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ro ALL TO WHOM THESE PRESENTS SHAI.E COME
I, ARTHVIR KAM YUEN All of 6th Fioor. AIE Building. No.3.'* Connaught Road

Central. Hong Kong
NOTARY PI BLIC

duly authorised and qualified to practise in Hong Kong Special Administrative Region DO

HEREBY CERTIFY” that the original Documents of RFX+C'ARE Manufacturing Co.,

I.td. hereunto annexed are-

. the TEC IfNICAL DOCI MENTATION for MEDICAE DEVIC K SanitapiastiR)
medical sterile polymer based plaster signed b> Xiufeng Zhou, the Qualitv
Manager of the said RFXbCAKF Manufacturing Co.. Ltd. dated 17th .lul\ 2021;

21, the  MAINTENANCE DOCI.MENTAFION for MEDICAL DEVICE
Sanitapla.sr.K medical .sterile polymer based pla.ster signed by Xiufeng Zhou, the
(,uality Manager of the said RFX+CARF.! Manufacturing Co.. Ltd. dated 17th JiiK
2021:and

3). the  CONSUMER INSTRUCTION FOR USE for MEDICAL DEVICE
Sanitaplast.8 medical sterile polymer based plaster signed by Xiufeng Zhou, the
Cdualit} Manager of the said RFX+CARI Manufacturing C(x, Ltd. dated 17th July

2021,
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IN FAITH AM) TESTIMONY whereof | rhc said Notary Public have subscribed my
name and set and affixed my sea! of office at Mh Flnor. 11E Building. No.33 Connaught

Road Central. Hong Kong, this 22nd day of-luly Two Thousand and Twenty-One.

s Apostilie only cenifies ihe suthenheity of Ihe signature and the capacity of the person who
has Signed (he public documer t and where appropriate the identity of the seal or stamp which

Lhe public document bears This Apostille does not certify the content of the document for
which i( was issued To verily Ihe issuance of this Apostille see ARTH U R KAM YUEN AI
Imps ivivr.-j "vriicia'fh” pn'courl servicpr IdvlitiesaposlilH wiilication honl"
NOTARY PUBUC,
g'jt/f ‘haps 'Avww.jvdiciaryhk/ih/coun.spnKes faciUties.'ipostillf*veniKaaon.hinii' H O N G KO N G SAR
APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1 Country: Hong Kong. China
This public document
Tt
2 has been signed by Au Kam Yuen Arthur

3 acting in the capacity of Notary Public

a bears the seal/starnp s Au Kam Yuen Arthur

Certified
5 at High Court 6 the 23JUL2021
h " 2021 T- 07 ,fl 23 B
7. oy Simon KIWANG
Registnir, High Court
3
44220 | 2021
9. Seal/stamp’ 10 Signature n
aI-'TCr

Reference Code iSfJfJSS? F4BC240B
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Approsved by:

-----

Sighature: ,(jnfwg_,ahm

e )021‘?.;7, _

TECHNICAL DOCUMENTATION
for MEDICAL DEVICE

Sanitaplast® medical sterile polymer based plaster

RIX i CARE Muanufacturing co Lid., P.R. Chinu
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NAME OF MEDICAL DEVICES
Nanitaplast & medical sterile poly mer bised plaster
MEDICAL DEVICE VARIANTS

1. Sunitoplast k- medical sterile polyvmer based plaster in dilferent colors, sizes: 19 pun x 72
mm.

2. Suaniaplast ® medical sterile polymer based plaster skin-color, wierprool. sizes: 19 mm
L 72 . 38 mm s 38 mm 024 mm. 25 i x 72 mim
3. Nantaplast & medical sterile pelymer based plaster skin-color. not waterprool. sizes: 10

nun N Hlmm:

4. “Sandard Ne 17, Completeness ol the consumer pack: Sanitaptastk  medical sterile
polymer based plaster skin-color. waterprool: 19 mm x 72 mm H) pes. 1 pes. in total,

S, oStandard N 270 Compleleness ol the consumer pack: Sanitaplast®  medical sterile
polymer based plaster skin-color. waterproof® 19 mm x 72 mm - 20 pes, 20 pes. in tolal,

6. “Miniplast™. Completeness ol the consumer pack: Sanitaphast® medical sterile polyier
hasced plaster skin-color. waterproof: 38 mm x 38 nmm 5 pes. 024 S pes. 18 pes. in
ttal,

7. “Universal™. Completeness of the consumer pack: Sanitaplast@- medical sterile polymer
based piaster shin-volor, waierproof® 19 mm » 72 nin -3 pes.. O24mm 3 pes.. 23 mm »
72 mm - 5 pes., Sanilaplast® medical sterile polymer based plaster skin-color. not
watterproot: 10 mm X 40 mm - 5 pes. 20 pes in wotal.

