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M mrhefoll<m;ng extracl Hav “ran-» kp 1o prow* infomationfor Yk purposes ofstale registralum

ofthe medical device in the Russian Federation. nf state
A A The informatwn is provided to the extent required m accordance wvtth the Rule o0j state
/- registration of medical devices (RF Government Decree No. 1416 dated December 2.. 2012f

1. Name of the medical device and design variants
Lt

£le 'm Medical disposable absorbent devices in the following
1. Dr.Skipp pull-up diapers for adults, size M (Medium)
2 Dr.Skipp pull-up diapers for adults, size L (Large) (type 233vt U),
3. Dr.Skipp diapers for adults, size M (Medium) (T 280360),
4. Dr.Skipp diapers for adults, size L (Large) (type 280360).
Hereafter referred to as medical devices.

2. Information about MD manufacturer, MD developer, addresses
manufacturing sites, MD manufacturer authorized representative in the Rus
Federation

2.1 Information about the manufacturer of the medical device

Name; LINYI| 2H HEALTHCARE PRODUCTSCO L m 4TREET LUOZHUANG
Place of business address: N0.58 LUOQI ROAD, SH NCZHUANG STREET, LUOZHUA
DISTRICT, LINYI CITY, SHANDONG PROVINCE, CHINA,;

Phone: +86(0539)5635398;

e-mail; sales@ak2h.com.

2.2 Information about the developer of the medical device

DISTRICT, LINYI CITY, SHANDONG PROVINCE, CHINA;
Phone: +86 (0539) 5635398;
e-mail: saies@akz2h.com.

2.3 .Address of the manufacturing site of the medical device

LINYI 2H HEALTHCARE PRODUCTS CO., LTD, NO"58 LIW IRO AIX S~
STREET, LUOZHUANG DISTRICT, LINYI CITY, SHANDONG PROVINCE, CHINA.

2.4 Authorized representative of the manufacturer in Russia
Name: RM-plus, Limited Liability Company (RM-plus, LLC);
Place of business address: 19, Nauchny proezd. 8// floor/ofhce, Moscow,

Phone: +7 (495) 642-82-60;
e-mail: msk@rmplus.ru.
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3. Functional purpose of the medical device

3/1 Purpose i ah<inrb and retain urine when caring for adult

fis .'r X X “S ,-PP"™*-* !

* otlier diseases accompanied by moderate to se ary

™ Sd»p» f- p.0.

: S S i %
lesions in the places of body contact with the product.
3.4 Adverse effects

) . ..a.10t s oossjble if the Batient has an allergic reaction to
Skin irritation in the area of contact with the product Is possiDie
the material from which the products are made.

3.5 Scope of application ) ) rare for bedridden patients.
Care for patients suffering from unitary moontinence, care tor Dear

3.6 Frequency of application

».aical devices intended for single use. The product ts
Non-sterile and not subject to stenlizat recommended time for use of the product is no
K gar disposable and is intended for single patient use. The rvyommena

more than 8 hours (with polyuria syndrome  no mor

3 of'ap;”.ion of the medical device is described in the instruction for use of the medical

S e s foruse of products (represented as pictures) are shown on rite consumer packaging.

t'ftt Jlc patient on the side, bending the knees;

perineal region - putting on
3. Fold the product and pass “ ®u,,Lwards and straightening the back;
should start from the from, r  jhe abdomen leaving minimum folds;
4. Turn the patient onto the back md align A leakage. Making sure of
5 The edgeslif the product should ft. snugly o A P

sufficient fit, fix the diaper with the Velcro - first with
then with the upper ones.

pghdy,
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Algorithm for putting the pull-up diapers on;

1 Remove the pull-up diapers from the consumer package

? Put on as usual underwear, straighten out the protective bariiers.

3. Take off the used pull-up diapers as nonnal underw'ear, or tear le si e se

3.8 Potential users ) ) )
Adult patients suffering from urinarv’ incontinence.

stored ,n highly hontid environment, near heating devices and in direct

T q”P roducts should not be stored with laundry detergents, machine o.l “'

d oth« sbong smelling
substances, as the products may

the product.
"394tfSn'TnltT ol”™” irareMoTcomact with'the product deteriorates and .rritafon occurs, stop
using the product and refer to a doctor.

« $ s ros;Sp” ‘X
w X X X t it x I 1.-» . «d. 1.™ ., —
of+5 “C to +40 °C and relative air humidity up to 98 /0.

4. Type of contact with the human body

N

size M (Medium), are supplied in consumer packagtng. 20 pcs per

ackage. : supplied in consumer packaging. 20 pcs per
F)r.Skci]pp pull-up diapers for adults, size L "L arg PE P 9ing bes P
package. 4
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xi r \ wurp simolied in consumer packaging, 30 pcs per
0 M M _Fp“p.*__ p ging pcs p

%;& e —_— 3re supplied iu consumer packaging. 30 pcs per package.
r.S&?pp diapers for adults, size L (Large), are supp

w n,aw foruse. Ipc., isenclosed.o each consumer packaTe.

6. Medical device classification
6.1 Medical device risk class

The medical device belongs to class 1 accoraing

IX to the current version o
MDD/93/42/EEC.

Operation

6.5 Use of blood and its components *

human blood or its components as an m te”~alj”»
The products do not contain any derivatives n

-AA G-
required for thejr operation. &
6.6 Use with other medical devices independently of other medical devices, j « Vv
Medical disposable absorbent device
RisIRAHARRAIWAS Fr¥¥émed in accordance imth the EN 1SO 14971 standard. A .]4\/_.'/;:_5(:

pathological changes in the body.

N Ang L3 of
Medical disposable absorbent devices are manufactured:

2) in the form of cutung ot brie.s wiui u.v..b

severe incontinence. m correspond to the development of a part of the

r&
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, . both men and women. Diapers and pull-up diapers
-me absorbent layer ofthe products is shaped to suit both

M are a multi-layer product. ,ue layer in contact with human skin);

bt - - oL

1 C.’f -;g_z_ n

prevents the eUthe eroin with elastic bands,
“Si1r ;S S X 4d ™

desired position and fasten it to the pe”on s anatomical features of any

S 11 S r - » - - »«'7

The pnrtective layer and fixing elements (for diapers)

External defects are not allowed in
to fixing elements, etc.), stains

Oiapersaremadeinthefol.ownrgs..sd.endingon”

111:r(kra- N oltn , N

uiSsST oV i,bonr~™r~N 7 N

Photographic images of products are showu in Figure 1and Figure -.
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g. Technical characteristics

81 The paraitieters of the products should correspond to the parameters specified in Table 1

Table 1

Design variant
' Name of parameter g

iDr Skipp pull-up |Dr.Skipp pull-up dg'irsle‘gr
diapers for  jdiapers for adults, d Il'? o L
| adults, size M | size L (barge) & U(Lsérsg)e
(Medium) g
Width on edges, mm B . N ;
: v Not applicable ~ Not applicable
Width on edges in stretched j ~ 62010 700£10 PPl
| state, mm | 4- T toT
: e e - 680-TI50 tol soo
Waist;hip  circumference, j 800~12()0 1000-1400
' mm + 720£10
Absorbent layer length, mm i 420+10 4§§f11(;) 5125%113 170+10
Absorbent— #82&K0 width in | = -
middle, mm  _ ' 1 235+10 280+10
Absorbent layer width on 13010 13010
edges, mm L
Quantity  of  tightening!
elastic bands on side ruffles !
in the form of an arc through j
groin,jpes.  eeveeenens
Quantity  of  tightening
elastic bands on barriers,
Not applicable [ Not applicable
Quantity  of  tightening 18 PP : PP
elastictads ontod, pc*,,,, -——-------------- o T'TiZ 80+5 8045
Fixintaement length, mm _ NoTapplicab®\ . . _ - 2645
Fixing element widih, mm__, Not apijlica ~ — N0t dophcable j 226+ 12545
) RERERERA R S . Not appllcable O app Ica e L
Crimped tie length, mm Not applicable Not applicabl Not applicable 4545
Crimped tie width, mm | Not.ggpji~§”*- Ngt :pplli((:::bli Not applicable 1'90+5
Crimped tie length, in ; Not applicable PP
stretched state, mm , Not apolicable | 4045
fCrimped tie width, in | Notapplicable ~ Notapplicable PP l -
i stretched state, mm . i 152
Cnmped tie elongation, @ j Not applicable ot applicable Not applicable

Nno more

Band elongation,%, no more 238
than --
Weight, g 3045
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4015

Not applicable ~ Not applicable

4545 60+5



i< m "I5¢ it in position and secure to the waist.
m S 3 The force to be applied in order to separate the fixing elements and the protective layer should be
at least 6 5 N.
specified in Table 2.
Table 2. W e 1
Fiame of parameter i evia . —1
pr.Skipp pull-up Dr.Skipp pull-up Dr.Skipp d[_)r.Squcp ll
I diapers for  idiapers for adults, diapers for 1apers tor
I adults, size M | size L (Large) adults, size M adults, size L i
1 (Medium) (Medium) (nggg)_ j
Complete moisture ; 1800 2000 2000
540 1
Sorption  capacity  after j 440 500 480 i
centrifugation, g, no less j
fian L. \— - 4.4
44 '
e Resorption, g, no more than 4,4 44 ’ ;
. 2,3 i
Absorption rate, em™/c no ! 23 e 23 2.3
less inall e T 40 i
Breaking load of cover layer | 4,0 4,0 40 J;}
in a dry state in the j ]
longitudinal direction, kgf, !
1no less man P - 30 3,0
1Breaking load of cover layer ; 3,0 3,0 '
jin a wet state in llie |
1longitudinal direction, kgf, j oL a 1
110 less LweL AL ) S
9. Materials used in the maiiutacture OL prpuulLis " 4

Detailed infonnation on the comptfffiion of the materials from which the devtces are manufactured
shown in Table 3

"ble T _ Material
Product part ateria
—_ - Nonwo”iM h”A"S~ropy of TPPFTW Btodxli”
Top cover layer ) ) ) ) )
by PeiToChina Group. China — JT~ﬂr|—I
1 Fluff cellulose of Treated brand, manufactured by GP Cellulose,
Absorbent layer
Liss'ﬁ‘jperabsorbent (sodium polyacrylate) of GS-301 brand,
manyfastured by LG Qiem, Republicforra, —. ..
, . Polyethylene of 7000 F brand, manufactured by PelroChina Group,
In'otective layer oh
ina e
: 1’O‘Poy~er|fabr|""||"""H"" AT9Bbrand), m anutMA
Barrier elements
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by PctroChina Group, China
Fixing elements (Velcro Single-layer hydrophilic polyuretliane film Avery MED 5590U wth
fasteners) acrylic adhesive 1959, manufactured by Avery Zweekform, Germany _

10. Packaging

Products in the quantity determined by tlie manufacturer are packed in plastic film bags (consumer
packaging) which ensures safety of products during transportation and storage.

Dr.Skipp pull-up diapers tur adults, size M (Medium),are packed in plastic film bags,20 pcs per bag
Dr.Skipp pull-up diapers for adults, size L (Large) arc packed in plastic film bags,20 pcs per bag
Dr.Skipp diapers for adults, size M (Medium),are packed in plastic film bags,30 pcs per package.
Dr.Skipp diapers for adults, size L (Large )are packed in plastic film bags,30 pcs per bag.

instruction for use, 1pc., is enclosed to each consumer package.
Seams in plastic film bags should be w'elded.

Products of the same group, type, variant of size range, design, execution, made from the same
materials, with the same quality indicators, the same manufacture date (month, year) are packed in one
bag.

No mechanical damage to packaging that opens abcess to the product surface is allow'ed.

Products packed in consumer packaging are packed in a box manufactured of liner cardboard, which
contains 5 individual (consumer) packages.

Products of the same type, variant of size range, design, execution, made from the same materials, with
the same manufacture dale (month, year) are packed in one box.

An example of the product consumer package is sliown in Figure 3 and Figure 4.

Figure 3 - Consumer package of the product as illustrated by Dr.Skipp diapeis for adults, size L
(Large)

10
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Figure 4 -Consumer packagg 8““8 BFgguct as illustrated by Qrélﬂ&pp:ull-lp diapef] for

11. Labelling Jitp'kaooliedtopack”fSf'labeUtag)

IS prohibited.

,,an.»,TM ______ [— S S | [ LT 1]

--r ? > 's r r N

ir rr ~

. trademark; . .
-name of the medical device;

- name of the product execution, (degree of urinary incontinence),
. tvpe of the product depending on the purpose foeg

- product sizes by vvaist'hip flenin ihe form of figures or text);
S p X t" ‘'th:worct; “DO-not throw into the sewer”;
- quantity of products per pack, pcs..
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of manufacture'(month, year);
manufacturer’s expiry date;
Symbols according to EN ISO 15223-1-2012;
- designation according to GOST R 55082-2012.

The co”esponding warning symbol, (see t*"low) are Pnmed on the

or -
2012. ;
; . Symbol explanation
[ Symbol according to y- ) P
il 170 17?75-1-2012 mVi.:.-niSEN —
-Batchcode _ J
lot!
- Date of manufacture "
f ' c3
. ; -Best before , 7Y -
- Re-use i'§b'F6|1ibited . 1
= — 1
, " A K
- Protect from sunligh - A A
XK B — 1 ' =
r - Protect from humidity A
4Rt
- €. AN yye=11
i AQ [- Storage temperature range S ARV
501 S -uj'
1e - See instructions for use ' ‘
- information about the manufacturer.
[ VARV Y o]
. Rfoi - Information about the manufactureds lepresentative.
i iRfpi

The labelling applied ,0 the iransponation packaging should contain information according
Item 11.2 vA\h the addition: ~
- quantity of consumer packages;

- gross weight, kg;

-

diinensfons of die transportation packaging (lengtli x width x height);

12
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.U Label layout for-consmner package is provided below.

*N

MEDICAL DISPOSABLE ABSORBENT DEVICES

Dcevign variant: XXXXXXXXX

Quantity of products per pack: XX pcs.
Product sim bv waist/hip circumference: XX - XX cm.

The products can be used both for people suffering from moderate to severe inconbnencc.

DISTRICT. INYI CITY. SHANDONG reOVINCK. CHINA

Authori/.cd representative of the manufacturer in Russia:
RM-plus. Limited Liability Company (RM-plus, LLC)
Address: 19, Nauchny proezd, 8/7 floor/olllcc, Moscovs, i 17246
Td.:+7 (495) 642-82-60
e-muil: mskaraiplus.ru A

[WA XXXXXX

xx X3 D X xxxx

Method of use:
For diapers:

For pull-up diapers:

1
Oi.po.al ,,.eihod: Wi. podablo.u , . NblO,0.,>» bl a
("™dmioiogbU, ta»aloo. »>»W in >».h SaaftN
2.17.2790. 10.
“Do not throw into the sewer!”
A4«a..ioa! K«p dr,! GOST R5S08I-2012 rerlificate No. da.«d------------
12. Biological compatibility cr>

The biocompatibility testing was perfonned for the finished products aTpart"S
10997-1-2009 - Biological Evaluation of Medical Devices. Part 1 Evaluation md TesNeg as Part ot

the Risk Zagem en, Process. In general, the biocompa.ibility review supports the conclusion that the

products have an acceptable biocompatibility profile, o ) _«J[Ter-k and are
The products do not have any cvtotoxic, iiritating, sensitizing, toxic, or hemolytic effects and are

compliant with the requirements apphcable to prodnct.s that have a ~ort-temt contact * h”

The products are also resistant to biological fluids they are or may be cx|msed to during Jle'r us”

BalLd o,; the tests, the product docs not cause any imitation and complies with the requirements of ISO

10993 12009

13
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n Test and contvol methods

company cames ou. con.o, in ,he manufacture
of raw materials for subsequent productton of products, control of toe prou™™ P
packaging, as well as control of products after production according to specifications.

} There are four types of testing methods;
A. Incoming control.

B. Production inspection.

C. Final inspection.

D. Functional testing, if applicable.

2. All four types of test methods are based on weitten work instruct.ons and on a sampling plan
according to ANSI ASQZ 1.4 standard.

14. Risk analysis

14.1 Introduction HFALTHCARE PRODUCTS CO., LTD in
Product risk analysis was earned out by LI “.p. System to Medical Devices.

bten eiimtnatod or mitigated to acceptabie

levels, ;

14.2 Risk management principles - - 14 Tul'AbttW nniirrS W """’

Tlie basic principles of risk management applied at LWYI 2H HEALfHC , n. "m,
o). 1 ] TV

1. ThVrisk management iwoccss is “integrd part of»

2. All lisks iliat may anse at my stage of the lite cycleo. . _ measures, and e
Company are .subject to identification, assessment, develr*me 3 S- AN A

f Tte~Stfv-es of the risk matiagement process are minimizing the consequences of the mdizid .

f The nsk manage,nent process in toe Company implies application of a uniform and standardized
approach to risk ideiitification. assessment, and inanagemenf

5 Managers at all levels are responsibe at n n Company stakeholders about
developnLil of nsk management measures, and for mlormmg all the Company staKeno

the nsks affecting the achievement of the goals set.
6. The Company’s staff mcemive scheme ®
7. In the process ofnsk management, the Company
of risk management and the size ot fmssible . oo
Company may not take any additional measmes to mitigate a nsk it 1ts leve

costs of nsk management exceed the possible effect.

assessment.

management into account.

reasonablt balance between the costs
,ccurrence of a risk event. The

] ] acceBtabIe and the

14.3. Risk management process

UNYI 2H HEALTHCARE PRODUCTS CO., LTD documents the risk management processes.
which include:
- risk analysis;
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L

osk. assessment;
risk management;
- post-production information.

14.4 Objectives of risk management

To implement the nsk management strategy. the Corapany etnployees at all levels must fulfill and
maintain the following nsk management objectives;
All identified nsks shall be kept record of to ensure thetr sub”quent asse”m
Alll risks shall be analyzed in order to determine the level ot theirac”ptab ~
Appropriate measures shall be taken for the nsks that exceed the acceptable levels (high an
medium levels). ] .
Reported risks shall be monitored until their elimmation, Y
The following staff categories shall be familtanzed wntl. the nsk management str gy
obiectives {to ensure thev understand the strategy and objectives correctly).
Srtem "hall be explained by the heads of .he correspond,ng un.ts),
new employees (during admission to work / induction).

14.5 Risk management group (qualified personnel)

Personnel involved in the nsk management process shall have knowledge in the following areas:
~ design of diapers,'pull-up diapers,

- operating principle of diapers/pull-iip diapers,

- procedure for manufacture of diapers”™ull-up diapers,
- clinical use of diapers/pull-up diapers.

14.6 Management responsibilities

The Company’s management shall ensure its engagement in the mk management process by providing

The
critena. This policy shall ensure tiiai me es

the "

Trf2aeTon'5”an
and sliil factor in available

“A"XIMh'd'technology development and the needs of the
stakeliolders.

TA. ¢ » Y

this quality management system analysis.

14J. Analysis of risk management activities

Th. fn* 1. r.rth,,.«l f

performei” to specific tasks.

15
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A 44

o

T&se meetings are attended by tlie employees authorized and responsible for the analysis of the risk
aaaiagement process or their delegates.

fbe meetings address all issues related to the risk management process that are submitted for
consideration at the date of the meeting. The agenda is prepared as part of the approved general
procedure for considering issues to be included in the agenda.

14.8 Risk acceptability criteria

The risk acceptability criteria are based on the Company’s risk acceptability policy, including cases
where the likelihood of haim cannot be detennined.

14.8.1 Determination of harm likelihood

Ranking General characteristics Likelihood range
J- 4 _  Rare Up to 100 cases per 1CHO000
- Remote Up to 50 cases p « 1(+0.000
2 Unlikely Up to 10 cases per 1(FO,(XtO
1 i Implausible Up to 1 case per 100.000

14.8.2 Determination of risk severity'

ine tone>wing ciassjticaiion oi risK sjvenry oy quainanve parameiers IS uscu.

i Class General characteristics . Description AL
4 Absolute Lethal outcome

! 3 Critical Causes traumas or injuries requiring professional ?

i (such as an electric shock) =

: “1 Maximum permissible Causes temporary' traumas or injuries that do not require professional

’ medical attention

1 » Can be disregarded Inconvenience, temporars' discomfort, slowdown of w'ork, distortion

of information

14.8.4 Severity determination standard
A following matrix is used to determine the severity:

|4 (ACC)
Remote [3) [3(NTO. \J
(ACC) 4{MX) _
Implausible [1] 2 (ACC) . (ACcwn
Can be disregarded (1) Maximum Critical (3) Absolute (4)
Total permissible (2)

Severity

1 Risks marked as ACC do not require ftirther risk control.

2. Risks marked as ALARP (As Low as Reasonably Practicable) are undesirable and can be
mitigated by implementation of risk control measures. Risks in tiiis area shall be mitigated
according to the ASAP principle without regard to the economic costs.

3. Risks marked as N/ACC require urgent elimination.

16
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Risk analysis
i2.9.1 Risk management procedure
Start

Intend«4i use
Characterization

| identincation of known or anticipated hazards

>
m

f'identiflcation of necessary risk management measures,
nf ri.k management regutrements”J

No

Yes f

Preoaration of risk management report

Analysis of production and pt-production information

Yes '"Tsthere a need for No

repeated riskassesstnen”

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

The risk is
unacceptable

4*
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14.9,2 Intended use'and determination o? characteristics gssouated with the safety of the

medical device (Table 4)

not applicable)

Table 4. .
Item Questions according to GOST ISO A .
N 14971:2012 (applicable /
0.
\\bal

IS tlie intended use and how is the
medical device to be used?

Purpose of the medical device;

For diagnosis, prevention, monitonng,
itreatment or alleviation of diseases,
IFor compensation of an injury or a physical
Idisability; riMa
For replacement or modification ot body
pEirts or control ot conception.

1.2.  Indications for use

12 1J Anticipated groups of users

Is the medical
;implantation?

Is the medical device intend” to be injA
contact with the ptaient or other i“sons? \
The factors to be ccmsideied include the
following the character of the possible
contact X*rface"CKSiirface contact, invasive
or implantaiibn) and M each case,

the duration and 0™ be contact

ivvhat materials or components are included
:m the medical device, are used with or come
:irno contact with it?

., J U
jThe factors to be considered include the
Koliowing*

I-Compatib.lta-, with the substances
‘concerned, u, i
fluids.

—SafetY related characteristics,
- Any materials of animal origin included in

5 Can the medical device pass energy to the N/A

natient or cause the patient to generate

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

Ssoclal

Comments

Medical products are designed to
absorb and retain urine when canng
for adult patients suffenng from
moderate to severe incontinence,
bedridden patients.

Adult patients suffering from urinary
incontinence.

Shon*term contact with intact skin

The materials used in the manufacture
of the medical device are specified in
item 9. The medical device does not
contain any derivatives of animal
origin. The medical device does not
contain any derivatives of human
blood or its components.

18
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TIS*fltors to be considered include the

follow

° s?’ype of transmitted energy !

- En"gy management, quality, quanniy,
intensity, and duration of exposure |

_Isthe level of energy higher than that m
the currently useddevices? ------ - —

any substances
patient or removed from hirn/h
The factors to be considered mclude ihe®

N

|'°*“;hlr™anon on substance adnnnistrat,on|
- h Ulme substance or several substances? 1

I- Information on the maximum m |
i minimum substance administration ”
I removal rate and on the management of

this process.

K the medical device used to process N/A
biological substances for then subsequen ,
use transfusion, or transplantation? |
The factors to *

following: type of processing 3
substance(s) (e g autotranstao” daly""
treatment of blood components, or cell

based therapy). —_—-—T

7s"tiwemplied medical device sterile, or is «1
intd” to be sterilized by ,ate user. « U
another microbiological ttealmaii ‘
Tae factors to be considered metnde the

medical device is intended for
single or repeated use, '
| — storage conditions,
i taitation of ate nnmbar of repeated
I methods of stenlization,
exposure to sterilization methods not
stipulated by the manufactory—  -------

forroutine

cleaning and disinfection by the user
ffrfactors to be — djdude "ej

'dtSm g ag»" used, and any Inntauons
Lt "rrme~L"-errectd

of routine cleaning and
S t i on. Moreover, effect of cleam”

1 -y

A
'm0

Irbe medical device is a non-sicrUer

jI # Irnedica)

Diapers and P*«:“P /7 P f
sinale-use  medical devices. Not

rsS.iea
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agents and disinfectants on the safety or
performance of the medical device should
be considered.

1o Does the medical device affect the patients N/A
environment” ) )
The factors to be considered include the
following
temperauire;
humidity;
composition of atmospheric gases;
pressure,
w lighting level.

11 fis "e medical device intended
Imeasurement?
The factors to be considered include the
O following; measured vanables,
measurement correctness and accuracy.

12 Is the medical device interpretive?
The factors to be considered include the
following: ability of the medical device to
give conclusion based on the input or
lapplication-derived data, used algorithms,
jand confidence internals. Special attention
ishould be paid to unintended use of data or

lalgoridims . .
S ) ) . The medical device do” not contam
i3 Is the mel_caldew_ce intended"fm use withS'M'A [any mediemai drugs, ypiapers and
!othe_r medical devices, br other, p\iil-t43 diaper’\
medical products? _ S mdependendy
The factors to be considered include the

jfoilowmg; identification of any oAer
Imedical devices, medicines, or medical
products used and any possible issues
associated with then interaction; patient’s

O reaction to treatment. _

114 Is there an unwanted release of energy or
su %
Energy-related factors to be considered
include the following noise and vibration,
heat, radiation (including ionizing non-
jionizing, and ultraviolet / visible ! infrared
Iradiation), contact surface temperature,
jleakage currents, electric or magnetic fields.
Substance-related factors to be considered
include the following: substances used in
the manufacture, cleaning, and testing that
can have an adverse physiological effect it
lthey remain on the device.
I0Other substance-related factors to be
Considered are excretion of chemical
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Isubstances, melabol.c by-products, and

bioloaical fluids.

Is the medical device

environmental exposure?
The factors to be considered
following;

sensitive to

include the
manufacturmg

,means of transport, and storage conditKMis.
“These include; lighting level, teinperature,
vibrations, leaks, sensitivity to changes m
power supply and cooling, electromagnebc
interference.

Does the medical device atfect
environment? . .
The factors to be considered include the
following;

impact on power supply and cooling

facilities;
- release of toxic substances;

generation of electromagnetic
i interferences

U re - - ) . *<***®"**1|/\|/\
associated with the medical devic

e

iThe factors to be considered include t e
ifollowing: technical "dnncmwts for
consumables or accessones *
the medical device, and any
iusers concerning die choice
Imaterials or accessories

0

Does the medical

mamtenance or calibration?
The factors to be considered
following information: u bl
whe*e?'maintenance or cal.bralton should
LTformed by the operator, the user, or a

. require
device g

1 ’

include th

proper maintenance or calibration
Irequire special substances or equipmen”

Deesthentagid+y device uiclude ~
(The factors to be considered

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

The device can be transported by any
means of transport, such as covered
railroad wagons, containers tnick”
ship cargo holds, heated sealed
aircraft modules, m accordance with
die rules applicable to these modes ot
transport and in compliance w '*
transportation  conditions wi ou
subjecting the packaging to the risk of
damage. ..
When transporting the products®
iprotection against diia and
jatmosphcnc precipitation should be

Ti’st rtation should be carried out
at an ambient temperature from -
50RC to + S0®C and relatwe humidity
up to 100%.

