun needle . designed to puncture the patients vein (additionally, the needle is equipped with a

piotective cap).

16. APPLICATION METHOD (shortened instruction for use)

1 Open the package and take out the device.

2. Adjust the clamp height and close it tightly.

Piepare a container (bottle or container) with an infusion solution

. Remove the cap from the spike, insert the spike full length into the container with the infusion solution

. turn the container over and install it on a tripod.

Fiimiy connect the injection needle to the luer/hier-lock cone head

. Squeeze a dropper and fill it up to half the volume.

. Open the air duct plug when working with glass bottles (vials).

Open the clamp and slowly fill the device tube. Close the clamp.

10. Make sure there are no air bubbles in the device lube.

11 Treat the venipuncture site with an antiseptic.

I_, Remove the cap from the injection needle and perform venipuncture,

13. Adjust the required infusion rate with the clami)

CAUTION!

Do not use the device for more than 24 hours. Inject drugs through the injection node near the dropper during '
hie open mode, using needles with a diameter of no more than 0.8 mm. Keep an eye on the 4sence of
bubble aii inside the device and the level of infusion medium m the container during the infusion process and
especially at the end to e.vclude air embolism.

© oo No s

17. TECHNICAL PARAMETERS

No. Parameter name Standard
________________________________ INFUSION DEVICE

1 IhC quality of the outer The parts of the products should not have mechanical damage and foreign inclusions

I'surface affecting the functional properties

9 Absence of kinks and I he pioduct should nut have kinks and clumped sections of rubes that can interfere

clumped areas with the normal fiow of liquid.

3 Iransparenc) 1he lubes and the dropper body are made of transparent materials that allow you to
see with the naked eye the presence of air bubbles, the liquid level and the sequence
of droplets,

The How i-uc regulator Tite roller Mou r.ite controller must provide regulation of liie Huid flow from ...

cympk'te overlap to jet owlMon. The range of volume change bv the Mou rc' itlator
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j Time of ttie dropper
filling
Leak
Air duct
Tightness of tlie
connection of the device

palts
Liquid Filter

Infusion liquid

consumption
Tensile strength

Cleanliness of the inner
suifacc

A device for piercing a
cork

Protective cap

Size

Mass of products

Needle sharpness

Coating

Corrosion resistance

Size of the injeeiiun
neetile

Color coding

Cap

must be at least 30 mm,

The injection rate regulator should be suitable for continuous use without damaging
the tube during the entire infusion time.

The design of the drop-forming element should ensure the formation of 20 drops
from (1 £ 0,2) g of distilled water at a temperature of (20 + 2) ®C, at a flow rate of

(50 £ 5) drops per minute.

The infii.sion system should not show signs of air leakage.

The duct filter must ensure the jet outflow from the bottle and the flow of liquid into

the bottle.

Connections of parts of the main part of the products (without protective caps and
injection needle). The product must not leak.

The retention of particles on the filter must be at least 80%. The pore size of the filter

is <15mcm.

The infusion device must deliver at least 1000 ml of the mass concentration of sodium
chloride solution (NaCl) = 9 g/i) for 10 minutes at a position height equal to 1 m.

The connection of the components of the liquid channel or infusion system, with the
exception of the protective cap, must withstand a static tension of at least 15 N and

lasting for 15s.

It is necessary to apply a static tension 0f20 N to the connection of the needle handle
and the infusion needle tube for 10 seconds, while the product should nut break or
lose density, the joints of the flexible tube and the needle handle, the flexible tube and
the connecting cannula of the needle should withstand static axial tension of 15 N, or
static axial elongation when stretched by 50% (to acliieve it, the above stretching is
required) foi- U seconds, the joints should not lose density or break.

The innei' surface of the main part of the system sliould be practically free from
visible mechmiicnl particles after the filter, the number of particles should not

exceed the pollution index.

The piercing device must be capable of piercing and penetrating into the lid of the
liquid container wiilioui perfomiing preliminary piercing. During the procedure, no
core shuuld be foi med, and the tip of the device should be smooth and have no chips.
The protective cap at the end of the infusion device should maintain the sterility of the

inside of the device for puncturing the plug. The length of the protective cap should be |

longei' than the length of the protected device, the protective cap should be safe and
should not fall off easily, but should be easily removed.
mfhe main linear dimensions are presented in Appendix A of the instruction.

The weight of the product in individual packaging should be no more than 0.3 kg.

Tip of the needle should be sharp and have no edges and burrs.

INJECTION NEEDLE

The needle must have a silicone coating. The amount of lubricant should be minimal i

and not form liquid droplets on the outer and inner surfaces of the needles during

inspection.

The needle lube must be made of coi'rosion-resislant metal fsiainless steel brand

SUS 304). resi.".uini to sterilization.

Size of the injection needle: 216 (0.8 \ 38 mm)

The needle head must be ideiirillcd by a color code in accordance with ISO 6009.

Color code: Green.

The safety cap of the needle must be made of a colorless material (PP).

1
i



of disposable infusion sets are inner, intermediate packaging, and outer cardboard box.
Aiat (internal) packaging . i .. n
/idled device is placed in an internal heat-sealed bag with a window clo.sed with a dialytic paper. Jhe
/nackaee isTsterile barrier system that prevents microbiological contamination of the product. It is
fe of paper plastic material (medical membrane paper and medical packaging film) or completely made ot
/he (low-pressure polyethylene packaging). Consumer packaging with a device embedded m it must be
jinplete.
/[rAmn rintermediate) packaging
A product of one version, packed in an individual package, imist be packed in a group (mteimediate)
/packa”’e: the inner package is placed in a marked intermediate package designed to protect packaged
products from damage from the moment of their packaging to the momcni ol use. Made ol If.; one
intermediate package holds up to 45 inner packages, o j
Transport fexternan packaaimt. Devices in inlermetiiaie packaging are placed m suitable boxes designed to
protect packaged products from damage during transportation. The outer packaging is a corrugated
cardboard box made of double-sided corrugated paper,

19. STORAGE AND TRANSPORTATION CONDITIONS

Storage conditions: Store the products in the manufacturer's packaging, at a temperature Irom +5 C to +4U
With and relative humidity up to 80%. at a distance of at least Im from heating appliances. Artor -
Transportation conditions: The product must be transported at a temperature from -30 C to +45 C. fragile,
handle carefully. Avoid exposure to sunlight. Keep away from moisture.

20. EXPIRATION DATE

The shelf life of the product is 5 years from the date of manufacture, subject to storage and transportation
conditions. It is forbidden to use the device after the expiration date.