8. “Big Umiversal™, Completeness of the consumer pack: Sanitaplastk medical sterile
polymer based plaster skin-cotor. waterprool: 19 mm x 72 mm -3 pes. 38 mm x 38 mm
Spes. O mm - S pes. 23 mm X 72 mm - 5 pes. Sanitaplasi® medical sterile polymer
based plaster skin-color, not waterproof: 10 mim X 40 mm 3 pes. Sanitaplast ®: medical
sierite polymer based plasier in different colors: 19 mm x 72 mm 3 pes, 360 pes in total.

PERPOSE AND PRINCIPLE OF OPERATION
I he plaster is used for minor cuts. abrasions and other minor skin wounds proteciion.
MODE OF ACTION

{tis intended for absorbing the blood or exudates from the small wound and protecting the wound
from infeclion or cross inlection.

INDICATIONS
For use on minor cuts. abrasions and other minor skin wounds protection.

CONTRAINDICATIONS

- Major wounds.
- Individual material intolerahility,

PRECAUTIONS

For external use,
- Use immediately alter the package is opencd and dispose properly afier use,
- Intended for single use only.,
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Doy net wse alier the expiny date or it ihe primary pachaging s dimuagad

s norecamimended o apphy the medical deviee o wet skan or rmsned skio aregs,
W\ rapper conlins naturat rabber Lates,

11 s aw are diabetic consuli yvour doctor belore use.

POSSIBLE SIDE LFFECTS

B wound beeds eacessively or skin becames reddened. swollen or painful reman e the plaster,
Nole! In rare cases children with sensitive skin may develop rash due 10 beat and moisture.
especially in the Tace. In both cases. consult a doctor immediately.

INSTRUCTION FOR USF,

Clean wound and surrounding arca and dey skin belore applying the plasier. Extract the phaster
from the priniary packaging, Remove the protective paper. Position pad over wound wind press
firmly on adhesive area o ensure adhesion. Change the pateh evers 24 hours or when it gets wet.

POTENTIAL CONSUMERS OF THE MEDICAL DEVICE

FThe muedical deviee can be used in health facilities and at hone by medical personuel and
consumers without medical education alter reading the instructions For use.

MEDICAL DEVICE OVERVIEW

Ire medical deviee ix a sterile plaster on a polymer base. covered with a sticky adhesis e bver.
with an absorbing pad.

I'he medical device is hy poallergenic. waterpraof*, with high hold.

*The requirenent is not applicable (o the product “Sanitaplast® niedical sierile puby mer based
plaster skin-color, not waterprool. sizes: 10 mm X 40 mm™.

Characteristics of medical device

Common characteristics:
| __ Parameter
Peel udhesion (Resistance of the adhesive layer o peeling)
IN/m,

sorplion capacity ol the absorbent (functional) pad. cm*/cm

B 'Specifiv;al_i-ons

10-1000

[T S

Not less than 0.05

'Wetting time of the absorbent (functional) pad. s: Not more than 10
WalciproclhessY _ Waterproof o

terility Isterile o
Package integrity hermetically

*The requirement is nol applicable to the product “Sanitaplast® medical sterile polymer based
plaster skin-color. not waterproof, sizes: 10 mm X 40 mm™, since its design features do not
allow 1csting. The basc of the plaster is waterproof.

Individual characteristics:

| Medical device name Size, Shape Colour Absorbent pad
b e X% mm | ) o | size, +10% mm
* Sanitaplastx medical 19 -72 | reclangular different colors: Ix23
_slerile polymer based i i o
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Medieal device name

Size, Shape \ Colour Absorbent pad
L L 210% mm L sizey £ 10%, mm
plaster in dilterent . red. blue. green.
_eolors : ; s deltow )
Smiaplast® medical 19 72 rectangular . _skin-color ' 1z 2
-sterile pobymer biused 3R 38 square ‘ skin-color 200 M)
¢ plaster skin-color, 024 round  skin-color E 1213
s waterprool. sizes: 19 5_35 72 rectangular ) skin-color : 16 - 23
mmx 72mn 3B mmx {
38 mm. O24 mm. 23 : ;
. mm X 72 mm _ o U L
. Sanitaplast R medical 40 - 10 rectangular skin-color 10 - 10
sterile polyvmer based '
ptaster skin-color. not '
- waterprood, sizes: 10 :
Umm X 40 mm i
! - - —. i