Protect from humidity |

b;;;;5TTnd puH-up diapers
single-use medical devices.
Diners and pull-up diapers have a
completed design Not
maintenance and repair.

are

subject

21
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follow”~ whether a software needs to be

installed, vcnfied, modified, or replaced by
the operator, the user, or a speeialist.

Does the medical device have a
shelf life?

The factors to be considered include the
following: relevant labelling and indicators,
and infomiation on the disposal of the
medical device after its shelf life expires.

limited

Are there any delayed or long-term
.consequences of using tlie medical device?
rhe factors to be considered include the
following; ergonomic and cumulative
effects. These include corrosive impact on
saline infusion pumps, mechanical fatigue,
loosening of assemblies or fasteners,
exposure to vibration, labels abrasion or
peeling, degradation of material properties
,due to the long-term use of the medical
Idevice.

IWhat mechanical forces can
imedical device? C
The factors to be considered mchg
following: ifthe mechanical forces,tlpSW*09"!
the medical device are managed only by the
user or by the user and other persons.

Iwhat factors determme the service life of
Ithe medical device?

iThe factors to be considered include the
following: device ageing and batter>'
depletion

Is the medical device intended for single

{The factors to be considered

include the
(following

if the medical device can sell-
idestmct after use, if there are any
jindications that the device has already been
lused

(Does the medical device require safe

dismantling or disposal? v
The factors to be considered include Uie
following: waste resulting from the disposal
lof the medical device. For example, it
*should be noted whether the device contams
eany toxic, hazardous, or

recyclable j
,substances.

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

affect the|N/A

rhe product shelf life is 3 years from
the date of manufacture. Disposal
information is indicated on the label

The medical device is a

and not subject to

medical device intended for single
use The product is disposable and is
intended for single patient use. The
erecommended time for wusing the
product is no more than 8 hours

The devices are disposed of in
accordance with the rules fordispo”
of medical devices in force in the
country of use at the date of disposal.

It IS prohibited to use the medical
device that has a damaged individu”®
(consumer) packaging, or the expired
shelf life; it should be disposed of as
class A waste - epidemiologically
safe waste, compositionally similar to
solid household waste



After use, the device disposal sh”l
correspond to disposal of disposable
medical devices classified as class
hazardous medical waste.

Does the installation or use of the medical jN;A
idevice require special training or special
iaftiis" . . t
Whe factors to be considered include the
following: the novelty of the medica
device; skills and knowledge required for
installation of the device.

) The instruction for use contains
on the safe use will be information on the safe use of the

rovidedto theuser? . ¢ i device.

he factors to be considered include the

- ™whetlL the ~formation will be provided
to the end user directly by the
manufacturer or other persons ~ch as
assemblers /  mstallers, healthcare
providers, healthcare profession's or
pharmacists will be involved and hOwk|y
this will affect training;
information on die pre-commission”
(commissioning) and transfer of »
device to the end user, and whether it is
reasonable / possible to perform
installation by persons without special
skills, . ‘ s
whether it is necessary to re-train or re-
qualify the operators or the maintenance
staff depending on the expected service
life of the device

Is the development and implementation of NA
new manufacturing processes neces”

The factors to be considered include th”
following: new technologies or new scale ol
[pfodiiction. ~ ——

Does successful use of the mrfical device VA
depend on a human factor such as the user
interface’’

99.] 1coul user interfhcTdraii features lead tojN/A

to— 'r‘i’\ﬁii— f,

cons,demd .nclude *e”
Ifollowing; user interface design featurest a
icould lead.lo application errors. lhese
.include; controls or indicators, symbols

23
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audible alams,* standard color codes.

Is the medical device used W an

environment where distractions could lead

to misuse? . . .

The factors to be considered include the

following:

- misuse consequences;

- whether the distractions are tamiliar to
the user, 3 )

- the likelihood of rarejistractions.

Does the medical device have fittings or
accessories?

The factors to be considered include the
following: whether the fittmgs could be
connected incorrectly, whether there is
similarity to fittings of other devices, how
Istrong the connection is; whether tliere is
lany feedback in case of incorrect, too
Istrong, or not strong enough connection

AnJjDoes the medi® device have a*co |

linterface? Qe yI~

The factors to be considered mcluoe »
folldwing:|tayout of contras, their
grouping, layout scheme, feedback modest
groB e rror s, con N
differenuation, image quality’, direcuem o-'

LikctivatiS 'or change.,./.dis"etengls ,or
{contmuity of control element
revemibil” of settings or actions

1295 1D@ the medich device have

hnfonnation display function”

IThe factors to be considered mclu” the
;following: image quality under different
;conditions; orientation, visual ability ot the
luser; filling extent of the monitor screen and
[perspective image; the clarity ot die
information presented; information displa>
units; color codes; access to the most
important information.

296 Does the medical device have a control

The factors to be considered include the
following: the complexity and the number
of menu levels, the user awareness of the
imenu state, location of die settings, trans er
Imode between objects, number of steps per
jaction, issues related to clear sequence ot
actions and memorization, the
J”between the

relation

a
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icontrol  fiincfion, and the impact of
Ideviations from the established operatingi

procedures JAdult patients suffering from urinary
Will the medical device be used by people A incontinence.

with special needs? | There is often a need for assistance
The factors to be considered include me from another person while using the
following; intended user, their mental and medical device. The necessary
iphysical abilities, skills and trammg, information on the coixect method of
jerconomics, environment of application, use IS shown in the instructions and
Ainstallation [ assembly requirements, on the label, including by means of
patient's ability to control or influence the symbols.

use of the medical device. Particular

attention should be paid to users with

specific needs, such as persons with
disabilities, the elderly, and children

Specific needs can also include the need tor
[assistance from another person while using
the medical device It should be considered”
‘whether the medical device can be used byj
ipersons with different levels of skills and|
IditYerent cultural backgrounds

29.8 Can the user interface be used to initiate
user actions? L,
The factors to be considered include
following wTicther ifls possible to initiate
intended actions of the,user to enter the
controlled operation mode, which increases
Insks fr»" the pati«it: whether theitiser-is &irr-
\aware of whatto do tm d” such cfflditions-

130 IDoes the medical device use an alarm
Isystem? AN |
iThe factors to be considered include the
Ifollowing, the risk of false alarms,
Imalfunctioning of the alarm system,
disconnection of tlie alann system,

O ‘unreliable performance of remote alarm
systems, and whether the medical personnel
mS capable of understanding how the alarm
system works

30 What are the possible misuses ©f the N/A
medical device? . c
The factors to be considered include the
|fo||owing; improper use of the switches,
"failure of the alarm system or ot the safety

elements; non-compliance witli me
manufacturer’s recommendations tor
maintenance.”® _
. . N/A
3» 1Does the medical device store data

limportant to patient management?
4'he factors to be considered include the

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



ranseouences ofdatTchange or distortion.

Is the medical device mobile or porwble?
The factors to be considered A
following: necessary- clamps, handles®
wheels, brakes, mechanical stability and
strength of the medical device

Does the use of the medical device depend
on lIts critical perfotmance .
rhe iactors to be considered include LU
following: output °

support devices, triggering of the alarm
system.

O 14.9.3 Hazard itorificationjind
Aoui®torh”d /parameter

hicom”~te mstructi®*bruse------------

maacQuaic description ofjgrformgncecjH""
Tediticaentessfpntendemugadeduse==--— -

1f:5 thigtftTafed maabko ARALAN i H 1A~
IViolmion of the production process [Eading

Arror tnlbe configuration
IP7ricagiimjfnd lalxIlin® gtT2l

—————————————— BA{A
Unlikely (23 2.(@8%(. 12:r C'riucal(3) | Absolute (4)
A i o Vi iu solu
O p lausible L , Can be_cﬂsregardé@(immum
pOmisbitlel2)

Total - 8
i\</‘ Areal(ACC);9ca.sesoutof9.
| Obijectives regarding risk control measures:*”*s m'obl.

ArljiTISw -as-leasc?”
Acceptable

practicable)

Risk Management Plan.
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1-%¢
$;i4.10 Post-production support information
' PO to the eommercal release of the orasks, LINYI ™ HEM

had followed the internal quality control correction and” prevention at the

custpmer satisfaction gapc%dures and “ .. assesseg or o}en%ia| importance for
production”and post-production “stages. The mfonnation is assessed for potentia

safetv with particulai* attention being paid to the following.

rn 1 Tn

fror

risk management documentation.

14 11 \ctivities related to information collection and analysis

"mttte'S Sions from the employees involved in the production process, in any convenient
via the corporate phone number of the

unified notification recording system by the m”ufactunng
company employees who are in charge o ) the,
Based on the risk analysis, a documented decision protoco, is

et nacltiMEhede sUifaRiendart aqllaetigaar@FeRriployee (an expert 6t & PerseR With He approvak
aX Sr"”~nn g method (whether feedback or achve mdnitormg is necessary

14.12. Verification activities

the nsk mitigation measures.

The procedure is aimed to ensure that the final
management measures. The verification procedure is NP Vv,
following- the frill name of the designated employee (an expert or a person win
auLrity)and the conclusion on the efficacy of the implemented measures.

has taken the appropriate risk
and includes the

a,
pp

14.13. Risk management report

Prior. to i toA c? o (r% fﬁfé mg%}%%l device the manii&ctugir}% Cr%q aan meLnItI\nF(I)cezslsj|
HEM.'IIII—?CA%E rbk(%%d%nrs 0., Lﬂ)., performed 'an analysis of the I’ISE managem B '

2. Appropriate methods are used to for collection and
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14.14. Conclusion

Planned risk management of the medical device was carried out; Medical disposable
absorbent devices. Based on the analysts results, the cumulative residual risk is acceptable.

WV, e - --
A Numberofstandard ¢l - -\ Nameofstagdard -
93/42/EEC (2007/47/EC S Directive on medical devices
sAlTlended) . . . ;
EN1S013485:2016 Medical devices. Quality management systems. Requirements for
regulatory purpo”. ’ , —
I1SO 11948-1-1996 Diapers for adults. Part h Testing the entire product.
EN 1SO 14971 2012 Medical devices. Application of risk management to medical devices
1SO 10993-1:2009 Biologigal evaluati(_Jn of medical devices._ Part 1 .
Evaluation and testing in the process of risk man”einent.
TscnT223-1:2012 Medical devices. Symbols used on medical equipment labels during
i labelling. Part 1 General requirements L
JEN~i'04T-2008 Information provided by the manufacturer ol medical devices

m\—
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16. Manufacture process

Purchase of materials and components

I incoiTiing™trol of materials and >
1 components j

i |
j'Approval of reference standards |

II' Manufactu;e of diapers
Packaging
Anplication of labeVmarking”™ 3

Inspection of finished diapers”

Lo MM
Positive report
o ) ldentification of the reasons for NON-
Frinished pr?duﬁrsaw-rghouse’ I compliance, as well as tor tak?” - (jﬁé'/ -
storage@HéI &b Qilkorage measures to correct them, determining
O condilions_ _J die capability of reworking and
________________ r suteiitting the diapers for testing
i -— 1
QMNShipment to customer }
for taking further actior”
b - r—
of e fape”
Negative report
Positive report T P —

Disposal
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17. After-sales supervision proeedure stages including the control of
The company carries out control in manufacture *e'pmduction process itself,
raw materials for subsequent manufacture

packaging, as well as control of products after pro ®studied in detail for all company

IS.S:="J'-«—

on the market.

n. Clwbl .v.U»tio" Nc«.wetl tocx«m *'

P».*-r, UNV, W «EANCWCIN
PRODUCTS CO., LTD.
19. Terms of transportation liiroad wagons, cMitaines.
The device can be transported by any meaits . ™Aordance wtth the rules applicable to
m.cks, ship cargo holds. -1~ -n without subjecting the
these modes of transport and in compliance vritn H

fu

- a b.d-d.p((.,— A 1 "
humidity up to 98%.
Protect from direct humidity!

20 Conditions of storage ~»oint> in closed clean, and dry warehouses

Protect from direct humidity!

21. Shelflifc of the product
The product shelf life is 3 years from the date of manufacture.

22. Requirements for environmental

The compatty LINYI 2H HEALTHCARE PRODUCMWW “Or TN A TTe'r
and analyses (in accordance with 1SO 149 Aunws to recognize En% rPos'sible risks tor the user
stage and before starting production. This procedur [ ahnful effects after they are
~N.heenvtronment. The products are

A, dtftons of
sold, rhe products do not have any
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procedure and sanitary regulations.

stter 2I1C o o» Sn K Il
countr\'ol4ise at the date of disposal. , ,» damaued individual (consumer) packaging, or
U is prohibited to use a medical device hat

(epidemiologically safe waste.

_ * »_l«.«.l«ullllll*.l

Used devices should be dispos”™ or as oa
accordance with SanPiN 2.1.7.~790-10.

24. Cleaning and disinfection

he products are single-use medical devices, in

;- i - — - = 7
maintenance and repair.
26. Warranty obligations ~ a’oteristics of the disposable medical absorbent
The manutactuier guarantees the quality’, salety

before the expiration date and are
devices if thev are used in accordance with the li stru t ggiabli‘s_’hed by this regulate”
77100 e . 7

: » : I s J1 MAT.
document. Mechanical damage to the products can

TrdXrshelflife is 3yearsfromM

i,, Russia, please contact the
If you have any questions concerning the quality
authorized representative of the manufacture .

Vuthorized representative of the manufacturer in Russia:

Phone: 77 (495) 642-82-60,
e-mail: msk@rmplusru
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<ACBUOETE/IBCTBYHO»

JvpekTop
BaHr KegcHr

NIMHBUW TY3NY XENCK3E NPOAJIKTC KO. NTA.

Jata: 1uoHa 2020 roga

Moanuck: BaHr Kedenr

I‘quaTbu: Komnal-lvm C OrpaHNYeHHOl OTBETCTBEHHOCTLIO
NMHBUW TY3WY XEJICK3IE MPOAAKTC KO. NTA.

BbITTMCKA N3 CBOAHOIO KOMIMNEKTA TEXHWUYECKOW JOKYMEHTALUWN
Ha .MefIMLIMHCKOe n3genmne

N3penva meanLMHCKME 04HOPA30Bble BNUTbIBAOLLNE

2020
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HuoK'enpuBeaeHHas BbINMCKA cocTaTeua [Ad NpeaocTaBHEMUs  umcopMarpll B - Lensx
rocyfiapCTBEHHOI perncTpaym MeaLMHCKOro M3aenns Ha TeppuTopumn Poceniickoii degepaumn.

CBefeHnsi npefocTaBusloTCa B HeobXxoAuMoM 06beMe B COOTBETCTBUMM C [lpasrcnamm
roc\>galk TBEHWNOW perucTpaunm MeguumHckoro usgenvst (MocTaHoBneHne npasuTenscTea PO /b
1416 oT 27 nekabps 2012}.

1. HanmeHoBaHMWe MegULLIMHCKOIO NU34eNa N BapuUaHTbl UCNONTHEHUA

W3nenns mefmUMHCKME OLHOPa30Bble BNUTLIBAIOLLME, B BAPUAHTaX UCMOHEHUS:

1. Moar>"3HnKKn-3pycbl ansa B3pocnbix Dr.Skipp, pasmep M (Medium) (Bug 233900);
2. MoarysHukn-ycol ana s3pocnbix Dr.Skipp, pasmep L (Large) (Bug 233900);

3. MoprysHukn anga s3pocnbix Dr.Skipp, pasmep M (Mediiun) (Bug 280360);

4. Mopary3Hmku ansa s3pocnbix Dr.Skipp, pasmep L (Large) (Bng 280360).

[icnee No TekcTy ~ u3genus.

2. CsepeHuna o npousBoantene iVIIL paspabotunke MW, appece MecT
npoussoactea MW, ynNnoNHOMOYEHHOM nMpeAcTaBUTENle TMPOM3BOAMTENA  Ha
Tepputopun P®

2.1 CBefieHUs 0 NPOM3BOANTENE MEANLIMHCKOTO U3ae/ws

Haumenosanue: LINYI 2H HEALraCARE PRODUCTS CO., LTD (J/IMHbAW TY3Wn4
XENCK3E MOOAKTC KO. NTA4,));

Agpec mecta HaxoageHus; N0.58 LUOQI ROAD, SHENGZHUANG STREET', LUOZHUANG
DISTRICT, LINYI CITY, SHANDONG PROVINCE, CHINA,;

Wo.vep TenetoHa: +86 (0539) 5635398;

e-mail: sales@ak2h.com * > N

2.2 CBefleHMs 0 pa3paboT-yHKe MeAULMHCKOro U3aenms

HanmeHnoBaHue: LINYI 2H HEALTHCARE PRODUCTS- XTOAMW W bW AY3NY
XENCKJE NMrOJAKTC KO. NTL,);

Agpec Mecta Ha.xoxgeHus: N0.58 LUOQ1 ROAD, SHENGZHUANG STREET, LUOZHUANG
DISTRICT, LINY! CITY, SHANDONG PROVINCE, CHINA;

Homep TenetoHa: ~86 (0539) 5635398;

e-mail; sales@ak2h.com.

2.3 Aipec mecTa Npov3BOACTBA MEAMLMHCKOIO W;}ae.Tns

LINYI 2H HEALTHCARE PRODUCTS CO., LTD, N0.58 LUOQI ROAD, SHENGZHUANG
STREET, LUOZHUANG DISTRICT, LINYI CITY, SHANDONG PROVINCE, CHINA.

2.4 YONHOMOYEHHbI npeacTaBuTeNb THOU3BOAUTENS Ha Tepputopun PO

HavmeHoBaHuMe: OBLLECTBO C OrpaHUYEHHON OTBETCTBEHHOC3bIO «PM-rwtoc» (000 «PM-nntoc»);
Afpec mecTa HaxoxaeHusa: 117246, r. Mocksa, HayuHblin npoesg, 4.19, at./kom. 8/7;

Homep TenegoHa: 8 (495) 642-82-60;

e-mail: m.sk@rmplusni.
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vV 3. pyHKUMOHaNbHOE HallaUYCHHE MeANLWUHCKOI0o U3fenuns

M'm

r 3.1 Ha3HaueHune
M3genma  MeguUMHCKME OLHOPa30Bble BMNUTbIBANOLWLME MpefHa3HauyeHbl 414  BMAUTbIBAHUA U
YAEPXKMBAHUA MOYM MpK YXOAEe 3a B3POCAbIMA GONbHbIMK, CTPafatoLMN HefepXXaHVEM CpeaHel u
TSOKEMOM CTEMNEHW, NEXaUYMMUN B6ONbHBIMU,

3.2 TloKasaHusa K MPUMEHEHUIO
MoKa3aHMAMM K Ha3HaYeHWI0 W3AeniA  SBNAKOTCA  CTOMKWE  BbIPKEHHbIE WM 3HAYMTE/IbHO
BbIp@KEHHbIE HapyLUeHUs PYHKUUW BbiAeNeHNs B CNeACTBYE:

3ab0neBaHWiA, NOCNEACTBUIA TpaBM, MOPOKOB PasBUTUSA LIEHTPaNbHOW, NepuepuyecKoin HepBHOM
CUCTEMbI, BK/IO4As COCITOSHMA B pe3y/ibTaTe HapyLleHMs MO3roBOro KpoBoob6paLleHus;

3ab60neBaHMin, NOCNEACTBUA TPaBM, XPOHMYECKUX WHMEKUMIA M MOPOKOB PasBUTMSI MOYEMNOOBOM
CUCTEMBI;

* 3/T0KAYECTBEHHbIX HOBOOGPa3oBaHMii (IV KAMHWYecKas ipynna);
* NMCUXMYECKMNX PACCTPOICTB C TSHXKEOW MK ry60KOIA YMCTBEHHOM OTCTa/I0CTbLIO, AEMEHLVIEN;
Apy1vx 3a00N1€BaHHIA, COMPOBOXAAIOLLMXCA HeflepXKaHNEM MOYN CPeAHelt U TAXKEeNol CTeNeHu.

3.3 MpoTMBOMNOKa3aHWS K NPUMEHEHMIO
AG6COMIOTHBIM  MEAWLIMHCKAM  MpPOTaBOMoKasaHWeM [  06ecrneyveHns B3POC/bIX, CTpafaroLLmX
HefepXKaHUeM, U3AENUAMU SABNSETCS anneplnyeckas peakums Ha mMaTepuas, U3 KOTOPOro U3roTOB/EHbI
n3aenms.

He pekoMeHAyeTCs MCMOMb30BaTh M3feNMs Npu 3a60N1eBaHNSX HapPY>KHbIX MOOBbIX OPraHoB MM Npu
Ha/IMUMN KOXKHBIX MOBPEXAEHMIA B MeCTax COMPUKOCHOBEHWS Tena C U3AeNMeM,

3.4 MNoboyHble 3PdeKTbI
BO3MOXHO pasfpaXkeHne KOXM B 30He KOHTaKTa C U3enme.M, Npu Haimuum annieprimyeckon peaku,mm y
naumeHTa Ha Matepuan, U3 KOTOPOro U3roTOB/IEHbI U3LENKA.

3.5 06nactb NpMMeHeHs
bxop 3a 00™bYbIMK, CTPAJAIOLLMMMN HEeAepXKaHNeM MOYK, YXOZ 3a NeXKaunmm 60.3bHbIMU.

3.6 KpatHoCTb npuMeHeHus
HecTepuibHble He CTepunnsyemMble MeAVLUHCKME W3LeNns OLHOKPATHOro npuMeHeHus. Wspenve
ABNSETCH OHOPa30BbIM W NpeAHa3Ha4YeHo ANS MCMOMb30BaHWUA OAHUM MaUMeTIToM. PekomeHayemoe
BpeMsi NpuMerrenns nsgenns He 6onee 8 yacos (MpW CUHAPOME MOANYpPUM — He 6onee 5 u).

3.7 'HCTPYKLUUA MO NPUMEHEHUIO
Crocoo MpUMEHEHUS N3LENNA U3/TOXKEH B UHCTPYKUUW MO NMPUMEHEHNIO MEAULMHCKOIO U3LENNA.
MpaBuna No NPUMEHeEHNIO n3aenuii (B BUAEe PUCYHKOB) NMOKa3aHbl Ha NOTPEOUTENbCKOW YNMaKOBKe.
AITOPUTM HafleBaHWA NOATY3HNKOB;

1. BbHYTb MOAry3HWK W3 NOTPEOUTENbCKOW YMaKOBKW, pacrnpaBUTb BCE €ro 4acTW, pasrnaguTb
CHOTaKM, CNerka pacTaHyTh;

2. MonoXunTb 60/1bHOr0 Ha 60K, COrHYB €My HOMM B KOMEHSIX;

3 CnoXxuTb mU3genne U NPoNyCcTUTL Ero MeXay Crerka pasgsuHyTbIMU HOraMu, 3aKpbiB MPOMEXXHOCTb,
- HafleBaHWe HY>XHO HaumMHaTb crnepean, nNpoasuras NoAry3sHMK Hasag, 1 pacnpasnsas 3a4HI00 YacTb;

4 ToBepTTb 60MLHOIO Ha CMWMHY W BbIPOBHATb MOArY3HUK Ha XXMBOTE, UYTOOGLI OCTa/IOCh MUHUMYM
3a/10MOB;
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5. Kpas u3genus [O/MKHbI MAOTHO, MpuUneratb K Tely, 3TO MOMOXET M36exaTb MpPOTeKaHus,
y6eIMBLUMCH B OCTAaTOYHOM MpUeraHun, cnefyeT 3aMKCUpoBaTh MOAr>'3HMK NMMyYKamMmn - CHadana
HUXXHUMMU, YTOBbI N1I0THEE 06XBATUTh HOTU, NOTOM BEPXHUMM.

ANroput™ HageBaHUs NOArY3HUKOB-TPYCOB:
1 BbIHYTb NOATY3HUKN-TPYCbI 3 MOTPEOMTENLCKOIN YNaKOBKU;
2 Ha;i,eib, Kak 06bl4HOE Genbe, pacnpaBUTh 3alMUTHbIE Gapbepbl.

3.8 ToTtenlwansllbie nonb3oBarTenu
B3pocsble naumeHTbl, chagatoLine HegepxxaHuem Moy,

3.9 .Mepbl NpefoCcTOPOXKHOCTY, NpeaynpexaeHns

391" N3penma Henb3s XpaHUTb B YCMIOBUAX MOBbILEHHON BNXKHOCTU® PALOM ClHaI'peBaTel'IbeIMVI
npubopamu 1 Nog NPAMbIMA COTHEYHBIMU NlyYamMu

3.9.2 N3genna Henb3a XpaHUTb PAAOM CO CTUPATbHbIMM NMOPONIKa. MK, MALLUMHHBLIM Mac/oM 1 NMPOYUMNA
CWMbHO NaxHyWWMY BeLLecTBaMW, T.K. U3LeNUs AaXe B 3aKpbITOW ynakoBke MOryT I'IpOI'II/ITaTbCﬂ
MOCTOPOHHUM 3araxom.

3.9.3 M3gennst Henb3a XpaHUTb BOAM3M OTKPLITOrO OrHSA, T.K. 3TO MOXET MPUBECTU K AedpopmMannm 1
BbILIBETAHWIO U3LENNA.

3.9.4 ECnin COCTOSIHME KOXXW B 30HE KOHTAKTA C U3feNneM yXyALLaeTcs M NOABAAETCA pasfpaxeHue, To
npekpaTuTe UCMO/b30BaHWE U3LENNSA M 06paTUTECH K Bpayy.

3.9.5 V3penusa npefHasHauLWLTLI TOMLKO NS HAPYXHOIo NMpUMeHeHus

3.9.6 3anpellaeTcs WCMOMb30BaTb M3OENMS C MCTEKWIMM CPOKOM FOAHOCTW. [laHHble UW3aenus
noanexar yTuamsauum.

3.10 Ycnosusa npuMeHeHUs MeLULMHCKOTO W:34enus
W3genua npefHasHaveHbl NS NMPU.MEHEHUS B AOMALLHMX YC/IOBUAX WM B YCNOBUAX MELULIMHCKOro

yupexzaeHus, npy TeMnepaType OKpy>XKatoLlero Bosgyxa ot natoc 5 fo natoc 40 °C 1 0THOCUTENbHOW
BIXXKHOCTK 10 98%.

4. Bug Koinaicra c opraHu3mMomM 4esioBeka

KpaTKoBpe.MeHHbIA KOHTAKT C KOXEIA;
V3genns yCcTonuMBbI K BO3LENCTBUIO BUOMOMMYECKNX XKUAKOCTEW U BblAeNeHNIA TKaHei opraHn3va.
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MoarysHuKK-Tpycbl Ansa B3pocabix Dr.Skipp” pasmep M (Medmm) nocTaBnstoTCs B NOTPEOUTENLCKOW
YNakoBKe B Konnyectse 20 L.

MoarysHukK-Tpycbl ans B3pocnbix Dr.Skipp, pasmep L (Large) noctaBn31otcs B NOTPEOUTENLCKOW
yNaKkoBKe B Konunyectse 20 LUT.

