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INSTRUCTION FOR USE
Disposable Circumcision Anastomat

ZSR-DCA-34, ZSR-DCA-30A
ZSR-DCA-26. ZSR-DCA-22

ZSR-DCA-18. ZSR-DCA-14.

ZSR-DCA-10

This instruction for use is used for the model of:
ZSR-DCA-34. ZSR-DCA-30A. ZSR-DCA-26. 2SR-DCA-22, isR-DCA-18 ZSR-DCA-14 ZSR-DCA-

10- h . '

PLEASE READ ALL WARNINGS AND INSTRUCTIONS BEFORE USE.USE THE PRODUa ONLY FOR ITS
INTENDED USE AS DESCRIBED IN THESE INSTURCTIONS . ftvIPROPER USE CAN RESULT IN SERIOUS
OF FATAL ILLNESS/INJURY,IMPROPER TREATMENT OF PROPERLY DAMAGE

ALL THE CIRCUMCISION ANASTOMAT ARE STERILIZED AND SINGLE USE ONLY FOR HYG
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This device is used for clinical male jerral drn*ncision suture surgery and is suitable for patients with phimosis, paraftmosis
and redundant prepuce.

1. Man with malformed prepuce or gians Oncluding the person wr-cse prepuce and glans are widely and tightly adhered

together) should avoid circumc»sed -sse this product

2. Man whose prepuce arxl gtar® are -nfected and the person with edema around glans should avoid circumcised use this
product,

3. Man who is suspected to have persile carcinoma should avoid circumcised use this product.

4. Man who suffers from systematic disease (such as bleeding tendency hypopro-teinemia, serious cardiovascular disease

etc.) and mental disease should avo<d circumcised use this product.

Compi'ca' C”s (there is no side effect with disposable circumcision anastomat)

1. Bleeding { patients with infection or serious phimosis need to be spparated before surgery , or strenuous exercise
after the surgery may course bleeding )

2. Infection (The urine is not cleaned up and causes infection)
3. Edema (patients with infection or choose a smaller size will have the chance to course edema )

Potential consumer

Medical professionals: urologists, surgeons

Application area:

Urology; male, child, general

The principle of operation *

The operating principle of anastomat is similar with stapler. Disposable circumcision anastomat through the mechanical driving
device to push the circular blade and the suturing nail which are placed in the product in advance. After pass through silicone .
pad and two layer of tissues, the suturing nail will be blocked by the front pin-resisting seat and they will be bent inwards, in the I I
form of the letter Bto bent inward to make two layers of tissues and pad together, and the circular blade cut the extra prepuce
at the same time. Silicone pad performs the function of high-qualit’, nemostasis and formation of an aesthetic seam. The
suturing nail is made of 316L stainless steel, this material has good biocornpatibility. As suturing nails are lined up with equal
distance and suturing tightness is appropriate .Thus, the defects of the manual suture which are the seaming istoo sparse or too
dense and the ligation is too tight or too loose can be avoided, which not only guarantees the good healing of issues, but also
largely shorten the operation time.

The silicone pad, together with the suturing nail, remains on the pro:- mal part of the circumcised foreskin of the penis. Their
removal (pad and suturing nail) occurs spontaneously after the healing , : the suture line (7-10 days). On the third day after the
operation, you can cut the silicone ring (gasket) with scissors in the gap between the two brackets (this process will help the
suturing nail fail out).

To determine the size of the anastomat, each product is supplied with a Slizer- a cardboard ruler with 7 holes cut out,
corresponding to the diameter of the anastomats with an indication of their sizes. The slizer isjubje ~d to gas sterilization,
but does not remain sterile, due to the lack of individual packaging Before use, it mu”-6e treated witfr*y skin antiseptic
Size of the slicer (length 19.0 cm Xwidth 5.5 cm + 5%). /

Anastomat complies with the requirements of Directive 93/42 / EEC on medical instru®ments, n
Classification: class of potential risk of use 2A. | ! -V-
Type of medical device according to the nomenclature classification: 351500. OKPD2code 32.50.13.190
Description of all parts of the product /
The anastomat consists of an internal concave seat and an outer host shell
The internal concave seat mthis is the internal conical removab'e part of the anastomat, THe inner surface of the riser is

used to protect the glans penis from possible damage during the apf/ication of the anastomosis; on its outer surface, the
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foreskin is fixed for circumcisron. The coocame seat in its proximal part has the shape of a bell from the outside with an
remphasis for suturing nail for thetr atrtometic bending along the seam ‘'ine The base of the concave seat is a metal pin that

has a threaded connection in its distal paa through which it is attached to the adjustment knob.

The outer shell has two flexible nandghp. an adjustment knob, a circular blade, suturing nail, silicone pad, a protective
cap and a safety pin. The circular blade suturing nail and silicone pad are located inside the outer shell and are protected by
a protective cap and safety pin.

The silicone pad is an impoaant integral part of the anastomat and is integrated directly at the location of the
stitching staples (upper section of the staples compartment).. It provides stabilization of the suture in the event of an early
erection, performs the function of high-quality bfrmostasis and the formation of an aesthetic suture.

The structure and name of the parts are shown below:

U os b
No. Name of tlie part No. Name of the pari
1 concave seat 10 connect part
2 nail seat 11 adjusting knob
3 circular anvil 12 ! safety pin
4 nail-cabin protective cap 13 fixed frame
5 nan-cabin 14 mover
6 suturing nail 15 flexible harrdgrip support
7 host shell 16 spring
8 screw 17 the end cutting body
9 flexible handgrip 18 circular blade
Technical specification

Disposable circumcision anastomat is available in the following versions:

1. Disposable Circumcision Anastomat, 10 mm (ZSR-DCA-10) in the composition of: -
Anastomat 10 mm- 1 piece; - Slizer - 1 piece;- instructions for use - 1 piece.

2. Disposable Circumcision Anastomat, 14 mm (ZSR-DCA-14) n the composition of: m
Anastomat 14 mm- 1 piece; - Slizer - 1 piece; - instructions for use - 1 p;ece

3. Disposable Circumcision Anastomat 18 mm (ZSR-DCA-18) ) iti the composition of: -
Anastomat 18 mm- 1 piece; - Slizer - 1 piece; - instructions for use 1 piece

4. Disposable Circumcision Anastomat 22 mm (ZSR-DCA-22) } in the coly?B<MTorT?
Anastomat, 22 mm- 1 piece; - Slizer -1 piece; - instructions for use - 1 piece /[ N -

5. Disposable Circumcision Anastomat 26 mm (2SR-DCA-26) ) in tha"composition of
Anastomat 26 m m -1 piece;- Slizer - 1 piece; - instructions for use - 1 piece, f

6. Disposable Circumcision Anastomat 30 mm (ZSR-DCA-30A) in th* composition” of; -
Anastomat 30 m m -1 piece; - Slizer - 1 piece; - instructions for use - 1 piece

7. Disposable Circumcision Anastomat 34 mm (ZSR-DCA-34) in the ¢ position of. 4

Anastomat 34 mm- 1 piece; - Slizer - 1 piece: - instructions for use - 1 piece
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The anastom'at is a single-stage stapler, with a knife and a leve' dnve of the sewing mechanism and a screw connection of
the concave seat with the main body of the anastomat

Material of manufacture: stainless steel, polycarbonate, polyprop, ene ABS plastic, silicone, zinc alloy No 3. brass, aluminum
alloy. The product does not contain any medicinal products in its corr-.osition.

The materials from which the suturing nail parts in contact with tissues are made must be resistant to aggressive
biological fluids (blood). Metal parts of the anastomat must be made of corrosion-resistant steels and alloys.

* There should be no cracks, scratches, burrs, grinding marks or other mechanical defects visible to the naked eye on the
outer metal surfaces of the blade;

* The knife blade should be sharp with no chipping, cracks, spallea areas and dents. The width of the cutting edge-no more
than 8 microns, the height of irregularities - no more than 10 microns

- on the surface of anastomat there should be no cracks, nicks, scratches, burrs, shells, pores, the thrown out places,
stratifications, burns, dross, particles of materials of grinding, polishing and traces of greasing

mMove the moving parts of the machine should be free, withoutjerks andjams.

mThe force of pressing the handles necessary- for living should be no more than 200 N.

« nails should not fall out of the bracket slots under the action of its own weight. When stitching paper nails should be
completely pushed out of the slots.

The principal dimensions of anastomatic are listed below:

Ne Z5R-DCA- ZSR-OCA- ZSR-DCA- ZSR-DCA- ZSR-DCA- ZSR-DCA- ZSR-DCA-
Feature name
10 14 18 22 26 30A 34

1 External diameter of (021.0+1.0 ¢26.0¢1.0 030.011.0 .34 0I.O  038.011.0 042.011.0 046.011.0
the anastomat, mm

2 r?]';mmer ofaseam ;14103  018:03  022t03 026403 030103  034t0,3  03810.3

3 The diameter of the 5,63  014+03  018:03  »2203 026103  030:03 03403
blade, mm

4 Helght of the blade. 200105  200:05  210:05 24005 260105 260105  260:05

5 The angle of i
sharpening the blade, 30
no more than, deq.

6  Inner diameter of the .\ )& 090:05 0130:03 0l7,080,5 02.0:03 024.010.3 028.0+05
concave seat, mm

7 Outer diameter of
the concave seal , 014,2t03 018.2+0,3 022,2+0,3 026,2+0,3 030.210,3 034.2+0,3 038,2t0,3
mm

8 Depth of the _
concave part of the 16.0+£2,0 16,0+2,0 18,02 0 18,0i2,0 18.0i2,0 22,0£2.0 22,0i2.0
concave seat, mm .

9 Type of seam single row, multi-row longitudinal, circular

10 Thfe number of the 8 10 12 15 18 20
nails. DCS

11 The wight of the f !
tool, no more than, 185.0 ' 190,0 195.0 205,0 215,0 220,0 230.0

q
12 Size of the U-shaped
nails (diameter x
height of the leg x r03'2,7x3,5
width of the back),
not more than, mm
13 Height and shape of
the closed nail, not
more than, mm B-snaped

18

The product is operated inside of organs and cavities of human body 'n the BfesAnde-of bioic”icaliluids, tissue, and skin
secretions (blood, urine, etc.) and must perform its functions and to be servic/aBle.In the piocess df owration at a nominal
temperature of 32 to 42X, should be resistant to the effects of biological fluids and secretions of the tissues with which
they come into contact in the process of operation, - relative humidity 30-8%"0; « atmospheric pressur®-from 84.0 to 106,7
kPa (from 630 to 800 mm Hg. art.).

- Depending on the mechanical effects, the anastomat belongs to weo-able, po~blale products, IfxTis not intended for use

when carrying and moving within a medical facility.

The operation shall be prepared according to the hospital rules.
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Before each use, prepare and check the product in accordar>ce with the instructions below. If there are any minor deviations from
normal operation, stop using the products and use a replacement product Damage or malfunction of the product may reduce its
safety for the patient or the operator, that is, create a risk of infection, tissue irritation, or injury to the patient,

1. You should always have in stock are ready for immediate use replacement products.
2. Verification

« check the sterile packaging for the presence of breaks, spills, or violations of integrity. If the above-mentioned packaging defects
are detected, the sterility of the instrument may be violated. In this case, do not use the product.

- an external inspection of the product: open the package, applying starKiard rules of reimbursement, make sure that no damage
anastomatic.