The rechnical draws of medical devices

I Saitaphser medieal sterile polvimer hased plaster in different color, sizes: 10 gm0 72
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2. Sanitaplast R medical sterile polymer based plaster skin-color. waterproof. sizes: 19 mm

N 72 mm. 38 mm x 38 mm. (024 mm. 25 mm X 72 nun
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Lize: 19 mm x 72 mm

Fimm

size: 25 om X 72 mm

3. Nanitaplastr: medical sterile polymer based plaster skin-color, nol waterproof. sizes: 1)

mnt X 40 mm
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LIST AND DESCRIPTION OF MATERIALS COM
PATIENT'S BODY (HUMAN BODY)

1.
mm:

ING INTO CONTACT WITHH THE

Sanitaplast R medical sterile polymer based plaster in ditTerent colors. sizes: 1Y mm x 72

buse from polyethylene 1ilm (in different colors: red. blue. green. yellow) covered by

colorless adhesive (acrylate adhiesive which is medical use):
absorhent pad trom viscose and polyester with PE film:

release paper (rom silicone paper.

~ Component ki Material I_( AS no.
- Base wnd glue I (32%) [ V002-88-4
PO (32%) | 25322-68-3
Ink (x'r’»%' red. vl-l.‘l:"il.
Cyellow, green, blue ¢
Tupe glue (2954) | n/a

| 1 20%)

| L
! Absorbent pad : Viscase {70%) | 99331-82-5

_ Polvester (28.33%) :m;w{-'?@- >
. N P lllm(l 67%) Ya) '_ 9002- §8_—4_
Release paper ) l’ulp 1-4
| (95%)

I
i
¢
'

L «Wenzhou

'_l Ads tHlaoge)

| «Shanghai
_ Marcrials Co.

Supplier/trade name
] faope
Technodogy

Ani- -

: counterleiting (o,

ulidnu/lwu ILmLhud Ik Co.. §ids.

| Liv 161 Printing ink

! «llenkel (China) Jovestment Co..

| Lud.»d LOCTTLL DURO-TAK 2954 |
E-Ren  Noo-Waven |
Fid.oo (1-Reny

Lad.)
i

«Shanghai Jinda plastic Co..
tinda)

i Siliconce oil (3%) | 63148_{)2;9

1J

mm 38 mm 024 mmL 25 mm x 72 mm;

which is medical use)
absorbent pad trom viscose and polyester with P?
refense paper from silicone paper.

Sanitaplast & medical sterile polymier based plaster skin-color, sizes: 19 mm x 72 nun. 38

base tfrom polyethylene film (skin-color) covered by colorless adhesive (acryvhite adhesive

E film

S |

’» Compunent Material CAS no. Supplier/trade name
Basc and glue | PE (37%) 9002-88-4 «Hangzhou Yoniner pharmaccutical
| POE (37%) 25322.68-3 | Co.. Lid.n., (JNSJ)
: | Pigment (6%) | n/a )
Tape glue (129A) | n/a «Henkel (China) Investment Co..
(20%) Lid»/  LOCTITEE DURO-TAK
o 129A
| Absorbent pad | Viscose (70%) 99331-82-S [ «Shanghai 1:-Ren  Non-Woven
', Polyester (28, 130 | 80595-68-2 | Materials Co.. Ltd.» (E-Ren)
f PE film (1 67%) ;_9002-88-4
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Release puper Pulp “eellulose T 65996-61-4 ;«31121@“?."{!-!-&[:1.blu.\‘lic Col | s
(9530} o i dinda)
Sificone oil (37) 1 0314R-h2-0