MoarysHukn ans B3pocnbix Dr.Skipp, pasmep M (Medium) nocTtaBnstoTcs B MOTPeGUTENHCKON
ynakoBke B Konnyectse 30 LUT.

Moary3Hunkun ansa e3pocnbix Dr.Skipp, pasmep L (Large) nocTasnistoTCsA B NOTPEOMTENIbCKON YNaKoBKe
B Konnyectse 30 LUT.

K Kadkgoli noTpebUTenbCKOW YnakoBKe MNPUKNAAbIBAETCA WHCTPYKUMA MO  NPUMEHEHWI0, B
KonuyecTBe | WT.

6. Knaccupukaums MeanLUMHCKOro n3aenus

6.1 Knacc prucka npumMeHeHna MeguUNHCKOro m3getius
MeauumHeKoe n3genne oTHOCUTCA K Knaccy | B cootseTcTBum ¢ IMpunoxkeHrem 1X B COO'rBeTCrBUN C
MDD/93/42/EEC B nocnegHeii AeiCTBYIOLLEN pefaKLmu.

6.3 NpumeHeHne .MeaNLNHCKUX NpenapaTos
N3gennsa He cogepxkaT MeAMLMHCKMX MNpenapaTtoB B KayeCTBE HEOTLEM/IEMOW 4acTh, HeoOXOoAMMON
Ansi paboTbl.

6.4 MNpu.MeHenne NPOLYKTOB XXMBOTHOIO NPOUCXOXK.1eHus
W3penns He copepyXaT MPOM3BOAHbIX XKMBOTHOMO MPOMCXOXAEHMSI B KAUECTBE HEOTbEMIEMOA JacTh,"
HeobXxoauMoN Anst paboThbl. LA

6.5 MNMprMeHeHVe KpoBY N ee KOMNOHEHTOB
W3penua He cogepxxaT MPOU3BOAHLIX YENOBEYECKOM KPOBM WM €€ KO.MMOHEHTOB SBKauvecTBe
HEOTbEM/IEMOI YacTKn, HEOOXOAMMOIA /19 PaboThI, - -

6.6 CBSA3U C NPOYUMN Y|eANLLLLCK*HMH W34eNHAMH
WN3penns  mepin]owiiClue ofHopasoBble BMKTbI:9AKXIHE NPUMELLBOTC/T HE3aBUCMMO OT  [APYruX
MEAWLLILLICKLLX M3Lennii

6.7 PesynbTaThbl aka.lH3a pKCKO"B K- X
AHaNN3 PUCKOB BbIMNOIHEH B COOTBETCTBUM €O cTaHgapTom EN ISO 149TI.

T. OnucaHne U NPUHLKN AeNCTBUS MEAULWUHCKOro n3genns

N3penus  ABNAKOTCS  MHOrOCMOAHLIMA - BNWTBLIBAIOWMMUN  U3AENMAMM  Pa30BOr0  MCMOMb30BaHUS C
abcopompyowmMM CfoeM K3 BOMIOKHUCTLIX Mony(|)abpukaTos, cofepxxaliyM BnaronornoaroLime
Bewlecsba {cynepabcopbeHTbl). W3genns no3BonAT  60/bHbIM, CTpafjatolivM  HeAepXKaHueM,
OCYLLECTB/IATb  CAMOCTOSATENIbHYI0 aKTUBHYH KM3HEeAesATeNbHOCTb (0T CO34aHus  BO3MOXHOCTM
UCMOMHATL ~ CEMEeliHO-ObITOBble ~ 06513aHHOCTM 40  OCYLLECTB/IEHWS  MPO(eccMoHanbHo-
MPOV3BOLCTBEHHOMN [eATe/IbHOCTW) HECMOTPS Ha Ha/lMUMe NaTONOrMYECKUX U3MEHEHWIA B OpraHu3Me.

N3penvs o6ecneunBaloT CyXocTb KOXW, NPENnsTCTBYIOT Pa3MHOXEHWIO NaToreHHoli nopbl, T.e.
MPYMEHSIIOTCA KaK CPeACTBO peabunuTauum v yxoda Ans NpodUiakrmKu MOBPEXAEeHUIA KOXHbIX
MOKPOBOB, CO3/jaH1s (PU3NYECKOTO W NCUXOOFMYECKOro KOMGopTa.
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W3penva meguumHCKe 0gHOPa30Bble BMNUM/BAKOLLME U3TOTOB/SIOT;
1) B BYfe roTOBbLIX TPYCOB (MOAY3HUKN-TPYChI)
2) B BMJE PacKpos TPYCOB C (DUKCHPYHOLWMMMN 3N1eMEHTaMM (MOATY3HUKN).

B 3aBUCMMOCTY OT KOMMYECTBA BMUIbIBAEMON XUAKOCTWA M3AENNS MOTYT NMPUMEHSTb ANS NoAein co
CpeAHeli 1 TSXKENOWi CTENeHbI0 HelepXaHus.

dopma NOAFY3HWKOB W MNOAMY3HWKOB-TPYCOB [O/KHA COOTBETCTBOBATb PasBepTKe YacTW Topca
YefioBeKa C A0NONHUTENbHBIM YBENIMYEHNEM MOLWaaW A5 3anaxa 60KOBbIX YacTed.

BNUTbIBAKOLLMIA CNOW U3LeNniA UMeeT (hopMy, KOTopas NO3BOJISIET MX MCMO/b30BaTh Kak MY>UMHaM,
|[if Tak 1 xeHWwMHaMm. MoAry3HUKN 1 NOAMY3HUKU-TPYCbI ABNAKOTCA MHOTOC/IOAHBIM U3LENVEM.

KOHCTPYKUMS m3enuii BKIHOYAET B Cebst (HaUMHas CO CMosi, KOHTAKTUPYIOLLErO C KOXel YeoBeKa):

- BEPXHWIA MOKPOBHbIM CNOW: CNOM, KOTOPbIA HENOCPEACTBEHHO COMPUKACAETCs C KOXKeW YenoBeka u
MPOMNYCKaeT XXMAKOCTb BUY3Pb U3AENUS.

- abcopOupyoLMiA CNOI: BHY'TPEHHWIA OCHOBHOW C/OV M3AEeNNs, Karopblil NOrnowaeT u yaepXxmBaeTt
BMUTLIBAEMYHO XUAKOCTb BHY TPU U3AENVS.

- 3alMTHbLIA CNOVA: CoiA, KOTOPbIA pacrofioXeH HerocpeACTBEHHO 3a aGCOPOMPYIOLLMM C/IOEM
VU3aenns 1 NpeaoTBPaLLaeT NPOHUKHOBEHUE XIUAKOCTY HapYKy.

- 6apbepHble LLEMEHTbI: bapbepbl M 6OKOBbIE 060PKN B BU/E AYri Yepe3 nax CO CTArMBAKOLLMMU UX
pesnHKamKn, NpefoTBpalLatoLMe MPOHUKHOBEHME >KMAKOCTU Ha KOXY YefioBeKa, a Takxke
06ecneynBaoLLe aHaTOMUYECKYHO (DOPMY M3AENNSA W HauyuLLee NpueraHue.

- (hukcupyowme anemeHTbl (TONbKO Y MOATY3HWKOB): AeTany MoAr’V‘3HUKa Ha ero nepegHein u
3afHe yacTax A8 (UKcauuyM ero B HY)XXHOM MOMIOXKEHUN IT* 3aKpensieHns Ha Taauu YesoBeka
(3aCTEXKM-"IHMNYYKH" MHOrOKPaTHOro WCMo/b30BaHNA B Konuyectee 4 .0

MAeaNbHO MOALL HaTb MOATY3HMK MOJ aHaTOMUYECKME 0COBeHHOCTM N0BOro nauueHTa). MNoaly3Huku,
B BapuaHTe WCMNOMHeHUA «[Mloary'sHukn ana B3pocnbix Dr.Skipp, pasmep L (L"ge)»” nmerot
3M1aCTUYHYIO TO(PUPOBAHHYIO CTSHKKY B 00/1aCTU MOACHWLbI, KOTOpas MO3BOMAET afanTypoBaTbh
MOATY3HUK KJT0O6bIM 0COBGEHHOCTAM (OUTYPBI.

- UHAUKATOP HaMo/HEHMA NOATY3HWKA: CUTHA/bI B BUAE LIBETHbIX NMOMOC (AN NOAFY3HWUKOB - CUHIE
Mosockl, A1 NOArY3HUKOB-TPYCOB - KPacHble MOMOChI) Ha 3alMTHOM C/oe, (UKCHPYIOLLME MOHOe
Harno/IHeHNe M3aeNe BNUTbIBAEMON YKMAKOCTbIO.

3alLUMTHBINA CMOI 1 UKCUPYIOLLE 9NEMEHTbI (/LS NOATY 3HWKOB) WU3AENWIA U3TLLIOBNAKO3 Ge3 OTAENKM

B u3genusx He [OMYCHO3IOTCS BHELUHWE AE(EKTbl - MeXaHWYecKue MoBpexaeHus (paspblB Kpaes,
pa3pesbl, MOBPEXAEHUS (MUKCUPYIOLLMX 3NEMEHTOB M T.M.), NATHA Pa3/IMYHOrO MPOUCXOXKAEHWS,
MOCrOPOHHYE BK/OYEHUS, BUAMMbIE HEBOOPY>KEHHBIM T/1a30M.

Cnov un3aenuini ckpenneHbl e MOMOLLBLH TepMoobpaboTKK, 06ecneynBatoLLeil NPOYHOCTb CKIENKK
" cnoes (LWBOB) m3aenuid. LLIBbI 40/MKHBI BbITb HENPEPLIBHLIMM.

B 3aBMcMMOCTM OT 06XBaTa 3a/mn/6efep YenoBeka NOANY3HVKN N3rOTOBASAIOT CIeAYHOLMX pa3MepoB:
1) pasavep M (Medium); o6xBat Tanuu/6eaep yenoseka 68-115 cwm;
2) pasmep L (Large); o6xBaTt Tanuiobesep yenoseka 84-150 cwm;
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3aBICMMOCTU OT 06XBaTa Tanuu/Gefep 4enoBeKa MOArY3HUKU-TPYChbl W3TOTOBASIOT CeyHoLLMX
pa3MepoB;

A) pii“wep M (Medium): o6xsat Tanun/6egep venoseka 80-120 cwm;
*  pasmep L (Large); obxBaT Tanuu/6esep yenoseka 100-140 cwm;

doTorpaduuecke 1306paKeHUs U3aennii NpeacTaBNeHbl Ha PUCYHKe | 1 pucyHKe 2.

PucyHok 1- Togry'sHukn-Tpycbl ansd B ocnbix Dr Skipp, pasmep M (Mediimi) °

i

TWwn:-A
fryck -

PucyHok 2 - Moaly3Hnkn ans B3pocnbix Dr.Skipp, pasmep L (Large)
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8. TexHUYeCKMe XapaKTepUCTUKHU

8.1 Flapalvleprl |/|3,qen|/||7| [O0/DKHbI COOTBETCTBOBATbL NapaMerpam, yKasaHHbIM B Ta6n|/|u,e L

Tabnuua 1.
1 Moarysuukn- 1 MoarysHukmn-
TpyChbl /18 TPyChl A/1A
*  B3pOC/bIX B3pOC/bIX
t)r.Skipp, pasmep i3r.SKipp, pasmep
I M (Medium) L (Large)
wa, i 320410 350210
“Luivipiie & caperiie i T 180410 200+10
LLInprHa Mo Kpasm, MM | 260410 30010
lllmpuHa no  kpasm B/ 7620470 1 70010
Clixar Twiwm/6egep, v j  800-1200 i 1000-1400
| nmHa  a6eopbupytowero | 42040 450%10
[MTH MW
LLinpnHa a6cop6upyroutero | 80£10 80£10
.cnost 8cepepa e e
LLinpuHa abcopbupytowiero j  130+10 130+10
I 10 Koasm. Mm
KOMMYecTBO  CTArMBAOLLIMX 2 2
pe3nHOK Ha  6GOKOBbIX
060pKax B BUfE flyrn uepe3 o
nax LT b N#
1KonnuecTso  CTArMBaKOLLMX 3 3 nr'
;P'€”MHOK* Ha 651|"»epBX, LT
! KonnyecTso CTArMBaloLLmMX 1*

pC'VIHOK Ha no.yce, Wt

j AnvHa thukeupytowero  He npumennmo i He npumeHnmo
MM
LnpuHa  dmkeupytowero tHe npumernmo  He npumeHnmo
Ovwa rodpup<'>BaHHoH He mpumeHuMo He npumeHnmo
| CTSDKKW, MM
1lUnpuHa  rodypupoBaHHoii He npumennmo 1 He npumennmo
CTA3CKM MM
14mHa rogypuposanHoit 1He npumerumo  He npuMeHnmo
1CrsbKKW, B PACTAHYTOM .
| cocTOsAHMM, MM J
| LnmpuHa  rodpuposaHHoit 1He npumeHrmo He npumeHnmo
1CTSKKM, B PacTHyTOM

1ML v
i OTHOCUTENbHOE YANVHEHME iHe NpyMeHnMo
1rothprpoBaHHOI CTSXKK, %, i

He npumeHnmo
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BapI/IaHT NCNOSIHEHUA

1 TloarysHuku MoAarysHukm
1 ans B3pocnbix A1 B3POC/bIX
Dr.Skipp, Dr.Skipp,
pasmep M pasmepL
(Medimn) (Large)__
750£10 870+10 [
29010 290+10 i
750+10 75010

He npumernmo  He npu.metmmvo |

T  680-1150 1 840-1500
1 52010 720£10
150410 170+10 |
235410 280t T 9
2 2

He npumennmo  He nprmexnmo

- 80xv 805 M

2615 265

He npumeHnmo 12515
|

He npumeHnmo | 43+3
He npumeHMmo 19045
He npumeHnmo 4015
He npumeHnmo 152



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

1He 6onee ' e [ _
{

10THOCUTENbHOE YA/IMHEHMeL 238 233 -
nosca, %, He 60nee He npumeHuMo  He MPYMEHUMO i
LMacca. r :
S — e i Oouy . 4045 A5+5 6045 1
HAVVV npuaunaHve K

3aWMTHOMY Cioko T, pmkca™wTnog;”
OAHaKo, A/19 (hMKCaUuMn ero B HY)>XHOM MONIOXEHNM
aKpernienms Ha TaiuuM YenoBeKa MOXKer

noTpe6oBaTLCS NOBTOPHas (hMKCaLys.

MeMCHTb1N lawnTHbICNON 0N HAB AN "°®" PMbeAUTTb  (PUKcupyrowme

Ha3Ha4YeHne I/I3,CI,EI'II/II\/’I, OO/TKHbI

7a6aup T2« AMAAA
| HaumerosaHve nokasarens | " Mo ety TTTTTIIITTTTL .
) ¥
1 n_l(_).qrglslHVlnl;M‘ |_|O|[]|I'y3HV|KV|' I_IO,U'ry?)HVlKI/l I_Iop,ry3H|/1Kl/l
pyel A TPyCbl ANA ANA B3POCNLIX  nng B3poC/bIX
1 L B3pocrbix B3POCAIbIX Dr.Skipp, Dr Ski -
Pfﬁiﬁpapafﬂ'\l’!ep Dr.Skipp, pasmep pasmep M paémep?il)_, Jl
! edium'i -
1tujmue BNIAroMor/OLEHNE, | 1800 o Ltage) i fMediim (Large)
jT. He MeHee P 2000 ' 2000 2400
* CopbLoHHasA  CNOCoGHOCTD - 440 F 500
nocne LieHTpUdYrupoBaHus, 480 540
[ He MeHee E
'nopatHas copbuus, r He ,
6onee ! 4.4 1 4,4 4.4 AA
1e-KopocTb BNNTHIBAHWA, 23
lem*/ca He MeHee i ' no23 23 i
, TN(bIBHASA Harpyska | — 40 40 |
! . A A0 j

| NOKPOBHOIO CfI0A B CYXOM
1GCTOHILL B npofonbHOM

'’ il.

Halimsaeagma Krc. He tiNawv” WU s
raspoiBHasHarp\ska 1 3,0 \éO

nokposHor0 ~ 0104 T BON ’ 3,0 3,0 l
B-TWKHOM  COCTOAHMM, BT 1 |

toC, He MeHee

**H*eaW ?7*Mass*9i*srreessoiisv.x. W T;-—--rVinici-



9. MaTepuanbl/npuMeHsieMble NPU NPON3BOACTBE N3NNI
MoapoGHas UHGopMaLWs O COCTaBe MaTepuanoB, U3 KOTOPLIX M3rOTaBMMBAOTCS WU3[eNUs, yKasaHa B

Tabnuue 3.
Tabnuua 3.
YacTb n3genus Martepuan
BepxHuii NOKPOBHbIM HeTkaHbIli maTepuan (MonmnponuneH mapku TPP F79FB),
croi npoussoamnTenb «PetroChina Group», Kutali
AbcopbupytoLyuii cnoit 1 Fluff uennionosa mapkw Treated, npoussogutens «GP Cellulose»,
CLLA.
2. CynepabcopbeHT (nonuakpunar Hatpus) mapkn GS-301,
npounssoguTens «LG Chem», Pecny6nunka Kopes.
3aLLMUTHBIN Croii MonuatuneH mapku 7000 F, nponssoacTtea «PetroChina Group»,
Kutait
BapbepHble 31eMeHTbI HeTkaHblli MaTepuan (MonunponuneH Mapku TPP F79FB),

npounssoAacTBa mpMbl «PetroChina Group», Kutaii
®UKcUpytoLLmMe 3M1eMEHTbI  OfHOCNOMHAS TMAPO(UIbHAS NonuypeTaHoBas nneHka Aver>' MED
(3aCT eXKKM-«/INMY KM ») 5590U c akpwnosbiM aaresvsom 1959, npowusBoAcTBa «Avery
Zweekform», FepmaHus

10. ¥YnakoBKa

W3penvs B KONM4ecTBe, OrnpesensieMoM MPOU3BOAMTENEM, YNAaKOBbLIBAKOT B MakeTbl U3 MOUMEPHON
nneHkn  (notpebuTenbckasd  ynakoBka), O6ecreumBarolleli  COXPaHHOCTb  M3de/mid  npu
TPaHCNOPTUPOBAHUN 1 XPaHEHUN.

MoarysHuku-Tpycel ana B3pocnbix Dr.Skipp, pasmep M (Medium) ynakoBbiBatOT B MakeTbl U3
NONMMEPHOW MeHKN B KonuyecTse 20 LuT.

MoArysHukn-Tpycbl Ang B3pocnbiX Dr.Skipp, pasvep L (Large) ynakoBbiBalOT B MakeTbl U3
NONNMEPHON NNEHKM B KonmnyecTse 20 LuT.

MoarysHuky ans B3pocnbix Dr.Skipp, pasmep M (Medium) yTLIKOBbIBAIOT B NakeTbl U3 NOANMEPHO
nneTeli B konuyectse 30 LUT. 3

MoarysHukn ana B3pocibix Dr.Skipp, pasmep L (Large) yTrakoBbrBakili B nakeTbl W3 MO/MMEPHON
NNeHKn B Konuyectse 30 LUT.

K Kaxkgoi noTrpebrn&sibCKoii ynakoBKe NPUKIaAbIBAETCS MHCTPYKLUMA NO MPUMEHEHWIO, B KONNYECTBE
| L.

LLIBbI B NnakeTax u3 I'IOJ'II/IMEpHOI7I MNEHKN OO0/THKHbI ObITb 3aBapeHbl.

B oavH nakeT YNakoBbIBAOT W3AENUsS OAHON TpynMbl, BWAa, BapuaHTa pPa3MepHOro psaa,
KOHCTPYXTLLM, TEXHUYECKOrO WCMOHEHWIA, N3rOTOB/EHHbIE M3 OAHUX MaTepuasioB, C OAMHAKOBbLIMU
rnoKasaTeNisiMy KauecTBa, C OfHOV aToii u3rotoBneHns (Mecsu, rog).

He ponyckaeTca MexaHWYecKoe MNOBPeXAeHWe YMakoBKW, OTKPbIBatollee [AOCTYMN K MOBEPXHOCTU
n3gennsa

W3genuns, ynakoBaHHble B MOTPEOUTENLCKYH YMAaKOBKY, YNaKOBbIBAOT B ALK, BbIMOMHEHHbIA 13
06/IMLLOBOYHOr0 KapTOHa, KOTOPbIA COAEPXUT 5 MHAMBUAYaNbHbIX (MOTPEOUTENbCKMX) YNAaKOBOK.

B ogvH AWMK, YnakoBbIBAKOT W3AeNVsi OAHOrO BWMAR, BapuaHTa Pa3sMEpHOro psida, KOHCTPYKLMK,
TEXHWYECKOrO UCMO/IHEHWIA, C OAHOI 4AaTON M3roToBNEHNS (MecsL, rog).
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MprMep NOTPEGUTENLCKOI YNAKOBKY M3AENNS NPUBEAEH HA PUCYHKE 3 U PUCYHKE 4.

PucyHok 3 - 1[oTpebuTenbcKas ynakoBKa U3genus Ha npumepe Mogry3sHukos ans B3pocbix Dr.Skipp,
pasmep L (Large)

PucyHoK 4 - TloTpebutenbckas ynakoBka nsgenvs Ha npumepe Moar>'3HMKOB-TPYCOB A/18 B3POC/IbIX
Dr.Skipp, pasmep L (Large)
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11. MapkupoBKa

11.1 MapKu1poBKa LO/HKHA OblTb JOCTOBEPHOM, NPOBEPAEMOI U YnTaeMoii. MapKnpoBKY HaHOCAT Ha
YNaKoBKY WM Ha 3TUKETKY (Ap/blK); NPUKPENIEHHY K ynakoBke. MapKupoBKy HaHOCAT NH06bIM
cnocobom (meyatbio, TWUCHEHWEM, LUTaMMNoMm), O6ecrneyMBaloLLMM ee HACHOCTb, YeTKOCTb W
ynTaemocTb. [py WMCNONMb30BAHWUM MEYaTHOro Ccrnocoba HaHeCceHWs MapKUPOBKM OTMapbiBaHWe
Kpackun He [0MycKaeTcs.

112 MapKunpoBKa Ha rknpebuTebCKoM yNakoBKe W3AeNnin LOMKHA COAepXKaTb:

- HaUMEHOBaHWEe N HOPUANYECKNIA aapec Npeanpus3nsa-loroToBnTeNs,

- afipec (haKTUYeCKOro Npov3BOACTBA U3AENNS;

- HOMep PerucTpaLroHHOro yA0CTOBEPEHUA U AaTa Bblhauw,

- MONHOE HaUMEHOBaHWeE YNOHOMOYEHHOIO NPeACTaBUTENS NPOU3BOANTENS Ha Teppuropun PO;
- IOPUAMYECKUIA aapec YNONHOMOYEHHOr0 NpeACcTaBUTeNs NPOU3BOAUTENS Ha TeppuTopun Pd-
- TOBapHbIli 3HaK; N
- HaMMEHOBaHMe MeULIMHCKOro M3aenus;

- HauMeHOBaHWe BapuaHTa UCMOHEHVS U3LeNns;

- BUZ V34€e1a B 3aBUCMMOCTY OT HasHauyeHWs (CTENeHN HefepXKaHus mMoun);

- pa3.Mepbl 1:30ems No 06xBaTy Tanun/deaep;

- Npasuia No NPUMEPOHNIO N3aenns (B BUAE PUCYHKOB WU/ TEKCTA);

- yKa3aHusa 1o yTuamsaumm: cnosa «He 6pocaTtb B KaHanM3aumo»;

- KOMIMYeCTBO M3LeNNiA B YNakKoBKe, LUT;

- paty' (Mecsu, roq) U3roToBeHUs;

- CPOK FOAHOCTK, yCTaHaB/MBAEMbIi U3rOTOBUTENEM;

- cumBonbl no EN ISO 15223-1-2012;

- 0603HauveHue TOCT P 55082-2012.

CooTBeTCTBYHOLWME NpeaynpeanTeNbHbIE | CUMBOMbIT. (MPUBEAEHbI  HWXKE) MevyaTatoTcs  Ha
NnoTPeGUTENbCKON YNAaKOBKE WNHM Ha 3TUKETKE (SP/bIKE), MNPUKPENNEHHON K MNOTPe6UTeNbCKOM

ENIS%M;ESQJS 2012 ' SHasenne cmsona
r [LIJ 1- Kog naptuu

- [laTa N3roToBneHns

aQ

- Wicnonb3osartk 10
- 3anpeT Ha NOBTOPHOE MpPUMEHeHue
- He fonyckatb nonagaHus COMIHEYHOrO CBETS,

\ - bepeyb OT Bnaru
J 1

[rM40'C - TemnepaTypHbIli AnanasoH XpaHeHus

£ 1- O6paTUTECh K MHCTPYKLMWU HO NMPYMEHEHNIO
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r A ' - NHdopmauwms 0 npoussoguTene.

imp | - Hhopmaums 0 npeAcTaBuUTENE NMPOU3BOANTENS.