3. Operation, "m

1. Do various inspections to the patient ahd measure the size of glans with a measuring scale. The slicer must be treated with
any skin antiseptic before use. The place between the glans and 2/3 of coronary sulcus will be measured (the experienced
doctor can instinctively choice the correct size of product without use measuring scale) .Then a appropriate disposable
circumcision anastomat was selected. Then disinfect the surgical spot and do local anaesthesia, or choose other effective
anesthesia ways. For the patient who has adherent prepuce,over short frenum or other congenital anomalies.carry on prepuce
cutting and suturing operation after the medical treatment is done and blood is stopped.

2. Anticlockwise adjust the location adjusting knob at the end of the productand gently take out the concave seat at the
front of the product,as shown in figure 1;

3. Putting the concave seat inside the prepuce (if the prepuce is adherent, the adhesion shall be tripped. If it is a phimosisi.
the preputial orifice shall be expanded or cut open with scissors.Several small preputial orifices can be cut open to put the
concave seat on the glans.But one preputial orifice can not be cut too deep and close to coronary sulcus so as to avoid that
it exceeds the circumcision part, and thus the wound can' t be sutured), and make the prepuce turn out and wrap the
outside if concave seat and cover the glans.Make the concave seat tilt and maintain the inclination similar with that of the

coronaiy sulcus,and appropriately leave a bit more frenum so as not to cut the frenum too short. The prepuce naturally fits
the curve top of concave seat,as shown in figure 2,;

4. Gently remove the nail-cabin protective cap which is used to protect the suturing nails to not fall off,and slowly insert the
screw of will-fixed concave seat into the center hole at the main body of anastomat.Then.clockwise screw the location
adjusting knob to make the plane at the end of screw parallel with the plane at the back of location adjusting knob. The

tightness is subject to the specific circumstances of patients. The skilled and experiences doctor can appropriately screw it
by feeling,as shown in figure 3;

5. After adjust the knob in place, make sure that the place where the prepuce will be cut is right and the prepuce is not loose.
After everything are confirmed without any problem.remove the safety pin,as shown in figure 4;

6. Slowly and horizontally hold the flexible handgrip with strength and trigger the anastomat for about 5 to 10 seconds(at this
lime.use dry gauze to wrap the operation part to prevent blood leakage),as shown in figure 5,

7. Loosen the flexible handgrip and assist to reset it. Anticlockwise and slowly unscrew the location adjusting knob. After
the knob is back out for 5mm to 7mm, observe the cutting situation. Press the knob forward and separate the concave
seat from the main body of anastomat. Slowly unscrew and back out the anastomat as well as the cut prepuce,and observe
if the prepuce is stuck or not. If the prepuce is stuck, slightly press it with fingers or scissors,and then the prepuce will be

separated naturally. Don' t aggressively move arms or excessively screw the concave seat to avoid the incision from being
torn ,as shown in figurefi;

8. After remove the instrument,check the wound. If the wound is not completely sutured due to carelessness, the wound can
be appropriately sutured. The wound should be flat and the suturing should be uniform,as shown in figure 7;
9. Disinfect the wound and wrap it with dry gauze.and then dress it with an elastic bandage for 3 to 5 hours, as shown in figure 8.

vit ®
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Postoperative Cares

1. After the operation ,the patient shall follow doctor' s advice,coordinate with postoperative care and use drugs. Before
postoperative recovery .avoid over-activity and try best to avoid erection. Do not drink alcohol, eat seafood and spicy
food. Within one month after operation.it is forbidden to have sexual intercourse;

2. The wound shall be dressed with elastic self-adhesion bandage after operation. The bandaged surgical dressing can
also be stitched, which can prevent the bandage from being loose and falling apart. The suggestion for the time of
binding up wound is 7 to 10 days;

3. About the postoperative pain, the wound will be slightly painful after the anesthetic effect disappears. But several
hours later, the pain will gradually be eased and relieved. If the pain is very serious, the patient can take analgesic drugs
to relieve the symptom;

4. The.postoperative edema usually doesn' t need any measures to be taken. The edema will fade away by itself. If it is
serious, the patient shall go to hospital for treatment

5. During the wound healing period after the operation, the liquid will ooze from the wound. When there are
Circumstances like that the wound becomes red,swollen, painful, heating, etc, the patient shall go to hospital for
treatment to avoid the symptom from becoming more serious;

6. After operation, if the wound is torn due to accident or strenuous exercise, the patient shall immediately go to hospital
for treatment;

7. After operation, the patient shall pay attention to avoiding strenuous exercise. It will not be affected if the work
doesn’ t include lots of activities. One week later, the patient can take a shower. After shower and later everyday,
iodophor can be used to disinfect the wound; and then the wound can be simply dressed by patient himself;

8.0n the third day after operation, the patient shall go back to the hospital for inspection and let the doctor to observe
the recovery condition to master the situation of patient. At this moment, cut off white soft oblate ring by scissors at the
gap between each two nails (this process can help nails fall out);

9. After operation, the patient shall maintain the cleanliness of wound and use dilute iodophor to clean up the wound
once in the morning and once in the evening, and wear breathable loose trousers and keep the wound dry, and do
routine postoperative care to prevent infection.

Notes
1 Do not use if package is damaged or out of validity date;
2. His product ISsingle use only, please don' t repeatedly disinfect it for use,
3. This product shall be used by qualified doctors to do operation;
4. Must select the product of proper size to do operation. Do not to use the product of improper size to do

operation;
5. After operation, this product shall be professionally handled as the medical waste; avoiding circular blade hurts

others;

6. Please take appropriate rest under the doctor' s suggestion after operation.Pay attention to the local hygiene
and the anti-inflammatory treatment. Please follow the doctor' s advice to use drugs. It is forbidden to take strenuous
exercises to avoid hematoma;

7. In one week after the wound healing, the suturing nail will slowly fall off. Due to the different physiques, if the
suturing nail doesn’ t fall off in 3 weeks, the patient shall go back to hospital to remove it manually;

8. Around the prepuce of high-sensitivity physique, if there are slight inflammations, local edema may appear. At
this time, anti-inflammatory and anti-aliergic drugs can be used to control that;

9. Pay attention to hygiene after operation; control and eliminate the factors that may cause infections.

The primary packaging label contains: - trademark of the manufacturer; - adcff«?s of thernShv~cturer; - the name of the 301
product; - batch number; - catalogue number; - the number of products®yin the packa”; life; mappointment (in
international English); - contraindication (in international English); - the~frraln Conditions for abrage and transportation
(international English language); - color indicator of sterility of EO; m- ($R-code; - rrlanipulatlon Sftns corresponding to:
«Caution; Cousult accompanying documents», «Single use only»*, «Batch code», «Catalogue number», «The product
complies with current European Union directives», «Use-by date», «Sterilized using ethyleneyoxide», «Do not use if

package is damaged», «Authorized Representative in the European Community».

Individual labelling of hie outer packaqing contains;
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The individual outer packaging must bear the following markings: * trademark of the manufacturer; - address of the
manufacturer; - the name of the product; - batch number; mcatalogue number; - item code; - number of products in the
package; ¢ production date; - shelf life; - product description (in international English); - compliance with standards; -
manipulation signs corresponding to: «Caution: Cousult accompanying documents», «Single use only», «Batch code»,
«Catalogue number», «The product complies with current European Union directives», «Fragile», «This way up», «Use-by
date», «Use-by date», «Sterilized using ethylene oxide», «Do not use if package is damaged», «Authorized Representative

in the European Community», «Keep Away from rain», «Recycle».

The group package label contains.

trademark of the manufacturer; - address of the manufacturer; - the name of the product; - batch number; « catalogue
nurhber; - item code: - number of products in the package; - production date; « shelf life; « product description (in
international English); - compliance with standards: - manipulation signs corresponding to: «Caution: Cousult
accompanying documents», «Single use only», «Batch code», «Catalogue number», «The product complies with current

European Union directives», «Use-by date», «Sterilized using ethylene oxide», «Do not use if package is damaged»,
«Authorized Representative in the European Community».

layout of additional marking for delivery to the Russian Federation

REF; XXX-XXX-XX AHacTomMaT A1 UMPKyNnuM3nm ogqHopasoBblii, XX MM B cocTaBe: AHacTtomart Ans
LUPKYMUMIUN OAHOPA30BbI, XX MM - 1 WT; cnavsep-1 WT; MHCTPYKLUA NO NPUMEHEHMIO-1 WwT

MarotoButens. Dongguan ZSR Biomedical Technology Company Limited (AymryaHs 3ea3cAp Baliomegukan TexHOS04XM
Komnanun umnten),

/ Unit 448, Qingfeng Road, Taihu Village, Sanzhong Village Committee , Qingxi Town , 523651 Dongguan City,Guangdong
ProvifkKe.R PChina/ Kutalickasi HapogHas Pecny6nunka
Pe'-ygoaoB No XXXX/XXXX 0T XX XX.XXXX
MpumeHseTca ToNbKO cneynanucTamm (CM.MHCTPYKLNKIO).
Pa3mep ykasaH Ha ynakoBke npov3BoauTens
j YnonHomoueHHsbIli NnpeacTaButesib Ha Tepputopun Pe. OO0 «OMEFAMELCEPBVIC».
I 190020 CaHkT-lMeTepbypr, yn BymaxHas A.17, od.125

Packaging requirements-must comply with the requirements of £N ISO 11607-1: 2009 and must ensure the safety of the
product during transportation and storage. Individual consumer packaging anastomat should not have damages and
should be sealed, must not allow the penetration of microorganisms.
Anastomat in consumer packaging, Packed in transport containers, must be resistant to mechanical stress.
Individual primary packaging: 1 piece of anastomat packed in a blister pack (individual sterile packaging). Package size
20.4 X13. 4 X 59 cm. Packing material: manufacturer Shenzhen Ganglin Co., Itd front part: TYVEK PETG, back part: dialyzed
paper. Anastomat in individual primary packaging is placed in an individual outer packaging-a cardboard box.
Complete set (individual outer packaging):
- Anastomat in individual primary packaging - 1 piece;
- instructions for use-1 piece.
- slizer (to select the required size of the anastomat) « 1 piece
Package size: 21, 5x14, 1x65 cm.

eJio
Group packaging: a cardboard box containing 30 pieces of anastomates in individual outer packaging Package size: 69, 8
X44. 8 X22.8 cm

And we the anastomats are transported by all modes of transport
During transportation of the anastomosis must be ensured:
e ambient temperature- -50 to 70 U},

- the relative humidity of the surrounding air is not more than 80% at
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- atmospheric pressure - from 84.0 to 106.7 tcPa (from 630 to 800 mm Hg).

Safety requirement
The anastomat must be sterile.

The materials from which the parts of the anastomat having contact with the patient are made must have toxicological
safety.

Storage and shelf life

The item must be stored in the warehouses of the supplier and the consumer.

Sterile, .packaged products in transport or group or consumer packaging must be resistant to climatic influences in the
temperature range from minus 50 to plus 70 * C, out of the reach of outsiders, in ventilated warehouses located in any
macroclimatic areas, avoid direct sunlight.

« the relative humidity of the surrounding air is not more than 80% at a temperature of plus 25 * C;

- atmospheric pressure - from 84.0 to 106.7 kPa (from 630 to 800 mm Hg).

The warranty period of use of machines, which are in consumer packaging, is 2 years from the date of manufacture,

subject to tightness of the package.

1, after the application of the anastomat, it must be destroyed in accordance with the generally accepted method;

2 Disposing of anastomat should be carried out in accordance with the developed in the institutions by the rules of waste
disposal and in the following sequence;

 processing of anastomatic after use in dezinficiruyusch solution in accordance with the manufacturer des.tools;

« heat treatment -incineration, pyrolysis.