21. WARRANTY AND RESTRICTIONS
CHIFFNG TIANBO MFDICAI. DFVIC'F CO., | TD. guarantees the high quality ol the product and ilie

malcrials used for ils nimiufacnirc. nill'l-Nf; 'N/AIMKO MHMOK'AA!, DEVICi: CO.. I.'ID is not responsible
foi' an\ incidental, special or indircci A>\ls. damage i>r additional cccsls associated. dirccll\ oi indiicvti). \siil
(he use ofthis product. n

r..m
CIIIFHNG TIANBO MEDICAL DEVICE CO.. LTD. expressly declares the inadmissibility of reuse ot this

product, in which case the warrantv and other implied or direct obligations (including the warranty of
merchantabilitv and the possibility of use for special purposes) are considered invalid.

CHIFFNG TIANBO MEDICAL DEVICE CO.. LTD. also, it is not responsible for any accidental or indirect
clamaue that mas occur as a result of repeated use of the product. For any questions regarding the desenbed
products, please contact directly CHIFENG TIANBO MEDICAL DEVICE CO., LTD., or an official
representative of the manufacturer.

22. AUTHORIZED REPRESENTATIVE IN THE TERRITORY OF THE RUSSIAN
FEDERATION
Limited liability company «RAFEL» («<RAFEL» LLC) A Ltj

- i
Location address: Russia, 420108, Republic ofTatarstan, Kazan, Mazita Gafuri, 71, manufacturing bid. no. 1
Telephone: 8(843)211-12-21

E-mail: info@rafel.ru

23. COMPLIANCE STANDARDS IN THE RUSSIAN FEDERATION
GOSI 19126-7007 GOST 25047-87. GOST R ISO 9626-2020, GOST ISO 7864-201 1.GOS | ISO 11607-1-

2018. GOST BN 556-1-201 I.GOST R ISO 15223-1-2020; series standards 1SO 10993.
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"N ation n
i)\~ fusion systems are sterilized with ethylene oxide (sterility assurance level (SAL) < 10-6),
ANiict has certain storage requirements, if the storage conditions are met. the product remains sterile

/nisSd”product is sterile, non-pyrogenic, non-toxic. Repeated sterilization of the product is prohibited,
iated use is prohibited.

/ cleaning and disinfection
nis product does not need cleaning and disinfection.

26 MAINTENANCE 'WVND CALmMRATION
The product is used by trained doctors and does not require maintenance and calibration.

™ fproduat''"disposJible', After use, the product is subjeet to destruction
waste, in accordance with the national rules for the disposal of medical waste (SanPiN 2,1 ,7684-21. Class B).

Reneatcd use or other use ofthe product is prohibited. . j Cr,.,D:xi
Products that have become unusable or expired are subject to destructlon in accordance with SanPiN
2,1.3684-21 as waste belonging to class "A" (epidemiologically safe waste, in composition close to 1RU), m

a way that prevents their reuse.

28. SYMBOLS ON THE MARKING OF A MEDICAL DEVICE

Fragile, handle
Prohibition of reuse l carefully
]
|
Caution! Refer to the Pfi'e Avoid exposure to
instructions for use XK sunlight
Date of manufacture Protect from moisture
Use before Temperature range
LOT Batch cod Sterilization with
atch code EO ethylene oxide
Do not use ifthe Limit on the number of
package is damaged tiers in the stack
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,'he nkn dimensions of the devices should correspond to those indicated in Table 1and Figures 1-4.

/Table
Variant .F'O3E- JD3L-
130 140
Pi-oduct lengtii 1400 1500
(A), mm +15% +15%
Tube lenglli, 1300 1400
mm +15% +15%
Variant JD3YL- JD3YL-
130 140
Product length 1500 1600
(A), mm +15% +15%
Tube length, 1300 1400
mm +15% +15%
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Main linear dimensions

JD3L-
150
1600
+15%
1500
+15%
.ID3YL-
150
1700
+15%
1500
+15%

JD3L-
160
1700
=15%
1600
=15%
JD3YL-
160
1800
+15%
1600
+15%

JD3Y-
130
1400
+15%
1300
+15%
JD2Y-
130
1450
+15%
1300
+15%

,PD3Y-
140
1500
+15%
1400
+15%
JD2Y-
140
1550
+ 15%
1400
+15%

.ro3Y-
150
1600
+15%
1500
+15%
JD2Y-
150
1650
+15%
1500
+15%

APPENDIX A

JD3Y-
160
1700
+15%
1600
+15%
JD2Y-
160
1750
+15%
1600
+15%
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115 - cap: 2 «spike (intake needle): 2 - airfilter. 4 - plug: 5 - drop-forming element; 6 - dropper; 7 - liquidfilter; 8 - tube: 9
roller clamp; 10- injection unit; 11 - Liter cone head; 12 - injection needle

Figure 1; Schematic representation of the device: JD3L-130; JD3L -140;
W 3b150: JD3L-160
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1.13 - cap: 2 - spike (intake needle), 3 - airfilter; 4 -plug: 5 - drop-forming element; 6 « dropper; 7 - liquidfilter; 8 - tube. 9
roller clamp: 10 - injection Y-pori; 11 mLiter cone head; 12 - injection needle.

Figure 2: Schematic representation of the device: JD3Y-130; JD3Y-140;
JD3Y-150; JD3Y-160
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1.14 - cap; 2 - spike (intake needle); 3 - air iilter; 4 - plug; 3
- drop-forming element; 6 - dropper; 7 - liquid filter; 8 - tube, 9 - roller damp;
10 - injection Y-porl: 11 - injection node; 12 - Luer cone head; 13 - injection needle,

Fisure 3; Schematic representation of the device: .JD3YL-130; JD3YL-140;
JD3YL-150; JD3YL-160
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N3 -cap. 2-spika (iuiake iwedlej: 3 - airJiher; 4 -pIn”;5 - injeaion unii, 6 - drop-forming element;
/ - tube; 8 - droppcr;9 - roller clamp. 10 - liquidfilter;
[ 1- Ltier cone head; 12 - injection needle.

Figure 4: Schematic representation ofthe device: JD2Y-130; JD2Y-140;
JD2Y-150; JD2Y-160
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Name: Wang Yu Fen

- )iivclor

CHIFENG TIANBO MEDICAL DEVICE CO.,
LTD,
Date: August,24, 2020)

MHCTPYKLUWNSA no MPUMEHEHWIO
MEAVNLUUHCKOro U3AENNSA

CUCTEMA NH®Y3NOHHAA CTEPU/IBHAA OAHOKPATHOIO NMPUMEHEHNA
SAEUVIT®

Howmep gokymeHTa: IFU-01. Peq. Ne: 01

«CHIFENG TIANBO MEDICAL DEVICE CO., LTD.»