30 Sanitaplast® medical sterite polvimer based plaster skin-color. not waterprooll Gjzes: 11}
mn N Hmm:
- base fram polyveihylene ilm skin-color) covered by colorless idhesive taers kile adhesive
which is medical use)
- absarbent pad Tram viscose and polyester with PE film
~ release paper from silicone paper.
Componcat Material - _(" AN no. T;_ _Supplier/trade name
 Base and glue | PE(37%) i 9W02-88-4 «lldngchuu Yoniner plmrm.:wum.al
_POE(37%) | 25322-68-3 | Co.. Lidos (NS |
}Mglt_ﬁ%) | o e ]
Tape glue {(129A) ] n/a «Henkel (Ching) Investment Co., t
{20%) Ltd.»/  LOCTITE  DURO-TAK |
! L C | 129A ' ‘
Absorbent pad | Viscose (70%) P 99331-82-5 | «Shanghai  E-Ren Non-Woven |
i ' Polyester (28.33%) | 80595-68-2 | Materials Con. Lados (1-Ren) ’
. TPERIM.67%) | 9002-88-4 :
. Release puper ~~Plflp T celtulose I 63996-61-4 «Shanghai Jinda plastic Co. Lado»
- 193%) - (Jinda)

o —

Siticone ml (N' 'TE'M;(»:-G !

Technical drawings of release paper of the medical device, + 10%:

Fo Sanitaplast R medical sterile polymer based plaster in dilterent colors, stzes: 19 mm x 72

mm,
-
i i ig
e
Feoure
7
2. Santtaplast® medical sterile polymer based plaster skin-color, waterprool. sizes: 19 mm
X 72 mm
k|
3
e e
Yenew
2
3. Sanitaplast® medical sterile polymer based plaster skin-color, waterprool,, sizes: 38 mm

x 38 mm
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4. Sanitaplast® medical sterile polymer hased plaster skin-color. wierprool, sizes: O24 mm

-

$24mm

A

Sanitaphast 8 medical sterile poly mer based plaster skin-color, waterproal, sizes: 23 mm
v 77 mm

“AUG

A Sanitaplast® medical sterile polvimer based plaster skin-color, not waterprood, sizes: 10
mm N0 m:

-
113

- - e e — —
_ Amm
A0

PACKAGING OVERVIEW

The plaster is packaged in an individual primary pack (wrapping paper) made of medical use
woud pulp - double sided cold seal paper.

Lﬂmpon.entI . Material | CASmo. T " Supplicr/irade name ;
P Packaging | Pure paper (90%) | 63996-61-4 1 Changzhou Plastic Color Printing |
| paper | Water (2%) 7732185 | Co.. Lid. (CZCY) =
i | Natural latex (8%) [ 9003-31-0

ackaging of a medical device, + 10%:

Technical drawings for primary

1. Sanitaplast® medical sterile polymer hascd plaster in different colors, sizes: 19 mm x 72
mm,

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



~. Sanitaplast R nedical sterile polymer based plaster skin-color, waterproot. sizes: 19 nun
72 mm

3. Sanitaplast & medical sterile polymer based plaster skin-eolor. waterproof. sizes: 38 mm
X 38 mm

L Sanitaplast R medicat sterile polymer based plaster skin-color, waterproot. sizes: 023 mm

d1mmy

. == . e

1Inm

e S

5. Sunitaplast-# medical sterile polymer based plaster skin-color. waterprood. sizes: 25 mm
x 72 mm

Tdewn '

6. Sanitaplast® medical sterile polymer based plaster skin-color. not waterproof. sizes: 10
mm X 40 mnu.
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Sealing width of the edges ol the primacy pachaging 3 mm
Scaling strength S1.2N1 50 (0.08 N/mm)

PACKAGING

Sanitaplast &: medical sterife polymer based plaster packs into carton consimer packaging in with
dilferent design of 10, 20, 30 pes.:

1. Desipn “Standurd Ne 17
Completeness ol'the consumer pack: Sanitaplast&: medical sterile pulymer buscd plaster skin-color.
waterproofs 19 mm x 72 mm - 10 pes. 10 pes. in total.

k3 Design “Standard MNe 2™
Cumpleteness vl lhe consumer pack: Sanitapiustk medical sterile polymer based piasier skin-
color, waterproof: 19 mm x 72 mm 20 pes. 20 pes. in otal.

3 Design “Miniplast™
Completeness of the consumer pack:  Sanitaplast® medical sterile polvmer based plaster skin-
calor. waterprool: 38 mm x 38 mm S pes.. 024 S pes. 10 pes. intotal.