Hazard class of medical waste based on the characteristics of the morphological composition; class 6.

Proper disposal does not harm the environment

Warranty obligation

The manufacturer guarantees the compliance of the product with all the parameters and properties specified in this
document, in compliance with the conditions of transportation, storage, use in accordance with the instructions for use
during two years.

Authorized representative for the Russian Federation. Complaints Department for the Russian Federation:

Limited liability company 'OMEGAMEDSERVIS»,

190020, St. Petersburg, St. Paper, d. 17, office 125.

(812) 495-97-74 (multi)

el. address: info@omegamed.ru

Dongguan ZSR Biomedical Technology Company Limited
Unit 448, Qingfeng Road, Taihu Village, Sanzhong Village Committee, Qingxi Town, 5236 51

-
n I Dongguan City .Guangdong Province, R.P.China A
FaxAf 86 769 -87890862 Tel:+86 769-87328976

Email; sales@zsrbiomedicai.com Website ; www.ZSRbiomedical.com f

EC Renault-Petersen Limited » - L
Appec: 5 Bankside.Hanborough Business Park.Wilney 0X29 8 UV K
Tel;+44 1993882779 Fax:. 44 1993880110
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MOD 93/42/EEC

MEODEV 2 71 Evaluation of clinical Data

MEDDEV 2 12-1 rev 8 Vigilance

MEODEV 2.12/2 rev2 Post market clinical follow-up studies A Guide for Manufactures and Notified Bodies.
2013 473 EU on the audits and assessments performed by notified bodies in the field of medical devices

EN ISO 13485:2012 Medical devices-Quality management systems-Requirement for regulatory purposes

EN ISO 14971:2012 Medical Devices-Application of risk management to medical devices

EN ISO 15223-1:2012 Medical devices.Symbols to be used with medical devices labels,labelirtg and information to
be supplied. Part 1. General requirements

EN 1041:2008 Information supplied by the manufacture of medical device

10 EN 980:2008 Symbols for use in the labeling of medical devices

11 EN ISO 10993-1;2009/AC:2010 Biological evaluation of medical devices - Part 1. Evaluation and testing within a risk
management process

12 ISO 10993-5:2009 Biological evaluation of iTiedical devices -Part 5:Tests for in vitro cytotoxicity

13 1ISO 10993-7:2009 Biological evaluation of medical devices -Part 7 Ethylene oxide sterilization residuals

14 EN ISO 10993-10:2010 Biological evaluation of medical devices ¢ Part 10; Tests for irritation and skin sensitization

15 ISO 11135-1:2007 Sterilization of health care products -Ethylene oxide-Pan IrRequirement for development .validation
and routine control of a sterilization process for medical devices.

16 ISO 11737-1:2006 Sterilization of medical devices-Microbiological methods-Partl: Determination of a
population of Tlcrciorganl5t5 on pre>duct5.

17 ISO 11737-2:2013 Sterilization of medical devices-Microbiological methods-Pdrt2: Tests of sterility performed in the
definition, validation and maintenance of a sterilization process

}|_ ISO 11138-1:2006 Sterilization of health care products-Biological indicators-Part I:General requirements

19 ISO 11138-1:2006 Sterilization of health care products Biological indicators-Part 2 Biological indicators for ethylene oxide

sterilization processes

20 ISO 11607-1:2006 Packaging for terminally sterilization medical devices-Part 1: Requirements for materials, sterile barrier
systems and packaging systems

1r EN 556-1 2001/AC; 2006 Sterilization of medical devices-Requlrements for medical devices to be designed "STERILE"
Partl:Requirements for terminally sterilized medical device

2 EN ISO 11140-1:2009 Sterilization of health care products - Chemical indicators - Part 1: General requirements (ISO
11140-1:2005)

7 ISO 5832-1.2007 Implants for surgery-Metallic materials-Part 1. Wrought stainless steel
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AHacToMaTANs UMPKYMUN3UKM OAHOPA30BbIA
ZSR-DC A-34. ZSR-DCA-30A

ZSIM)CA-26x ZSR-OCA-22
ZSR-DCA-18, ZSR-DCA-14,
ZSR-DCA-I0

JaHHast HCTPYKLMS NO NPUMEHEHWI0 UCMOoNb3yeTcs A4/t Moaeneii:
ZSR-DCA-34,ZSR-DCA-30A, ZSR-DCA-26, ZSR-DCA-22, ZSR-DCA-18,ZSR-DCA-]14. ZSR-DCA-10.

MoxanyiicTa, npounTaiite Bce NpeaynpexaeHns U MHCTPYKLUWU nepen npumMeHeHnem. VcnonbayitTe usaenme To/bKo Mo
Ha3HauyeHuio, ONUCaHHOMY HuXe. HenpasBuibHOE NMPUMEHEHUE MOXEeT MPUHECTU K Cepbe3HbiM CMepTe/ibHbIM ucxopam/
TpaBMaMm, HeMpaBWIbLHOMY 06paLeHNo ¢ MaTepuasbHbIM ylep6oMm.

BCE AHACTOMATbI And uupkymuunsunum CTEPWIbHbI W [1P[;AHN311AMEHbBI 415 OAHOPA30BOIO
NCMOJIb3OBAHNA TONBKO ANA TN1 NEHBI.

Td:01

Dongguan ZSR Biomedical 1 echnology Company Limited 2N
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ONA LUPKYMUM3UM OAHOPA3UBLIM UCMOML3YETCA AN1S KAMHUYECKON XUPYPruyeckoi LWOBHOW LUpKyMun3uu (06pesaHus)
MYXCKVX TeHUTannii N npefHasHayeH Ans NauneHToB ¢ hMMO30M UM N36LITOUYHON KpaiiHei nnoTbio.

1. MyX4uHbl, C HEMpaBU/IbHO Pa3BWUTOl KpaiHeil NA0Tblo WM FOMIOBKON (BKIOYAA MYXUWH, Y KOTOPbIX KPaiHAs NaoTb U rosioBka
LUMPOKO ¥ NJIOTHO CLEMN/IEHbl BMECTe) J0/XHbI n3beratb o6pe3aHns ¢ NOMOLL b0 JaHHOTO U3fenus;
2. MyXU4uHbl, Ybsl KpaliHAs NAOTb W rONOBKA'MH(ULMPOBAHBI, MY)XUYMHbI C OTEKOM BOKPYF FON0OBKW A0/KHbI M3GeraTb o6pesanus ¢

NOMOLbIO AAaHHOIO U3aenusa,

3. .MyxuunHa, y KOTOporo, kak npegnonaraeTcsi, eCTb kapLMHOMa MOJI0BOrO YfeHa, AOo/MKeH n3beraTb 06pesaHns, UCMNoMb3ys faHHoe
u3genve;
4. MyxXuMHa, KOTOpbIA CTpajaeT OT CUCTEMHOro 3abosieBaHUsi (Hanpumep, CKIOHHOCTb K KPOBOTEYEHWSIM, TUMONPOTENHEMUS,

cepbesHble cepAevHo-cocyaucTble 3aboneBaHns M T. 4.) U ncuxmyeckue 3aboneBaHusl, AO/KEH u3beratb obpesaHusi, UCMONb3ys
AaHHOe unsgenuve.

OCNOXHEHWs1 (MPKU MCMNONb30BAHUM aHacToMata s LMPKYMLUM3UN NOGOUHbIX IEKTOB HE BbISIBAIEHO), HO MOTYT BO3HMKATL Npw
HECOo6/I04eHNN OnpeseneHHbIX npaBu’

1 KpoBoTeuyeHue (y maumeHTOB C MH(EKUMell uam cepbesHbiM (PMMO30M, OHWM AO0/KHbI ObiTb BbISBAIEHbI Nepef onepauuveid, um
nauveHTbl, NPUMEHSIOLWLME HaNPsHKeHHble du3nyeckme ynpaxHeHua nocne onepayuun, KOTopble MOTYT Bbl3BaTb KDOBOTEUEHMUE);
2. MHdhuympoBaHue (Moya He OUULLAETCA U Bbi3biBAeT MHAEKLMIO);

3. OTeK (y NALMEHTOB C UH(EKLMel nau Npu BoiIGope MeHbllero pasmepa aHacToMara BO3MOXEH OTeK).

MoTeHymMaw Mm Nosib3oBaTenn

MeguumuHckue paboTHVUKN YPOOTU, XUPYpru

O6nactb NpUMeHeHUs

Yponorus Myxckasi, fietckas, obuias

HW v w w

MpuHUMN geicTBMS aHacToMata aHanormyeH NpuHLMny AeincTeun ctennepa AHactomar Ans LUMPKYMLUU3UM OAHOPA30BbI C NOMOLLbIO
MeXaHM4yecKkoro NpMBOAHOrO YCTPOICTBA NPOTankMBaeT LMPKYNsSpPHOE Ne3Bue 1 ClumBalllne CKOOGKM, KOTopble 3apaHee NoMeLleHbl B
n3genvie ocne NPoOXoXAeHUs Yepes CUIMKOHOBYIO NPOKNaAKy U ABa CNos TKaHel clumBaloLine ckobku 3abnokMpyroTca HakoBaslbHel
(matpuueii gna 3alnba cko6) wn 6yayT 3arHyTbl BHYTpb, B Buge OYykBbl 6. UTOObI CLUMTbL ABa CMos TKaHel M npoknagky BMecTe, a
LUMpKyNsipHOE ne3Bue OAHOBPEMEHHO OOpexeT W3NUWHIOW KpakHo nnoTb. CUAMKOHOBAs MpoKNagka BbINOAHAET YHKUMIO
KayeCTBEHHOro remoctasa n hopmvpoBaHnsa xTeTuyeckoro wea ClumBalmolwme CKOGKM M3FOTOB/IEHbI U3 Hepxasetowen ctanm 316L
3TOT MaTepuan obnagaeTt xopolwein 6uocoBMecTUMOCrbio Tak Kak clunBatome CKO6KU BbIPOBHEHbI HA OAVMHAKOBOM PacCTOSHWUMW, TO 1
Ha/I0XeHHbIli LWOB GyAeT COOTBETCTBYIOLE MIOTHOCTW. Takum 06pa3oM, MOXHO n3bexaTb AedeKToB, CBA3aHHbIX C TEM, YTO Py4HOil
LUOB MOXET ObITb C/MLWIKOM PeAKAM WAW CAWLLKOM MIOTHbIM, YTO He TO/IbKO rapaHTMpyeT XOpollee 3axuBfieHWe TkaHel,, HO 1 B
3HaunTeNIbHO CTeNneHn cokpalLaeT BpeMs onepauuu

CunvkoHoBasi npoknajka BMecCTe C ClUMBalOWMMKM CKOOGKaMW OCTaeTcs Ha MNpOKCMManbHOW 4acTu o6pe3aHHON KpaiviHeil nnotu
NonoBOro uneHa Wx ypaneHne (NpoknagkM u ckob) NpoMcXoAuT CamMOnpomM3BO/IbHO MOCMe 3aXuBneHus nuHum wea (7-10 gHen). Ha
TPETWn AeHb C MOMEHTa onepaluM MOXHO cpe3aTb CUIMKOHOBOE KOMbLO (MPOKIafKy) HOXHWLAMKU B NPOMEXYyTKe mexay ABYMS
ckobkamm (3TOT Npouecc NOMOXeT BbiNafeHNto CKOOOK).