YBEAOM/IEHVE: Copepxalligacs 34ecb WHopMaums  sB/seTcs KOHOUAEHUMAIBHOW 1 3ALIMLLIEHHOM
MPABOM COBCTBEHHOCTW. Coaepkvmoe 3TOr0 [JOKYMEHTa He MOXET ObiTb BOCMPOM3BEAEHO WM MPefoCTaB/ieHo
TpeTbM smuaM 6e3  npeggaputesbHoro cornacks «CHIFENG TIANBO ML:DICAL DEVICE CO., LID.», n He
[O/MKHO VICTO/b30BaTLCA KaKW.M-TIMB0 HECAHKLVIOHMPOBaHHbBIM CrIOCOO0OM.

HacTosias  MHCTPYKUMS MO MPYMEHEHUHO MOAFOTOBMEHA [/ MPEfOCTABMEHNSt CBEAEHWIA B LIENSX  permcTpauym
MELVLIMHCKOTO M3AeNnA Ha Tepputopun Poccuiickoli Y'emepaym. CBefeHUs Npeactas/eHbl B 06beme, TpebyeMom B
COOTBETCTBUM C lMpaBWiaMn permcTpaLmnm MeguumHCKVX 1sgennia (MoctaHoBneHve MpasuTenscta P® o1 27.12.2012 Ne
1416). Moukaso™ MuHWCTepCTBa 34paBooXpaHeHus PO ot 19.01.2017 r. 11H «O6 yTBepXAEHMN TpebGoBaHUIA K

COMIEPKAHNIO TEXHWYECKONM i  3KCMTyaTaUMOHHOM AOKYMEHTALUMM MPOM3BOAMTENS  (M3rOTOBWTENS) MEeAMLIMHCKOro
VIBHES.

Penaki ina Nidl
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WHCTPYKLUMA MO NPUMEHEHUIO
MEAVLWHCKOrO U3AENUS

CuctemMa MHY3MOHHasA cTepuibHas OAHOKPATHOrO npumeHeHns SALUVIT®

"MMEHOBAHWE MU3OENNA
lema MHM\'3MOHMasA CTepunbHAasa OGHOKPATHOrO npumeHeHns SALUVMap .
jlee no TekCTy - MH(Y3MOHHOE YCTPOICTBO, U3AENNe UMK YCTPOICTBO).

[« MPUAHTblI NCMONHEHWUA MEOVNLLWICKOIO U3AENNA:

WH(Y3NOHHAA cCTeprTbhas OQHOKpPAaTHOro npumeHeHna SALUVIT® . BapuaHTbl WMCNONHEHT/T
W12 130 JD3L-140, JD3L-150, JD3L-16Q (KanefbHO-(WMLTPYIOLHN Y3el C COBMELLEHHOW urown,
,MMLL>TIMH.b 0erynnTop CKOPOCTU MOTOKA, UHBEKLUMOHULEW y3en, nHbekunoHuas.:.rna 21G (0.8 x 38 mm))
b‘CucTerTwdysnoHHan cnuynabHas OfHOKPATHOIO NpuMeHeHns SALUVIT® , sapuaHT bl
/M3r-130 JD3YU40. JD3Y-150, JD3YU60 (KanenbHO-(MNbTPYIOLWMA Yy3en C COBMELLEHHOW Uriou,
MTIUETNANb OerysaTop CKOPOCTU MOTOKA, Y-MOPT, UHBEKUMOHHAA urna 21G (O/1 x 38 mm))
C' CucTem/ITPYy3snoHHAA CTepunsHas OQHOKPATHOrO NpuMeHeHns SALUVIT® . BapuaHT bl UCYONHeHNAN
1M3n730nn JD3YLUS50, JD3YL-160 (KaHENbHO-(WLTPY.OWUIA Y3en C COBMELLEHHOW Uron
MarucTpasib, pery'nsTop CKOPOCTU NOTOKa, Y-NOPT, UHBEKLMOHHLINA Y3en, WHbeKUMOoHHas nrna 21G (Ob x 38

WH(PY3NOHHAA CTepunbHas OLHOKpPAaTHOro npumeHeHna SALUVIT® , BapuaHT bl UCNONHEHMUS.
f0OAYu30 JD2Y-140, JD2YU50, JD2Y-160 (COBMELLeHHas Wrna, KanefbHO-MHbelUMo[WbIM Yy3en,
MarucTpab. pcr>'NATop CKOPOCTU NOTOKa, PUALTPYIOLWMI y3en, NHbeKUMOHHasA nrna 21G (0.8 kK 3b MMm))

CHIFBNO DEVICE CO.. I.TD. (MudaH TaHb60 Meaukan Oesaiic Ko., 1TA.)
ZhoiHjjinti Industrial Park. Economic Development Area, Ningcheng District 024200 Chifeng, Inner
Mon”lia'; China (IMpoMbIMLWEHHBIA NapK YKyHU3MH, 30Ha 3KOHOMUYECKOr0 pa3BUTUA, paiioH HHY3H
024200 YudaH, BHyTpeHHAs MoHronusa. Kurait)

4. HASHAYEHWE MO NPUMEHEHWNIO

HasHaueHve: Y CTPOICTBO MpeaHasHauYeHO ANs rpaBMTaLMOHHOIO BAVMBAHWS PELMIUEHT) MH(Y3MOHHbIX
PacTBOPOB 1 KPOBE3aMeHUTeNel U3 CTEK/ISIHHBIX 1 MOMMMEPHBIX eMKOCTEN,

5. ®OPMA NOCTABKMU

B cocTas KoMrieKTa NOCTaBKM LO/HKHbI BXOAUT;
- OCHOBHas 4acCTb - 1T.;

- WHBEKUMOHHAaA urna - 1.

6 MOKA3AHWA K MPUMEHEHWIO
['paBUTaLMONHOE BHYTPUBEHHOE BBEAEHUE XUAKMX EKAPCTBEHHbIX CPEACTB B MEANLMHCKMX YUpesaeHUsX.

7 MEPbI MPEAOCTOPOXHOCTW MPUN NCMNONB3OBAHUN
1) Ncnonb3oBaHWe M3envs LO/MKHO COOTBETCTBOBATb MPUMEHUMbIM Tpe6OBaHI/IFIM
COOTBETCTBYIOLLMM HOpPMaM, OrpaHuMYeHO WCMOJSb30BaHMEM TOJMIbKO KBA/M(ULMPOBAHHBLIMK Bpa (amu, nneo

2ATcTpTATBa*ltoc™ B CTEPWUILHOM BUfE. 3anpeLiaeTcs NoBTOPHasA CTEPUN3a.L s YCTPOICTB.