B MapKMpOBKe, HaHECEHHON Ha TPaHCMOPTHYK YMakoBK/I' MacOK, [JO/MKHa 6lWb YKasaHa
NHopmauus B COOTBETCTBMM € N. 11.2 ¢ AONONHEHWEM:
- KONMYecTBO MOT[)ebUTeNbCKNX YNaKOBOK;
- Bec 6p>mno, Kr;
~ BEC HETTO, Kr;
~ rabapuTbl TPAHCMOPTHOW YNaKoBKKM (A/MHa X LUMPWHA X BbICOTA);

11.3 MakeT 3TUKETKM A1t NOTPEOUTENbCKOWM YNaKOBKN NPeACTaB/EH HIDKE.

HX'v1NA MEONUMNHCKWME OQHOPAKOBbLIE BIMNTbLIBAKOWNE
BapuaT iiciiu.jticiitiu: XXXXXXXXX
Kroumuecrso HX(c.iiiif » ynakoBke: XX .
Pasmepbl 1T c.Ww 51 no o6xBary ia.mii/6ciep; XX - XX cm
M3.Je.lws vioryr npuMeHLIb Kak .ITa .iio.ieii ¢ XXKCNOM CTemeHbIO HeTepXaHws, Tak 1 .Tnd ;iofe< co Cl>e/LLeli cTTenenbto
HaOPXSHNS.

iii MpowsoTH-re.i: UNYITTI HEAI;n{CAREPRODUCTS CO., bI'O(/I/Hb// MYOIM XILLICKSE MPOIAKTC KO, JTTL,)

Agpec: N0.58 LIXXX RO-LL| .SHENGZHUANG STREET. UJOZHUANG DISfRICT, UNY! Cri'Y, SHANDONG PROVINCE, CHINA
t. MecTo iipoiiiBOw Ba: LiNYI 2H HEALTIK'ARE PRODUCTS CO,, LTD. NO 58 LUOQI ROAD. SIfiNGZHUANG STREET, LUOZHL'ANG
Pm DISTRICT, UNYI CITY. SHANDONG PROVINCE, CHINA

V110. TMOMOYEUHbIN FYKacra»mTe.ib fipouTBO.jineni Ha T pu ropHn Pd:
OBLLIECTBO C OFPaHUHEHHON OTBETETBEHHOCLLIO «PM-Lutoc» ACHAD«PMTIHAY)
A'Lec: 117246, r. MockBa HayuHbria npoesg, 4,79, aT./kom, 8/7 W
TiAl.: 8 (495) 642-82-60
e-mail: mskfErmplus.ru

ILOTI y xxx XX

-«*C
T XK T R XK ¢ T

O | Cnocob npumeHeHns:
[nsa noarysHUKOB:

[T 1o;N y3MHKOB-

i Tpycos: iw ii ru 1 w w
1% '~ 1 ra |

Cnocob yTuamsaumn: Me,rsaHckoe rogMue, UMEIOLLEEe TIOKPEXAELLIO LWaNBH/>"a/bIkoM (LUTPCOUTBILCKOIA) YNAKoBKM, IM60 UCTEKLLMIA CPOK
rogHOCTY He [OMycKaeTe* K /csoLallLngo, ero cacay'n ytunusmposaa kak meat(LLiCome otxodpl Kiucca A (TAMAEMMO.TOTMYECKN GeXMLLEHbIE
~Anxogpl, mO{6nmxessble no cocTaBy K roepabiM 6bITOBbIM 0TX0fam) B cooTBerrcreHm e CaHMuHom 2.V/7.2790-10. [lcnonb3(kaHuble LUACAWA
NOANEXaT Y'LLIMYTOXEraoo Kak MefuLLOIOKMe 0TXOAbI Knacca b (3Lifem)noluyecky onacHble 0TxXofan ) B cuk>TeeTcTaam ¢ C'aHlMuHom 2.1 7 2790-10
«He 6pocaTb B KaHa.lm3aw 1IKE*

Biiii.Maituc! XpaHuTb B cyxovi Mccie!  TOCT P 551)82-2012

Per nctpaynoHHoe ygoctosepeHue Ne oT
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12. Bunonormndyeckas coBMeCTUMOCTb

MpoBepka GMOCOBMECTUMOCTM MPOBOAMIACL Ha FOTOBOM MpPOAyKuMKM B coorsetcTBum ¢ ISO
10993-1-2009 - buonornyeckas OUeHKa MegUUMHCKUX n3gennii. YacTb |: OueHKa 1 TecTupoBaHue B
paMKax npoecca ynpasnieHus puckamu. B uenom, 0630p 6MOCOBMECTUMOCTIN MOATBEPXKAAET BbIBOL O
TOM, YTO M3LENNA UMEIOT NPUEMIEMbIA NPOKNIbL 61IOCOBMECTUMOCTH.

W3penns He 06najal0T  LUTOTOKCUYECKMM, pasfpadkatolwyM, CeHCUOUNU3VpYoWUM ¥«
TOKCUYECKUM, TEMOMTUYECKAM [e/iCTBMEM, COOTBEICTBYIHOT TpebGOBaHWAM, MpPeabsB/IseMbIM K
N3LeNVaM, VMMEIOLMM  KPaTKOBPEMEHHbLIN KOHTAKT C HEMOBPEXAEHHOW KOXel. W3genus Takke
YCTONUMBLI K BO3AENCIBMIO OGMONOIHYECKMX YKUAKOCTEN, KOHraly C KOTOPbIMW OHW MOABEPratoTcs
WM MOTYT MOABEPrHYTLCA B XOLe 3KCnayataumn. V3genvie He BbI3blBaeT Kakoro-nmbo pasgpakeHus
Mo pe3y/bTaTaM MPOBEAEHHbIX UCMbITaHWUIA, COOTBETCTBYHOT TpeboBaHMAM 1SO 10993-1-2009.

13. MeToAbl UCNbITAHUA N KOHTPONSA

KomMnaHvsi NpoBOAMT KOHTPOMb MpK MPOM3BOACTBE W3[eNWiA Ha pasHbIX 3JTanax, BK/HOUYaOLLMX
KOLIPONb Chipbsi  [1  MOC/MEAYIOLEro MpPOM3BOACTBA W3AENWIA, KOHTPOMb Camoro mnpolecca
MPOK3BO/CTBA, YNAaKOBKM, a TAKXKE KOHTPO/b U3AENNI Noc/e NPOU3BOACTBA COrMACHO CreLgrKaLIMK,

1 Cyuwiectye3 yeTEnpe TMNa METOA0B TECTUPOBAHNS;

A. BXOAHOI KOHTPO/b.

B. lNponssofcTBeHHasA NMPOBEpKa.

C. 3aknrounTtensHas npoBepka.

D. ®yHKUMOHaIbHOE TCCTUP(.3BaHVe, EC/IN 3TO NPUMEHUMO.

2 Bce ueTblpe TMNa MeTOAOB MCMbITaHUA OCHOBAHbI HA MUCbMEHHbLIX Pabow™X MHCTPYHOWAX U Ha
OCHOBe N/aHa BblbOpKKM cornacHo ctaHgapsy ANSI ASQZ 1.4.

14. AHann3 pnuckKoB

14.1 BBefeHue r

AHanm3 puckoB ans uagenuii 6ein nposedeH komnanumeld LINYI 2H HEALTHCARE PRODUCTS
CO., LTD (/MBI TY3NY XENCK3E MOOAKTC KO. IT/A.») B'cooTsetcTBumM ¢ EN 1SO
14971:2012 - TpuMeHeHVe CUCTeMbI YMpaBieHUa pUcKaMmy K MeAULUMHCKUM U3Lennam. STOT aHanns
Obln pa3paboTaH A/ BbIAB/EHUS NOTEHALAbHbIX OMacHOCTEN MpU NMPUMEHEHUW W3LENNIA N OLEHKM
PUCKOB, CBfA3aHHbIX C /O6bIMX MOTEHLMA/IbHBIMA OMACHOCTAMMW, a TaKke OnpefeneHns mep o
Y.MeHbLLEHMIO OMAacHOCTW, KOTOPble BblN BK/IKOYEHbI B MPOEKT, A5 NPOBEPKU TOTO, YTO PUCKM Bblnn
YCTpaHeHbl UK YMeHbLLEHbI 40 NPUEMIEMbIX YPOBHEN MPUMEHVMO.

14.2 TIpUHUMNbI MeHeIXXMeHTa pUcKa

OCHOBHbIE MPUHLMNLI MeHeIXMeHTa puUcka, npymMeHsemble B Kommnadun LINYT 2H HEALTHCARE
PRODUCTS CO., LTD («/IMHbAN TY3NY XENCKIE MPOANKTC KO. NTA.»);

1 lMpouecc .meHeMKMEHTa pUCKa, COCTaBfisieT HEOTbeM/IEMYKD 4YacTb CUCTEMbI YMpas/ieHns
KOMMNaHnu

2. Bce puckmn, KOTOpble MOTYT BO3HWUKHYTb Ha MH0B0IA CTafuy >XKM3HEHHOTO LKA MeLULMHCKOTo
n3genus, MpOV3BOAMMOIO  KOMMaHueW, nogfiexar WAeHTUdUKaLuM, OLeHKe, pa3paboTke
MEPOMNpPUATUIA MO CHUXKEHUIO PUCKA Y JOKY MEHTUPOBaHWIO.

3. Uenm npouecca MeHe[pKMeHTa PWUCKOM  Hanpae/ieHbl Ha MWHUMMU3aUMIO  NOCNeACTBUIA
pean30BaBLUMXCSA PUCKOB.
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4, Mpouecc YynpaBneHWst pUCKaMK B  KOMMaHUM NOoApasyMeBaeT MNPUMEHEHWE eAMHOT0 U
CTaHAaprm3nMpoBanHOro NoAxXoAa K BbISIBNEHUIO, OLEHKE W YMPaB/IEHNIO PUCKaMU.

5. PykoBoguTenu BCeX YPOBHEl HECYT OTBETCTBEHHOCTb 3a CBOEBPEMEHHOE BbISB/IEHME PUCKOB, WX
OLEHKY', pa3paboTKy MeponpuaTuii N0  yNpaBNeHUO PUCKaMU U MHAOPMUPOBAHME BCEX
3aMH3epeCOBaHHbIX CTOPOH B KOMMAHUM O PUCKAX, BAMSIOLMX Ha AOCTVDKEHME MNOCTaBIEHHbIX
nepes HAMU Lienei.

6. Cuctema .MOTVBaLMM PabOTHNKOB KOMMaHWUN YUNTbIBAET SPPEKTUBHOCTL YIPaBAEHNS PUCKaMM.
7. B npouecce ynpaBneHust pyckaMii KOMMaHUs NpPUAEPXKMBAETCA pa3yMHOr0 6anaHca U3AepKeK Ha
ynpaB/feHne PUCKOM W BEIMYMHBI BO3MOXHOIO yulep6a OT HacTymnIeHUs PUCKOBOrO COObITUS.
KomnaHus MOXKer He OCYLLECTB/ATb HUKaKNX LOMONHUT'€/IbHbIX MEPONPUSATUIA A1 CHUXKEHUS pUCKa
eCIM YpOBEHb PUCKA HAaXOAWTCH Ha MPUEMNIEMOM YPOBHe, a 3aTpaTbl Ha YnpaBfieHWe PUCKOM
NPEeBbILLIAOT BO3MOXHbIA 3(eKT.

14.3. Tpouecc ynpasneHns puckamu

Komnanus LINYl 2H HEALTHCARE PRODUCTS CO., LTD («/WHbAN TY3NY XE/NICK3E

MPOOAKL'C KO, NITA.») AOKYMEHTUPYET MPOLECChl YNpaB/ieHNs pPUCKaMK, KOTOpble BK/IKOYatoT
cebs;

- aHa/n3 pPu1CKa;
- OLEHKY' p1CKa,;

- YNpas/ieHNe PUCKOM;

- MOCTMPOV3BOACTBEHHY'IO MH(OpMaLMIO.

1m3KH
14.4 Llenn ynpasneHnsa puckamm

AN BLINONMHEHUS CTpaTer ynpasfeHns PUCKamn COTPYAHWKMA KOMMaHUM BCEX YPOBHER AOMKH
BbINO/HSATbL U MOAAEPXKMBATL CNeAYHoLLVE LNV YNPaBAeHUs PUCKaMU:

 Heo6xo/y.M0 BECTU YUET BCEX ONPEeAeneHHbIX PUCKOB ANS X MOC/EAYHOLLEN OLIEHKM.

» Heo6Xx0aMMO NpPoaHanM3vpoBaTh PUCK /1S ONPeeneHNs YPOBHS NPUEMIEMOCTM JaHHOTO PUCKa.

B OTHOLLEHMM PUCKOB, KOTOPbIE NPEBLILLAOT AONYCTUMblEe NMPeaesbl (BbICOKWIA 1 CPeaHNIA YPOBHN),

Heo6X0oAMMO NPeAnpPUHATL COOTBETCTBYHOLLVE AEACTBYS. b

B

bl

e HeobXxo4yMO KOUTPOMMPOBar 3atiMKCUPOBaHHbIE PUCKM A0 WX YCTPaHEeHWUs, a TakKe BbINONHATb

VX NOBHOPHYHO OLIEHKY.

» Heo6X0AMMO 03HAaKOMUTbL CO CTpaTerviel U LensMy YNpaBneHUs prcKamii CNefytoLe KaTeropum

COTPYAHMKOB (4151 rapaHTUM TOFO, YTO OHU MPaBWUILHO NOHUMAOT CTPATETUIO W LIEN);

- [JEeACTBYIOLMX COTPYAHMKOB KOMMaHWM (CTpaTerus famk-Ha 6biTb pas3bsiCHEHa PYKOBOAWUTENSAMU

COOTBETCTBYHOLLMX NOAPA3AENEHWNIA); >
- HOBbIX COTPYAHMKOB (Npn 0hopMAeHUN Ha paboTy'/BBeAEHNM B K>(hC 0653aHHOCTEN).

14.5 M'pynua >llpaB,Tenns puckamu (KBanmuumpoBaHHbINA NepcoHa.nr)

MepcoHas, MPUHUMAKTLUMIA yyacTMe B MPOLECCE YMPaBMEHWS PUCKAMU, AO/KEH WMETb 3HaHMs
cnefytoLmx 06nacTsix;

- KOHCTPYKLWS MOArY3HWKOB/ NOArY3HNKOB-TPYCOB;

- MPUHUMN AeACTBIS MOATY3HUKOB/MOArY3HUKOB-TPYCOB;

- TEXHONOrns NPOU3BOACTBA MOArY3HWKOB/MOAMY3HUKOB-TPYCOB;

- KNMHWYECKOe NPUMEHeHMe NOAry3HMKoa MoAry3HUKOB-TPYCOB.
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14.6 OTBETCTBEHHOCTbH PYKOBOACTBA

PYKOBOACTBO KOMMaHUM [O/MKHO MOATBEPX;aTb CBOK MPUBEPXKEHHOCTb MPOLIECCY YrpaB/ieHUs
pucKamu, NpeaocaaBnss Ans 3TOro [OCTaTOYHble PECcYpcbl WM HasHauyas Ha COOTBETCTBYHOLLYME
[O/MHKHOCTY KBUIMMLMPOBAHHbIX COTPYAHUKOB.

PYKOBOACTBO KOMMaHUM [O/MKHO paspabaTbiBaTb W [OKYMEHTUPOBAaTb MOMMUTUKY YCTaHOBMEHUS
KpUTEpUEB AOMYCTUMOCTM pUCKa. [laHHas MONMTUKA AO/KHA FapaHTMPOBaTb, UTO YCTAHOB/MEHHbIE
KPUTEPUN OCHOBaHbl  MPUMEHUMbIX HALIMOHA/bHBIX W PErMOHa/IbHbIX HOPMATMBHbIX JOKYMEHTaX W
COOTBETCTBYHOLUMX MEXAYHAPOAHbIX CTaHAapTaX, a Takke YUMTbIBAOT AOCTYNHYH WH(OP.MaLmto,
TaKyl0, KaK COBPEMEHHbIA  YpOBEHb  HAa>'UHO-TEXHWYECKOTO  PasBUTUS U MOTPEGHOCTY
3aMHTEPECOBaHHbIX CTOPOH;

PYKOBOACTBO KOMMaHMM [JO/MKHO NPOBOAMTL aHann3 NPUrofHOCTM MpoLecca MeHeAXMeHTa pucka B
3aniaHMpoBaHHble MPOMEXYTKN BPEMEHU A 06ecneyeHns NOCTOSHHON pe3ybTaTUBHOCTU laHHOTO
npouecca 1 [JOKY.MEHTVPOBaTb BCE PELUEHUS W MPeANpPUHSTbIE AeicTBUS. ECM U3roTOBUTENb UMeEET
[EVCTBYIOLLYIO CUCTEMY MEHEeMKMEHTa KauecTBa, TO AaHHbIA aHamnm3 MOXET ObITb YacTbi aHaTu3a
ero CMCTEMbI MeHEK.MEHTA KauyecTBa.

14.7. AHanu3 1eaTeNbHOCTU HO MeHePKMEHTY pUCKa

JlHaTV3 AEATEeNbHOCTM MO  MEHeMKMEHTY puUCKa TMNPOBOAMTCS B paMKax eXeKBapTa/ibHbIX
MPOBOAVMbIX NMPOV3BOACTBEHHLIX COBELLaHMA. COBeLLaHKs NPOBOAATCA ANs MAaHUPOBaHMS ouepean
pa3paboTKM. Ha HUX paccTaBNsflOTCA NPUOPUTETHI Pa3paboTOK Ha GAvdKaLWKIA  KBapTau,
(hopMMpytOTCS  MOCTaHOBKM MO  rNobanbHbIM — pa3paboTKam, Ha3HauyatoTCs  UCMONHUTENU™ Ha
KOHKPETHbIE 33734l

Ha coBelLjaHMsX NpUCYTCTBYIOT LA, VMEIOLLME HEOOXOAMMbIE MOHOMOYMS W OTBETCTBEHHbIE 3a
MpoBefeHe aHaTW3a NPoLiecca MeHe)KMEHTa PUCKa WM 3aMeLLatoLLmMe UX uua.

Ha coBelLaHMsX paccMaTpyBalOTCS BCE BOMPOChI, KacatolMecs MpoLecca .MeHeMK\V\eHTa PUCKa,
MOArOTOB/EHHbIE K PACCMOTPEHWUI0 Ha mar>*/coBellaHus, rToAro™  cnucka paccMaTpyBaeMblX

BOMPOCOB BbIMNOMHAETCA B paMKax YTBEPXAEHHOW 06LLUei npoleaypbl PacCMOTPeHUs 3afad AN
BK/IOYEHMS B OYepesb. —

14.8 Kpurepuun gonycrumocT [)1cka

KpuTtepumn gonycTMMOCTU pPUCKa OCHOBaHbI Ha MOMUTUKE KOMMaHWW Mo YCTaHOB/IEHUIO JONYCTUMOro
pUCKa, BKKO4Yasa Ciy Yan, Korga BEPOATHOCT b MPUYNHEHNA Bpea HE MOXET ObITb onpepneneHa.

14.8.1 OnpepeneHne BepoATHOCTU HacTyn/eHUs Bpeja

PeliTuHr ; O6uias xapakTepucTuka [nana3oH 3HaYeHU’ BEPOATHOCTM
4 Penkuii [0 100 cnyyaes Ha 100 000
3 1Y paneHHblii [0 50 cnyuaes Ha 100 000
2 ManoBeposATHbIN [Jo 10 cnyyaes Ha 100 000
1 [ HeBeposATHbIi [o 1cnyyENes Ha 100 000

14.8.2 OnpepenieHvie ypOBHA TAXECTU pUCKa
Wcnonb3yeTcs cnepytowias Knaccupinka[ng ypoBHein TAXXeCTy No Ka4yeCTBEHHbIM NPU3HaKaMm:
16
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*Knacc  O6uas apakTepHouKa OnuncaHne
fZ iJ A6conoTHaa NeTanbHbI Mcxos
3 KpumiyHas MprBOANT K TPaBMam Wi NOBPEXAEHVAM, TPeOYHOLLM
MPOheCCUOHaIbHOrO MeAVLIHCKOrO BMeLLITe bCTBa (HarpuMep,
ANEKTPUYECKWIA Yaap)
2 MpesenbHoO AonycTMas MprBOAWT K BPEMeHHbIM TpaBMam Wi MOBPEXIEHVAM, He
TpebyHOLLYIM MPOKECCMOHANIBHOMO MEAMLIMHCKOrO BMeLLIATeIbCTBa
;o MoXHO npeHebpeYb Heyno6cTBO, BpeMeHHbIV A1CKOMAGOPT, 3aMen/ieHne paboThl,

| VICKaXKEHWe MHhopMaLymn

14.8.4 CtaHfapT onpefeneHuns TAXeCTH
Vcnonb3yeTcq cnefiytolas matpuua onpeaeneHms Tax!cTu:

Peakuii 14] HT )
YpaneHHbli [3]
ManoBeposiTHbIN [2]
HeBeposiTHbIN [1] . 4(ACC)
M T i n Skiid+
MoxxHO npeHebpeyb (1) MpepensHo ! KpuTtuyHas (3) Ab6contoTHasa (4)
nToro ponyctumas (2) |

TskecTb

1 Pucku, 0603HaveHHble kKak ACC, He TpebyHOT fa/ibHEALIEro KOHTPOS PUCKOB.
2. Pucku, 0603HaueHHble kak ALARP (HaCTOMbKO Masio, HAaCKO/IbKO 3TO TEXHWYECKM OCYLLECTBMMO),
HeXenaTe/lbHbl, UX CHVXXEHMe BO3MOXHO B pamKax MeponpuaTuiA Mo KOHTPO/IKO PUCKOB. B 3Tol

30HE PUCKM CHWKAIOTCA MO0 MPUHUMMY “Kak MOXHO cKopee” 6e3 y4yeTa 3KOHOMMYECKUX
CO06paXKEHNIA.

3. Prcku, 0603HayeHHble Kak N/ACC TpebytoT HEMEIEHHOI0 YCTPaHEHUS.

arlwir'' s W o '\é-l 2 M-
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14.9. Anaans pucka

14.9.1 Cxema pabore: no ynpanaenunio puckom
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14.9.2

6esonacHocrn MeguLUHCKOro nsgenusa (tabnuua 4)

Tabnuua 4

No Bonpockl cornacHo EN ISO 14971:2012

n/'n

1 ;KakoBo npefgycmoTpelitoe NpuMeHeHue W
jKak cnegyetr nNpUMeHATb  MeAULMHCKOe
jusgenue

11  1Ponb MEAULUHCKOTO U3LENNUS;
B LnarHocTuke, npogunakTuke,
[MOHMTOpUHTE, nevyeHun wunu obneryeHun
[3a6oneBaHus,
|B KomneHcauunm TpaBM WM HU3NYECKUX
lHepfocTaTKOB,
[B 3ameweHun unu moamudukaumm uacTteit
ITena nnun ynpasfieHnem 3ayatuem.

1.2 [MokasaHns K NPUMEHEHUIO

u. .
il.3
1
@WF n.4
'™M
[ 72
1
1
1
|
1
1
1
|4.

MpegaemofpenHoe npuMeHeHWe 1 onpefeneHWe XapaKTePUCTUK, OTHOCALMUXCA K

12 1.1Mpegnonaraemblie rpynnbl Nonb3oBaTenei

h

[MpefHasHayeHO NU MeAWLMUHCKOE WU3fenue
1ansd coxpaHeHus UM NOALEPXKaHNS XKNUSHU.

Heo6X04MMOCTb BMellaTeNbCcraa
cneuuanncToB npu 0TKase MegWULMHCKOTO
usgenus

Mpeg>'CmoTpeHa nm
MeANLUHCKOTOo n3fasi»!

nMmnnaHTauna

MpefycMOTpeH AW KOHTAKT MeAULUHCKOro
n3genua ¢ nayueHTom”™ wuaum A

nnuanuw? "o

Paccmarrpusaemble™" akTopbl: 'AXapakTep
npeanosiaraemoro KOHTaKTa
(NOBEPXHOCTHbIA  KOHTAKT, WHBA3WBHbIA

KOHTaKT Wunun VIMFII'IaHTaLI.I/IFI) n B KaXxaom
cnydyae - oANTENbHOCTb N YacTOTa KOHTaKTa

Kakue maTepuanbl UM KOMNOHEHTbI BXOAAT
B cocTaB MeAULUHCKOTO usgenus,
ucnonb3yTcs COBMECTHO nnéo

KOHTaKTUPYHOT C HUM”Y
Paccmartp vBaemble (akr op bl
-CoBMECTMMOCTb C paccMaTpuBaemMbiMu

BellecTBamu;
- COBMeCrrmMmMocrb c TKaHAMYU n
6MONOTNYECKMMM XXNAKOCTAMU:

- XapakTepucTuku, oTHOCALMecA K
6es3onacHocCTK;

-Hanunuyne B cocTaBe  MeAULMHCKOrX»

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

M nnu HM
(npumenumo/
HENMPUMEHNMO)
n
u
HWA
HM
HM

w

am

n

KommMmeHTapum

N3penuns npumeHsatoTCA ana
BMUTbLIBAHUA W Y[EPXWBaHUA MOUM
npu yxofe 3a B3poC/abiMU 60/bHbIMY,

cTpagarwmumu HepepXaHuem
cpepHeit " TSXenomn orerneHmu,
nexaunmu 600bHbIMMN.

B3pocnble nauyueHTbl, cTpagarowune

HeAepXXaHnem Mo4n.

KOHTaKT -' ¢

Matepuansl, npuMeHsemMble  Npu
M3roToBNEHUN MefULUHCKOrO
n3genns, yKa3aHbl B no.
MegnunHcKoe n3fenme He COAEPXMUT
MPOMN3BOAHbIX XWBOTHOTO
MPOUCXOXAEHUA MeguuuHckoe
n3fenve He COLepPXUT MPOU3BOLHbLIX
YenoBeYeCKOl KpOBYU nnm ee

KOMMOHEHTOB.
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nsgenus *MaTepuanos XUBOTHOTO
NPONCXOXAEHUS

MoxeT M  3Heprus 6bITb nepegaHa

nauneHT™' nnm BolpaboTaHa nayueHTom'™

PaccmaTpnBaemble aKkTopbI:

- Bwug nepepfaBaemoli aHeprum

- YnpasneHue aHepruen, KauyecTBo,
KONN4ecTBO, WHTENCUBHOCTb n
ANNTEeNbHOCTb BO3AeNCcTBMA

- SABNAKTCA NN YPOBHW 3HEPTUM BbilUeE,
YEM B YXe MNPUMEHAeMbIX N0A06HbIX
n3gennax

BBoaATcs nu nayueHr)' uauM BbIBOAATCA U3
Hero Kakue-nn60 Hewecrsa””
PaccmaTpuBaemble (aKTopbl;

- CBefeHua 0 BBEAEHUW WAU BbiBELEeHUU
BELecTB

- CsefeHna o TOM, Of4HO 3TO BeLLeCTBO
WN HECKONbKO?

- [aHHble 0 MaKCUManbHOM n
MUHWUMaNbHOW cKkopocTu
BB eHUNsA/BbIBEEHUA BellecTBa n
ynpasfiieHU 3TUM MPOLECCOM.

MpoBOAAT N B MEAULUHCKOM uU3fenuu
06pab0oTKy 6MONOTNYECKNX BELWECTB ANA UX

nocnegytouero g, UCMOo/b30BaHNA,
TpaHchy3num unnm TpaHcnnaHtaumu”

PaccmatpuBaemble thakTopbl""'*-"- BUf
06paboTkn n 06pabaTbiBA"MO€"blIe)

BewectBo{a) (Hanpumep, ayToTpaHchys3us,
gvanuns, ob6paboTka KOMMOHeHTOB Kpote
WIN KneToyHas Tepanusa).

CTepunbHO NN NocTaBaAseMoe MeLULUHCKOe
u3genue, WM OHO TMpefHa3HayeHo Ans
cTepunmnsauum nonb3oBaTenemM, unm
Heo6X0AUMbI apyrue BN bl
MUKPOBMONOTrnyeckoih 06paboTkm?
PaccmarpuBaemble haKTopbl;

- MnpeAHasHayeHo nm MeLULNHCKOE
nsgenve /11 OAHOKpPATHOro  uau
MHOTOKPATHOrO NMPUMEHEHUS;

- [JaHHble 06 YCNIOBMAX XpaHeHUS,

- orpaHuyeHue yncna MOBTOPHbIX
NPUMEHEHWNIA:

- cnocobbl cTepuansaynm,

- BO3jeicTBMe C€NoCco6OB cTepuansauum,
He MpeAyCMOTPEHHbIX N3FOTOBUTENEM.

MpefAHa3HaYeHO MM MeLULMHCKOE u3genne
ONS PYTUHHOW OYMCTKM U [e3nHpeKkynn.
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HM

HM

HM

HM

HIN

IHe cTepunusyemoe HecTepuabHOe
IMeaMLMHCKOe U3fenme OfHOKPAaTHOIO
npuMeHeHus

MoArysHUKM U NOATY3HUKU-TPYChl
OTHOCATCA K MEAULUHCKUM W34eNnam
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BbIMOMHAEMbIX NMONb30BATENEM?