[nAa Bbl6opa aHacTomMaTa He06X04MMOro TunopasMepa B KOMMNIEKTe C KaxabiM n3gennem nocrasnsetcs Cnaiizep- kapToHHasA NuHelika
C OTBEPCTMSIMU, COOTBETCTBYHOLMMU AMaMeTpy aHacToMatoB C WHAuKauuvel ux pasmepoB. Cnalizep nogsepraeTcs rasoBoi
cTepunusaunein, HO He COXpaHseT CTepUSIbHCIOTb, BBWAY OTCYTCTBUS WHAWBMAYaNbHON ynakoBku. [lepes npuMeHeHWeM ero
TpebyeTcsi o6paboTatb NOObIM KOXHbBIM aHTUCENTUKOM

AHacTomaTt cooTBeTCTBYeT TpeboBaHusAM AupekTusbl ESC ¥3/42 / OTHOCUTENIBHO MeAULMHCKUX MHCTPYMEHTOB.

Knaccudmkaumsa knacc noTeHUUanbHOro prcka npuMeHeHns 2A

Bua MeANLMHCKOIO 13aenvs B CCLOTBETCTBMM C HOMEHKNATYPHO knaccudpukaumein - 351600, Kog OKMA2 32.50.13.190

MMI.WMU-f

AHacTomar COCTOMT M3 BHYTPEHHETO CTOXKa M BHELUHEero Kopnyca.
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BHYTpewiinii CTOXOK - 9T0 BHYTPEHHSSI KOHMYEcKasi CbEMHAs 4acTb aHacToMara. BHYTPeHHssi NOBEPXHOCTb CTOXKA CYXWT
aalmTbl rO/IOBKM MOMIOBOTO Y/ieHa OT BO3MOXHbIX MOBPEXAEHMWIE BO BPEMs HafIOKEHUs aHacToMO03a; Ha ero HapyxHyto

WB*?P*HOCTb (PUKCUPYETCs KpalHAs NAoTb Ana o6pe3aHns. CTOXOK B NPOKCUMA/IbHON ero 4actu umeeT hopMy KOI0KOa CHapyXu ¢
ynopom ans cko6 A UX aBTOMAaTMUYecKoro 3arméaHus no AuMHWU Wwea. OCHOBAHWEM CTOXKa ABMSETCA MeTan/IMyeckwii WTudr,
«sblEIOLLMI B ANCTANbLHO €ro yacTu pe3b60Boe coeauHeHne, NoCPeACTBOM KOTOPOro OH KPenuTcst K PeryimpoBOYHON pyuke.

HapyHblii KOpNyc MMeeT ABe CMyCKOBble PYKOSITKM, PEry/IMPOBOYHYIO PYUKY, LUUPKYNAPHOE Ne3Bne, CKOGKM, CUINKOHOBYIO
NpoKNagky, 3aWuTHbIA Konnayok u windt 6esonacHocTv. LiMpkynsipHoe nesBue, CKOGbl W CUIMKOHOBAs NPOK/MaAKa Haxoastcs
BHYTPM BHELLUHEro KOpnyca 1 3aljuieHbl 3alUTHbIM KOJINAa4koM U WTMPTOM 6€30MacHOCTY.

CunukoHoBasi mpoknagka senserca BaJIHOW HeOTbeMIEeMOI 4YacTblo aHacTomMata UM MHTerpMpoBaHa HENocpenCcTBeHHO B
MEecTe HaxoXAeHus clMBaloWMX CKOG [BepxHWit oTgen otceka Ans cko6). OHa o6ecneuuBaeT cTabuiM3auuio WBa e ciyvae
BO3HWKHOBEHUS paHHel 3peKunu, BbINOMHAET (YHKUWIO KAYeCTBEHHOro remoctasa M (POPMUPOBAHUA SCTETUYECKOTO LUBA
CTpyKTypa 1 HauMeHoBaHWe aeTaneii NpeAcTaB/eHbl HUKE:

Ne HaunmeHoBaHue yacTtu Ne HanmeHoBaHue yacTtu
1 CTOXOK (BOTHyTas yacTb) 10 CoefuHUTeNbHAA NaHka
2 CTOXOK (ynop gns ckob6) 11 PerynupoBouHasn pyuka
3 LinpkynsipHaa HakoBasibHA 12 LTt 6e3onacHocTu
4 3alWuTHbIA KONa4vyok A8 0Tceka co CKobkamm 13 ®UKCUPOBaAHHBI Kapkac
5 OTcek co ckobkamm 14 OBVXyLWNiA aneMeHT
n 6 CuwmBatoLme ckobku 15 [epxatenb pyKoaTku
7 Kopnyc HocuTensa 16 MpyxunHa
8 3aknenku 17 OcHOBaHMe pexyliero kopnyca
PykoATkn 18 , LimpkynsipHoe ne3sue

TexHuyeckasn cneundukaumns

AHacToMaT 4718 LMPKYyMUU3NM OHOPa30BbIi AOCTYNEeH B CNeAyOLWNX UCNOSTHEHNSAX;

1. AHacTomar A48 UMPKYMUM3UM ofiHOpasoBbii. 10 mm  ( kaT.Ne ZSR-DCA-10) B ccxTaBe:- AHactomaT Ans UMPKYMLW3NK
ogMopasoBblii. 10 Mm -1 wT,- Cnaiisep - 1 WT; - UHCTPYKUMSE NO NPUMEHEHMUIo - 1 um.;

2. AHactomat An1f UMPKYMUM3UKM OfHOPa3oBbiii, 14 MM  (kar No ZSR-DCA-14) B cocTaBe:- Apactomar Ans LWPKYMLU3NK
0fHOpa3oBblil, 14 Mm -1 wr; - Cnaiizep - 1 WT;- UHCTPYKLUSA NO NPUMEHEHUIO - 1 uIT.;

3. AHacTomar And uMpKYMUM3uM 0AHOpasoBbl, 18 mm  (kaT Ne ZSR-DCA-18) B cocTaBe:- Ampactomar Ans LWPKYMLUU3NK
ofHOpasoBbli. 18 MM -1 wT,- Cnaiizep - 1 WT;- MHCTPYKUMUA NO NPUMEHEeHuo - 1 um,,

4 AHacTomMar AnS UMPKYMUM3WM OAHOPas3oBbll, 22 MM  (kar.Ne ZSR-DCA-22) B cocTaBe:- AHacTomaT 418 LUPKYyMLM3UM
0AHOPa3oBbIi, 22 MM -1 W TCnainsep - 1 WT;- UHCTPYKLMSA NO NPUMeEHeHuio - 1 wm,;

5. AHacToMaTt AN UMPKYMUM3UU OfHOPa3oBblii, 26 Mm  (kaT No ZSR-DCA-26) B cocraBe;- AnacTomaT AN UMPKYMUN3NN
04 HOPa3oBbIi, 26 MM -1 wWT; - Cnaiizep - 1 WT,- MHCTPYKUNUS NO NPUMEHEHMIO - 1 u.,

6. AHacTomar Ans LMpKymuusum ogHopasoBbiid, 30 Mm  (kaT Ne 2SR-OCA-30A) B cocTaBe- AnactomaT Ansl LuUpKyMLW3Wn
ofHopa3oBbliA, 30 MM -1 wWT; - Cnaisep - 1 WT; * UHCTPYKUMSA NO NPUMEHEHUI0 - 1 um.

7. AHacTomar A1A LMPKyMUM3UM 0AHOPa30BbIid, 34 MM (kaT Ne ZSR-DCA-34) B cOCTaBE - Anactomar 4151 LMpPKyMLMU3NN
ofHopasoablii, 34 MM -1 wrT; - Cnaiisep - 1 WT; * UHCTPYKLUMUS NO NPUMeEHeHuto - 1 wT,
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rcii c.ten;;epoM OAHOMOMEHTHOrO AECTBUS, C HOXOM U PblYaXXHbIM NPUBOAOM LULIOLLET0 MexXaHu3ma ¥ BUHTOBbLIM
'T*0XXa C OCHOBHbIM KOPMyCOM aHacTomara.
M3rOTOB/IEHNSI: HepXaBselollas crasb, nonukap6oHat, nonunponuieH, ABC nnacTuk, CUAWMKOH, LMHKOBbIV cnnas Ne3.
.a/IlOMVHMEBBIN cnnaB. M3genve B CBOEM COCTaBe /IEKAPCTBEHHbIX CPEACTB HE COAEPXKNT.
- mB\pyanien U3 KOTOPbIX W3rOTOB/IEHbI CLUMBAKOLME CKOGKM W YacTu u3[enusi, conpukacawwmecs C TKaHSMMW, OOSDKHblI 6biTb
yCO” MBb. K BO3JENCTBUIO arpecCuBHbIX BGUOMOTMYECKUX XUAKOCTEN (KpoBb). MeTan/nyeckme 4yactu aHactomata AO/MKHbl GbiTb
N3TrOTOB/EHbI N3 KOPPO3MOHHO-CTOWKNX META/I/IOB U CNIaBOB;
* Ha BHELWHWX METa/I/IMYECKMX MOBEPXHOCTSX /1IE3BUA HE AO0J/HKHO ObiTb BUAMMBIX HEBOOPYXEHHbIM rna3oM TpewwH, uapanuH,
3ayCeHLEB, CNeA0B WANOBAHUS WU APYTUX MEXAHUYECKMX AedeKTOB,
* Ie3BME HOXA [,0/HKHO OblTb OCTPbIM, 6€3 3a3Y6pPUH,-TPELLNH. BbIKPOLIEHHbIX MECT U BMSATUH.
LLnpuHa pexylueli KpOMKK He 6onee 8 MKM, BbICOTa HEPOBHOCTEI - He 6osiee 10 MKM;
m Ha MOBBPXMAOCTM aHacTomMata He AO/KHO ObiTb TPewuH, 3ab0WH, LapanuH, 3ayCeHLeB, PakoBWH, NOpP, BbIKPOLIEHHbIX MECT,
paccnoeHunii, NpUXoros, OKaanH, 4acTul, MaTepranos WANKGOBKM, MOMPOBKN U CNeA0B CMa3kuy;
- X0f MOABWXHbIX yacTeil aHacTomaTa Ao/KeH OblTb CBOGOAHLIM, 6€3 PbLIBKOB W 3aefaHuii. MecTa coeAnHEeHWn A0/MKHblI 6biTh
NPOYHbLIMU.
BYCW/IME HaXaTUsi Ha PyYku, HEOBXOAMMOE A/1s OCYLLECTB/IEHMS MPOLIMBAHNUS C OL4HOMOMEHTHbIM MpoOpe3aHMeM nepesaBaemMoro
KUCTbIO, AO0/MKHO 6bITb He 6onee 200 H.
- CKOBKM He [O0/MKHbl BbiNafaTb M3 CKOGOYHbIX MA30B NOA AeicTBMEM COGCTBEHHOW Macchl, MPU MNPOLIMBAHUU OHU [OJIKHbI
NOMTHOAbH BbITA/IKMBATLCA M3 NA30B