3) He ncnanbto.mnb Npy NOBPeXAeHUN YNaKoBKY,

4" [laHHoe wu3fenvie SBNAETCH «OAHOPA30BbIM-., MOAMNEXMT YHUUTOXEHWIO TOCME MCMOMb30BaHWUS B
COOTBE-TCTBMH C Mpasunamyt " ruinsaumy MegnumMHCKUX OTXOLOB, MOAMEXALMX >iM.aubINin.  Ku:|KLiae-".n
MOBTOPHOE MCMO/b30BaHUe, MO0 ApYroe Mpu.MCUEHME.

8 BO3BMOXHbIE MOBOYHbLIE JENCTBUSA ‘

Bo3TyHxas 3M60MMS, BO3HUKAOLLAA B pe;3y/bTaTe: MOACACHIBAHUS BO'3fyxa B OTKPbITble BEHbI MPU HU3KOM
LLeNbHOM BEHO3HOM [aBMEHUW; HapyLleHMe TepPMETUYHOCTM WM HEMPaBW/IbHOE  3arosHEHVE
YCTPOVCTBa, BCNEACTBUE HAPYLUEHWSI TEXHUKW NPOBEAEHNS UHAY3WN.

9. NMPOPNNAKTUKA MOBOYHbBIX 3PDPEKTOB

- Heo6x0a1Mo TOUHOe Co6/t0/leHNe TEXHUKN MPOBEAEHNS VHCY3UM.

- CneauTe 3a OrcyTCrBMCM My3bIpbKOB BO3[yXa BHYTPU YCTPOICTBA M 32 YPOBHEM MH(1)\3MOHHOM cpefpl B
eMKOCTM B MPOLIECCe BAMBAHUS, N 0COGEHHO B KOHLE /15 UCLLIMOYEHWs! BO3AYLLIHO 3MOO/MMN.

10.NMPOTNBOMOKA3AHHA A
WHy31OHHOe YCTPOCTBO NMPOTMBOMNOKA3aHO K NepennBaHMio KPOBY MM KOMMOHEHTOB KPOBMW.

KBaI'II/I(*)I/ILIII/IpOBaHHbIMI/I Bpayamwu, nnéo MEANLMNHCKMM MNepcoHa/IoOM B
COOTBErCTBMAN C I/IHCprKLI,I/IEI‘/'I Mo 3Kcnayartaunn.

n.Beng KOHTAKTA C OPTAHN3MOM
[JaHHoe v3aenve nNpeAHasHauyeHo /19 BBEAEHWs NMpernapaToB B e0C3AUCTYHO CUCTEMY MaLMeHTa.
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OPUM MALUMEHTOB
[leTn 1 B3pocC/ble.
\a: HenpumeHUMmo,
e 300POBbA: HEMPUMEHMMO,
BOJIbHOCTb: pas/inyHas. .
/fnne nauneHTa; MaumMeHT He AB/ISETCA MO/b30BaTE/IEM YCTPOMCTBA.

LWHivfpH? BBELEHUA YKUAKNX NEKAPCTBEHHbIX
A I I f nocTnHble [H UenesBoli rpynnbl:  rpaBUTaUMOHHOE  BHYTPWBEHHOE  BBEAEHME,
Mlen™ T"MM:AT;;;a NpuMeHeHus wm3gen/.a™ ot no .45 ~C, n OTHOCUTENbHOW BNXXHOCTU

Apyxa 20 - 80%.
A OMNMNCAHWME
JMHpy3..«.n.oc ycTpoiicteo: .LW3N30; JD3L-140; JD3L-150; JD3L-160, COCTOHT M3 CleaytLWmnx

<nTZ-ZTibrnbrnimouim, ysen ¢ akwewsnTi wurnoit MNPeACTaBNAET cO00/ MNACTMKOBBX UMM
K-" 61H: LLloBaHHOro TNa (C ABYMA KaHa/laMu: 0711 nposeaeHna XXnagKoctn n3 eMKOCTU 1 BO3ayXa B
THOBMEMEWNHO) C 3alMTHBLIM KOMMAYKOM, CO BCTPOEHHbIM BO3AYLUHbIM (UALTPOM (NpefHa3HaYeHHbIM
AT ToanulBo3gyxTnocty B EMKOCTb C pacTBOPOM) C 3arfyLWKoi, C KarjeobpasytoLmm
NS tom- COBMELLUEHHOrOM C KanenbHULUEN LWAMHAPUYECKOA (HOPMbl, CO BCTPOEHHbIM DU LTP<™
XWUAKOCTK,” PaCrONOXEHHbIM BHYTPWM HWXHEA 4aCTW KanenbHWUbl, U 06ecneynBarowym 3afepn Ky
MEeXaHUYECKNX YacTuL, MMeloLWmxXcsa B MH(Y3UOHHbIX pacTBOpax, Ty, pripnvist
rTwruwpans MNPeLCTaBnseT Ccoboin Tgy6|<y COEANHUTENBHYIO, MpefHa3HaYeHHOro [Ans MpOBeAeHU
nrbysnovHoro PacTBopa OT KanesbHULbI 40 NHBLEKLNOHHOIO Y33, n
3) PerywTop ckopocTyu noTokKa npegcraBnset coboi pOI'II/IKOBbIVI perynatop n
COEAVHUTESNIbHYIO, W MpeAHasHayYeHHbIN NS PeryimpoBaHnA TOKa >KUAKOCTU OT MOSIHOMO MepPeKpbIT

npeacTaBnsieT cobol u3genne, COEAMHCLUKOC C TPYOKOM COeAMHUTENbHON W
MpenHasMayeHHOe A1 NPOBEAEHUA AWMMO..HUTC/blbIX WHBEKLMIA; COBMELLELLMNIN C HOJIOBKOW C KOMYCCM
<rrleen»/«\ep-nok» 'T.AHPUCOEANHEHNS UMbl UHBEKLIVMOUHON.

1) 1fz P,z 2z, La. lpefHasnaucHa Ans MNpokosa BCMb, NauHenTa (LOMOMHHIC/LIL.O WUrNa CHaoXcua
3alMTMBLM KOMaYkoMm).