PaccmMaTpuBaemble thakTopbl: BUAbI
npUMeHsieMblX UNCTALLNX 7
LE3NHBNLNPYIOWNX  CPeAcTB, a Takxke
nwo6ble  OrpaHUYeHUs  yucna  LUK/IOB
OUMCTKN.  KOHCTPYKUMS  MEAMLMHCKOTrO
nsgenns MOXeT BANATb Ha
pe3ynbTaTUBHOCTb PYTUHHOW OUUCTKU W
fAe3snHdekumn.  Kpome Toro, cnegyeT

YUNTLIBATD BNUAHNE UNCTALLUX "
LEe3NHBNLMPYIO L NX cpeacTs Ha
0€30MacHOoCTb nnm XapaKTepUCTUKM

MeaANLUMNHCKOro n3aenna

Bnusetr nu  meguuuHckoe wusgenve pa Hr
cpeay, OKpyXalolyto nayneHTa?-
PaccmaTpuBaemble QakTopbl;

Temnepartypa;

BIQXHOCTb,

COCraB aTMCK'(epHbIX rasos,

naBneHue,

OCBELLEHHOCTb

MpeaHasHayeHo N mMeguuuHckoe usgenne H
AN NPOBEAEHUN U3MEePeHNii?

PaccmaTpuBaeMble (haKToOpbl: W3MepseMble
nepemMeHHble, MNpPaBUAbHOCTbL M TOYHOCTb
pe3ynbTaToB U3MEPeHNIi.

Asngercsa nn MeanUnNHCKOe nsgenue

InHTepnpeTUpyOWUM? «
IPaccmaTpnBaemble (aKTOpbb .CMOCOBHOCTL
jMeLULUHCKOTO , nsgenna'™ | faBaTb

{3aknoyeHne Ha OCHOBEe LWXOAHbIXa UAK
MONMYYEHHbIX B MNpouecce MNPUMeHEeHUs
[paHHBIX, MCNONb30BaHHLIX anropuTMOB W

LOBEPUTENbHbIX WHTEpBanos. Oco6oe
BHUMaHWeE cnepyet ynenutsb |
Henpes)'cCMOTPEHHOMY npumeHeHuto!

OaHHbIX UKW anropuTMoB.

[lpefycMOTpeHo v npumMmeHeHune HI1
MeAULNHCKOro u3gennsa B co4yeTaHuu c!
Apyrumu MeANLNHCKUMN nsgenuamu, |

MeAnKaMeHTaMm unm apyrumn!
MeAVNLUHCKUMU cpeacTBaMun'’

IPaccmaTtpuBaemble (hakTopbl::
naeHTUUKayna no6bIX APYTUX i

NPUMEHAEMbIX  MEAULMHCKUX  y3genuii.
MeAWKAMEHTOB WAN MEAULMHCKUX CPEACTB
M BO3MOXHble NMPO6/eMbl, CBA3aHHbIE C WY
B3aMMOJEeNCTBMEM; peakuusa mnauyumeHTa Ha
nosy4yaemMoe fieyeHue
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OlHOKPATHOTO NpuMeHeHns OuucTke
U Ae3UHMEeKUNM, He nognexar.

MeguUNHCKOe U3LeNne He COLEPXUT
NEeKapCTBEHHbBIX npenapaTos.
MoATY3HUKM W MOATY3HUKN-TPYCHI
NMPUMEHSAKTICA HE3aBUCUMO OT APYrux
MEeAULMHCKUX U3aennii
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MpoucxoauT JIn HexenaTtenbHoe BblgeneHne HIM
3HEeprum unum BewecTs?
PaccmaTpnBaemble (haKTOpbl, CBA3aHHble C
3Heprueit: wym wu Bubpayma, Tenno,
n3nyyeHue (B TOM YuUC/Ie MOHU3MpPYIOLLEE,
HeWoHlsnpyouee n
ynbTpamoneToBoe/sBugiimoe/nHdpakpacHo
€ U3ny4yeHue), TemMnepaTypa Ha KOHTaKTHbIX
NMOBEPXHOCTAX, TOKM yTeuku,
3NeKrpuyecKme UM MarHUTHbIE NONs.
(PaccmaTpuBaemMble (hakToOpbl, CBSi3aHHble C
IBewecTsamm BelWecTBa, WCMNOJib3yeMble,;
;MPWN U3rOTOB/IEHWUU, OYUCTKE M UCNbITAHMAX 1
1N *_/\f(_ In oKasblBatoLime HexenaTenbHoe
;busnonornyeckoe BO3AeNCTBME B Chyuae,
lecnn oHM ocTarTCA Ha U3genuu
{Opyrue paccmaTpuBaeMble thakTopbl,
IcBA3aHHbIE C BewWecTBaxTW; BbiBeAeHue

I IXUMUYECKUX BeLLecTs, NpoAyKTOB
XKU3HeAeATeNbHOCTN U BMOMOTMYECKU.X
XNAKOCTENR.

'S YyscTBUTENBHO M MeAMUMHCKOE n3genne K Il W3genme TpaHCnopTUpPYeTCs N0 6biMu
BO3/efiCTBUIO OKpYyXatoleil cpeay? BMAAMW TpaHCmopTa, TaKMMM Kak
PaccmaTpuaembie (hakTopbI; KpbITble KeNe3HOAOPOXHble BaroHbl,
NPOW3BOACTBEHHAs cpefa, TPaHCMOPTHbIE KOHTeiiHepbl, rpy30Boit
CpeAcTBa U YCNOBMUA XpaHeHus. K HUM aBTOTPAHCMOPT, CYAOBblE TPHOMbI,
OTHOCAT;  OCBELlEHHOCTb, Temmnepatypy, 060rpesaembie repMeTUUHbIE
BMGpauun, yTeukM, UYBCTBUTENLHOCTb K ABNALMOHHbIE MOy M B
[M3mMeHeHNsiM B 3HeprocHabxeHnu u COOTBErCrBUK C NpaBunamu Ans 3Tux
OXNaX/AeHNn, 3NeKTPOMarHUTHbIEe MOMEXU. BUAOB TpaHcmopTa ¢ CO6/110 4eHNEM

yCcnoBui TPaHCNOPTUPOBKYU 6e3
prucka NOBpeXAeHNs ynakoBKy.
Mpn TpaHCcNOpTUPOBaHUU U3[ennii
AOMKHa 6bITh npefgycmMoTpeHa
3alyMTa 0T nonajaHus Mbian  w
aTMoc(epHbIX 0CafKOB.
TpaHcnopTupoBaHue LOMKHO
ocyuiectB«|1ENecs npu TemnepaTtype
OK*pyxaloliero Bo3fyxa OT MUHYC
3Pc Jife) nntoc 50°C "
OTHOCUTENbHOW BRaxHocru 4o 100%.
bepeub ot Bnaru!

KE 1 16 BosgelicTByeT nn mMeguumHckoe"'n3ganue Ha HIM

OKpy>Xatouyw cpegy?

IPaccmaTpmBaemMblie paKTopbI-

- BO3fjeiicTBMe Ha cpeacTsa
3HEProcHabXXeHns 1 OXNaxaeHus, |

- BblfeNeHne TOKCUYHBIX BELLECTB, |

- reHepupoBaHue 9N1eKTPOMarHUTHbIX
nomex.
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A

MMetoTcsl - pacXofiHble MaTepuarnbl Wi Hr

JPVIHALIEXHOCTH, CBSi3aHHble c
MEAVLIHCKAM U3Lenmem?
PaccMaTpriBaeMble (haKTOpbl: TEXHUYECKVIE
Tpe60oBaHMA K pacxofHbIM MaTepuanam wWin
NPUHAL/IEXHOCTSM, CBSAI3aHHbIM c
MEOVLMHCKVAM  V30e/MeM, U fiiobble
OrpaHVyeHns Ans Nonb3oBaTtesieli B BbIoope
[JaHHbIX maTepu1asios wm
NPUHAL/IEXHOCTEN.

Heobxoaymb! m
06CNyX1BaHVe wm
MEeAVLMHCKOI v3aemd™
PaccmatpuBaeMble  (JAKTOPbl  BKHOYAKOT
CBEEHNA O TOM,;

l0O/MKHbI N TEXHWMYECKOE  0BC/Ty>KMBaHWE
W Ka/IMGPOBKA BbIMO/HATLCS ONepaTopoMm,
Mo/Ib30BaTeNIEM WK CreLMamcToMm,;
HeoOX0AMMbI /I CrieUyasibHble  BeLLeCTBa
W  06opyaoBaHVMe A1 HaAnexallery)
TEXHWNYECKOro
'Kanmbposku.

1BxogMtT ;W1 B COCTaB  MeAMUMHCKOro
v3enns NporpaMmHoe obecriedeHe?- N\
PaccvatprBaeMble  (DaKTOpbl: CBEAEHWS 'O
jTam [O/DKHO m nporpaMvHoe
lo6ecrieveHve ObITb YCTaHOB/IEHO,
] BEPUIMLIMPOBAHO,  MOAU(MLIMPOBAHO WK
I3aMeHeHo onepaTopoM, Mosb30BaTesieM Win
leneupanmcTom.

TEXHNYECKOe
KanmbpoBka

WimeeT /M MeOULMHCKOE — W3denuve
lorpaHMYeHHbIA CPOK XpaHeHus?
1PaccmatpriBaeMble (haKTopbI;

;COOTBETCTBYIOLLIAA  MApKITpOBKA WA
WMHOMKATOPbl, a Takke cBedeHUs 06
YTUM3ALMN  MEAMLMHCKOTO  M3Oes 1o
;ICTEUEHV CPOKA FOAHOCTYA

;CYLLECTBYIOT /M1 OTCPOYEHHblE W
NOCNEACTBUS  MPUMEHEHMS
:MEJVLWHCKOr0 13aenns?
PaccvarpuBaeMble (haKTopb!;
9ProHOMNYECKME " KyMYNATVBHbIE
ahekTbl. K HAM  orhocaT; ~ Bo3geiicTme
KOppo3nn Ha HacoCbl ons
jpm3monornyeckoro PacTBopa,
'ME.YaHVYECKYIO  YCTaNlOCTb,  ocnabrieHve
lysnos  wwm  KpervieHWid,  goaneiicTaue
[BropaumK, vervipaHe WM OTK/enBaHue
IMapKMpOBOK, YXy[LLeHve CBOICTB
I Marepmanos npu [J0rocpo4HOM
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BoCnyvBaniis wm

H

HI

HM

MoarysHUKA 1 NOAFY3HUKU-TPYChI
OTHOCSTCS K MEVLIMHCKVM U308/ sM
O[]HOKPATHOIO MPVMEHEHIS,

MoarysHukM 1 MOAFY3HUKW-TPYChI
VMEIOT  MOJSIHOCTBH)  3aKOHYEHHYHO
KOHCTPYKLWO. TexH1YecKomy

OOCNY>XVBaHMIO U PEMOHTY"  He
MoZ/Iexar.

CPOK rofHOCTV m3denns - 3 rofa c
JaTbl U3roToBneHns. Hdopmaums o
crnocobe yTWwM3aUMM  yKazaHa Ha
3TUKETKE

23



= =h — e

[

I'IpVIMeHeHI/II‘/‘I MeAULUWHCKOro nsgennd.

Kakune MexaHun4yeckue CUNbI MOIryT HN

BO3/1e/iCTBOBaTb Ha MeANLNHCKOE n3aenmne?
PaccmaTpuBaeMmble (hakKTopbl; CBeAeHUs O
TOM, YynpaBaseT AU MeXaHUYeCKUMU
cunamu, OKasblBalLWKUMU BO3AEACTBUE Ha
MeLWNLMHCKOE usgenue, TONbKO
nosib30BaTesb nnu nosb30BaTenb
COBMECTHO C APYTUMW NULAMMU.

Uem onpegenseTcs CpoK CNyX6bl
MeANLMUHCKOTO U3aenns?
PaccmaTpuBaemble  (akTopbl;  CTapeHue
U3[enns U UCTOLLEeHNE 3NEeMEHTOB NUTaHUSA

npefHasHaYeHo M MefWLUHCKOe u3genue
L5 OAHOKPATHOrO NpuMeHeHNs?
PaccmaTpuBaemble (haKTOpbl, BO3MOXHOCTb
CamMONMKBMAALUM MEAULMHCKOTO W3aenums
nocne NPUMEHEHUS; HaNn4yMe yKasaHUin Ha
TO, 4TO [faHHOe Wu3genue yxe 6bi0
NMPUMEHEHO.

IHeo6xoAUMbl NU  6e30MacHbIi  AeMOHTaX
UMM yTUAN3ALNA MEAULUHCKOTO M3aenns?

PaccmaspuBaemble  (haKTopbl. 0TX0abl,
BO3HUKalO LW Ne npm yTUnM3aymm
Me4nLiAHCKOr-0 nsgenus. Hanpuwmep,

cnefyeT OTBETUTb Ha BOMPOC, COAEPXUT NN
JaHHOe u3gennMe TOKCMYHbIE UAW ONacHble
iBellecTBa MMM BelwecTBa, NPUTrofHble ANA
nepepaboTku.

JHeo6xogumbl nn cneumanbHoe o6y4vyeHue HI

‘WM cneumnanbHble HaBbIKW AN MOHTaxa
JUNN MPUMEHEHUA MegULMHCKOro nusgennsa’”
;PaccmaTtpuBaemble (haKTopbl: HOBM3Ha
IMEANLMHCKOTO U34eNns, HaBblKW W 3HaHUS,
IHeo6xoaMMble  ONA  MOHTaxa [JaHHoro
n3genus.
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EcTecTBeHHOe cTapeHue.

HecTepunbHoe, He crepunusyemoe
MeANLUNHCKOE n3aenne oJHOKPaTHOTO
NpUMeHeHMs. W3nenne  sBnsetcs
04HOPa30BbIM M MNpefHa3HAYeHO AN
MCMoNb30BaHUA OAHUM
nonb3oBaTeNneM. PekomeHayemoe
BpEMSA  MPUMEHEHUS  U3LENnUs  He
6onee 8 yacos.

Ytunwfauna vsgenuin nponsBoamnTcA
B COOTBETCTBUMM ¢  MpaBuiamu
yTWrnsaynm .MefuuUHCKUX U3Lenuni,
AelicTBYO LW MMM B cTpaHe
NPUMEHEeHNA Ha MOMEHT yTununsaynn.
MeauunHckoe u3genne, uMetoLLee
noBpexaeHune UHAMBWAYaNbHOM
(noTpebuTeNnbCKOW) ynakoBku, nm6o
MCTEeKL U CPOK  TOAHOCTHM He
JONYCKaeTCa K MCNOMNb30BaHWUIO, €ro
cneayeT yTunm3mpoBaTb Kak OTX0Abl
knacca A - aaugeAlOnornyeckun
6e3onacHble 0TX0Abl, NPUBGANKEHHbIE
no cocTaBy K TBepAbiM O6bITOBbIM

0TX0Z4aM.
YTunusauus nsgenus nocne
NpUMeHeHNs, COOTBETCTBYET
yTUnmsauuu 0/JHOPa30BbIX
MeANLUHCKNX n3genuni,
oTHOCAWMXCA K OMacHbIM

MeAMLUHCKMM OTX0Aam Knacca b,
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Kakast  wHpopMwmst  mo  GesoriacHomy [ VIHCTPYKUMSE MO MPUMEHEHMIO
MPUMEHeHMIO  GyeT  MpefocTaB/ieHa COREPKIAT MHOPMALMIO o
MOMb30BaTe/o? 6e30MacHOMY MPYIMEHEHVIO.
PaccmatpuBaemble hakTopbl;

- CBEJEHVA O TOM. BY/ET /M UH(OPMALS

npenocTae/eHa KOHEUHOMY
No/b30BATE/O HEernocpPeACTBEHHO
V3roTOBUTENIEM Wi OynyT

3aeiCTBOBaHbI pYriie LA, Hanpumep
CNeLUMaIMCTbl M0 MOHTaXy/yCTaHOBKE,
MOCTaBLLMKNA  MEULMHCKUX  YCNyT,

MeAULIMHCKME PaboTHMKM W
(DAPMALIEBTbI, U KaK 3TO MOB/NSET HA_
06yYeHme; j

- VHopMaus 0 MyCKOHanafouHbIX |
pabotax (BBOAE B 9KCrUlyaTaLpio) W|
rnepesaye M3Oe/mMsa KOHEYHOMY MO/b30-
BaTeso, a TaKKe 0
LIe/1IecoobpasHoOCTA/BO3MOXKHOCTU
MOHT&Xa /iLaMK, He  MMEIOLMM
crielaibHbIX HaBbIKOB;

- CBefeHwA 0 HEo6X0AMMOCTI
nepeobyyeHns W nepearTecTaLmm
OrepaTopoB WM OBC/Y>KMBAIOLLETO
MepcoHaia UCXoA W3 NpearnosaraemMoro
CpOKa CITy>K0bl U3LeNns.

28 Bypsrr num  Heo6xoaumbl paspa6otka u HI
BHeJpeHWe  HOBbIX  MPOU3BOACTBEHHbIX

npoueccos?

PaccmaTpuBaemble  (haKTOpbI; HOBbIg r,
TEXHONOTUM  WAM  HOBble  MacliTabbl U I
npon3BoACTBa

|29 13aBvcuT M ycrewHoe  mpumeHelue HI
| 'MeauUMHCKOro  13Aenna OT Ye/I0BEYECKOro

I {thakTopa, TaKoro, Kak MO/b30BATE/LCKUI

! InHTepdeiic?

291 IMoryT /1 OCOBEHHOCTM  KOHCTPYKLMAN HIT
;M10/1b30BaTE/IbCKOr0  MHTEp(eiica NpMBecTU
| K OLLMOKaM MpYMEHEHNS?
[PiiccMBTpHBaeMbie thakTopbl:  0COGEHHOCTM
KOHCTPYKLMM M0/1b30BATE/ECKOr0
VHTepdeiica, KOTOpble MOryT MPUBECTU K
owwvbkam npuveHeHns. K HUM  OTHOCST;
3IeMEHTbI  YNPaB/eHNs WM MHAUKAropb|,
MCMO/b3yeMble CYMBOSIbI, 3PrOHOMUYECKVIE
CBOMCIBa, [AM3alH U30emMA W CXeMy
PaCrioNIOXeHNs  3/1EMEHTOB  YTIPaB/IEHUS,
VIepapXuto AECTBUW, MEHIO ANd M3Oenni ¢
npogaMMHbIM  YPaBeHeM, HarfisaHoOCTb
MPeayNPEeXaeHNIA, XOPOLUYIO C/bILLMMOCTb
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?9.8

30

ynpasneHuna?

PaccmaTtpuBaemble akKTopbl; CMOXHOCTb WU
YNCNO YPOBHEW MEeHI, O0CBEAOMIEHHOCTb
nonb3oBaTens 0 COCTOAHUMN MEHI0,
pacnosioxeHue HacTpoeK. cnoco6b
nepeMeLlleHns Mexay o6bekTamu, u4ucno
waros B OAHOM feiicTBUM, NpobGAembl
4YeTKOW nocnefoBaTeNbHOCTU AEWCTBUA u
3aNOMWHaHUA, COOTHOLWEHWE BaXHOCTU U

LOCTYMHOCTM  (YHKUWM  ynpaBneHus, a
Takxe BNUSHME, OKa3blBaemMoe
OTK/TIOHEHUAMM oT YyCTaHOB/IEHHbIX

onepayuoHHbIX NpoLesyp.

Byget nm MeuNLUHCKOe nsgenue
NPUMEHATLCA  NuLaMu c 0co6bIMK
notpe6HoCTAMKN?

PaccmaTpuBaemsble thakTopbl:
npeanonaraemsbii nonb3oBaTensb, ero

YMCTBEHHble CNOCOBHOCTM W (u3nyeckue
BO3MOXHOCTW, HaBblKW U MNOATOTOBKA,
IproHoMmMyeckue acnekTbl. cpega
npumeHeHnsa, TpeboBaHWA K YyCTaHOBKe/
MOHTaxy, CrMnoco6HOCTb nayueHTta
ynpaBnsfTb MPUMEHEHWEM MELULMHCKOTO
n3fenus wWnuM BO3AECTBOBATbL Ha faHHOe
npuMmeHeHune. Ocoboe BHMMaHWe cnepyeT
yhoenatb nonb30BaTeNAM co
cneyndpuyeckMmmn nNOTPEOHOCTAMU, TaKuUM,
Kak nnua c OrpaHNYeHHbIMU
BO3MOXHOCTAMM, NOXUNble NN N geTn K
cneyndpuyeckum  NOTPe6HOCTAM  MOXHO
Takxe OTHecTu noTpe6HoOCTb B
LOMONHWUTENbHOW NMOMOLWM APYFOro Auua B
npouecce NPUMEHEHNS BMMeAWLUHCKOTO
nsgenua. 3. Cnepy'et ‘fipaccmoTpeT M
BO3MOXHOCTb MPUMEHEHUS MeAULUHCKOr0

n3genus  AMuaMum ¢ pasHbiM ?YpPOBHEM
noAroTOBKMW n KYNbTYPHbIMU
0COGEHHOCTAMMN.

MOXHO m MCcnonb3oBaThb
nonb30BaTeNbCKU UHTepdeiic ans

WHULMNPOBaAHUA AeiACTBMIA nonb3oBaTens?

PaccmaspuBaeMble (DaKTOpPbl, BO3MOXHOCTb
WHULUUPOBAHUS  HaMepeHHbIX [JelcTBuiA
nonb3oBaTens ANf BX04a B ynpaBnsieMblii
pabounii pexum, 4TO YBENUYMBAET PUCKMK
ans naumeHTa, OCBEJJOM/IEHHOCTb
nonb30oBaTeNns B flaHHbIX 06CTOATENbCIBAX.

MNcnonb3ywT M B MeAULUUHCKOM U34eNnnn
CUCTEMY CUTHA3M3aLUmn?
PaccmaTpuBaemble (haKTOpbl: PUCK Mojaun

1
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HI

HA

B3pocnble nauueHThbl, cTpajatouiune
HedepXaHuem  Mouu 3avacTyto
nmeeTcs noTpe6HOCTb B
JONONHUTENbHOW nNoOMOWM [pYroro
avua B IMpouecce nNpuMeHeHUs
MeANLUHCKOTO nsgenus.
Heob6xogumas NHopmayma 0
npaBWibHOM cnocobe MpUMeHeHWA
nmokaszaHa B MWHCTPYKUMM U Ha
3TWKEeTKe, B TOM 4uCne C NOMOLLbIO
CMMBO/IOB.



JIOXHbBIX CUrHa/10B TPeBoru,
Hecpabarn biBaHWe CUCTEMbI CUrHaNM3aLmK,
OTCOEAVHEHNE  CUCTEMbI  CUraanm3aauu,
HEHaIeXKHOCTb YAaNeHHbIX CUCTEM
ovHyTHaaHHH a  Takke  BO3MOXKHOCTb
MOHUMAHNSA  MEVLIMHCKMAM  MepCcoHasioM

MPUHLYMOB paboTbl CUCTEMbI
CUrHarm3aumm
3 KakoBb! Croco6bl HenpasuibHoro Hrl

MPUMEHeHNst MEAVLIMHCKOIO M3aenns?

PaccmaTpuBaeMble (JaKTOpbI: HEMpaBU/IbHOE
MpUMeHeHWe Mepekntoyateneid; Bbixog w3
CTPOSi  CUCTEMbl  CUFHA/WM3aLWM WM

3/IEMEHTOB, 06ecrneUmBatoLLINX
6e30MacHOCTb MPUMEHEHNS,
npeHe6pexeHre PeKOMeHAALWISIMM
1M3roToBUTENS B OTHOLLEHUM TEXHUYECKOTO
06CTYKVIBaHUS

;32 106ecneumBaeT M MeAULMHCKOe m3aenne Hrl
{XpaHeHVe [daHHbIX, BaskHbX [/ BEAEHUA
ImaLyeHTa'

' PaccMarpuBaeMble (hakTopbl MOCeACrBUS
V3MEHEHUS WX UCKAXKEHUS [aHHBIX.

i33  fAensetca  /m MeguumHckoe  msgenve HI
MOGWIbHBIM W NMOPTATUBHBIM?
PaccmaTtprBaemble aKTopbl; HEOOXOAVIMbIE
3DKAMbI,  PYKOSTKW,  KO/eca,  TOpMO3a,
MEXaHNYECKas YCTONYMBOCTb U MPOYHOCTb
MEAULHCKORO M3aEeNNS.

34 3aBUCUT M MPUMEHEHME MEAWLIMHCKOTO HN
| M30eNmA or ero BaXKHEMLLNX
IskcnyaTalMOHHbIX XapaKTepUCTUK™
jPaccvatpriBaeMble  (hakKTOpbl:  BbIXOAHbIE

IxapaKTepucTvKu V30ENNIA,
lobecneumBaroLLIMX YKM3HeobecrneveHne
;opraHmMsMa;  cpabarbiBaHVe  CUCTEMbI
IcurHanmzauyn

14.9.3 lnemTugHKaLmsa onacHOCTE M OLLEHKa puUcka
VICTOUYHMK oracHocTMY napamerp

Hef0CTaTOYHO MOJIHbIE UHCTPYKLMM MO NMPUMEHEHWIO 1

HeHagnexatuee ornucaHue aKcnyaTaumoHHbiX 1
XapaKTepucTuK

HeHa, prexxatLiee ornucaHue npefycMOTPEHHOTO
npYMeHeHNs

N/ apgaexallas MHpopmauus 06 orpaHUYeHnsaX 1

AMNelleHMe TEXHOMOMMK MPOW3BOACTBA, MpUBOAsLLee K 2
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TsKecTb

BepoaTHOCTb

Howmep
pucka

RM-01
RM-02

RM-03

RM-04
RM-05
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HEeCOOTBETCTBUIO ' U3AeNNIA 3asBNEHHbIM

XapaKTepucTuKam
OwwnbKa B KOMNAEKTHOCTH 1 3 RM-06
OwmnbKa yneXKoBKnN 1 MapKnpoBKM 1 RM-07
HecobntogeHue ycnoBuin XpaHeHWs/TpaHCNOPTUPOBKM 1 4 RM-08
XTPUMEHE 1? 2 RM-09
UAJV-iyarOlu  PUCKOB:
n ; Pegknii (41 }4 (4cc)1
i*\ganeHHbIA {31 p (ACC)3
MarnoseposiTHbii [21  'j2 (ACC)i 3 "
o ! HeseposiTHbiii fl]
MoxHO npeHebpeyb efle/TlbHO
Vroro=8 AUL e eee e e, :,qgngcmmaﬂ ) 1Q?COHDTHM

| TsXKecTb
3oHa! (ACC): 9 cnyuaes u3 9.
Llenn, ycTaHOBNEHHbIE A1 MEPONPUATMIA NO KOHTPOMIO PUCKOB: TOro 8 ciyyvaes.

Mprerxemo | ALARP (Hactoneko Mano, Hackonsko | N/ACC (Henpuemneno)
i 3TO TEXHWYECKY OCYLLECTBIMO)

in .;

Taknum 06pa3om, Bce PUCKM (415 BCEX WAEHTU(MULMPOBAHHBLIX OMaCHbIX CUTyauuid) ABNAKOTCA
npvemnembiMn  (ACC). OCTaTOYHbI PUCK MOXHO CYUMTaTb He3HauyuTenbHbIM. HeobxoanmocTy
YMEHbLLUEHWS PUCKA C YHETOM KPUTEPUEB, YCTAHOB/EHHBIX B 11aHe MeHeI>KMeHTa PUCKa, HeT.