OCHOBHble pa3Mepbl aHACTOMATOB YKa3aHsbl

No HavmeHoBaHune ZSR-DCA- ZSR-DCA- 1ZSR OCA- ZSR-DCA- ZSR-DCA- ZSR-OCA- ZSR-OCA-
napameTpa 10 14 <18 22 26 30A 34
1 HapykHbid - AMAMeTP 51 6,10 026,0:1,0 030,010 0340+1,0 038,0+1L,0 0420:10  046,0+10
AHactomara. MM
2 QOvamertp wea, mMm 014+0,3 018:0,3 022:0,3 026+0,3 030+0,3 034+0,3 038+0,3
3 AvameTp niessus, MM 010+0,3 014+0.3 018+0,3 022+0,3 026+0,3 030£0.3 034:0.3 |
4 BbicoTa f1e3sus, MM 20,0+0,5 20,0+0,5 21,0+0.5 24,0+0,5 26,0+0,5 26,0+0,5 26,0+0,5 2
5 Yron 3aTouyku ne3sus, '
30
He 6onee, rpag
6 BHYTPCHHWA AMAMETD 56,05  09,0:05  0130:0.3 017,0:05 021,0:03 024,0:03 028,0+05 1
CTOXKA, MM
7 HapyXHen puametp . ,..03 018203 022,2103 0262+03 030,2:03 034203  038,2:0,3 <
CTOXKa, MM
8  fmybuma BOTYTOM 15050 160420  180:20  180£20  180£2,0 22,0420 22,0420
4acTu CTOXKa, MM
9 Tvn wea OAHOPAAHbIA, MHOTOCKOGOYHBIN, NPOAOMbHBINA, LUPKYNSAPHbINA
10 Konuuectso cko6, wr ) 10 12 15 18 20 28
1 Macca WHCTPYMEHTa, 185.0 190,0 195.0 205.0 215,0 220,0 230,0
He 6onee, (
12 Pasvep M-o6pa3Hoii
CcKO6Kn (guameTtp X
BbiCOTA  HOXKM X B0,3x2,7x3,5
WNPUHA CNWHKK), He
6onee, MM
13 Bbicota u  hopma 18

3aKpbITONi  CKOGKM,
He 6onee, MM 6-06pasHasn

3penvne akcnnyaTvpyeTcs BHYTPU OpPraHoB W MoOOCTeli YenioBeka Npu Hanuumu B HUX GUOMOTMYECKUX XUAKOCTEW, TKaHeBbIX U
KOXHbIX BblAeneHuii (KpoBb, Mo4a W T.A4) U AO0/KHO BbINONHATL CBOU (DYHKUMM U BblTb MCNPaBHLIM O MpoLecce akcnayarauun npu
HOMUHaJIbHbIX 3HAYeHUsiX Temnepatypbl oT 32 A0 42*C, f0/KHO OblTb YCTOWUYMBO K BO3AENCTBMAM GUOSTIOTMYECKUX XUAKOCTEW ©
BblAENEHUIA TkaHel opraHm3ma, ¢ KOTOPbIMU OHO KOHTAKTUPYIOT B NpoLecce aKcnayarauum.

mOTHOCUTENbHAs BnaxHocTb 30-85%; - naBneHue ot 84,0 go 106,7 kMa (ot 630 4o 800 MM pT. CT.),

* B 3aBMCYMOCTMN OT MexaHW4eckux BO3AEeiCTBUIA aHacTOMaT OTHOCUTCA K HOCMMbIM, NEPEHOCHbIM U3AeNUsAM, U He npefHasHayeH

ana paGOTbI npn nepeHockax n nepenBmxXeHnAxX B npegenax nevyebHoOro yypexaeHus.

OnepaLumnoHHbIil npoiice
OI'IepaLI,VIFI AO0/DKHaA ObITb noAroToB/ieHa € cooTBeraBsun ¢ npasuiaMn KNNHUKAU

Mepefs KaxAbiM WUCMNOb30BAHWEM MOATOTOBLTE M NPOBEPLTE W3AE/MEe B COOTBETCTBUM MPUBEAEHHBIMU HUXE MHCTPYKUMAMU. Mpu
BO3HUKHOBEHUN KaKUX-TM60 HE3HAUUTESIbHbIX OTK/IOHEHUN OT HOpPMasibHOM paGoThl MNpekpaTuTe MCNofib3oBaHWe W3Aenuii u
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3anacHoe u3lBesHe [OBPEXAEHUSI WU HapyLUEHUst (OYHKUMIA M3AENWUst MOTYT CHU3WUTb ero 6e30macHOCTb /1A MmauueHTa
» 10 €CTb C034aTb Yrpo3y MHDULMPOBAHUS, Pa3apaKEHNs TKaHeR, TPaBMbl nalmeHTa.
L W W k™ o BCerga MMeTb B HAJIMYMM FOTOBbIE K HEMEA/IEHHOMY NPVMEHEHUIO 3anacHble U3genus.

- LleeooTe CTepu/sibHble YyNnakKoBKW Ha npeaMeT Hanyua pas3pbiBOB, HaMOKaHUA Wnn HaprJeHI/IVI repmeTnyHocTn. MMpun

yKasaHHbl* Bbllle AE(EKTOB YNaKOBOK, CTEPWULHOCTL MHCTPYMEHTA MOXeT 6biTb HapylleHa. B 3ToM ciyyae He
acx-*B3yute usgenve.

-B*\WUHWIA OCMOTP W3[eNns- BCKPOWTE ynakoBKy, NPUMeHss CTaHjapTHble npasuia acenTtukn, ybeauTtecb B OTCYTCTBUM
noBpex/eHnii aHacToMaToB.
5 Okcnnyatauus.

1 MpioBeguTe pasnuuHbie 06CNeAOBaHMA MauveHTa U onpefenute pasMep rOMI0BKA C MOMOLWbIO craiisepa. Cnaiisep nepef
npumMeHeHnem TpebyeTca 06paboTaTh /TI06bIM KOXHbBIM aHTUCENTUKOM. VI3MepbTe MecTo MexXxAy rof0oBKoi 1 2/3 BeHe4Hol 60po3apl
[otibiTHfaiH foKTOpP MOXEeT MHCTUHKTMBHO NpPaBW/ILHO BbIGpaTh pa3mep u3denus 6e3 MCNosb30BaHWA cnaisepa). flanee Heob6xoAMMO
B3ATb MOAXOAALMIA OAHOPA30BbIi aHacToMaT A1 LMpkyMuusun. Mocne aTtoro, NpoAesnHpuumpyiite xmpypruyeckoe none u caenaiire
MECTHYI0 aHecTe3nio, Wi BblbepeTe Apyrne 3MEKTUBHbIE METOAbl aHecTesun. [N nauueHToB, KOTOpble WMEeKT CpalleHHYIo
KpaliHiol naoTb, 60Mee KOPOTKY y3feuky WanM Apyrve BPOXAEHHble aHOMasiMu cHavana Heo6X0A4MMO MPOBECTU MeAWLMHCKoe
NeYeHne 1 OCTaHOBKY KpOBM, Noc/e NpoAosxaliTe obpesaHune KpaiiHeii nnoTw.

2 [loBepHUTE, PacCNO/IOXEHHYI0 Ha KOHLE W3[enus peryimpoBOYHYI0 PYy4Ky NPOTWB 4acOBOW apesikM W akkypaTHO CHUMWTE
CTOXOK B NepefHeii yactn usgenusi, kak nokasaHo Ha pucyHke 1;

3. BcTaBbTe CTOXOK BHYTPb KpaHeil naotu (ecnu KpaiHsas naoTb cpalwieHa, cpalleHue Heob6xoaumo ybpatb. Ecnm ato dmmos, To
npenyunanbHoe OTBEPCTME [O/KHO OblTb paclMpeHo WAM  paspe3aHo C MNOMOLWbI0  HOXHUL. Heckonbko ManeHbKux
npenyumnanbHbiX 0TBEPCTUI MOryT 6biTb paspesaHbl, YTO6bl PACNONOXWUTL CTOXOK Ha rosioBke. Ho ogHO npenyuuanbHoe oTBepcTme
He MOXeT 6bITb paspe3aHo C/WLKOM Ty60KO M 6/M3KO K BeHeuyHol 6opo3fke, 4TO6bl M3bexaTb TOr0, YTO OHO MPEBLICUT YacTb
o6pe3aHnsa M Takum 06pa3om, paHa He CMOXeT ObiTb YLIUTA), BbIBEPHETE KpaiHK MA0Tb M 06EpPHUTE €K CTOXOK CHapyXu,
nokptoiiTe UM ronoBky pugaiiTe CTOXKY HaK/IOHHOE MOJI0XEHUEe U NoMapruBaiTe ero aHasorMYHbIM Yrly Hak/loHa BEHEeYHOW
60p03abl, COOTBETCTBEHHO OCTaBbTe HEMHOro 60/blue y3Aeuku, 4Tobbl He obpesaTb y3feuky CAMLWKOM KOPOTKO KpaliHaa nnoTb
[O/KHA eCTeCTBEHHO 06/1eratb BEPXHIOK 4YacTb CTOXKA, Kak NoKa3aHO Ha pUCYHKe 2,

4. AKKypaTHO CHMMMUTE 3aluTHbI KOMMayok C oTceka CO CKobkamu, KOTOpPbIA WCMOMb3yeTca ANS 3aluThl CLUMBAIOLWMX CKOO,
npepoTeBpallas Ux BbiNajeHwe, U MeA/eHHO BCTaBbTe AMCTa/IbHYK YacTb CTOXKA, BHYTPb OCHOBHOrO Kopnyca aHactomara. llocne
3TOro, MO 4acOBOM CTPEenKe 3akpyTuTe PerysiMpoBOYHYI0 PYYKy Tak. YTO6Gbl ee N/O0CKOCTb aana napannenbHoil C Naockoablo
OWCTanbHOW  4acTu  kopnyca aHactomaTta. [epmeTuyHoab  3aBUCUT  OT  ONpefesieHHblX OCOBeHHOCTel  naumeHToB.
KBasimuumpoBaHHbIi 1 ONbITHBIVE Bpay MOXeT CCIOTBETCTBYIOLMM 06pa3om 3aKpyTUTb PYUKy, YyBCTBYSl MOMIOXEHNE, Kak nokasaHo
Ha pucyHke 3

5. Mocne Toro, Kak perynupoBOYHas pyuyka OyneT Ha mMeoe, ybeautech, YTO MOJSIOXKEHUWE, TAE KpaiHAs naoTb 6yaeT paspesaHa
npaBwUIbHOE 1 KpaiiHAs N1oTb He cBo6ogHa [locne Toro, kak Bce GyAeT NPOBEPEHO M NPOGSEM HET, CHUMUTE LWTUAT 6e30NacHOCTU, Kak
nokasaHo Ha PUCYHke 4;

6. Me/1leHHO OHOBPEMEHHO CWUMIbHO COXMUTE 2 PYKOSITKN U YAEepXuBaiTe UX B TakOM NOJIOXKEHUW (aKTMBaLMKW aHacToMara) B TeueHue
npumepHo 5-10 cekyHn (B 3TO Bpems WCMOMb3yiTe Cyxyl Map/io, 06epHuTe 4acTb OnepaLvoHHOro rons, 4Tobbl NpefoTBpaTwUTb
npocaymBaHne KpoBK), Kak nokasaHo Ha pucyHke 5

7. OcnabbTe perysiupoBOYHYH PYUYKYy. [BUXEHUAMU MPOTMB 4YaCOBOW CTPENKM MeASIEHHO OTBUHTUTE PEry/IMpoBOYHYI0 PYUKY
[Nocne Toro, Kak pyyka BepHeTcAa Ha 5-7 MM, OCMOTpUTE COCTOofIHMEe paspe3a KpyTute pyyky v OoTAeniMTe CTOXOK OT OCHOBHOTO
Koprnyca aHacTtomara. MeA/leHHO CHUMUTE W BEepHUTE aHacToMaT Takke Kak [0 obpe3aHusa W cneauTe 3a KpaiHel nnotbio,
3acTpsna WM HeT. Ecim kpailHAA nnoTb 3acTpsana, C/erka HaxXMWTe Ha Hee nanbuamu, W KpaliHaa nnoTb 6yaeT oTaeneHa
eCTECTBEHHbM NyTeM He nepemelyaiite perysiMpoBOYHYIO PYYKY M HE 3aKpyuyuBaiTe Ype3MepPHO CTOXOK BO M3bGexaHue paspbiBa
paspesa, Kak noka3aHo Ha puUcyHke 6:

8 locne CHATUA MHCTPYMEHTa NpoBepbTe paHy. Ecnn paka He

MNONHOCTbKO ClWNTa Wn3-3a He6pe)KHOCTVI, paHy MOXHO COOTBETCTBYyHOL UM 06pa30M yWwnTb. PaHa pomxHa ObITb MN/IOCKONR, 1
HanoXeHne WwBOoB A0/IHKHO 6bITb OAHOPOAHbLIM, KaK NokKasaHo Ha pPUCYHKe 7,

3.MpoAe3nHpULMpYiiTE paHy 1 06epHUTE ee CyXoi Map/eli, a 3aTem HaTOKUTE 3/1ACTUUHYIO NOBS3KY Ha 3-5 YacoB, kak NoKa3aHo Ha PUCYHKE
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A. X |brw oeewv<M nauveHT AONXEH CnefoBaTb pekoOMeHAauuam Bpaya, cobnwaatb nocrneonepayuoHHY OCTOPOXHOCTb U
#-r obeabonueawume. [lepen nocneonepaunoHHbIM BoccTaHOBNEeHWEM wu3beralite 4Ype3MepHOW akTUBHOCTU U
mec» 136€e'3Tb aploKuuK, He neiTe ankoronb, He ewbTe MOPENpPoOAYKTbl U NPSAHY0 nuwy. BTeyeHne ogHOro mecsaua nocne
3anpeuiae’’c NoJI0OBOE CHOLIEHME;

2 Toc»e onepauuy paHa nepeBsA3bIBaeTCA 3MacTUUYHON camodhmkcupyloweica noBA3KOW. HaknagbiBaemas Xupypruyeckas

noBsA3ka Takke MOXeT OblTb cluMTa, YTO MOXeT nomMelwaTb MOoBA3Ke CMOA3TW WAM pa3BanuTbca. PekomeHgyemoe Bpems

TY TEBA3KN 7-10 gHei: .

3 O nocneonepaunoHHON 60nu, paHa 6yaéT HeMHoro 60n1e3HeHHOW nocne Toro, kak oToigeT aHecTe3ns. Ho yepes HECKO/bKO

yacoB 60nb MOCTENEHHO ocnabHeT W npoiget. Ecnm 60nb OYeHb CWUAbHAasA, NauMEHT MOXeT NpUMHATbL obesbonusarwuine

npenapaTtbl AN 061er4yeHns CUMNToMa;

4. MocneonepaunoHHbIA 0TEK 06bIYHO HE TpebyeT Kakux-nn6o mep. OTeK ncyesHeT cam no cebe. Ecnm 370 cepbE3HO, TO NayueHT

[OMKEH NONTU B BONbHULY ANA NeYeHuns.

5. B nepuog 3axuBfieHMA NOCNeonepauuoHHOW paHbl, U3 paHbl OyAeT COYMTbCA XUAKOCTb. [pu nossneHwn nofobHbIX

ocobeHHOoCTell, Taknx kak NoKpacHeHue paHbl, OTeK, 60/Ie3HEHHOCTb, Xap ¥ T.[4., NauueHTy Heo6XoAUMO MOWTU B KAUHUKY ANA

06paboTKM pambl U NpefoTBpaleHns 6osee cepbE3HbIX 0OCNOXHEHWIA;

6. Mocne onepauuun, ecnuM paHa pasopBaHa W3-3a HecyacTHOro cfydas uan U3NYEeCKUX Harpysok, nauumeHT HeMeaseHHOo

oTnpasnseTcs B 60NbHULY ANA NeYeHUs;

7. Mocne onepauuy nauyneHT AO/KEH 06paTuTb BHUMAaHME Ha To, YTobbl n3beratb PU3MYECKUX Harpys3ok ITO He KacaeTcsi, ecnu

paboTa He BK/lO4YaeT MHOXECTBO AelicTBUA Yepes Hedenio nauveHT MOXeT NPUHATL Ayw. Mocne aywa v No3xe KaxAblii feHb,

MOXHO MCMONb30BaThb 0f0hOPM ANa Ae3uHeKunn paHbl, 1 Torga paHy MOXeT nepeBsidaTb cam NaLlWeHT;

8. 3 TpeTuii geHb nocne onepauumn, nauuveHT AO/KEH BepHYTbCA e 60MbHULY ANsS ocMoTpa W BpavebHoro HabnwaeHusa 3a

COCTOSIHMEM BOCCTaHOBJ/IEHWS, YTOObI MOHMMATb CUTyaLMo naymeHTa b 3TOT MOMEHT cpeXbTe CUJIMKOHOBOE KO/bLO (NPoKNaaky)

HOXHULAMW B NPOMEXYTKE MeXAy ABYMS CKpenkamu (3TOT npouecc NOMOXeT BblNafeHuto CKobok),

9. Mocne or.epauny. NauneHT AO/MKEH NOAAEPXUBATb YNCTOTY paHbl U UCMOMb30BaTh pasbaBneHHbln MogohopM AN 0UYMCTKM

OAMH pa3 yTpOM ¥ OAMH pa3 BeuyepoM, a TakkKe HOCWUTb Ablialine cBob6oAHble GPOKM U cofepxaTb paHy Cyxoli M NpoBOAUTb

nocseooepannoHHble MeponpuATUA A1S NpefoTBpalleHna nHdekunm

JononHnTenbHble ykazaHus

1. He ncnonb3yiiTe, ecnn ynakoBka NoBpexAeHa Wan CPOK AeiiCTBUA OKOHYEH;

2.  [aHHoe n3genve npejHasHavyeHo A7 OJHOPA30BOro WCNOMb30BaHUSA, NOXanyiicTa, He CTepunn3yiiTe ero NOBTOPHO AN1A
1CNo/b30BaHuA,

3. 370 U3genue A0NXHO NCNONbL30BATLCA KBANMUMULMPOBAHHBIMU Bpayamu A8 BbINOMHEHUS onepauuy.

4. YTo6bl BbLINOMHUTL OMepawluilo, Heo6xoaMMo BbiGpaTb M3fdenve noaxoasuiero pasmepa He ucnonbsyiite usgenve ans
npoBeAeHns onepayum HenpaBWIbHOTO pasmepa.

5. Mocne onepauun 3TOT NPOAYKT AO/KEH OblTb npodpeccnmoHanbHO obpaboTaH Kak MeAWLUHCKME OTXoAbl, usberaiite
KOHTaKTa C LUPKY/APHLIM HOXOM, 4TO6bl HEe MOpaHUTCS.

6. MoxanyiicTa, nocne onepauyuum No COBeETy Bpaya Heobxogum oTAbix. O6paTuTe BHMMAaHWE Ha MECTHYH TUIMEHY K

npoTuBOBOCNANMTENIbHOE JfledyeHne  [loxanyiicta, cregyiite coBeTtamM Bpaya no ynoTpe6aeHuo 06e360/MBaOLWnX
3anpeLaeTcsi BbINOMHATL PU3NYECKMEe HArpy3ku, YTo6bl N36exaTb BOSHUKHOBEHUS reMaToMbl;

7. Yepe3 Hegenio nocfie 3axWBMEHWUA paHbl ClUMBaKLWMe CKOGKM OyLyT Mef/IeHHO OTBanuBaTtbCA. M3-3a pasnnyHbIX
hmanyecknx ocobeHHOCTEl, ecnu clumBatoLime CKOGKM He OTBanMBalTCs e TeueHue 3 Hefesb, NauueHT A0/HKEH BEPHYTbCA B
KAVHWKY, 4TO6bI yaanuTb WX BPYUHYHO,

8. Bokpyr kpaiiHeii NnoTU BbICOKOYYBCTBUTE/IbHOTO 30HA, €CAN ecTb HebosblMe BOCMA/IEHUS, MOXET NOSIBUTbCA MECTHbIN
oTek. B 3T0 Bpemsi AN KOHTPOSS 3TOr0 MOFYT WCMNO/Mb30BaThbCs MNPOTMBOBOCMA/IMTE/IbHBIE W NPOTUBOASIEPrMYECKME
npenaparsbl;

9. O6paTnTe BHUMaHWe Ha TUIMEeHYy nocnie onepauuu; KOHTPONUpYWTe U ycTpaHsiiTe dhakTopbl, KOTOPble MOryT Bbl3BaTb
NHbekuun.

MapKkupoBka NepBUYHON YNAKoB_KM COAEPXMUT. * TOBapHbIA 3HAK NPeanpusaTUA-U3roTOBUTENA, - aApec npeanpusTus-
U3roTOBUTE/S; MHAUMEHOBAHWE U3AENns; - HOMEP NapTUK; s KaTasIoXKHbIi HOMEP: - KOIMYECTBO WU3Ae/NiA B ynakoBke;
* CPOK FOAHOCTM; - Ha3HaueHue (Ha MeXAyHapoAHOM aHIIMIACKOM S3biKe);- NPOTMBOMNOKa3aHue (Ha MexXAyHapoAHOM aHrUACKOM

A3bIKE), - OCHOBHbIE YC/IOBUSI XpPAHEHUS1 1 TPAHCNOPTUPOBAHUA (HA MEXAYHApOA4HOM aHTNINACKOM s3blKe);
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Tua0nroc crpmnbHocTn EO; - QR-KOA- MaHUNYNAUMOHHbIE 3HAKW, COOTBETCTBYIOLWME: «BHUMaHWe, obpaTutech K
ME<ymenTaumMmn»  «[nsa o4HOPa30BOro MpUMEHeHus», «Homep napTum», «KaTanoxHblii Homep», «W 3genue
yr' geiictByowmm aupektusam EBponeiickoro Coto3a», «MUCnofb3oBaTb f0». «CTepWsIM30BaHO MPW WCMNOSIb30BaHUU

TLWSAW Xau»"a» «He npUMeHATb NPU NOBPEXAEHMU ynakoBku». «OduLmanbHblli npescTtaButens B EBponelickom coobliectse»

VHAVBUAYaNbHON HAPYXXHOW YNakoBKU COAEPXMT-

-X*a0-»H 3HaK Npou3BOAMTENS; ¢ aApec NPOU3BOAUTENSA: MHAUMeHOBaHWe U3AeNusa: - HOMep NapTuUU. - KaTanoXHblli HOMep: m
ycg, soBapa * KOIMYecTBO U3fennii B ynakoBke: - AaTa nMpov3BOACTBA. - CPOK FOAHOCTU; - onucaHue ToBapa (Ha MexayHapoaHOM
*H'MalickoM f3blke); - COOTBETCTBME CTaHAapTaM: - MaHUNynALWOHHble 3Haku, COOTBeTCTBYyWLME' «BHumaHue! O6paTuTechb K
CONpPOBOAMTENbHON AOKYMEeHTauum». «[1ns8.04HOPa30BOro MpUMeHeHus». «Homep naptuu», «KaTanoxHblli HoMep», «W/3genve
COOTBETCTBYET AeicTByOWMM aupektuBam EBponelickoro Cotoza», «Xpynkoe». «3JTOli CTOPOHOW BBepx». «[pousBoanuTeNnb»,
«M/crtronb3oBatb f0», «CTepunnm3oBaHo MpuM WCNO/Ib30BaHUM OKCUAa 3TUNeHa», «He NpuMeHATb Npu NoBpexXAeHUU YNakoBKU».