Nnugysmomnnoe yctpoitcteo: JD3Y-130; JI)3Y-140; JD3Y-150; ,ID3Y-160, coctouT M3 cneay,0,HUX

130 ™iie COCTOUT M3: OCHOBHOI YacTu (KanenbHO-(hMNbTPYIOLLWIA Y3en ¢ COBMELLEHHON MINOM, MarncTpasb,
MPr\MATAN FKNNOCTU NOTOKA. Y-MOPT) U MHLEKLMOHHOMR UT/bl. - N
\nlanewtwn r:ELprlompLu ysen ¢ cosMmelweHHOW wurnoit MNpPeAcTaBNAeT coboii  MNacTUKOBbLIM  LUMM
KOMOMHMPOBaHHOIO TWHA (C ABYMS KaHalaMu: 414 NPOBELEHUA XXMUAKOCTU U3 EMKOCTU 1 BO34yXa B EMKOCTb
0[HOBPEMEHHO) C 3alMUTHbIM KO/IMAYKOM, CO BCTPOEHHbIM BO3AYLUHb.M .
(bunbToaUuMM BO3ayxa MOCTYMNaloWero B €MKOCTb C PacTBOPOM) C 3ar/lyLlKOR, € Kanneobpas>HoLn
3/IEMEHTOM; COBMELLEHHOTO C  Kare/bHULER  LIMHAPUYECKON
YKMOKOCTW, PAacMOfIOXKEHHbIM BHYTPU HIDKHEM 4acTW  KanenbHuUbl, W 0BOecrneymBatolLM  3aePXKKY
MEXaHNYeCKUX 4acTuLl, UMetoLNXCs B MHPY3NOHHbIX paciBopax, r,YYYVT. ua
2) MarucTpans NPeAcTaBnseT co6oM TPYObKy COeAUHWTENBbHYIO, MpeAHasHayeHHY And  NpPoBeAeHMs
UH(L)\'3roHHOro pacTeopa oT KanefbHuUbl 40 UHBEKLWOHHO! 0 y3na. n

cKopoiT, noToka NPeAENILSET COBON PONMKOB.NIA PETYNSTOP YCTBHOBME,-,, bl Ha TPYOKY
TOCAWLWLWABAYI. ,, ,,PCAMA3HAYEHMbIA ANa pe,>n,poBan,, 9 TOKa XXMAKOCTU OT MOAMO.0 MepPeKpbnus o

4p|7|«;"m "ANOLWWHO,Aes- COBOM MHBEKUMO..... y3en Y-obpasvoin copm,,,, )
npefHasHauYeHHbIA A3 MOACOEAVNHEHNS WH(Y3MOHHOM CUCTEMbI WA MPOBEAEHW | [

cl,c,,feH,-,b, C TOMOBKOW C KOHYCOM «Jlyep»/«nyep-foK» A0 MPUCOEAMHEHNS Wbl
3Tun” U», nriw. NpeAHasHavyeHa 418 MPOKOfa BeHbl MaumeHTa (AONOMAHWUTENbHO WUrfa CHabXeHa
3aLUMTHBIM KOMAaYKoMm).

n,tys,0,,0e ycTpoicteo: JD3YL-130; JD3YL-140; JD3YL-150; JD3YL-160, cocToO,,,

ANNENCOCTOUTTANMA yacTy (KanenbHO-QUNbTPYHOLLMIA y3eN C COBMELLIEHHOW WIOIA, MarmcTpar,
nprvinmn cKonocTy NoToka Y-nopT, UHLEKLUMOHHBINA Y3e) N UHBEKLUOHHON UTbl.

y3el ¢ coexuwewwi wnrnoit MNPeACTaBAAET co00i NNacTUKOB,, N ,,,UM
(koMBMHMpOBaHHOrON TMNa (C ABYMS KaHanamu: ANs MpOBefeHWs XMAKOCTU U3 eMKOCTW U BOo3f>\a
ew-ol 3alUMTHBIM  KONMAYKOM, CO  BCTPOEHHbIM  BO3AYLHbIM  (DULTPOM
(NpegHasvaYveHHbLL Ans QuabTpauuyM BO3Ayxa MOCTYMNAloOWero B eMKOCTb C PacTBOPOM) C 3ariyLUKOW, C
Kanpieo6pasytoLyM '3MeMEHTOM; COBMELLIEHHOIO C KanenbHWLE LMAMHAPUYECKON (DOpMbI CO
QUNTTPE XNg,»CT,,. PaCnoNOXeHUb,M BHYTPU HWKHEI 4acTW  Kanenbuuib,, W 06ecrnevmBsa.ommM
e niivKKv me\aHnyec.cyx YyacTul, UMEIOLLN.XCA B MHJY3NOHHBIX PacTBOpax.
WX«(™UN"L  ApepinToinnsgeT coboi TPyOKY CUEAVHWUTENbHYIO, MPCAHA3HAYeHHY . [ANA MpoBefeHUs
MHEDY:310:: MOr0 pacTBOpa OT KanenbHuUbl Yepe3 Y-iiopr 10 v:MbeKLUMOHHO: 0 y3Na.

n3

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



nnpr,nTaRMCseT co6oi todenve. coefMHEHHOe C TPyO6KOli COeAMHWTENIbHON 1
m nHb<=,<Mi'. COBMELLIEHHBX C TOfIOBKOW C KOHYCOM
1 ri‘iyj VITVICOCnVl 11ICHUNA N1nbl NHBbeKUMOW HOW.
NAWNTLLIM ,<OMNAMKO™,, . .eveevevieeieenie e <1 ;N5 NPOKONa BeHbI MaLyeHTa,

,PYKTYp.,06 HCNoOAMCHUC ycrponc.ua: JD2V-130; ,J1)2Y-140; ,M)2y-15Y¥: ,102"*-1.,0 cocCM........ .
pcp'yloLLllllxKM"n“"“ |<>||_/\

D)
mkonnlykom O)'

W, N KOMOMHMpOBaHHOro Tuna (C ABYMS
XMAKOCTM U eMKOCTM W BO34yxa B €MKOCTb OAHOBPEMEHHO) C 3alLUTHbIM
BCTPOEHHbIM BO3AYLUHbIM  (DWLTPO.M. MpeAHa3HaYeHHbIA A1 UIbTpaumMu BO3gyXa.

KanenbHWLY — UM3.MHAPUHECKO  (hopMb, C

“NNeo6pasyoLHM 3/1EMEHTOM, COBMELLEHHYTOE ANs  MpoBefeHUs

1] L L A4 r2 B = =

ri1~~,,nmi4

ur:,a. NpegHasHadyeHa 3WA MPoKoJsia BeHbl MNalWeHTa (,qLIJIO!'IHI/ITET.bHO UITLL CHabXXeHa
3alTHbIM KOﬂI'Ia‘-IKOM).

16.CMOCOBb NMPMUMEHEHWSA (cokpTaennaH HUCAPYKANW no npiitieiicnnio)

1, BckpoiiTe yNakoBKy U JOCTaHbTe YCTPOIACTBO.