4. Design Uiniversal”

Completeness vl the consumer pack: Santtaplast ® medical sterile polymer based plaster skin-color,
witerproot: 19 mm x 72 mm -3 pess. O24 aum S pes. 23 mm 8 72 mim - S pess Sanitaploasik
medical sterile polvmuer based plaster skin-cator. pot waterproof: [#mm X 40 vm 5 pes, 20 pes
in towal,

s Pesign “Big Universal™
(ompleteness of the consumer pack: Sanitaplast® medical sterile polymer based plaster skin-color.
witterprool: 19 mm x 72 mm -5 pes. 38 mm x 38 mm S pes. 924 mm 5 pes, 25 mm X 72 mm
— 5 pes. Sanitaplast® medical sterile polymer based plaster skin-color. not waterpreof: 10 mm X
40 mm - 5 pes. Sanitaplast® medical sterile polymer based plaster in different colors: 19 mm x
72 mm - 5 pes. 30 pes in total.

The amount of plasters and completeness are indicated in the labelling of consumer packs (scc
“Packaging design™).

The technical drawing of the secondary/consumer packaging of the medical device, + 0,5 mm:
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Group and transport packaging:

e medical device ™ Sanitaplast ® medical sterile polymer based plaster” in conswmer pachaging
is wrapped in 1o picees with transparent polypropylene biasially oriented lilm. Group fabeiling
{paper label) is glued to the group package.

The group packaging is labelled with the following mandatory intormation:

—  Product name

- INXYDDMMYY (IN - constant letters. as the identifier of the beginning of the batch
number. X - production shift. Y - line. DD - day of packing. MM - month of packing. YY
- year of packing)

- Expiry date

= Storage conditions
Quantity ol consumer packages

—  Manufacturer information

The transportation packuging is a cardboard box (corrugated board) with labelling product
mlormation (paper label) where the group packaging is included (or transporting the medieal
device (20 group packs in cach transportation pack).

The technical drawing of the fransportation packaging of the medical device, + 10%:
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Fhe transportation packaging is labelled with the tollowing mandatory information;

Product name
INXYDDMMYY (IN - constunt letters. as the wdentifier vl the beginning of the batch
number. X - production shift, Y - line, DD - day of packing. MM - month of packing. Y'Y
vear al packing)
Fxpiny daic
Storage conditions
- Quantity of consumer packages
- Manutacwurer information

FABELLING INFORMATION

he primary pachaging is labelled with the following mandatory information.
trideniark
“stertlized with cthylene oxide™ symbol
batch number
manulacturing date
expiry date

['he secondary packaging (eonsumer pack ¥ is lnbelled with the following mandators information:
- ‘Trademark
- The name of the medical deviee
- Indication of the design
‘I'he amount of plasters
- Completeness
- Indications for use
- Miunufacturer's nume amd address
Murketing authorisation information
— U date
Authorized organization/importer's name and address
- Storage conditions
- Lot number
- Manufacturing and expiry date
- Warnings/possible side elfects
- Contraindications
- For single use only
- Sterilized with ethylene oxide
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some additional intormation as 1 rademtark. ~For single wse only ™ icon, “Steriltzed with cihy lene
oxide™ icon can he printed on the individual package.

[vplanation ol symbols:
Symbol

LOT

! - -

P Rl

v+ =‘

f g

v 2 - -
~ ]

ar
-l..

!

ir

r
L

2

Discard in a liner-box

- Explanation
* Bateh sumber
1

1
t

N S | Date of manufacture i

i Use by
Clorsingle useonly

" Sterilized with ethylene oxide

Caation! Reler 1o the preseribing information.
|
1

: ( omtains tatex !
|

There coukd be additional advertising information information on the primary and sceondiry

pachuging.

STORAGE CONDITIONS

Store in o dry cool place: at temperature under 25°C and normal humidity 40-70%: away lrom

direct sunlight,
USAGE CONDITIONS
Llse at tempersture under 25°C.

TRANSPORTATION CONDITIONS

The medieal device is transported using all kind ol roofed transport in accordance with the cargo
shipping rules in etfect for such transport at temperature under 25 € and relative humidity (40-
70%) tor normal environment, away from direct sunlight,

SHELF LIFE
3 vears

OVERVIEW OF RISK MANAGEMENT
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Mvassessment of askorelating 1o the use o the medical deviee has been conducted iy accondanee
with the internaional standard 1500 14971, Medieat devices - Appheanon of visk management 10
medical deviees. A identilied hazards has e heen anabs 2cd and the remaining risks are considered
aceeptable. The benelits ol using the plaster outseigh the remaining risks,

he Tull Risk management report is provided separatety .
SUMMARY OF TESTS AND RESULTS