«OdmumanbHbIli NpeacTasuTens B EBponeiickom coobuiectse», «bepeub 0T Bnarn», «MepepabartbiBaeMblii NaacTuk»

MapKkupoBKa rpynnoBoil ynakoBK1 COAEPXMT:

ETOBapHbI 3HAK NPeAnpUATUA-U3rOTOBUTENS, - aAPEC NPEeANPUATUS-U3TOTOBUTENS; » HAMMEHOBAHWE WU3AENNs; - HOMepP napTuu. -
KaTanoxHblii HoMep;, - Koj ToBapa: KOMIMYECTBO W3Aenumii B ynakoBke, -AaTta MPOM3BOACTBA, M CPOK FOAHOCTM;
MaHUMysSIUMOHHbIE  3HAKW, COOTBeTCTBylWMEe «BHWMaHWe, o6patuTecb K CONPOBOAWTENbLHOW AOKYMEHTauuu», «Ons
0[lHOPA30BOr0 MpUMeHeHUsi». «HoMep napTum», «KaTasioxHbili HOMEp», «M3aenue cooTBETCTBYET AENCTBYHOLUM LUPEKTUBAM
EBponeiickoro Coto3a», «WUCNoMb30BaTh A0». «CTEpUIM30BaHO MPW WCMOMb30BAHUM OKCMAA 3TUNEHa». «He NpUMeHsTb npu
NOBPEXAEHUN ynakoBku», «OdmumanbHblii npeactaButesns e EBponeiickom coobLyecTees.

Mapkunposka gna noctasku B PP

REP: XXX-XXX-XX AHacTtoMart ANs LUPKYMLMU3INUKM 04HOPa3oBbili, XX MM B cocTaBe'. AHacTomaTt 418 LMPKYMLUU3nm

0AHOPas3oBbIli, XX MM - 1 wT; cnaidep- 1 WT; MHCTPYKLUA MO NPpUMeHeHUto-1 wT

M3rotoButens: Oongguan ZSR Biomedical Technology Company Limited (OyHryaHb 3es3cAp Baliomegukan TexMono[xu
KomnaHu lumnten),

/ Unit 448, Qingfeng Road, Taihu Village, Sanzhong Village Committee , Qingxi Town . 523651 Dongguan City.Guangdong
Province,R.P-China/ Kutaiickaa HapogHas Pecnybnuka

PerygoctoB Na XXXX/XXXX 0T XX.XX.XXXX

MprmeHseTcs TONbKO cneyuanucTaMmm (CM,MHCTPYKLMIO).

Pa3mep yka3aH Ha ynakoBke npoussoautens

YNONHOMOYEHHbI nNpeacTaBuTens Ha Tepputopun P®; OO0 «OMEFAMEACEPBH/C»,

190020 CaHkT-MNeTepbypr, yn. BymaxHasa 4.17, oc.125

TpeboBaHMs K ynakoBke - [AO/KHA COOTBETCTBOBATb TpeboBaHmam no EN I1SO 11607-1:2009 u pomkHa ob6ecneunsBaTb
coxpaHHoab u3fenus B npouecce TPaHCNOPTUPOBAHWA W XpaHeHus. WNHauBumayanbHas nepeuyHas ynakoBka AHacTtomata He
[0/KHA UMETb MOBPEeXAEHUN 1 fomMKHA ObiTb repMeTUYHOM, He J0/KHa A0MYyCcKaTb NPOHUKAHUA MUKPOOPraHW3MOB.

AHacToMaT B NOTPEGUTENLCKOW YNnaKoBKe, YNOXEHHbIl B TPaHCNOPTHYK Tapy, AO/MKEH 6biTb YCTOMUYMB K MeXaHU4ecKum
BO3AeNCTBUSM

MHavBuayanbHas nepsBuyHas ynakoska aHacTtomar no 1 wr. ynakosaH B 6/IMCTEPHYIO YNakoBKy (MHAMBUAyabHas CTepuibHas
ynakoBka). Pa3vep ynakoskun 20,4 x13,4x59 cm Matepuan ynakosku: TYVEK PETG, gnanv3nposaHHas Gymara

AHacToMaT B WHAMBMAYa/IbHOW NEpBMYHON ynakoBKe MNOMeLlaeTcsi B WHAMBUAYASIbHYIO HApPYXHYI0 YMNaKoBKY - KapTOHHYH
KOpObKy.

KoMniekTHOCTL (MHAUBUAYaibHAaA HapyXHas ynakoBKa- KapToOHHas KOpo6ka COAepXuT):

- AHacTomar B MHAMBUAYaANbHOV NMepBUYHON ynakoske - 1 um;

- UHCTPYKUMSA NO NPpUMeHeHuto- 1w,

- cnaiisep (o5 Bbibopa aHacTomaTa Heo6xoAuMMOro Tunopasmepa)-1 wr.

Pa3mep ynakoBkn 21.5x14.1x65 cm

lpynnoBas ynakoBKa: KapTOHHas Kopo6ka, B KOTOpPYyK ynakoBaHO no 30 WT aHacToMartoB B WHAMBUAYaNbHOW HapyXHOW
ynakoske. Pa3mep ynakoBku; 69,8x44,8x 22.8 cm
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aoMw B*AJlbIn TpaHcnopTa
anactoAMTZ, fOKHO 6bITb 06ecneyYeHo:
acp)nuond«ro magyka - -SOgo 70 OC,
» anaxHoCTb OKpyxXatLuiero so3gyxa He 6onee 80% npu Temnepatype natoc 25 “ C,
"«9”oe paBneHne - oT 84.0 go 106,7 kMa (oT 630 o 800 MM pT CT).
|Im11 il H1L|m 1T XK rr
[*»ac-o*gar Ao/KeH OblTb CTEPUNbHBIM

MaTepuanbl, U3 KOTOPbIX U3rOTOB/IEHbI aHa3bmaTbl. A0/HKHbI 06n1adaTb TOKCUKONOrnyeckoih 6e3onacHocTb0

XpaHeHune 1 cpoun rogHocCTH

M3penve [OMKHO XpaHUTLCA Ha cknafdax nocTasluka u notpebutens
CTtepwnbHble, ynakoBaHHble U34ennsa B TPaHCNOPTHON uan rpynnoBoii Wam noTpebuTenbCcKol ynakoBke AO/KHbI OblTb YCTONYMBLI
K KAMMaTn4yeckuMm BO3AeiCTBMAM B AManasoHe Temnepatyp oT MuHyc 50 go natwc 70 oC, B HeACKTYNHOM A/19 MOCTOPOHHUX MecTe,
B BEHTUNPYEMbIX CKNafax, pPacnofioXeHHbIX B N06bIX MakpoknmMaTmyecknx parioHax, nberatb NPAMOro CO/THEYHOro ceeta
- OTHOCUTEeNbHasA BIAXHOCTb OKpyXatol,ero sosgyxa He 6onee 80% npu Temnepatype natoc 25 * C;
maTtMmocdepHoe gasneHune ot 84,0 go 106,7 klMa (ot 630 go 800 mm pT. CT,).
[apaHTUiiHbIi CPOK WCMO/b30BAaHUS amMacTomMaToB, KOTOpble HaxofATcs B WHAVWBUAYaNbHON MNOTPe6GUTEeNbCKOW ynakoBke,

cocTaBnset 2 roga ¢ gatbl U3roTOBIEHUS NPU YC/TIOBUN T€PMETUYHOCTU YNaKoBKN.

1 MNocne NpUMeHeHUsi aHacTomara, OM [O/KEH NOoA/exaTb YHUUTOXEHMNIO B COOTBETCTBUN C O6LLENPUHATLIM CNOCOGOM;
2. YTunmsaums aHactomarta fo/KHa NPOBOAWUTLCA B COOTBETCTBMM C pa3paboTaHHbIMW B YYPEXAEHUAX npasunamu yTuamsauumn
OTXOZ0B U B Cefyloleil NocnesoBaTesibHoCTY;

- 06paboTKa amMacToMaToB MOC/e UCNO/Mb30BaHWSI B AE3UHULMPYIOLLEM pacTBOpe B COOTBETCTBMU C NpaBuiamu NpUMeEHeHUs
npousBoANTeNs 4e3.CPeACTBa;

- Tepmuyeckasi 06paboTka - CXuraHue, NMposns.
Knacc onacHOCTU MeAULMHCKUX OTXOZ0B UCXOAs W3 XapaKTepUCTUKM MOPEONorMyeckoro cocrasa: knacc b
MpaBubHas yTMaM3auum He NPMHOCUT Bpeaa okpyxaioulel cpege.

rapaHTuiiHble 06a3aTenbcTBa

Mpown3BoguTens rapaHTMpyeT COOTBETCTBME M3AENNs MO BCEM MNokasaTesisiM M CBOMCTBaM, yKka3aHHbIM B A@HHOM [JOKyMeHTe, npu
CO6MI0AEHNN YCOBUIA TPAHCNOPTUPOBKN, XPaHEHUsi, NPYMEHEHUss B COOTBETCTBUM C WHCTPYKUMEl No MPUMEHEHWU0 B TeyeHune
OBYX IeT.

YNoNHOMOUYEHHbI NpeacTaBuTeNlb NPOU3BOANTENS HA TeppuTopun Poccuiickoin Pepepaumny, oTaen peknamauuii ans Poccuiickoii
denepaumm:

O6LLecTBO C OrpaHNYeHHO 0TBETCTBEHHOCTb0 «OMETAME/ACEPBN/IC»,

190020, CaHkT-MeTepbypr yn. bBymaxHas, a. 17, odwmc 125.

Ten. (812) 49S-97-74 (MHOTrOKaHabHbIA)

an, agpec: ti"o("> oineyciit'(;d tu

Dongguan ZSR Biomedical Technology Company Limited

OyHryaHb 3303cAp Baiiomegukan TexHonogxn KomnaHu iumuten

Unit 448, Qingfeng Road, Taihu Village, Sanzhong Village Committee, Qingxi Town, 5236 51
Dongguan City .Guangdong Province, R.P.China (Kutaiickas HapogHass Pecny6nuka)
Fax: + 86 769 - 87890862 Tel: +86 769-87328976
Email; Bl elE@® zsrbiom Baioaldtelre tensebsitinitadvw.ZSRbiomedical.com
Appec: 5 Bankside.Hanborough Business Park.Witney 0X29 8 U UK
Tel;-44 1993882779 Pax:*44 1993880110
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GHYMaHne! 06palT' THO»K(Xrpxp'nr/bHOM
Mcnonb3oBatb A0 AaTthl. .