2 OToennunyiTc 3a%mMM Mo BbICOTE U NIOTHO 3aKPOUTE €i O.

i pacTBOPOM,
Mpn('BCNHUTE EMKOCTb W yeTaHOBW/E Ha LLa/IMBC.

MnoTHONCOEANHNTE MHBEKLMOHHYIO WUI/y C FONOBKOWA C KOHYCOM «JTyep»/«yep-noK >
"NnBUTE KanesbHWLY W 3ano/iHUTE ee 40 NOJIOBUHLI 06beMa.

OtapomTe 3arnyLk/Bo3gyxosoda npu pabote co cTe!u: LW3HbIM

. OTKpOWiTe 3aKUM 1 MeS/IeHHO 3ano/HUTe TPYOKY YCTPOMUCTBA._*3aKpouk € 3aXKMM.

10 Y6eguTech B OTCYTCTBMM Ny3bIpbKOB BO3AyXa B TPY6Ke yCTpolicTBa.

1! .O6paboTaliTe MECTO BEHEMYHKLMW aHTUCEMTUKOM.

12.CHUMUTE KOMMAYOK C UHBEKLMOHHOM UTMbl U MPOW3BEANTE BEHEMYHKLMIO.

15 .OTPEerynmpyire 3aXxMMoM HEOBXOAMMYHO CKOPOCTb BNBAHUS.

Qv

oun ~

YCTPOCTBO 6onee 24 4acoB. BeoauTe necapeTBeHHble Npenapatb. Yepe3 MHbeyMOH™

MpoLiecce BVBAHUA U OCOBEHHO B KOHLIE /11 UCHOHOYENWs BO3AYLUHON 3mMboumu.
17. TEXHUWYECKWE M.JIPAYMETPbI -

Hopma
™ Hanmenosanuc

rMoKasaTens Kayecraa o
YCTPOUCTBO NH®Y3NOHHOE

KauecTBo HapyKHO DeTan V3ennii He 0/DKHb! UMETb MEXAHNYECKVX MOBPEXEHYIA 11 MIOCTOPOHHIX
OBEPXHOCTH KOG, BAVANLLIK 1a (RYHKNIOHAbHbIe CBOVCTE,

OTeyTCTBYE Neperoos 1 CucTeMa HTOMKMA UMETb NepervBoR i CRMMLLMES yuacTKOB TPy6OK, KOTOpbie
CIUMLLIXCA YUaCTKOB N®EYT NpensijoTBOBaTL HOPMAIbHOMYK TOKY XUAKOCTU. -

S —— Tpy6KM 1 KOpyC Kane/bHLbI M3rOTOB/EHbI 113 NMPO3PaYHbIX MaTepuasios,

MO3BO/SOLLMX BIAAETb HEBOOPYXKEHHBIM T/71a30M Ha/Mume My3bIpbKi BO3MYXA,
YPOBEHb XWAKOCTU 1 MOC/IEL0BATEIbHOCTb Kan/ienaagHus

PerynvpoBaHvie Toka PO/MKOBBIA PEry/IATOp CKOPOCTY MOTOKA JO/DKEH OBECTIeUMBATb PEry/MpoBaHYe

MATKOCTH TOKa YXUAKOCTY OT MOSHOMO MEpeKPbITAS A0 CTPYIHOMO MCTeUeHNs. [dyanasoH
V3MEHeHWst 0GbeMa PEryNISTOPOM PACcXOfia A0/MKEH COCaBNATL He MeHee [) MW
Perynstop CKOpoCTU BBeAEHWS AO/KeH BbiTb NMPUIOAeH [/ HEMPEPbIBHOKO
MCMONb30BaHMA Ge3 MOBPEXAEHNS TPYOKM B TEUeHMe BCEro BPEMEHW UH(Y3UU_
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AHAI

ckopocTy notoka (50 + 5) Kanefb B MUHYTY. — —-—--m-mm-mmm -

.MMeHOBaHNe Hopma
okmzarelTnm: AN 5

Arca
Bo3g>xonon

["epmMeTUYHOCTL

COoeAUHEHNA aeTasnen

ycTpoiicTea pasmepy
CPUNLTP XXULKOCTU

Pacxop, NHpy3MOHHOWA

10 KOHLEHTpauum pacteopa xnopuga Hatpua (NaC!)--9 r/n) B TeyeHune lu, 'y n
XNOKOCTN

[MpoYHOCTL Ha paspbiB

NBKOI Xpy6b. K COEAUHINXENbHOW K.H,0I1N WTAbl AO/KHbI

P idnctoTa BHYTpeHHe S — /\ /\

| noBepxHOCTH

YcTpoiicTBO ANs
[thok<wm blBaHus Npo6Kn

3alWnTuMbIil Konnavyok

[OJ1XKEeH NNErko CHMMaTbCA.

AwroTph
15 Pa3MeD Sti-ri. UpirmAe 0-3 10%
Macca usgenwuii
WTWNjirbj Ky HYAN-
mOCTPUC7U*Nb!A0N>KHOGLITL. OCTpbIM, 6e3 3™ N A
A yOcrpoTa Uil

. [OJ/TXKHA HMEN. CU/IMKOHObIK MYKPbMUC y
| HOKprTME MuwwManbllblM H Hc o6patoubiBrab KancabXH.H>0.

NMOBEPXHOCTU WI/bl NMPU OCMOTPE.
Koppo3suiino-cToii KocTb . .
'™Meo-xaBetowlan crtadtb x iap KirSU SW ~AA
W Pasmep urnbl MHbEKUMOHHOI; 21G (0.8 x 38 MMm)
[Ya3mep urnbl
NHBEKLMOHHO

LiBeToBas KoAMpoBKa

Konnauok maTepuana (MOAUNPOLLLLIEH).

v . YITAKOBKA NArby3nnnubIx CTROVICTB ABNAIOTCA BHYTPEHHAS, MPOMEMYTOUHAS
dopMamyn  YMaKOBKM 0LHOPA30BbIX WH(Y3NOHHBI.

YMNaKoBKK, 1 Hapy>kHas KapTOHHas Kopobka.