1410 WHdopmaums 0 NOCTNPOH3BOACTBEHHOH MOALEPXKKE
Jo BbiNnycka MacoK B Kommepuyeckoe ob6palleHne komnaHms LINYI 2H HEALTHCARE
PRODUCTS CO., LTD («<JIMHbAWN TY3NU XENCK3E MPOAAKTC KO. NITA.») cnefosana
BUYTPELULLUM MpoueaypaM KOLUPO/A KayecTBa, TakMM, Kak paboTa C MPeTexBUSMU KIVEHTOB,
npouesypbl MO YAOBMETBOPEHWUIO MNOTPEGHOCTE K/IMEHTOB, MpPOUEAYpbl MO MCMPABMEHUD U
MpoghLIYaKTNKe OWMOOK Ma CTaAmmn NPov3BOACTBA U NMOCTMNPOM3BOACTBA. MH(opmaumsa oueHnBaeTcs
Ha NOTeHUMaIbHYH0 BaXXHOCTb A/ BONPOCOB 6e30MacHOCTU, B 0COOEHHOCTN 06paLLaeTcs BHUMaHWe
Ha cnepyoLLee:
CYLLIECTBYIOT NI HEWU3BECTHbIE MCTOYHWKWM OMAaCHOCTN WM HeYYTEeHHbIE OMacHble CUTYaxLLW.
ABNSAETCA I MPUEM/IEMBIM PUCK ONPefieNieHHON CTeNeHu, CBA3aHHbIV C OMnpefeieHHON onacHol
cuTyaumei.

Ecnm Kakoit-nM6o ©3 BblILLENEPEYMC/IEHHbIX BOMPOCOB 6e30MacHOCTU CTaHET aKryasibHbIM,
OyaeT nop/eXxaTb OLIEHKE ero B/IMSIHME HAa BHEPEHHble [0 3TOro Mepbl MO YNPaB‘TEHHIO
puckamun. Mpy aToM 6yayT BHECeHbl COOTBETCTBYIOLUME W3MEHEHWS B AOKYMeHTauuMio Mo
MEHEeDKMEHTY pUCKa.
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f 1
V14.11. leiicTBMA No'c60py M aHa.rsy nHhopmaluu

MeToAa nomy4eHns NOCTNPON3BOACTBEHHOM MH(OPMALIMN ABNSAKOTCA YaCTbO YCTAHOB/IEHHbIX
npoueayp CUCTEMbl MeHeMKMeHTa KadvecTBa. [pouedypbl c60pa WMH(OPMAaLMKM BKIKOYaAOT CO0p
MHhopMaLMK 13 CNeayoLLIMX NCTOYHUKOB:

- 3asBKM, MOCTYMUBLUME OT COTPYAHWMKOB, OCYLLECTBAAKOLMX MPOLECC NPOM3BOACTBA, B
nto6om yf06HOM BapuaHTe (NoYTa, IMYHOe 06LLeHMe N T. 4.).

- 3asBKM, MOCTYMMBLUME OT 3aKa3uMKOB MO €AMHOMY Tene)OHHOMY HOMepy KOMMaHWUW-
MPOW. }BOANTENS UMK MO 3/1EKTPOHHOM MOYTe.

- 3asBKM, 3aper UICTPMPOBaHHble COTPYAHMKAMM KOMarHUW-MPON3BOANTENS, OTBETCTBEHHbLIMU
3a MOArOTOBKY' 33724 K NPOM3BOLCTBEHHBIM COBELLAHWAM, B eJUHON CUCTEME y4eTa 3asBOK.

Ha ocHOoBe aHanm3a pucKa MPUHMMAETC [LOKYMEHTUPOBAHHOE peLlueHne (MPOTOKO) Mo
Cnocoby HabnAeHUs, NpUrogHomy and céopa NocTNPOU3BOACTBEHHOW MHDOpMaUMKM 06 M3aenuu.
MpOTOKON BKKTYaET: MM OTBETCTBEHHOIO COTPYAHMKA (3KCMEPT WM /MU0, WMEOLLee Mpaso
YTBEPXKAEHUS), CNOCO6 HabnoaeHNs (HEO6X0ANMO N HabNOAEHNE Ha OCHOBE 06PaTHOM CBSA3WN WK
e TpebyeTcs aKTUBHOE HabMtofeHMe).

14.12. [esatenbHOC1b N0 BepudmKaum

B OtyeTe no ynpaBneHWO pucKamy OMpeAeneHo, YTO COBOKYMHbIA pPUCK ANA  BCEX
NOEHTU(ULMPOBAHHBLIX  OMacHbIX CWUTyauuidi ABNSETCA MpuemaemMbiM. B cBfsM C  3Tum
npegycmaTpuBaeTcs Npolefypa MpoBeAeHUs OAHOM BeputmnKauuy pesynbTaTMBHOCTM Mep Mo
YUTPaB/IEHNIO PUCKOM.

Mpouenypa Heobxoguma Ans 06ecrneyeHVsi TOro, YToObl B OKOHYaTE/IbHOM MpOeKTe 6blin
MPUHATBI  COOTBETE3BYHOLLME Mepbl MO ynpaBneHuto puckoM. [poueaypa  BepudmKalmm
0(hopM/ISeTCA B BUAE NPOTOKO/MA, KOTOPbIA BKIKOYAET: UMS OTBETCTBEHHOIO COTPYAHMKA (3KCrepT
VNV NNLLO, UMEOLLIEE MPaBO YTBEPXKAEHUS) W 3aK/TH0UeHVe 06 ADHEKTVBHOCTM MPUHA'TBLX Mep.

14.13. OTYET MO MEeHe>KMeHTY pucKa

Mepes BBeAEHVEM B OOpaLeHVe MEAMLMHCKOTO WITACIMA KoMnaHus-nponssoanTens LINYI
2H MEALTMCARH PRODUCTS CO,, [;I'O («JIMHbN TY3MNY XEJICKSE MPOAOAKTC KO.
A 1[.») BbINOMHWUA aHa/IM3 MpoLecca MeHeKMeHTa pucka. [JaHHbIA aHain3 CBMAErelbCTBYET O TOM,
yTo;

1 CoBOKYMHbIA PUCK [/19 BCEX WAEHTU(MMULMPOBAHHLIX OMAaCHbIX CUTyauuin SBNseTcs
npremsieMbIM.

2. TMpuMeHsaOTCA Ha/leXxallye crnocobbl NoyyeHWs Heob6XOAMMOWR MPOW3BOACTBEHHON W
MOCTNPOM3BOACTBEHHOM MH(op.Maumn. KomnaHus cosfana, 3a0KyMeHTUMPOB<Ta W MOAAEpXKu1BaeT
cuctemy cbopa M M3yyveHUs UHGpOpMauuM 06 M34enMM  Ha  3aTanax Npov3BOACTBA U
NOCTNPOU3BOACTBA.

14.14. 3ak.1toueHue

MpousBefieH NNAHOBbLIA ~ MEHEI)KMEHT PUCKOB  MEAMLMHCKOrO  u3genus:  M3apenws
MEeMLMHCKME OfHOPa30Bble BMUThbIBalOWMe. CornacHo pe:}ynbTaraM aHanv3a, O0CTaTOYHbIiA
COBOKYTHbI PUCK SBNSETCS A0MYCTUMbIM.
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rapMOHU3NPOBAHHbIX CTaHAApPTOB

Limea #
93/42/EEC (C n3MeHeHUAMM
J_2p07/47/EC)
1EN 1'S013485;201<S

ISO 11948-1-19¥6

EN I1SO 14971:2012

15010993-1:2009

U ... —
18015223-1:2012

1041:2008
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[MpeKTMBa 0 MeAULMHCKUX MN3Lenmnax

MeguumHckme s/ ennsa. CUCTEMbI YNpaBieHNUs Ka4eCTBOM.
TpeboBaHWs 415 Leneld perynnpoBaHus.
MogrysHukn gna B3pocnbiX. Yacte 1. cnbiTaHWsa N3genms LenmKko.Mm.

3nenna meguumHckue. NpumeHeHne MeHeXXMeHTa pUcka K
MEAVLNHCKUM N3LeNunLL

Bronornyeckas oueHKa MeauUMHCKNX n3genuii. Yactb 1.

OueHKa 1 ncnbiTaHWe B MPOLECCe YrpaBneHUsa prckamu |
MeguuuHckme nsgenms. CUMBONbI, MPUMEHSEMble Ha 3TUKETKax |
MeAMLIMHCKOro 060pyaoBaHnA npu Mapkuposke. Yacte 1. O6uwme |
TpeboBaHuWs

HdopmaLys, NpeaocTasnseMas Npou3BOAUTENEM MEAULIMHCKUX
n3nennii
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16. lMpouecc npounsBoacTBa

[MokyTXa nTatepnanos H
KOMMAEKIyTOLW HX

BX0LHON KOKTPONK %biTepHa.TOB U j
kOMOTeKTryioiiiHx |
— s - B 1

C Y nakoBka

P e o
HauneceHune 3TUTeTKH W PKNUPOBKI

KOHTpPONb TOTOBbIX MOATYTHracoB

1llcnbiTasHs FOT2KbIX no*nyTHMBOB

MoNoAHTENKHUNA oTneT

BbifiBNeHWEe NMPHMNUH HECOOTBETCTBUA, a
Takxe [T* npoBefeHns MepOTHUATHI
no wux ychaHeHAY onpegeneHue
**"HOiKBOiocni ncnpaBneHHa @aka u
MOBTOPHOTO NpeAbABAEHLI MOArYTKIBCOB
Ha MonuaHHA

! Cknan rotosoit NpoX'KNAM
— L xpaHeHne H  KoHTpo,lb  ycnoBwuii
| XpaHeHuUN

Orrpyxa notpe6uTento

e _—F e — "
O6OPA.TA NPUHATUA faNbHERLWINX Mep
S "L e e
1 MoBTOpHad NpoBepKa MOSEryTLILIOB
N ‘L

MaTtoxIrTenbHbIli oTNeT OTpVII/IaTEI'ijIbIVI 0TyeT

VnLutiauiui
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17. Mpoueaypa rocaAcnNpojaXHoro Hagsopa

KomnaHus npousnoguTenb OCYLLECTBSET KOHTPO/b NPU MPOM3BOACTBE M3LENNIA Ha pasHbIX 3Tanax,
BK/IOYAIOLMX KOHTPO/b ChbIpbsi 4151 MOC/MELYHOWEro MpOH3BOAC'TBA W3[AE/MA, KOHTPO/b Camoro
npouecca NPOW3BOACTBA, YNaKOBKW, a Takke KOHTPONb W3AeNuUiA nocne MpoM3BOACTBA COracHO
crneumnpuKaLmu.

XKuyobbl 1 nokasarenn BO3MOXHbIX HEBMAronpuATHLIX WHLUMAEHTOB [e34/1bHO M3Yy4aroTca /19 BCex
MPOAYKTOB KOMMaHWW, YTO SABMSETCA B&XKHbIM WHC/PYMEHTOM [/11 OLEHKW MPUMEHEHUA W3Jenus
nocnie BbiMycKa. Yactora TeKywmx MpPOBEPOK OyAeT OnpefensaTbCA Ha OCHOBE MPUHLMMNOB MO
YrNpaBneHnIo puckamu.

CraHpapTHaa npoueaypa (Standard Operation Procedure) - npouegypa OLEHKU pUcKa MPoAyKummn -
OMUCbIBAET MPOLIECC MPOBEAEHUA MepPUOAMYECKUX 0630pP0OB PUCKOB MPOAYKTA A5 MOATBEPXKAEHUA
MOCTOAHHOW 6€30MacHOCTU M 3(EKTUBHOCTU NPOAYKLMMN Ha PbIHKE.

18. KnnHun4yeckasa oueHka

JIOKyMEUT KNMHUYECKOW OLEHKU COAEPXKUT OLEHKY U aHa/In3 KMHWUYECKUX [AaHHbIX, OTHOCALLMXCS K
H3e. MAM  -MeaMUMMCK3M  OfIHOPa30BbIM  BMUTHIBAIOLLWM, B LENSX MOATBEPXKAEHUS KAMHUYECKOI
6e30MacHOCTM 1 TEXHUYECKMX XapaKTePUCTUK W3OS B YCTIOBWS.Y MPUMEHEHWSI NPeayCMOTPEHHOrO
komnaHvein LINY1 2H HEALTHCARE PRODUCTS CO., LTD (I'IHHbI7II/I TY3WY XENCK3E
MPOOAKTC KO. NTL),

19. ¥YcnoBua TpaHcrioptuposalllia

W3genve TpaHcnopTMpyeTcs N06bIMA BUAaMU TPAHCNOPTa, TaKUMWU KakK KpbITble YKe1e3HOA0POXHbIE
BaroHbl, KOHTEVHepbl, Py30BOM aBTOTPAHCMOPT, CYAOBble TPH.Mbl, 060rpeBaeMble TFepMeTUYHbIE
aBMaLVoOHHble MOZLYNM B COOTBETCTBMM C MpaBuiaMu Ans 3TUX BUAOB TpaHcropTa € COOMOLeHMEM
YC/IOBWIA TPAHCMOPTUPOBKY 6€3 prCKa NOBPeXAEHWS YNaKOBKM.

Mpn rpaHCnoprupoBannn U3Aennii Ao/MKHa ObiTb MpeAyCMOTPeHa 3awyTa OT nonafgaHus Mblun ©
aTMOCHEPHbLIX 0CALKOB.

TpaHCnopT1pPOBaHUe JO/MKHO OCYLLECTBNA'TLCA Npy Temnepa lype OKpy)XatoLlero Bo3gyxa 0T MUHYC
50®C go nntoc 50”°C 1 0THOCUTENbHOW BRaXXHOCTU A0 98%.

Bepeyb OT NpAMOro nonagaHus sraru!

20. YcnoBuAa xpaHeHUs

3pennsa XpaHaT B TPAHCMOPTHOM YNakKoBKe B 3aKPbITbIX YACTbIX W CYXUX CKNaACKMUX MOMELLEHUSAX C
3aWWTo OT nonajaHus Brarv M MNPSMbIX COMIHEYHbIX fly4Yeil, Ha PaccTOAHMM He MeHee 1 M OT
HarpeBaTe/lbHbIX MPUOOPOB Ha CTENNaKaX, OTCTOALMX OT Nnofa He MeHee YeM Ha 5 CM B YCNOBUSIX,
MCKNIOYAOLLMX BO3AEACTBME arpeccuBHbIX cpef  (KACNOTHOM, LWENOYHOW U Ap.), a Takxe
NerkoBOCMN/TAMEHSOLLMXCA U FOPHOYMX XKMUAKOCTEN.

XpaHeHne [O/MKHO OCYLLECTBNATLCA B (PAHCMOPTHOW YMakoBKe Ha CKnafax Npov3BOAUTENS Npu
TeMnepaType OKpyXaroLlero Bosgyxa ot naoc 5 go nntoc 40 N OTHOCWUTENbHOW BMaXHOCTU [0
98%.

E>epeyb OT rrpsAMoro nonagaHusa snaru!

21, Cpok rogHocTtn HTnen WA
CpoK rogHoctn m3genus - 3 roga c Aatbl U3roTOB/IEHNS.
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22. TpeboBaHWA HO MalLMTe OKpYXXatoLLlen cpesbl

. "™ sb AU TYINY XEJICKIE

MW MKTC W
craHg™amH ISO 140711 ouLManbHble OLEHKM M aHaiu3bl pucka (B COOTBETCTBMU CO
™ N3LenMn Ha CTaguy NPOEKTMPOBaHMA W pa3paboTKU W Mepew, 3anyckoM B

pacnosHaTb ftobble BO3MOXHbIE PUCKK 415 MOMb30BATENA
p o»  130enmA Takke BHUMATENbHO KOHTPO/IMPYHOTCA B OTHOLWEHUM mofiY
BPeAHbIX BO3NENCTBUIA MOCNe NOCynneHuMs B npodaxy. uTgpenma™.p,” colZZZ vZsT,
|paHCNOPIMPOBKN. XpaHEHMS W WCMOMb30BaHUA He OKasbiBaKTT BPEAHOr0 BO3AENCTBMS  Ha
npouecce MPOM3BOACTBA M3AENNIA UCKIOYEHA BO3MOXKHOCTb 3arpsi3HeHMs
OKpy>KatoLLein cpeabl oTxogaM nponssoacTea. OTX0Abl, 06pasyoLIMECs NPU NPOU3BOACTBE U3AENNIA
nogsieXxxat BTOPUYHOIA nepepaboTke. OTX04b!, HE NPUrOAHbIE 418 BTOpUYHOVA NT pepX A n ™
YTUAN3aUMM B YCTEMOB.TEHHOM MOPSALKE M B COOTBETETBUW C CaHW rapHbIMU MPaBuin

M paHel

23. TpeboBaHNA K yTuamsayunm
rsTr B COOTBETCTBMM C npaswiamu yTuamMsaumm meamuUnHCKNX
W30ennu, AeUCTBYIOUMI B CTPaHe NPMMEHEHUS Ha MOMEHT yTTell3atLmn MeANLMHCKNX
MeLULNHCKOE W3fenvie, UMELOLLEee MOBPEXAEHNe WHAMBUAYaIbHON (MOTPebUTeNnbCKom! ynakonxu

MeLULMHCKME OTX0Abl Knacca A (3MMAeMMONornyeckn 6esonacHble OTXOAbl MOHOMXKEHHbIE M0
cocTaBy K TBepfbIM ObITOBbIM 0TX04aM) B cooTBeTCTBUM ¢ CaHlMHom 2.1.7.2790-J0.

CMosfib30BaHHbIE  W3AeNuUs  MOANeXaT YHUUTOXEeHUI0 Kak MeguUMHCKME OoTXxofbl Knacca b
(annagemmnonornyeckn onacHble 0Txodbl) B cooTBeTcTBUM ¢ CaHlMnHom 2.1.7.2790-10.

24. OuncTKa n gesmHpekumns

Visnenua OTHOCATCA K MEAALMHCKAM - 1anennsm  ogHOKpaTHOrO  mpuMeHeHus.  OumcTKe
AE3VHMEKLIMM, He No;ukxar.

25. TexHM4Yeckoe o6C LY>XMBAHME N PEMOHT

M3penvs OTHOCA3CS K MEAWLMHCKUM W.30€MSM OfHOKPATHOTO NpuUMeHeHus W3genus umerot
MO/HOCTbLI 3aKOHYENMYIO KOHCTPYKLIMIO. TEXHNUYECKOMY OKTYXXUBanumnio 1 pemontrHTnogael r

26,lapaT uiiHble 06a3aTeNnbCcTBA

\3pllFen™ T7” 6e30MacHOCTb W XapaKTepPUCTEKN W3LENUA MeLNLMHCKNX
Ll, pasoBbIX BMWTLIBAIOWLMX, €C/IM OHU UCMONb3YyeTCs B COOTBETCTBMM C VIHCTpyKumei no

Mp.LUEHEHUIO A0 UCTEYEHUsI CPOKA FOAHOCTY U XpaHATCs C CO6MH0AeHMEM YCoBUA Tpa™ , pOBK Y

H3T""NWTlT!-HO M a T MW B H bl M, AOKYMEHTOM. MexaHNYeCK/e MOBPEXAEHNA
3M1eIMN HC MOT\T SBNATLCA OCHOBaHWEM NS MPETEH3UIA N3rOTOBUTENIO.
Cpok rogHoCcTV n3genus - 3 roga ¢ fatbl U3roTOB/IEHNS.

Mo Boripocam, kacato{aMmca KayecTBa MeAWLMHCKOro u3fenvs, Ha Tepputopun P® obpaulatbea K
YMONNOMOYELLIIOMY MPELCTaBUTESI0 MPOU3BOANTENSA: oopalarbca K

YNoNHOMOYEHHbI NpeACTaBUTeNb NMPOU3BOAUTENS Ha TeppuTopun PO:

HaumeHoBaHuMe: O6u1ecTBO ¢ OdharmueHHON 0TBETCTBEHHOE3bH «PM-MtoC»-
NApec Mecta HaxoxpaeHus: 117246, r. Mocksa, HayuHblii npoe3g, 4.19, at./kom 8/7
Homep TenedoHa: 8 (495) 642-82-60;

e-mail: mskfflrrmplus.ni /. ->
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Tlepesoo ¢ xumaiicxo20 a3vixa ua pyccxuti A3sx
Cmpanuya |
Lirpux-kon
KomuTer no MextyHapOAHOMY COTPYAHHUECTBY TIPOBHHUMH WbioLnan
Crpana: Poccua 1800115
20007601-2EDC
Ceprudmxar
JloroTun: Kuraiicknil KoMUTET No pasBuTHIO MEXAYHAPOAHOH TOProBax

Kuraiickuii koMureT no passHTHIO MexAYHapOaHOH TOPTrORIH ABASETCA MexxayHapoano#i Toprosoi
nanatoit Kuras

Cmpanuya 2

. Mesxaynapoasas Toprosas nanava Kuras
Ceprudmxar
Ne 203301A0 /023348

JIaHHBIM CBUACTENECTBYETCA, YTO HA BCEX HIKECHEAYIOMWMX AOKYMeHTaxX nevats Komnaunm ¢
OFPaHH4YEHHON OTBETCTBEHHOCTLIO Jlunbiin Tyaiiu Xanckae IMponaxre Ko, JIT/, senserca nerunnofi, a
NEPEBOA Ha PYCCKUH AWK COOTBETCTBYET OPUTHHANY.

Kuradicxuil koMuTeT no passTiio MexayHapoaHoil Toprosau
Moanwues ynonromouennoro auua: Cro Uxao
Aara: 22-10-2020

Meuars: Kwrafickuii komuTer 110 passuTHio MexayHapoaHo#H Toprosau / [Nevats ans KOMMEPHECKHX
. cepruduxaros / (37)

CaiiT ana nposepkn neTHHHOCTH cepTHHKaTa: hitp: // www.rzcepit.com/validate.htm
Cmpanuya 67

MNevats: Komnanuz Xanwioy Opurpanc Tpaucnsiiwn Ko, JIT (na kutaiickom 1 aHrnniickom) /
CneunanbHas nevats And NEpesoaos

Cmpanuya 68
Ne20007601-2

Hannbim cBHAETENLCTBYEM NOANHHHOCTL OTTHCK NedaTy KHTafickoro KOMHTETa N0 pasBHTHIO
MexnyHapoawol Toprosiau (37) n noanuchk ynosHomouextoro anua Cio Wkao.

MHJ1 KHP (330)
23-10-2020 Xauwxoy
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IMoanuce Ban $ail
LTpnx-koam 00515565

Ieyars: MUJ] KHP, cneusanchas neqa;n. ans ceprudmxaros / (330)
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[MepeBoA faHHOMO TeKCTa o o
PEBOR A BbINO/HEH MepesoAqmnkoM LLinaesovt Mapuent BUKTOP, 5,10,

Poccuiickaa degepauns
Mopog MockBa
BocemHaguaToro Hos6ps ABe TbiCAYM ABAALATOr0 roga

Uumnoell EneHbl AHATOMBEBHBI. CTBYIO MOAJ/IMHHOCTb MOAMNUCU TMepeBogymnkKa

Moanmck caenaHa B MOEM MPUCYTCTBIAN.
JIN4HOCTL NOAMMCABLLErO AOKYMEHT YCTaHOB/IEHA.

3aperuncTprpoBaHo B peectpe: Ne 77/09-H/77-2020- -9

B3bICKaHO FOCY1apCTBEHHOM NOLLMHBI (Mo Tapudy): 100 py6 00 Kon
YnnayeHo 3a OKasaHWe Yenyr NPaBoBOr0 U TexHN4YeeKoro

H.A. Ml

Nuinckan depepauunia
n Mopog MockBa
A EANNILIATOro HOSIGPA ABe ThICAYM ABaALATOrO rosia vV
was 06s3aHHoe™ HorapnJ

ropoga Mol BI“ "6 “pmM™ —
npefeTaBNeHHOro MHe JOKYMEHTa “ N enbeTByl0 BEPHOCTb  KOHUH'

CrpaHuupb! ¢ 1 Ho 68 npefoeTaB/IeHHOrO AOKYMEHTA AB/IAKOTCA KOMMAMMN.
3aperucTpuposaHo B peectpe: Ne 77/09-H/77-2020- ~

B3bICKaHO rocyaapcTBEHHOM NOLWMHBI (M0 Tapudy):,.7¥p py6 00 kon
YnnayeHo 3a OKasaHve YCyr NpaBoBoro H tex'Hyeck/lox ,, a 'b  PY6 00 Kon

.Jmcta(oB)
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CERTIFICATE

o MW R N MTftl ia S M & (I @& a a R B W

China Council for the Promotion of International Trade is China Chamber of International Commerce
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China Council for the Promotion of International Trade
China Chamber of International Commerce

Il oA 45 ofcl
CERTIFICATE 203301A0/023349
No.

n ow nartrcT atwwmwvxocA4

B o B C e X npwwana « bl T b
L O K'Y M e HTaxX L O N X H a 6 bl T b
NaBNeHa noanmMmHHas- neyartThb,
npocTasBI/leHa "N, . . L e H H OWN
O TBEeTCTOBEeHH 0ncOTT P #® "N HDBA WA
TY 31N\ X ENNTCKDOB nepPpoagAKTLC
IP *
ko. ATH. " tePR T ReReBOAR gHY
TEeKCTOM OpurmuH -CounciV for the Proniol™m

of International Trade

Authorized

Signature:
o~: 20207107220
(Date; Oct. 22,2020)

wiccpit. com/val jtIBte. html

;SNo)l*aii Website for verifying the certmcaie: nttp./, »*«.»
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«1 CERTIFY»

Director
Wang Kefeng

bl1AYl 2H HEALTHCARE PRODUCTS CO.,
I.TD

Date «01» June 2020 r.

Signature
M ‘<D
nNe,-5.
jiu-l! 11;
it ~ "G ‘e
JEff

11SST.R11CT10ON FOE US.E
for the mrfkal device

Medical disposable absorbent devices

2020
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,,» PRODUCT NAME:
?Medical disposable absoibent devices.
2. DESIGN VARIANTS:

1. Dr.Skipp pall-up diapers for SIK “ ® paOC);

4, Dr.Skipp diapers for adults, size 1-(l.arge) I . p

4. SCOPE OF APPIACATION;

Care forpatients suffering from «MLLY incontinence, care tor bedridden patient

(wiilr polyuna syndrome - no more than 5 hours),

6. POTENTIAL USERS:
Adult patients suffering from urinar>' mcomiitence.
r ,ND,CATIONS TOR USEr

Indications for ptasurippoa of prortacB ar P

,Nm incMinp
2rrs:|'"

t? ndanocs, or— N oof

» malignant neoplasms (clmical gtoup deficiencv. dementia;
. wema! disorders with severe or

mother diseases accompamed by moderate to sa cte

8. CONTRAINDICATIONS FOR USE:

An thbsoluK medical cwwwkbcMuw" for providing inconlmoM adu s «
f%rrd ,c male».

of.be ,icma.p » - oi”a or*n lcaron, rn

9. ADVERSE EFFECT S:

NN

A allergic reaction to the
Sbi. irnladon in Ibc nr..

material Ifotn which the products are made.