JNpyneHtanmm
He NpuMeHATL NPY NOBPEXAEHNN YNAKOBKM CEJ Homep napTuu
CTepunnsoBaHo npu Mcnosib3oBaHum KaTanoxHblii Homep
INERY) ITBIHEO 1~
: oKcupa aTuneHa
1 N kN
[ns ogHOpa3oBoro NpUMeHeHus Xpynkoe
1
OdmumnanbHbIl npegcTasuTens B
. OToli CTOPOHOI BBEPX
EBponeiickom coobuiectse
M3genvne  COOTBETCTBYET  AeiCTBYHOLLUM
CE . f Bepeub OT Bnaru
nupektusam EBponeiickoro Cotosa
Mpounssoauntens MepepabaTbiBaeMblii NNacTUK
MpumeHsemble cTaHAAPTbI
1 MDD 93/42/eEC
2 MEDDEYV 2.7,1 OueHKa KIMHUYeCKNX A3HHbIX
3 MEDOEYV 2 12-1 pea. 8 HabntogeHvne
4 MEDDEV 2.12/2 pep, 2 MNocT-pblHOYMbIE NOCNeayloLme KNMHUYeckue nccnefosaHus. PykoBoACcTBO 419 npoussoguteneii n
YNOSTHOMOYEHHbIX OpraHoB.
5 2013 473 EU OnpoBepKax ¥ oOLeHKax, MPOBOAUMbIX YNO/THOMOYEHHBIMU OpraHaMun B cdiepe MeANLUHCKUX U3aennii
6 EN ISO 13485 2012 MeguumHckme naenvs -CucteMbl MeHeKMeHTa kauecTsa. TpeboBaHusA Ana Leneli perynnpoBaHus
7 ENISO 14971:2012 Me3m umHcKkve n3aenuns- NprMeHeHne meHepkKMeHTa pyUcka K MeUUUHCKUM U3ennsam
8 EN ISO 15223-1:2012 MeauumHckme nsgenusi - CUMBO/IbI, NPUMEHsieMble NPy MapknpoBaHUN Ha MeULMHCKUX U3AenusX,
3TVKETKaxX 1 B CONMPOBOANTENbHOW AoKyMeHTaumn Yactb 1; OcHOBHble Tpe6oBaHWs
9 EN 1041:2008 VHchopmaums, npeacrasnsiemas NpomM3BoauTeneM MeanLMHCKOro nusaenus
10 ' EN 980:2008 CuMBO/IbI. UCNOMb3yeMble A1 MAPKUPOBKN MeANLMHCKUX U3aenuii
11 1 EN ISO 10993-12009/AC 2010 Buonornyeckas oueHka MeanUMHCKUX u3genuii - Yactb 1 OueHka u TecTMpoBaHue B npoLecce
ynpaBfieHus puckamu
12 1SO 10993-5:2009 Buonoruyeckas oueHka MeanUMHCKUX U3pennii - yactb 5 : IcnbITaHna Ha UMTOTOKCUYHOCTL MEeTOoAOM /N vitro
13 1SO 10993-7:2009 Bronormyeckas oueHka MeauLUMHCKUX u3aenuii - Yacte 7 OTxoApl Npyu cTepuamsanmm 3TUIeHOKCMLOM
£N 1SO 10993-10'2010 Bronormueckasn oueHka MeanLMHCKUX n3gemuii - Yactb 10: Vicnblraumsa Ha pasgpaxeHue KoXu
15 ISO I11iS -1 2007 CTepunm3aums MeauLUHCKUX n3aennin-Okeng atuneHa- Yacts 1

Tpe6oBaHusi K pa3paboTke, Ba/MAALMN 1 TEKYLLEMY KOHTPO/IO NpoLecca CTepun3anum MeauumHCKUX u3aennii

16 I1SO L737-1 2006 Ctepununsauma MeguLuHCKuX nsgennm - Mukpobuonoruyeckne metogbl -HacTb 1: OnpefeneHve nonynsauy)
MWKPOOPraHNM3MOB Ha NPOAYyKTax.

17 1SO 11737-2:2013 Ctepununsauma MeauunHCKNX nsgenuii - Mukpobuonornyeckue metogbl -4acTb 2: VcnbiTaHus Ha
CTepWNbHOCTb, MPOBOAMMbIE NPU ONpeAeneHnn, Baingaum n nogaepxaHun npouecca aepunanaaunm n

18 ISO 11138-1:2006 CTepunu3aums MeauLMHCKOM Npoaykumn Buonoruyeckne nHaukatTopsl YacTb 1. O6wme TpeGoBaHus

19 1SO 11138-1 2006 Ctepununsaums MeauuMHCKoi npoaykumn. Buonornyeckme nHavkatopbl Yacts 2 Buonoruyeckue nHAMKaTopb!
ONA MeToAoB CTEPUIN3aLMN OKCUAOM 3TuneHa

20 I1SO 11607-1:2006 YnakoBka MeAVLMHCKUX M3Oenuid, nognexatmx UHULWIHOW cTepunmsaumm Yactb 1. TpeboBaHus kK
mMatepuaniam, 6apbeprbiM cuctemam 418 CTepumsaumy 1 ynakoeouyHbIM cuctemam

21 EN 556-1. 2001/AC: 2006 CTepunusaumsa MeguuuHCKUX usgenuii TpebosaHus K MeAULMHCKUM U34eNMAM KaTeropum
‘cTepunbHble* YacTb 1. TpeboBaHUA K MeANLMHCKAM U3AeNnsM, Noaexalmm UHULLHOW CTepuansaumm

22 ENISO 11140-1:2009 CTtepunu3auus MeAVLMHCKOW NpoAyKuun. Xumnudeckne nHgukatopbl Yacte 1. O6wwme Tpe6osaHns iSO
11140-1:2005)

23 ISO 5832-1:2007 VimnnaHTathl 4n1s Xupyprun. MeTannmyeckvie matepuasbl. Hactb 1 Craslb KOPPO3MOHHO-CTOKasA (HepxasetoLas!
nedopmupyemas
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KoHcynbckuii otaen MoconbeTBa Poccuiickoii degepaumn

¢ KHP ygocToBepsieT NoA/IMHHOCTb NMPeACTOsAL el noanvucu
1 neyatn KoHcynbckoro genaptameHta ML KNP

PerncrpaumnoHHsblii Homep
) MJKpdbr [ N~ 02yr



lMepeBog C KWTaNCKOro 1 aHrIACKOr0 S13bIKOB

LUTPUXKOZ, LUTPUXKOL,
002202103250098 2100530MM-001 1/22
Poccusi [ipoiiHasi E W oroT un! Pocecuna EDC 002
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CEPTUDPUNKAT

NoroTun!

COBeT M0 COAENCTBMIO ME3KAYHaPOAHOW Toproene Kutas

MexxayHapogHaa Toprosas nanata Kntas

[NoroTwun/
CoBEeT M0 COAENCTBUIO MeXAYHapoaHOW Toprose Kutas
MexxayHapogHasi Toprosasi nanata Kutas
CEPTUNDPUNKAT
QR-kop

Ne 21110080/018309

HacToslwmm noaTeepXxaaeTcs: 4to neyvatb AyHryaHb 3eg3cAp baitomegnkan TexHonomku Ko.,
1A, npocTasneHHas Ha NPUNoKeHHOM LoT'MeHTe, nofMHHasA. [epeBos NPUNOXEHHOTO JOKYMEHTa Ha
PYCCKMIN A3bIK COOTBETCTBYET €r0 COAEPXaHUI0 Ha aHT IMACKOM SA3bIKe.

Kpyrnas neyarb, CKpenastoLLas JOKYMEHT:
/CoBeT MO COAENCTBMIO MeXKyHapoHOW Toprosne Kutas
CrieypanbHas neyaTb 415 cepTunkaTos/

Kpyrnasa HaknagHasi TUCHEHasA nevarb:
/CoBeT M0 COAENCTBUIO MeXKAYHapOAHON Toproene Kntas
CneypanbHas nevyaTb 4 cepTudmkaTos/

COBET M0 COAEMCTBIIO MEXAyHapoaHOI Toproe/e Kutas

Kpyrnas nevats:
/CoBeT MO COAENCTBMIO MeXKYHapoHOW Toprosne Kutas
CneunanbHas neyaTb And cepTudukaTos/

Mognucb yNonHOMOYEHHOTO NNLA:
o LlyiinaHb /noanuck/

[Jarta: 24 mapta 2021 roga

MptoBepKa NOANMHHOCTY cepTudimkata Ha calite: httD:/iwww.rzccDit.com/validate.html
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Kpyrnasa neyats (9):
/AyHryaHb 3e03cAp baiiomeaykan TexHonog>ku Ko., 1Ta./

[OyHryaHb 3encAp Baioveavikan TexHorompi Ko., ST,

OBa/ibas neyvatsb (2):

/B3iAU3VH Jngs VHTepHawHn KoHcanTuHr Cepeucus Ko., JTTa.
Ten: 010-68008820

CneuuanbHas neyaTb Ans nepesogos (1)/

[JyHryaHb 3eg3cAp baliomegukan TexHonomxm Ko., 114
KuTalickasn HapogHas Pecny6nuka, npoBuvHUmMs yaHayH, ropog AyHryaHb, 523651, ropog
LinHen, cenbcknii KoMuTeT CaHbYWKyH, aepeBHs Talixy, LimHgaH Poya, aom 448
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K3Hb L3kl Ne 210053011-001

HacTosLm noATBepagaeTcs nogMHHOCTb CnelmanbHoi nedaTn ans ceptugimnkatos CoeeTa no
COAENCTBII0 MeXZyHapoHoi Toproene Kutas MexIyHapoaHoi ToproBoii nanatbl Kutas v nognwvcu
YNOMHOMOYEHHOI0 NnLa (J1toii LLyinsHb), NpOCTaBNEHHbIX HA HACTOALLEM AOKYMEHTE.,

QR-KO[

MWHUCTEPCTBO MHOCTPAHHBIX fen
KwuTalickoii HapogHoin Pecny6inku
KoHcynbcKkuid oTgen

MepBbIit cekpeTapb KOHCYNbCKOrO 0TAeNa /Mognuce!

26 mapta 2021 ropa

ep6oBas Nevatb:
MWHWUCTEPCTBO MHOCTPaHHbIX AeN
KuTaiickoit HapoaHoin Pecry6nmku

KoHcynbCkuin 0T en
WTPUNXKOA

01495843

«'KoHeL, nepeBofa JOKyMeHTa-
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s, nepeBofumk KoHoKoTMHa Xbinabi3 CatapoBHa, BnagewoLias pycCKMM, KUTaCKUM ©
aHIMNACKMM  A3blKamu, MOATBEPXAat0, YTO BbLUO/NHEHHbIA MHOK MNEpeBOf MPUIOXEHHOTO
AOKYMEHTa ABNAETCA NPaBUbHbLIM, TOYHLN™ N NOJHBIM.

Mepesogunk KoHokoTuHa XXbingbli3 CaTapoBHa

CaHKT-
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MeTepbypr

Poccuiickas degepaums.

CaHKT-leTepbypr.

[Bafuate BTOPOro anpens fBe TbiCAYM ABajLaTb Nej-BOro roja.

A, CasuHa JTrogmunna MeHHagbeBHa, HOTapuyc HoTapuanibHOro okpyra CaHkT-IeTepbypra
CBUAETENbCTBYIO NMOA/IMHHOCTb MOAMMCK NepeBofyYnKa rp. XOHOKOTUMHON XKbliabl3 CaTapoBHBbI.

lNMoanunce cienaHa B MOeEM MPUCYTCTBUN.
JInyHocTb I'IO,CI,I'II/IC&BLIJGVI JOKYMEHT YyCTaHOBJIEHa.

3apeructpupoBaHo B peecTpe: Ne 78/226-H/78-2021-16-111

YnnayeHo 3a coBepLUeHne HoTapuasibHoro aericteums: 500 py6. 00 Kon.

J1.I". CaBUHa

IToro B HacTosILLEM JOKYMEHTe
26 (oBafLaTb LUIECTb) /INCTOB
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[leTepoypr

Poccuiickasn ®egepaups.
CaHkT-MNeTepbypr. A 22AI_IP m

A CasyHa JSliogvmna MeHHagbeBHa, HOTapUyC HOTapUasibHOro OKpyra
CoorTEbpbypr Bl <MILIVIBLBLUTLAPKAPLW, TAAMNMM
MHEe [JOKyMeHTa. * bi»
3aperucTpupoBaHo o peoctpe: N 78/216-H/7TN001« /(N ¢
YnnayeHo aa coBeplueHne HoTapuanbHoro geiictema: J QQ
nr. CasyHa »
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