WHanen 1 UNbHasA (BblyTPEUHSS) yNnaKoBKa
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4BCTM MOMBLLBETOB BO npesPPPpBLUBIOLLSP

jfc-“- s r S

...... »- 1»” B'm’ M-
a BbITb LIENOCTHOI.

anna LUEOXK* ™ iaa TLULLI<LLILLL!
ANGTTLAHOTO BapuaHTa HUKNHOT
A<EHO B FpynnoByto

Wy IW.UAY;bIBHYIO YNaKOBKY, [AOJIXXHO OblTb
BHTTPEHHW nakeT noMeuiaeica B MapKMpoOBaHHY

;,\BLW ,,Tbl YyNakOoBaHHbIX NPOAYKTOB OT MOBPEX,AeHUMN C

.OMeHTa MX ynakublum ~

+ MELLIAcT A0 . s BHYTPEHHUX YMaKoBOK.

Twwl, UPP, WEnE A T A4

A MPOMEXYTOYHOW YNakoBKe MOMELLAIOTCA B

J'-J' ynaKoBaHHbLIX MPOAYKTOB OT MNOBPEXAEHWM BO

3rOTOBNEHHYHO H3 [JBYXCTOPOHHEN TO(PUPOBaHHOM OyO.aTLy,

19 YC.AOBUNA XPAHEHNA N TPAHCIMOPTWP

Texweparype ot +s°C 1o
Ycnosusa XpaHeHusa : XpaHutb “3gmMua Yy n OT OTOMUTE/bHBIX MPUGOPOB.
J140'C v oTHOCUTENBHOI BMaYKHOCTW "'°A°AT A0IKHO TPaHCMOPTMPOBaTbCA Npu Temnepatype oT 00 C ao
g:;;r;éur:én;;ruré:élr:éspgenrn
20. CPOKTOOHOCTI n ,,3TOTOB/EHMA. NPV COG/HOAENMMH YCMOBUIA  XpaHEHWs ©
MCMOMK0BATb ycTpoiicteo MOC/E OKONYaHHA CPOKa rogHOCTH,

21, APJIHTUA 1 OTPAHNYEHNA

NAaaHTMPYeT BbICOKOE KayecTBO «
CHIFENG TL'XNnO MEDICAL JplQ ngy1sO MEDICAL DEVICE CO., LT 7
Martepuanos, UCMOMb3yeMbIX ANA ero cneumanbHble UM KOCBEHHble 3aTpaThbl, MOBPEXAEHM
He HeCeT OTBETCTBEHHOCTM 3a JIOOble CTY C 1CMoB30Banuem 3Toro u3.aenvs.

,.JI1 NONOSTHUTENbHbIE

1TD npavo 3aaBnset O HefonycTumocTu I'IOBTOpHO 0
IIIL NG T1ANBO MEDICAL DEVICb CO. L a

(Z: crzer..— M --—
SSS- nSeorsr WA

CNyyaiiHble WM KOCBEHHble MOBPEeXJeLl . P OMUCbIBAEMbIX M3fenuu, obpalaii
1cnonb3oBaHNa m3genus. Mo -06b.b|A ronpocalvl" CO.. LTD., nuoo K
HermocpefcTBeHHO B KommnaHuio CHIPCNO MAND

o1umanbHOMY NpeAcTaBUTELLO

TEPPUTOPUWU PO
22 YMO/THOMOUYEHHbI NPEAC1ABU

"ggqq «paPIJI»)

TenegoH; 21 11221
E-mail: infoin;ralel-ni

23. CTAHOAPTBI TYP71T,TA™ A(EcTTUCO 9626-2020, TOCT ISO ~864-2011 TOCT 1SO U607-
™OBLI7'OCTS 'k W-2 0~~~ PUCO 15223-1-2020, cTaHfapTb, cepum 1SO 10
24. CTEPUNN3ALNA

NepunusytoTcs  3TUNEHOKCUAOM  (YPOBEHb  06ecreveHus

- = N~ T 3 .. e TpeboBaHUA K XpaHEHWO, Mpu COONHOAEHWM YCNOBWUIA XPaHEHWSI M3[enve
ke gab2bl "

~ETOKCYNO. [MOBTOpHas CTepUAM3aLMs WU3enns 3anpeLleHa.
FOTOBOE M3AeNMe CTEpPUNbI-t0, anupoleHwo,
MOBTOPHOE NPUMEHEHNE 3amnpeLLeHo.

SIr—
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AL MCMO/Mb30BaHWA U3OEMNE TMOLIEXKUT YHUUTOXKEHUIO B KaYyecTse
“ne aBndaeTca

0 HaLMOHa/IbHbIMM MpaBuiamMM YTUIM3aLMA MeS,.LIMHCKX
A'nlwl .°Tslld-.. ™ ace’ b). 3anpelLaeTca MOBTOPHOE WCMO/Mb30BaHWE, NM60 Apyroe npUMEHeEHMe

VPIrTHOCTb WM C UCTEKLLVM CPOKOM FOAHOCTW, NOA/IEXAT YHUUTOXEHWIO B COOTBETCTBUM C
KaK ol os

nlHagexale K Knaccy «A» (3nMaeMmosniornyeckm 6esonacHble 0Txogbl, Mo
"npubnmxeL ¢ k mLL ) c..oco6om, NpeoTBpaLLipKaLIM KX NOBTOPHOE ,,CM0Mb30BaHue.

, CUMBO/JIbl NA MAPKMPOBKE MEAVMUWHCKOIO N3OENNA

3anpeT Ha NoBTOPHOE

Xpynkoe, obpaliarbcs
n ' npvMeHeHne T OCTOPOXHO
" He gonyckatb
L OcTtopoxHo! O6parutechb K PR Bosﬁeﬁzmmg
A WHCTPYKLMU MO NPYMEHEHM
CTPYKLAN IO TIPUMEHEHMIO COJIHEYHOrO cBeTa
[Jarta usrotoBneHuns Bepeuyb OT Bnaru
lwJj
Vcnonb3oBarts f10 TemnepatypHbii
JmnanasoH
" Crepunuzauys
LOT Kog, naptum

OKCKMOOM 3TU/1IEHa

He ncnonb3oBatb npvi
MOBPEX/EHNN YNaKOBKM
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jl
MPNNTOXEHWE A