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



«TECHNICAL CLEIARAC:TERISTIC,'S

11y Lu Ot.,,, .,Ou(( .0 P_

Table ” Design variant

NaJTie of parameter :

P Dr.Slcipp pubkupt ~ Dr”kipp pull-up

iiapers for adults, size diapers for adults, (Medium)
M (Medium) AsizeMAEISTH isn-i 10

Length, nnn
NIKIJkMMdth  mil!
Widtli oedgCH. mm
Width on edges in stretched
state, mm
"Walstdup ) circumference,
mm___
~'lbsnrbent layer lengtk ront
Absorben?..layer width in

npd.dle,JB!I
Absorbent..layer width on

edges, mm  -------- —N

'‘Quantity of tightenmg elasbc

: bands OB side raffles in the
lorm of an arc through groin,

................................... I-
T%ﬁantlty of tightenmg elastic
| bands oil btuncts®  .........

Quantity of ughtetimg elastic

_.r_]an_ds on band, pcs. R Notapplicable_3,, jot®enn
jiving element lengtihjnm.

. . L, », H»able . N oteteSte
"Wvino element width, nnn_ - *an\nbrsbe

o . "Not atmlicable
"rV|_mpedt!e length, mnt_ Not aoplicabie NotappllcablT 7 NoLgEpilSSA-
Trimped tie width, irgn__

Not applicable
rvimnftd tie length.

i Weight_,g_ - —.

5sLo«. . b.

position and secure to the waist,
nnjied in order to separate the fixing elements and the protec Yy
10.3 The force to %)e applied In dine. Fr) g P

104 P a»m «.s <b»
Specified in fable 2.

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

Dr.Skipp diapers ™D"-Skipp diapers
for adults, size M for adults, size L

(Large)
870+10

m i, 41> ba'kim layer when fixing

protective layer should be at



Design variant .
/??ianie of parameter d%b?r(slagr
diapers for adults;- A » @w adults, size L
sizg M (Medium) ~ Size L (Large)’ ¥ L
( 2')4/505)_
fcSiSpiete moisture 540
I idyoiption. R no jgss than — 440 500 I
I"Sotptio«  capacity  after » 44
| centTitugatton, 4.4 :
1 Resoiption. g, no more ihim | o J 23
2,3 2,0 ’
Absoiption rate, cn?/c, no 40
40 40 '
Breaklng load of cover layer 46
||n a dry state”w dw " _
" lotiaitudinal direction, Kkgi. : J 30
N0 18SS than ... - ovovereean, " oo an | .36 '
Breaking load of cover iayei | 3.0 1
in a wet state in the |
longitudinal direction, kgt, j
noless - —Lu

1L SUPPLY PACKAGE
N 3

. . . V. rM.dn.mi are supplied m consumer packagmg, 20 pcs per
Dr.Skipp pull-up diapers for adults, size i «.C n«r nackaee.
package

Dr.Skipp diapers for adults, size L (Larg j, 11

insmicion fa use, 1pc, weudosed to each emsumet paekage

p M .ibellma should be reliable, venliable and

stampintf that naal«
senl,.go."robfa.ed.

IS ro S're Sr”™ irjp ;-

- tTademark;
- name of Ae medical devtee;

.ffapSSWiufaPbfa-O egree duuapinmguioeus)

S ™ or — IV .he svords -IDO ifa throb «.«. the »wer ;
- quanuiY of products per pack, pcs.,

- date of maimfaciure (month, year);
- manufacturer’s expiiy date;
- symbols according to EN 1SO 15223-1-2012,
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m Jisipiatioo according to GOST R 55082-2012.
#* : t 1" 'w rainted on the consumer package or on the label

Svmbol according to

KN ISO 15223-1-2012
- Batch code

- Date of manufacture
- Best before
- Re-use is prohibited
i i/X/
- Protect from sunlight

- Protect from humidity
- Storage temperature range

- See instructions for use
- Tnfoitnation about the manufacturer.

the manufactorer's representative.

The lab”Hing bppl.cd .he »n»po,...o« p.eh.gn.g should , LWL

.cco,d»g <o Hem 12,2 with
the addition, )
quantity' of consumei- packages; "
gross Weight, Kg;

I LWrewwiast f the transportation packaging Oeiigth x width x height);
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Ubel 13>'out for consumer package is provided below.

MEDICAL DISPOSAfiLE ABSOKBKNT DEVICES
Dc'iicn variant; XXXXXXXXX

«J1 Manufacturer LINYI Z\\I-U"AL.T>ICARB PRODUCIS SHANIXINIt PROVINCE,CI®A

" Authorised representative of the «laiwfacturer in Russia;
R\1-uius Limited Liability Comptiny (RM-pius, LLC)

" Tel.: +7 (495) 642-82-60

e-nwil: msk@mtpius.ru

S B XXXXXX

d 1 xxooox  IXXXxXxx

Method of use;

lll
. mx?
For diapers: My X 1 ®
For pnll-up diapers:
3L1J

HanPiN 3.17.2790-10. Used devices should » dbposca %

TR A e sew e rr GRS REIGEHS

Attention! Keep dry! ...certificate No, dated.

13. PACKAGING

P,«,« ns..afd-.

Dr SktpppuH-«P dtapep for jppkstl film bags,30 pcs per package,

urstmction for use, 1 pc., wenclosed to each consume package.

Seams m plastic film bags should be welded. ) . materials
r -io« execution Made from the same raatenais,
. 1 -
X ,S'Se's — |

.,cCb»ica, d.»a«xe .0p.*agM g opens .ccess .0 ,he peodpcl ,.rf«e
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fé» vinr are acl?d in a box mannfactured of iiner cardboard, which
~mxiucts packed m consumer packaging ait pacKul
Sntains 5 mdmdual (consumer) packages

r-mee ge3| n executiom made from the same raateriab, with tlve
Products ofihc same tfpe, vanalu ot size umgt.

wne manufacture date (month, year) are packed ra one box.

Sy —

An, example of the product consumer package is shown in Figure 1

Figure 1 - Consumer packaging of the product, 1
a) Dr.Skipp diapers for adults, size L
b) Dr.Skipp pull-up diapers for adults, size L (l,arge,)

il
14. MET.HOD OF USE

The rule, for use of product, (represented e. p,Cures) are she™ on.he consumer packagtng

S il o " »me,p.chae,strar*ten
2 PUt the pohetuonthc side, bmdmg the knees,
3. Fold the product tmd puss « benseen
Start from the fi'ont, pushing ihe abdomen kauiig romimum folds;
& Turn the patient onto she back and align the dtai t avoid leakage. Maklng sure of
I the cdpL of the Ptobuc, should
sufficient fit. fix the diaper with the elcro - first with ine
the upper ones.

hs pans, -noth ocM d. suetch st» % (
the pchneal region - pottmg o should

0 Puton .s nsutd undenvem-. smugiten out *« ,»JU “oams,
) . Take Off the used pull-up deters as uonml unde, «ear. or tea
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I

15. I,NSmUCTI(*)NS FOR USE
The use of products must be canued out ». accordance with this lustructioos for use.
Ifsers avho have sfttdied the Instructions for Use are allowed to use the products,

fhe products do notcontain any medicmal drugs for their
The products do not contain any derivatives of animal ongm as an integral p

» . c<.n«,i.. any deriv..ive. ,f h.«.» b.«d orl, ¢,Mp,,.N« » .d int.gr.. p.r,

d....» »r.».d ind.,cnde,, .iy..... r ™ di...devi.»,

tears, folds, delammation and other mechanical damage,

FRECAUI'IONSy WARNIM.S;» .nvironmeM near heatiria devices and in direct sunlight,

».-nch,,e ™ nd oiher *0, g .mdln.g sute«xnc«>. as
ot L s way be sa,,.a,ed . ,1, fore.gn odor, oven in «

Products. should.not be s ored near_open flames % ag OIg irritation occurs, stop using the
If the skin condition in the area of contact with the product det r|o

ates and imtation o
product and refer to a doctor.

r L " 'i" b " S ao Ib » prodac. sho.id bod.a”aod of.

rONUmMONS OF list: Mo producla I'T. .n»d«l ibr as. LW U.al.hoaro wi®»» ™  a»*l »< b»'™,
e«vin),,mH.lal .owperamre of45 "Cu +10C and rolativ. ar hum.dily uplo , 8

16. CLEANING AND DISINFECTION REQUIREMENTS

Th. FOdaots « smglo-aso mod.oal dovroo.. No. subjact .0 ol».r.»S and diainfetion.

1?7. CNRE \ND MAINTENANCE

Of. prvdaov aro ,ngl.-aro o«d,oal dov.oos, Tbo prodacv have a co.nplo.ed de,g.

No, subjec, .0
:uer,.e::aioe and repair,

IS. TERMS OF IHANSPORTATION

The product cw be transported by wy means of fte mles applicable to these

‘it o S td t “sS tr " , coodrdonv w,.h,,n. »b.ocdng d.0 pachagrag .0

« . 0 r

obo ﬁrodocb pro,cc..on
Trunsponanon .duHiid he cruricd out at L amblent tempelature from -Oc

up 10
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from direct humidity'

5'r% STORAGE C;ONI>rnONS

in.e sbould lie ,.0,ed in .be
Lire eddrec.». %K aato media”ae.die. ablwe, e.e X
5 cm away tom the floor under condmotls that exclude exposure

m hiehlY-flammable and combustible fluids. NN

..-e manufacturer’s warehouses at an ambient
Storage should be earned out In the shipping packaging m ‘he manuiactu
SjS-ature from b S*Cto . 4=C®id relative humidity up to 98 f..

Protect from direct humidityl

20. DISPOSAle AND DESTRUCTION

n,e dev.ee, are di,p.«d of i, »a.ola,ee w.U. ...

e ...le, fo. d.apoa.l of mediea, dev.ee, ,n force .» d.e
counhy' of use at the date of disposal,

to solid household waste) m accordaoce with SaiiPtN [

U,cd dev,ee, ,ho..d be d,,po*d of » e.a,, B ,oed.eal we,de (ep.dem.oloB.eally to o » , wa,.e, .«
accordance with SanPiN 2.1.7,2790- 10.

21. MANUFACTURER'S WARRANTY

The raaiiufecturer guaramees the gquality, date and are stored
devices tf they are used in accordance with the this regulator document,
according to the conditions of

Mechamcai d-amage to the products cannot constitute the basis lor any

Thi - Product shelflife is 3 years from tlie date of manutacture.

22. MANUFACTURER INFORMATION

N.,e: LIM 1211 HE/V'w froofL SHENGZHU.ANG STREET. LUOZHUANO
Phone;-86(0539)5635398;

e-mail; saleMirSSMIiLSMB- riwYi 2H HEALTHCARE PRODUCTS CO.,
street: LUOZHUANO DISTRICT. UNYI CITY,
SHANDONG PROVINCE. CHINA.

'22. CL AIMS T'O SENDTO T.HE 4 DD.RESS,;

A, thori*ed representative «f the C)

Phone: +7 (495) 642-82-60;
e-raail: mskvdrmplus.ru.
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MST OF APPUCABI.E BV THF MAN.IFACTURER STANDARDS,

X'TIVES AND HARMONIZE!) STANDARDS n

jAumber of stambml
93/42/EEC (2007/47/EC iis
amended) e
EN 1SO 13485:2016

Tsf)I1Q48-t-1996
EN 1SO 14971:20L:
1SO 10993-1:2009
lso m15223-1:2012

"L i04!1:'2008
L
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"Name of standard
Directive mi medical devices

retmlatow PorpQses®

jli vices. AppEgaiitl, L e
‘%&%‘éa avdtuation o medkcat Mices L

iah..m«g Part 1 ieral reqiijramortl
T‘I‘r‘-S-iogn Aw id%ﬁg‘ éy&ga P of medical devices

applicable

10



«ACBNWAETENBCTBYO»

Jdnpektop
BaHr KetpeHr

NVHBAN TY3WY XENCK3E NPOAAKTC KO. NTA.

Jara: 1 unoHa 2020 104a

Mognuck: Bun

MeuaTb: KomnaHms ¢ OrpaH4eHHO OTBOTCTBEHHOCT/IHO
NNHBNN TY3NY XEJICK3E NMPOAAKTC KO. ITA.

MHCTPYKUWNA MO NMPNMMEHEHWIO
Ha MefWLUHCKOe n3aenue

N3genns MeAWLUMHCKWE OfHOPa30Bble BNUTbIBaK W KE

2020
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ptHOBAUHE U3AENNSA:
w MEAULIMHCKIE Of]HOPA30BbIE BNIUTLIBAIOLLIVE,

2. BMPUAW lbi NCMONMHEHUSA:

1 :k-. 'Y3HUKK-TPYCbl + » B3poc/blx Dr.Skipp, pasmep M (Meliwws) (BLug 233900);
MoarysHukn-Tpycel 4515 B3pocnbix Dr.Skipp, pasmep L (Large) (Bug 233900);

3. MogrysHuku ana B3pocnbix Dr.Skipp, pasmvep M (Medium) (ssg 280360);

4. MogrysHukun gns e3pocnbix Dr.Skipp, pasvep L (Large) (Bug 280360).

3. HA'WWAYENWE:

M3nenns MeauUMHCKME OAHOPa3OBble BMU-LUBAOLLME LLFeAHa3HaueHbl fas BrW-LUBAHUS W Y/aepKuBaun.us

MouM TpU %/xo,u,e 3a B3pOC/bIMM 6O/bHBIMK, CTPAAAMLLWIMUA HEAEPXKaHNEM CPEeAHEe 1 TSXKEeNOo CTeneHm
nexkaummuy 6oMbHbIMM. ’

4. CKITACTb IPUMEHEH:UNA:
¥Yxop 3a 60/bHbIMM, CTPAAAIOLLVIMUA HeflepXKaHeM MOUM, YXO[, 3a IEXXaurM1 BO/bHbLIMK,
5. KPATHOCTb MPUMEHEHWNA:

HecTepubHble He CTEPUATYEMbIE MEAULMHCKIE U3AENMSI OQHOKPATaoro NpUMeHeHNs. M3nenme siBrraetes
OfHOpPa30oBbIM U MpefHa3HauyeHo 1S WCMOMb30BaHNS OHUM  MalMeHTOM. PeKoMeHyeMoe Bpemst
MPUMEHEHNS M3AeNKS He 6osee 8 YacoB (NPY CUr3apo,Me NoNypuM — He Goree 5 u).

6. HOTEMUMANBbHbBLIE HOJIb3OBATLL'1A;
Bspoc./ible NawyieHTbl, CTPaAatoLLmMe HeepXKaHNeM MOUM.
7. NO.KA,'T4HNA K MPUMEH:EH1::LL):

MOKLWaHMAMM K Ha3HAYeHUIO KOeNNiA ABNAKOTCA CTOWKME BbIPKEHTLUE WM 3HAYUTENIbHO BbIPXKEHHbIE
rrapyLLeHns PYHKLUMN BbIfeNeHNs B CefCTBME:

* 3200/1€BaHWW, MOC/IEACTBUIA TPaBM, MOPOKOB Pa3BUTET LiEHTPArbHOW, Neputepruyeckoii HepBHOM CUCTEMI,
BK/IKO4asA COCTOSHUSA B pe3y/ibTaTe HapyLLeHNs MO3roBoro KpoBoobpaLLeHus;

* 3260/1€BaHWIA, NOC/EAC rBUIA TPABM, XPOHUYECKMX UHAEKLWIA 1 MOPOKOB pa3BHrasi, MOYEros0BOIA CUCTEMbI;

* 3.ra0KaYeCTBEHHbIX HOBOOGpasoBaHuii (fV KMHMYecKas rpyriua);

* MCUXNYECKUX PaCCTPOMCTB C TSHKENOW UK TyOOKOI YMCTBEHHOM OTCT/I0CTbIO, e MELLLLLEIA;

* IPY: VX 33a00/1€BaVUIA, CONMPOBOXKAAOLLIMXCS HEAEPKAHMEM MOUM CPEHEN 1 TSHKENON CTENeHW.

8. HPOTUBOHOKA3AHWA E MPNMEHEHWIO;

ABCO/MOTHBIM MEAULIMHCKMM MPOTHBOMOKa3aHWeM A5t 06ecrieyeHra B3pTeAblX, CTPAAOLLNX HelepXaHMEM,
V3aeNMSIMA SBNISETCA aNeprmyeckas peakumst Ha MaTepuan, U3 KOTOPOro LUFrOTOB. TeHb! M3AeNKS.

He pekoMeLLTYeTCA MCMOMb30BaTb M3AENMS MPU 3a60.1EBAHMAX HAPYXHbIX MOJOBLIX OpPraHoB WM Npu
Ha/IMYMM KOXKHBIX MOBPEXAEHWIA B MECTAX COMPUKOCHOBEHNIS TE.MA C U3LE/NEM.

9. NMOBOYHbLIE 3PDPEKTbDI:

B03MOHIA0 pa3fpakeHue KOXM B 30HE KOHTaKTa C M3AEMMeM, NP HaMUMM anneprmyeckoi peakuymn y
naLyieHTa Ha MaTepmar, 13 KOTOPOro M3rOTOB/IEHbI U3AENNS,
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rf.\HH 4 KC MVEE X4PA1lM EPNC N'MKU

. "3upave|pbl n3genunii Jo/mKHLI COOTBETCTBOBATb MapameTpaM, YkasaHHbIM B Tabnmue |.

MN1wa 1
Han «emoBanve nokasatens

{n

i, i
LLivpuTLL B cepeauHe, MM
LLinpnlaa no kpasm, MM
LvpyHa no  Kpasm B
pacTa’“TroMm COCTOSAHUM, MM
O6xgart Tanmn/6eaep, Mm

1dmHa  abcopOupyroLLIEro
1TTH mm

: Wnpnma  abcopbupytoLeT
C/IOH B CepefyiHe, MM
LLinpuHa  abcopbupytoLLero
C/1051 MO Kpasim, MM
Konnyectso  CTAMMBAKOLLMX

J Pe3nHoK Ha BGOKOBbIX
060pkax B BuAe Oyru 4epes

1 Mmax. wr
i KonmnuectBo — CTArMBaK LULLX
Pe3VHOK Ha Gapbepax, LT
Konnuyectso  CTArMBaroLLMX
PE3VHOK Ha Mnosice, LT
JnvHa (DUKCUPYIOLLEro
371eMeHTa, MM
LLmpnHa  mkci|rytoLero
areMeHTa, Mv
JnvHa roprpoBaHHO i
CTSDKKY, MM
LLvpnHa  rocprpoBaHHOM
CTHI mm
JrvHa ropupoBaHHOIA
CTKKW, B pacTAHYTOM
COCTOAHUN, MM
LLvpuHa  rodyprpoBaHHOiA
CTKKW. B PacTaHyTO.M

COCTOSIHAW, MM
0:1 MIOCUTENbHOE  YLLLIHEHWE
roppUPOBaHHON CTSHKKK, %,
He 6onee

OTHOCUTENbHOE  y[janHEeHMe
nosica, %, He 6ornee

Macca, r

[N B3pOC/bIX
(Medium)
120-
180=10
260411
62010

800-1200
420+10

8010
130+1()

2

3

18
He npumeHumo
He npumeHymo
He npuixieHMmo
He npvimeH1mo

He rdoimeHMmo

He npumveHnmo

He npumeHmMmo

238

305

BapwviaHT ucnosiHeHus
Moaryswku Ana  Moary3Hukm ans

[oAry3HUKU-TPYCbI  Mogry3HUKU-T|3yCbl

L/191 B3pOC/IbIX
(i.su-ge)
350+10
200=10

300+.10
700+10

1000-1400
450+10

80--t10
130+10

2

3

18
He npumeHmo
He npvMeHHM.0
.He nprareHmvio
He npvimeHvrmo

He npumeHnmo

He npumMeHumo

He npymeHmmo

233

40+5

Dr.Skipp. pasmep M Dr.Skipp, pas.mep L Dr.Skipp, pasmep Dr.Skipp, pasvep

B3POC/IbIX B3POC/IbIX
M (Medium) L- (Large)
750.+10 8To.HO
290+10 290+10
750+10 750+10
He npumeHrmo  He npymeHnMo
680-1150 840-1500
520+10 720+10
15a-.t10 170+10
235+10 280+10
2 2
3 3
Henpuvesawo  He npumeHLLt0
80+5 80+5
26+5 26+5
He w)vmeHrimo 12545
He .npuveHnmvo 45+5
He npvimeHMmO 190+5
He npumeH.1mo 4045
He npymeHmmo 152

He npumeHMmo

45+5

He npvmeHnmo

60+5

102 Junkuii CMOA (DUKCUPYIOLLMX  37IEMEHTOB [JI0/DKEH OBecrieumBars ycToiumsoe MOWMNaHe K
3aLMTHOMY C/IOK0 MY (hMKCaLMM MOATrY3HUKOB He MeHee 5 pa3. M3genve OAHOPA30BOrO MPUMEHEHUS,
OfHaKO, AN (MKCaUMM ero B HY)XKHOM TMOMOXEHWM W 3aKpernieHns Ha Ta/in  YenioBeKa MOXKET
noTpe6oBaTLCS MNOBTOPHAA (MKCaLMS.
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g KOropyk) HeoGXoAMMO MPUIOKMTbL ArLL TOTO, HYTOObI Pa3bedUHIUTL (OMKCHPYIOLLME 3MIEMEHTBI 1
—IbWcnoi, fomkHa BbITb He MeHee 6,5 H,

Mokazaten, obecrieumBaroLme (yHKUMOH/IbHOE HasHaueTLle W3LENNiA, JO/MKHbI COOTBETCTBOBATbH
p, TpebOBaHWAM, YKa3aHHbIM B Tabnmue 2.

Tabnmua 2
, 11an.MeHoBaHVie NMoKasaTens BapuaHT 1cnonHeHms
MoAry3Hvku- ! Moarysumku- MMo.Ary'3HvKm a0 Moary3Huku
Tpychl A i TpyChbI 4511 B3POC/IbIX [N5 B3POC/IbIX
B3POC/bIX B3POC/IbIX Dr.Skipp, pasmep .Dr.Skipp,
Dr.Skipp, patsviep  Dr.Skipp, pasmep M (Medium) pasmep L
mM(M.edium) L (Large) (Large)
110[]HOE  BNArornor/oLeHue, 1800 2000 2000 2400
r. He MeHee
(‘opbLmonHas  CroCcOBHOCTbL 440 500 480 540
rnocsie LeTpUQyruposaHus,
I He MeHee
ObparHaa copbumnsa, T He 4.4 4.4 44 44
6onee ’
CKopocTb BNUTLIBAHNA, 23 23 2,3 2,3
ar™/c, He MeHee '
PaspbIBHas Harpyska 4,0 4,0 4.0 4.0

MOKPOBHOIO C/0St B CYXOM
COCTOSIHUM B MPOAO/IbHOM

Lianpas/ienH, Krc. ve Me.Hee

Pa,; TpbBHast Harpyska 3,0 3,0 3.0 30
MOKPOBHOrO ~ Cnos BO

BMXHOM  COCTOSHWW. B

MNPOAO/IbHOM  HanpaB/ieHnK,

KI'C. He MeHee

. WMMNNEKT WKTFABK:U

1 } sHu*-ipycsl ;T8 B3pocnbix Dr.Skipp, pasvep M (Medium) riociaenstorca B NOTPEOUTENLCKON
YTOKOBKe B Ko,114ecTBe 20 L.

Moaly wnkn-Tlay el ans B3pocibix Dr.Skipp, pasmep L (Lai'ge) noctaBnsioTcsd B MOTPeOUTENLCKOIA
YMaKoBKe B KO/inyectse 20 L.

Moary'3HUKm ,gaﬂ B3poc/bix Dr.Skipp. pasmep M {Medium) nocTaBnst0TCA B NOTPEOUTENBCKON YNaKOBKE B
Konmyectse 30 L.

Moary-3HrKKn ,aaa B3pocnbix Dr.Skipp, pasmep L (Large) noctaBistoTcA B NOTPeOUTENLCKOM YNakoBKe B
konmyectse 30 LLT.

K KaK[0i1 NoTpebrTeNnbCKOl YNakoBKe NPUKIaAbIBAeTCst UHCTPYKLYS MO NPUMEHEHMIO, B KOMMUECTBE 1T,

12. MAPKVPOBKA

121 .MapkupoBKa [0/MKHa ObITb [OCTOBEPHOM, NPOBEpseMOii M yuTaeMoi. MapKMpPOBKY HaHOCAT Ha
YNakoBKy WM Ha 3TUKETKY (Ap/blK), NPUKPENIEHT'0 k YrnakoBKe. MapKMpoBKY HaHOCAT 1H06bIM
crnocoboM (nevarbto, TUCHEHWEM, LUTaMoOM), OBecreyMBatoLLMIM ee ACHOCTb, YETKOCTb U YMTaeMOCTb.
[Mpy MCMO/b30BaHNM MEYATHOrO Croco6ba HaHEeCEHVS MapKVPOBKY OTMapbiBaHNe KPacky He JOMYCKaeTCs.

12.2 MapKu1poBKa Ha NOTPebUTENbCKON YNaKOBKe U3AENWIA LO/MKHA COLepXKaTb:

- Hav.MeHOBaH1e Y FOpUANYECKIIA aipec NPeanpUATUS-U3rOTOBUTENS;

- aApec (PaKTMHYECKOro Npov3BOACTBA U3LeNns,

- HOMep perncTpauyoHHOro y40CTOBEPeHNS 1 AaTa Bbifadw;

- NOIHOE HaVIMeHOBaHWe YNOoHOMOYEHHOI 0 NPEeACTaBUTENsA MPOU3BOANTENS Ha TeppuTopumn PD;
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m!KYECKKiA aZipec YrNOSHOMOYEHHOMO MPeACcTaBUTENS NPOU3BOAUTENS Ha TeppuTopun Pd;
3HaK;
- ""HVieHOBIiHUe MeAMLVHCKLLO U3AENus;
- VSIVIMEHOBa/INE BapUIMHTa UCMONHEHWNS U3AENNS;
- BU1 M3eNNS B 3aBUCUMOCTUM OT HasHaueHUs {CTeneHn HeLepXKaHns MoUn);
- pa3vepbl 13aenus no 06xeaty Tanuu/6eaep;
- pasunna no NPUMEHeHVI0 U3Aenua (B BUAE PUCYLLOB WV TEKCTA);
->U :anma no ytunmsauum: cnosa «He 6pocaTs B kKaHaInsauuio»;
ml.!.;1M4ecTBO M3aeMUiA B YNakoBKe, LUT;
- naty (MecsL, rof) w; HoTOB/EHWS;
- CPOK T'0AuoCTW. yCTaHanII/IBaeMbIVI M3roTOBUTENEM;
- cumBonbl no EN 1SO 15223-1-2012;
- 0603HayeHne 1X)CT P 55082-2012.