/ OCHOBHbI€ NMHEeNHbIE pasMmepbl

,0BHble pasmepsbl yCTPOIICTB AO/KHbLI COOTBETCTBOBATB YKa3aHHbIM B Tabnu[e | n Ha puc>nlkox 1-7,

lapnant JD3L- JD3L- -FO3E- JD3L- JD3Y- JD3Y- JD3Y- JD3Y-
<LICMONHCIIG1 130 140 150 160 130 140 150 160
f;{ivHa n3genns 1400 1500 1600 1700 1400 1500 1600 1700
/:!'(A_)’_N_IM ___________ +15% +15% +15% +15% +15% +15% +15% +15%
. AnnHa prékvl. 1300 1400 1500 1600 1300 1400 _1500 _16000
[ MM +15% +15% +15% +15% +15% *15% +15% +15%
Bapuaw JD3VL- JD3YL- OD3YL- JD3YL- J02Y- JD2Y- JD2Y- 3D2Y—
WCTONTHEH UM 130 140 150 160 130 140 150 160
[nvHa n3genna 1500 1600 1700 1800 1450 1550 1650 1750
(A), MM +15% +15% +15% +15% +15%  #15%  +15%  +1
OnvHa Tpy6kn, 1300 1400 1500 1600 1300 1400 _1500 1600
M +15% +15% +15% +15% +15% +15% +15% +15%
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113 - sonauok; 2 — wiin (Jubupa wa); 3 a0 Mo it reromp; 4 - sa2iyuiRa; 3 - RareoOpUIVIOt( I 2TEMeH.
6 — wateTuRe T — Jemp HKoC; N mpvoRa: V pOINMKORGIT 3URUM! JU - unwexyuonmeti vier T -
cwaoaky - Koivving @ dvepr: 12 = u21a wHeRIHOHIAR

Pucynor 1: CxeMaruycckoe 1300 pancetne ycTpoHcTRa; JN31.-130: JD3L -140;
JD3L-150; JD3L-160
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PucyHOK 2: CXeMaTU4ecKoe M306paKeHe
JD3Y-140; JD3Y-150; JD3Y-160
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1.bl - ko:Tauok; 2 - wwun (3abopuad nurnal/: 3 - BO3AYWHLIA PUNLTP; 4 ~ 3arNyWKer.3 - kanneo6pap-TLWWUH

M33eMCHT -6-Kane.nblwya: 7- GUW TP XMAKOCT U: 8- TpybKa. 9 -pONUKOBBLI 3aXUM:

10 - MHBEKUNOHHbIN YMIOPT: 11- WHBEKUWUOHHbIW y3en; 12 - ronoeBka ¢ KOHycoM BJlyep»; 13 - nrna MHbEKLMNOHHAA.

PucyHok- 3: CxemaTuyeckoe n3obpaxeHue yctpoictea: .ID3YL-130: JD3YL-140,
JD3YL-150; JD3YL-160

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



5

=a
XA
=~

ol
‘:;: 5,5 fwts-— ——— e
D ~
nez )
e
R

1,13 - Konnayok, 2 - wun (3a6opHas nona): J - «oy6)'WHb!M dunbTp: 4 - 3arnywka:-» mwibeKijuoiniNi)ysel
KaTwa6bpasywunit mx'ieienm; 7- Tpy6ka; 8 - kanenbiwua:9 - ponukosbiit 3axum, 10 - probTp QecngkocTu;

}1- ronoBka c koHycom «Jlyeps/; !2 - urna uHvekunoHHas.

PucyHok 4: CxemaTuyeckoe n'aobpaxeHne yctpoiictea: JD2Y-130: JD2Y-140;
JD2Y-150; JD2Y-160
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BbIMNCKA:

KuTtaincknin CoBeT N0 COAENCTBUIO Kutakckui
2 MexayHapogHoli Toproene omerne
§° KuTaickas mexayHapogHasa Toproeas nanarta Me’;ﬁyp”rigﬁg””
QR-Kod
CBMOETE/IbCTBO

Ne 216100B0/000542

HACTOAWMM TIOATBEPXOAETCHA, UTO: neyatb komnaHuum CHIFENG
TIANBO MEDICAL DEVICE CO. LTD. («<MN®2OH TAHbBEO MEAWNKAN
JEBAWC KO., NTA.»], ckpennsaowas JOKYMEHT B0 BnoxeHuun, aBnseTcs
NOANVMHHOM.

KuTtaicknii CoBeT no coaencTeunio
MesulyHapoaHoin Toprosne

MEYATD:

Kutaiicknii CoBeT No coaencTeumio
MexayHapoaHoi Toprossne
YAOCTOBEPEHNE

(31)

Moanuck
Moanncb yNoNMHOMOYEHHOT 0 nnuya: Yoy BUHXYH
Mata: 15.10.2021r.

MEYATD:

Kutaiickmin CoBeT no coaeiicTButo
MexayHapogHoii Toprosse
YAOCTOBEPEHUE

(31)

CaliT nns npoBepku cBuaeTenscrea: httpV/www.rzccpit.com/validate.html

MepeBod C KMTAMCKOro M aHFAMMACKOTO $S3bIKOB Ha PYCCKWIA A3blK BbIMONHEH MHOW,
nepeBogYNKOM OHMWEHKO EneHoli TeHHaabEeBHOM.
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MopTBEpPXApato

Mmsa: BaH FOn ®3Hb

Mognuch AupekTop

CHIFENG TIANBO MEDICAL DEVICE CO.,, LTD.
(«4NDPIH TAHBBEO MEANKAN AEBAWNC KO., NTA.»)
Hata: 24 aBrycta 2020 .

MEYATD:

CH1FENG TIANBO MEDICAL DEVICE CO., LTD.
(«YNP3IH TAHLBEO MEAMKAN OEBANC KO., ITA,»)

MepeBOA C KUTAMCKOrO0 WM aHFNIMWCKOTO A3blKOB Ha PYCCKWUIWA A3blK BbINOAHEH MHO,
nepeBogYmMkKkomMm OHMWeHKO EneHoli MeHHagbeBHOI.

(7 6
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Poccuitckaa degepayunsa

Nopoa KaszaHb Pecny6nukm TaTapcTaH.
[dBajuatb BTOPOro HOA6PA ABe ThiCcAYU ABajLaTb NePBOro roja.
A, TpuwmnHa Onbra WMnbuHMYHA, HoTapuyc KasaHCKOro HOTapuanbHOro OKpyra

Pecny6nmkun TartapcTaH, CBWUAETENbCTBYI MOA/IMHHOCTb MOANUCK nepeBofumka OHULWEHKO
EneHbl [eHHaAbeBHbI.

Moanuck cenaHa B MOEM NPUCYTCTBUN.
JInyHOCTbL NMOANMCABLLEr0 JOKYMEHT YCTaHOB/EHA.

3apeructpupoBaHo B peectpe: Ne 16/36-H/16-2021-""(P-

YnnayeHo 3a COBepLUEHNE HOTapManbHOro AeCTBUS: 580 py6. 00 kon.

O.N. I'pnwmnHa

B faHHOM [OKYMEHTEe NPOLHYPOBaHO,
NMPOHYMEPOBAHO M CKpPeneHo nevyaTbto
[Baguatb cemb (27) N1CTOB.

O. N. Ipl'wwmHa

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