COOTBETCTBYHOLLME MPeLyNpPeanTeNbHbIE CUMBO/bI (MPUBEAEHbI HUKE) MEYaTatoTcsl Ha  MOTPEOUTE/NLCKON
yNakoBKe WM VB YTKeTKe (Sp/fiblke), NPUKPeneHHoO K NOTPebuTeNbCKOM YNakoBKe B COOTBET:CTBUM C

CvmMBon no 3HaueHue ciiMBOTa
ENISO 15223-1-2012

(1ot - Kog naptum

- [laTa, N3rotoeneHns
1 - cnonb3osatb Ao
- 3aTTpeT Ha MNOBTOPHOE MPUMEHEHME

- He gonyckaTb nonagaHL COMHEYHOro CBeTa

- Bepeub oT Bnari

T
- TemnepaTypHbIiA AnanasoH XpaHeHUs
. ~O06paTnTech K MBCTPYKAWUM MO L3HMEHEHUIO
J:
- Hhop:MaLms 0 MporosoguTene.

- NHhopmaums OnpeacTasuTese TL30U3BOAUTENS.

AL MapKu1poBKe, HaHECEHHOM Ha TPAHCTOPrHyH3 YMakoBKY MacoK, [O0/KHa OblTb YKa;}aHa WMH(opMauus B
COOTBETCTBUM C M. 12.2 C AOMOMHEHWEM:
KO/IMYECTBO MOTPEOUTENIBCKMX YMAKOBOK;
BEC OpyTTO, Kr;
“ BEC HETTO, KI;
- rabapuTbl '(haHCMOPTHOW YNaKoBKU ([/IMHa X LUMPYHA X BbICOTA);
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;T 3 MakeT aTukerkv J/H nxnpebutensckoit yiiaKoem 1T].)eacTasneH Hbke.

i/ N
I VN3LENNA MEAULMHCKUE OAHOPA30OBBIE BMUTBIBAIOLWWE
BapriaHT UCTIONHEHMS: XXX XXX XXX
KOnv4eCTBO M3OEMUA B YTTAKOBKE: XX T,
Pasvepb toae/ins Vo ><BaTyTan|/||/|/6eAep XX - XXav

I Vtoerva x«ryd NpUMEHSTTL KaK [1151 KQUEV C TSDKENON CTENEHBHO HELIEaHI, TaK W 1S NKQreli 00 CPeaHedi CTerneHso
. HeflepXKaHus.

I Wpoteo.anTe.b: ; N1 iXI LKMIK WKL Mn)CHE 1 ', MYVHBAA 1Y) 'K M- 1I)IAKTC KOJTIA)
Xapec \O.SKi UOQ KO\ SHNGIZH AKtiSTKi'U.1 1 j/,IU AK(t DISTRCT. UNYI L WIX)KGPROVINGE, CHINA

VIPOUTOZETLLIK 1INY! ;ii I AR Bo1X.Cs at,HD. NO.TSBLUOQI ROAii Sili N)/LU)ANU STREET,
114)/%( PRGDSRICT uwmﬂ\}(%m)ow PKOVANGi., CHIKIT NoAL)

* >I0VIOMOHEVVIbIA MPEICTABUTES b MPOLLBOAVTCIIA HaTep mTopun Pd:
C IHEHHO 0 THEICTBOHAOCTL D «PIVHTHAV (OO0 «PMIyac»)

QOoLLecTBo

Agppec: 117246, 1. Mockga, HayuHb I mpoesg, 4, 19, ar, %av
Tea.: 8 (495) 642-82-60

efastst raskiSmplys.ru

i XXXXXX

d | XXXXXX T bl XX, XXXX

Crioco6 iipuVeHeMVI;

.
NoArynHMKOB;

3

[pH Tary TTKoLL- I3 A
TPYTO®: 1#

c Xn “f 2% 31, 41

Cnoco6 VIH.MIIUINT MAUIMWMKMK TAEANC. HYcb'woe /syitbkac'.wic inl«iBM, T.iut.it<6 Uu'nx'Cait.iwaoii) YNKKOBKB, ,4100 UCTCXLUMIA
JP«k NMw<len| b .TomceKai'ics K iKiio.ii.'iotiau.uo, «u; ene,per yr)uiriai4>iii> kak ye/wratoete 0.14.H,! Kbleca A (MMOEKLLIONOMNYEC-KA
S>> yverale oexngpl. FPTANFrewwnae o cooi;il« K mkpabiM MHI<bLa( oiXo.raMi a el.kine-en!llle Cau! miKa) 2 1,7,2790- 10. VenO-JIMOBavsik®
y.acurbl HK,ICKY, CLUENOKULLK) Kab uYedrmyllckme Tyefk! knseca b (‘slunemHaadmyeeku oiutci)l.ie nrxogun) a o<XITlercramm ¢ CaHlMMHom
2,1,7.2790-10

«He 6pocuTb B KMHaMaaumio!» roct P55082-2012

BHu.maHue! XpaHuUTb B CyXxoM MecTe!

...PervcTpaLmoHHoe yaocToBepeHme 0] ST

13, YITAKOBKA

N3pennsa B KonudecTse, onpegensaemom MNPOU3BOAUTENEM, YNAKOBbLIBAKOT B nakeThl U3 I'IOI'II/IM€pHOl7l MNNEHKN
(nodpebuTeNbCKas ynakoBka), 06ECMEeUMBAIOLLEA COXPaHHOCTb W3LENNIA MpY  TPaHCMOPTUPOBaHUN 1
XpaHeHWH.

Moary3Hukn-Tpychbl Ans B3poc/blx Dr.Skipp, pasmep M (Medium.) ynakoBbIBarOT B MakeTbl 13 MOMMEPHON
NAEHKN B Konnyectse 20 LT,

MoarysHeukn-Tpycel ana B3POC/bIX Dr.Skipp, pasmep L (Large) YNaKoBbIBalOT B MaKETbl u3 I'IOI'II/IMepHOIZ
IUCHKH B kO (Muecrse 20 L.

Monry3Huky gns B3pocnbix Dr.Skipp, pasmep M (Medium) ynakoBbIBatOT B NaKeTbl 13 NOMMEPHON NIEHKN
B KO'VHXBc 30 UL,

Moarymuku ang B.3pocnbix Dr.Skipp, pas.mep L (Large) ynakoBbIBatOT B MakeTbl U3 MOSMMEPHON M/IEHKN B
Konmyec 1se 30 L.

K Kavkoii NoTpe6uTeNnbCKoii ynakoBke M)MKNaabIBaeTcs MHCTPYKLMS MO NPMME.HEHLLIO, B KONMYecTBe 1 L.
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MakeTax u3 I'IOI'II/IMGpHOVI NNeHKN Jo/HKHbI ObITb 3aBapeHbl,

S OAVH NaKeT YNaKOBbIBAOT M3AENMS OfHON rPyMMbl, BWAA, BapyaHTa Pa3MEPHOro psaa, KOHCTPYKLMK,
1e\MIM4EeCKOro  MCMOMHEHWIA, W3rOTOB/IEHHbIE LU OAHWX MaTepuasioB, C OAMHAKOBbIMM MOKa3aTensMu
KayecTBa C OfiHOM AaTOI M3roToBMeHNS (MecsiLl, rog).

He nony'ckaeTcs MexaH14ecKoe rnoBpesiafieHiie YNakoBKM, OTKPbIBAtOLLIEE OCTYN K NMOBEPXHOCTU U3AeNNS

M3penus, ynakosallTble B MOTPEOUTENbCKYH) YMakoBK}?, YMaKOBbIBAOT B SALUMK, BbIMOMHEWHbIA 113
06/IMLI0BOYHOIO KapTOHa, KOTOpbIV COAEPXUT 5 MHAMBUAYLLTEHBIX (MOTPEBUTENBCKUX) YTMAKOBOK.

B 0gvMH AWK, ynakoBbIBAlOT W3LENMA OOHOrO BBA@, BapuaHTa pPasMEPHOrO Psda, KOHCTPYKLMM,
TEXHWYECKOrO WCTTOMHEKWIA, C OfHOM [aTol M3roToBNeHNs (MecsL, rog).

11pvep NOTPedmTENbCKOM YNAKOBKW U3LeNNS MPUBELEH HA PUCYHKE |,

PucyHok 1- lMoTpebuTenbcKas ynakoBKa U3feTvs:
a) MogrysHuku ana s3pocnbix Dr.Skipp, pre.vep L (Large)
6) MogrysHukn-Tpycsl Arms B3pocsbix Dr.Skipp. pasmep 1, (Large)

14, CNMMOCOBb MPU.%1EHEHNA

Mpasuna no NPUMeEHEHNIO N3LENNIA (B BUAE PUCYHKOB) MOKa3aHbl Ha MoT|.)ebuTeNbCKOM YnakoBKe,
AXITOPUTM HaleBaHWS MoAry,3HVKOB:

1 BbIHYTb MOArY3HWK W3 NOTPeOUTENbCKOM YNakoBKW, PacrnpaBUTb BCE €ro YacTW, pasr/iafuTb CKIAAKY,
Crlerka pacTsiHyTb;

2. [NonoxuTb 60/1bHOTO Ha 60K, COrHYB eMy MOTS B KOJIEHSIX;

3. CnoXutb n3genve v NponycTTb ero MeXy Crerka pasfgBuHYTbIMA HOraMy, 3aKpbiB MPOMEXHOCTb, -
Ha[TeBaMVe HY)XKHO HauuHaTh criepeau, NToaBuUras MoAry'3HVK Hasag, U pacrpas/iss 3a[HHOK YacTb;

4. ToBepHYTb 60/ILHOIO Ha CrIYHY Y BIPOBHATL MOAMY3HWK Ha XXMBOTE, YTOObI OCTa/I0Ch MUHMYM 3a/10MOB;
5. Kpas n3aenvsa Jo/mxKHbI WOTHO Mpuerarb K rew-, 3TO NMOMOXET .M30eXaTb NpoTeKaHus, y6eavBLUNCL B
[OCTaTOMHOM MpWieraH.uv, criefyet 3aMKCUMpOoBaTb MOATY3HUK INMYYKaMn - CHayana HUKHUMK, YTOGbI
M0THee 06XBATETb HOMM, MOTOM BEPXHUMM,
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ANTOpUTM HaJCHaHWA NMOATY3HUKOB-TPYCOB:

1 BbIHYTb NOA(Y3HUKX-TPYCbI U3 NO'TPEBUTeNbCKOA YNaKOBKM.

2. Hriets, Kak 06bpLLOe Genbe, pacrrpaBuTh 3alMTHbIE 6apbepbl,

3. CH/MUTE UCTO/b30BaHHbIE MOATY3HUKU-TPYChI, KaK 00bpLUOe Gerbe, LLLLL Pa30pBHTe BOKOBbIE LLBbI.

15, YKA:CAMNA no SKCITINYA/TALNM

Vicro,"Ib'toBaHMe  UMENMA - IOMKHO  OCYLLIECTBMISITLCA B COOTBETCTBME C HACTosLWE VHCTpyKuweid no
MPVYMEHEHIO,

K nprMeHeHUI0 M3aenuii A0NYCKLLIOTCS NO/b30BaTENN, U3YUMBLUME VIHCTPYKLMIO MO NPUMEHEHMIO.

Mapenva He cofiepxkaT Mef|LLMHCKUX MpenaparoB B KayecTBe HEOTbEM/IEMOIN 4acTu, HeobXoAnMOW
4na paboTbl.

W3penns He cogepXaT HPOM3BOAHbBIX XMBOTHOIO MPOUCXOXAEHNSA B Ka4eCTBe HEOTbEM/IEMOW YacTu,
HeobXxoAnMoNn aas paboTsbl.

WN3penus He copepxar MPOU3BOAHBbIX YE/IOBEYECKOM KPOBM WM €e KO.MHOHEHTOB B KauyecTBe
HEeOTbeMIEMOI YacTu, HEO6XOANMON AN PaboTbl.

V3genna  mefuLuLLICKMe OfMopa:toBble BILUT'biBaLLLLME NPUMENAOTCa WE3aB,UCUMO OT  ApYrux
MeLUNNNCKHX W3LENWiA.

SAMNPEWAETCA .MPUMEHATb M3AENVE B CIEAYHO.LWNX CNYYAAX:
OGHapyeHbl  BHe.lLHWe AebeKTbl  M3AE/MS:  MOCTOPOHHME  BK/KOYEHWS,  HApyLUEHWs  CTPYKTYpbl
MCNONb3YeMOro MaTepurana, paspbiBbl, CKMaAKW, pacciavBaHiie U pyriie MeXaHNYECKMe NOBPEXAEHMSI.

MEPbBI IIPEAOCTOPOXHOCTW, NPEAYTIPEXOEHNA:

W3penma Henb3a XpaHUTb B YC/IOBUSAX MOBbLILLEHHONW BMIXHOCTW, PALOM C HarpeBaTe/lbHbIMX Nprbopa.Mv 1
Mo4 NPAMBIMKA COTHEUHBIM JTyYamMu,

Wrpenva Hemb3s XpaHuTb PAOoM CO CTMPa/IbHbIMM MOPOLUKaMM, .MALLMHHBLL Mac/ioM W NpoYTALl CULHO
MaxHyLLW.MA BeLLECTBaMK, T.K. WU3AENMS AaXXe B 3aKPbITOW yMakoBKE MOryT MPOMUTATbCS MOCTOPOHHWUM
$anmom

W3penmns Henb3s XpaHuTb BO/OM OTKPLITOFO O,H, T.K, 3TO MOXET NPMBECTM K AethopMaLiin 1 BbILBETAHNIO
v3genms

Fc-91 cOCTOsiHME KOXWM B 30HE KOHTaKTa C W3fe/MeM YXYOMLLETCA U MOSABNSETCA pasfpadkeHue, TO
npekparuse 1C.nosb3asavuvie N3LeNMs 1 00paTUTeCh k Bpauy.

Mwe'ly rrpefHasHavdeHbl TObKO 4151 HAPYXKHOTO MPYMEHEHNS.

'LiupetipelCa UCMONb30BaTh U3L4eNMA € UCTEKWMX! CPOKOM rofHOCTW. [laHHble u3fenua  nogaekar
YTUAroagan.
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ryoBmd NMPUMEHEHWNA; wpaenta npegHasHayeHa ANa NPUMEHEHUA B JOMaWHMX ycnosuax, TLUB

IXMepUWmMHCKOTo yupexaeHunsa, npyu TemnepaTtype oOKpy>Karllero so3gyxa ot w.toc 5 go nnatoc 4U L
- NOTHOCUTENbHOM 3TaXXHOCTK A0 98%.

16.'l PEBOB.AN.VNA K OYUCITKE M AEIMNDEK.LINU

W'agenus oTHOCATCH K .MeJULWUHCKAM M3AeNusaM O4HOKPATHOrO NMpuMeHeHUs. OUnNCTKe U Ae'3SMH(EKLUn, He
wgaexar.

17. YXOo4 W TEXHUNYECKOE OBCNYXXVNBAHWE

WN'3Teamsi 0THOCATCA K .MeAMLWHCKAM WU3LeNUsM OAHOKPATHOTO MpUMeHeHWs. WM3aenus MMelT MO.JHOCTbIO
3aKOHUYEHHYH KOHCTPYKLMI0. TeXHUUYECKO.MY 06CNY>XMBAHUIO U PEMOHTY He Ftofn,e*ar.

18. YC.JTOBHA TPAHCIOPTNPOBAHIWB.

WN3genue TrpaHenopTupyeTcs NO6bLIMU BUAAMU TpaHCNopTa, TaKMMW KakK KpbITble

BaroHbl  KOHTeliHepbl, Trpy30Boii ABTOTPAHCMOPT, CyAoBble TpioMbl, OOOrpeBaeMble repmem i

aBMaLMOHHble MOY/IM B COOTBETCTBM.M C NMpaBuUIaMiy Jora 3TUX BUAOB TPaHCMOpPTa C COONOAEHUEM YC/I0BM
TPaHCNOPTUPOBKM 63 pUcka NOBPEXAEHMNS YNaKOBKN.
Mpn ipaucllopTUpoBaMmMm U3Aennii JomkHa 6biTh

aTMoC(epHbIX 0eATKOB. ynor
TpaHcnoplwpoBaHMe AO/MKHO OCYLLeCTBAATHCA NPU TEMHePATYpe OKpyXalollero Bosgyxa oT mMuHyc .0 A
10 WwTtoc 50°C M OTHOCUTENBHOW BNAXHOCTU A0 98%.

npegycmoTpeHa 3allnTa OT nNorwpaHnWa nbl.Ta W

bepeyb OT NpamMoro nonagaHusa snaru!

19. X’ noBUA X.PAHEUNA

WTgerrus XpaHsT B TPAaHCMNOPTHOW YyMaKOBKE B 3aKPbITbIX YUCTbIX U CYXUX CKAAACKU.X MOMELLEHUAX C
aw,|'Fi ot J L M OpambiX « * * « . ny,A W pnccrodawm e
HWpepawabHbIX NPUOHOPOB Ha CTWLIMXKAX, OTETOAWMX OT MNona _fie MeHee 4YeM

- Y - A
UCKMIOYaloWmMX BO3JeiicTBME  arpeccuMBHbIX _“cpeq  (KWcnoTuowm,

WenoYHolt wn gap.), a TraKk e
NEerkoBOCM/IAMEHAIO L UXCSH U TOPHUYNX XK.UAKOCTEIA.

XpaHeHue [OO/DKHO ocyliecTBASTbLCA B TPAHCMOPTHOW YMakOBKE Ha CKAagax

e L CHAMMTONA NN
N
TimepaType okpy>xawLwero so3g>"xa oT natoc 5 4o rrnoc 40 %' M OTHOCLWI W BHOW BAAXHOCTK A0 ,)8

Bepeub W NPsMOro ronawius saaru!
20. YTUIN3ALUNA N YNNUYTOXEHUE

YTtunnsaumna VI3,CI.€I'II/II7I npomnssoanTca B COOTBE3-CTBUM C npaBunamn ytunmsauymnm MeouumMHCKUX wU3Nennn,
,CI.EIZCTByPOLLI.VIMIA B CTpaHe NPUMEHEHNA' HA MOMEHT YTUN.U3ALMNH.

MeanLuMHCKOe U3fenne, UMelollee MOBPeXAeHWe LWIUBAAYLWIWHONK (“‘«*"6UTENbCKO)
UCreKIWIMin CpoK TroAHOe™ He pJoMyckaeTcs K WCMONMb30BaHUIO, €ro cnegyet
.MeJLUMHCK.Me 0TX0Abl Knacca X (3NWMNONorndeckn 6e3onacHb AN MPUONVKEUMble T €

TBepAbIM 6bITOBLIM O0TX0f4aM) B cooTBeTCcTBUM ¢ CaHMuMom .w.l.."...79U-1U.

Micnonb3oBaHHble  u3fenuda  nofgfieXxat  yHUYTOaceHuMw”™ rak wmepgarmA/rA

oTxofbl  knacca b
(anngemMmonornyeckn onacHble 0TXoA4bl) B coorsetcteuu ¢ Canlulom 2.1, /.* /vu-w.

21. TAPAHTUW MPOKOeOANTENA

Mot Bo-W!enb rapaHTUpuyl, KayecTBO, 6E30MACHOCTb U XapalwepucTUKW U3JAeNUA  MeANLUHCKUX
.MWop”o”blK BNUTLIBAKOLL WX, €C,IM OHWN UCMONb3YeTCH B COOTBETCTBUN C
U'TCUCUUSA CPOKa FOAHOCTM U XPaHATCA C CO6MOAEHMEM YC/OBUW TPAHCMOPTUPOBKM U XPaHEHUS.
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af0BAEHHbIX HACTOALMM HOPMATUBHLIM LOKYMEHTOM. MexaHn4yeckne nospexaeHuns FOAEALUVI HE MOTYT
A0ATLCA OCHOBaHWEM fas npeTeH3|/||71 N3roToBuUTENIO.

CpoK rogHocTn usgenus'- 3 rofa c 4atbl U3rOTOBEHUS,
22. W1OPMALWA O YPON3BOAWTICNE

Han %ieii«BaHne: LINY H HEALTHCARE PRODUCTS CO,, LTD (MMHBAW TY3NY XEJICK3E
MPOJAKIC KO, TA,);

JAgpec mecTa HaxoxpgeHus: NO0.58 LUOQl1L ROAD, SHENGZHL<ANG STREET, LUOZHUANG
DIST'RICT, LINY! CITY, SHANDONG PROVINCE, CHINA;

Homep TenegoHa: +86 (0539) 5635398;

e-mail: 8ales@ak2h.com. N

Appec mecTa npousBoacTtBa MeguumHckoro msgenusa: LINYI 2H HEA1/71 HCARE, PRODLCTS CO

LT'D, N0.58 LUOQI ROAD, SHENGZHUANG STREEI' LUOZHUANG DISTRICT, LINYI CITY
SILANDONG PROVINCE, CHINA.

22. HPETEKOUWH HAMPABJ/IATb NO AAPECY:

YW TanomMo4YenHbll NnpeacTaBUTENb NPON3BOAUTENS HA TeppuTo|ganm PO

HaumernosaHue: OBLLECTBO C OpavmnyerLLon (YrBeTCTBEHMOCTLIO «PM-ntoc» (000 «PM-MC»);
Appec mecTa HaxokgeHns: 117246, r, Mocksa, HayuHblid npoesg, 4.19, 31./kom, 8/.',

Homep TeHedona: 8 (495) 642-82-60;

c-7a il: msk'i‘rmpliis.ru

23. CMWCOK' MPUMEHUMBIX TMPOW3BOAUTENEM CTAHAAPTOB, MPUMEHNMBIX
JVPEICIVB U ,FAPMOLL.BMUPOB,ALLL:bIX CTAHAAPTOB

Homep cTaH.wpTa lla3BaHue cTaHdapTa
122 I'K (c (MMeHeHuamu  AVPEKTNBA 0 MEANLINHCKUX N3[ENNAX
_2007 47 T()
E\iSOf3485:2016 Menuuwsnckuc wne.ws. C'MCTeMbl ynpaBaeHUa Ka4ecTBoM. TpeboBaHuA
Ans UCJCR perynnposaHus.
1ISO 11948.U1996 I 11loAry3Hukun ang B3pocnbliX. Yacte |. cnbiTaHNA U3fenns Leawom.

' Napgenus MeauuMHCK33e HpuiMeHeHWe MeHeqXXMeHTa pucka K

EN ISO ]4971: 2012 | MeIVLIMHC]«3M_Taennam

ISOU)993-1;2009 Buonornyeckas oueHka «eAuWCcKNX n3genmii. Yacto 1.
Ouew.a H MCHbMaHUC B tipoHccce ynpaBneHns puckamu.

ISO 15223-L20L MeguuuHckue usgenns  TUMBONbLI, MNpUMeHseMble Ha  -3TUKErkax
MCOMLLUHCKLLIO oorspx A(usa(la  npu  mapkuposke. Yacts L O6uwue
TpeboBaHus

ENA.041:2008 V33"opmauys, npegocTasnseMas NporoBoAnTeNeM MeaULMHCKNX U3aennii

10
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MepeBoA C KMTACKOro i3blka Ha PYyCCKUM A3bIK
CTpanuya 1
LLTpux-kog,
KomnTeT no mMexayHapoAHOMY COTPYAHUYECTBY MPOBUHLMM UXaL3sH
CrpaHa: Poccua 1800115
20007601-1 EDC
CepTtudpmkar
Norotun: KnTalickuii KOMWUTET N0 PasBUTUI0 MEXAYHAPOAHOW TOProBAn

KuTaiicknii KOMUTET MO0 PasBUTUIO MEXAYHAPOLHOW TOProB/n SBNSeTCS MexayHapoAHON TOprosoii
nanartoii Kutas

CTpannua 2
MexayHapoaHas Toprosasi nanara Kutas
Ceptudmkar

Ne 203301 AO/023349

[JaHHbIM CBMAETENbCTBYETCS, YTO HA BCEX HUKECNEAYHOLWMX JOKYMeHTax nevatb KomnaHum ¢
OrpaHMYeHHOW 0TBETCTBEHHOCTLIO JInHbIAM Tyaliu Xanckae lMpopakte Ko, T, SBnseTcsa UCTUHHOMR, a
NEepeBOf, Ha PYCCKUI A3blK COOTBETCTBYET OpPUTUHaY.

KuTalickuii KOMUTET M0 PasBUTUIO MeXYHapOAHON TOProBu
Moanuck ynonHomoyeHHoro nmua: Cro Yxao
[Oara: 22-10-2020

MeyaTb: KutaickuiA KOMMUTET MO PasBUTUIO MEXAYHapOLHOV TOpPros/u / MNeyaTb 415 KOMMEPYECKNX
cepTumkatos / (37)

CailT fns NpoBePKN UCTUHHOCTK cepTudmkata: http: //www.rzcepit.com/validate.htm

CTpaHuuya 22

Meyatb: KomnaHus XaHwkoy OputpaHc TpaHcnalwH Ko, 1T/, (Ha KUTACKOM ¥ aHTIMACKOM) /
Cneumna/ibHas neyarb 19 NepesooB

CTpaHuuya 23
Ne20007601-1

[JaHHbIM cBUAETENbCTBYEM MOA/IMHHOCTb OTTUCKA NevaT KUTaickoro KommTeTa rno passuTuio
MeXayHapoAHoi Toproenu (37) v NoANMCb YNoAHOMOYeHHOro mua Cro Yxao.

MWL, KHP (330)

23-10-2020 XaHuwxoy
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Moanuch BaH dait
LLtpux-kog 00515564

Mevatb: ML KHP, crneyunansHas nevatb ansa ceptudmkartos / (330)
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MepeBon naHHOrO o .
PEBOA A TeKCTa BbIMN0oMHeH nepesofyrkoM LLnaeson Mapuiet BuKTop»
NOAANCH
Poccuiickaa ®egepaums

Mopog MockBsa .
BocemHagLaToro Hosa6psa gBe ThicA4M gBajuatoro To'

Moanuchk caenaHa B MOEM NPUCYTCTBUM.
JInyHOCTb NOANMUCABLLErO AOKYMEHT YCTaHOB/EHA.

3apeructpupoBaHo B peectpe; Ne 77/09-H/77-2020-

B3bICKaHO rocyaapcTBeHHOM
YnnayeHo 3a

ﬂOﬂnﬂll/lCﬂ FepboBas nedvatb

HoTapuyca r.;¥10CKBbI
Afci'iMOBa I'b.

H.A. MapTblHOBa

Poccuiickaa defepaums
Nopog MockBa
«0“NeMHagUaToro HoA6pA ABe ThicAYM ABAALATOrO roja

FT:Hefo" * ™ «<5A3arHOET,, HoTapmyca
CBMAETENbCTBYKD BEPHOCTb kohL  C

Awm

opoga Mol kKI'TK,,m*
npeactasneHHoro MHC foKymMeHTa

CTpaHuLbl ¢ 110 23 NpeaocTaB/eHHOr0 A0KYMEHTA SBSAOTCS KOMUSIMM.

3apernctp™™~ow..p8"pe: Ne 77/09-H/77-2020-

py6. 00 Kom.
ANNNNANNY U N B OBLD M TEXHUYECKOTO XapaKTepa; 'y6. 00 Kon

Beero np()1111173pw 'O H. A. MapTblHOBa
1 CKpenneHo

HoTtapuyc; AN |

c/
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