Biocompatibility testing

Testing . international Standard : Result
T e T e : '
Un vitro extotaxicity testing 1186 19935 IThe test article extract Jdid nor -
) ishow any potential wxivity.
H ) 1
Shin sensitizaton westing 18O 10993490 The test articke extraet showed

! no signilicant evidence of’

_ ' causing skin sensitization.
SKin irrtation testing 180 1M93-10 [The test result showed that the
: ipphicd the testarticle did not
mduce sk irrtanen ander the
test condition,

Conclusion
Sanitplas ® medical sterile polymer hased plaster can be considered sale and consistent with the
requirements o 1ISO 10903 when used as directed,

INFORMATION ON THE MEDICINAL DEVICES AND PHARMACEUTICAL
SUBSTANCES CONTAINED IN THE MEDICAL DEVICE,

Notapplicable as the medical deviee does not contain any medicinal or phasmaceutical substsnees.
LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN

Not applicable lor this medical device as it does not comain matertals of animal and 1or) homan
origin,

USAGE WITH OTHER MEDICAL DEVICES

Plasters can be used on their own and aren’t intended to be used in conjunction with other medieal
devices,

MANUFACTURING PROCESSES

See Appendix |

STERILIZATION

Sterifization process by 1970 (ethylene oxide) is subcontracied with Shaoxing FFuging Health
Products Co.. Ltd. The sterilization validation is carricd out by them. Shaoxing Fuging Health
Products Co.. Lid. Is cenified Tor carrying out the procedure by the authorized hody and ix

regukurly inspected. The plasters are sterilized with ethylene oxide according o s validated
procedure and SO THI3S. The fddl tist of reference nomuative documents sees in separate
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by o

sterilization vadidation report. The procedure is perfonned in accordance with written mstruetions.
e chamber solume is 25 m°. The seerilization eyele is carvied out using 100" cihy lene oside.
Praduct guality is thoroughly controlled by regular process chechs during manulacturing process.
The eritical production stage sueh as packaging and sterilization has e passed gualilication ess.,

VALIDATION

Packaging validation overview:

The purpose of verilication: Cheek the operation of the packaging equipment (o ensure the safety
and ctliciencey of the packaging,

Assessment: Adhesives cumrentdy use cold seal paper from the sime type ol pachaging material
trom the same supplicr. We randomly selected 72 * 19 pateh samples as test items to prove tha
the product was not affected by the packaging process.

Cheek points: checking installation. inspection process. the proeess initially. I'he produets meet
the regquirements of refevant standiards: 1ISOTEI607-1 (part 1/ part 2). [SOVI737-10 1SO1737-2.
SO 10993.3,

Ethylene oxide sterilization validation overview:

Shaoxing Fuging Health Products Co., Lad. provides ethylene oxide sterilization service for
dispusable medical products suitable for cthylene oxide steritization produced by REX T CARF:
Manutacturmg Co.. Ll $he purpose of verificabion is o ensure the continuous clivctiveness off
the steribization process. ensure that the sterilized products meet the requirements of sterility
assuranee level 107 the residual ethyvlene oxide of the sterilized products meet the reguirements
of ISO 109937, and the physical propertics of the sterilized products meet the requirements ot
relevant standards (ISO T3S ISO THI38-11S0O 1382 1SO 11737-1/1S0 11737-20 ee.),

STABILITY STUDY

Stability study in {orm ol aceelerated study was condueted o conlirm the § vears validity.
e following tests were done &t various points in time:

- Avcelerated aging test

- Sterility test

- Appearance deteetion

- Scal stripping test.
Test results sugpest that packaging materials can be considered suitable tor storage within the shell’
periad specified. All test results proved 1o be within acceplable approval criteria. and product
deviations met the quality standard requirements afler storage under acceleraied stability lesting
condlitions, The shelFlife determined upon completion was 5 years al temperature under 237,

MAINTENANCE AND REPAIR

Nat applicable as the medical device should be disposed of alter a single use and is not intended
10 he maintained or repaired.

CLEANING, DISINFECTION, STERILISATION OF THE MEDICAL DEVICE
Not applicable,
GUIDELIENSS FOR DESTRUCTION AND DISPOSAL

The medical device should be used in accordance with the instruction for use,
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En househokl use the product is dispased o as o houschold waste, To all other cises the medical
device is disposed ol in aecordanee with loead regquirementsilegislation,

SOFTWARE DESIGN, DEVELOPMENT AND VALIDATION
Not applicable,

INSTALLATION, MAINTENANCE, CALIBRATION
Notapplicablv.

ENVIRONMENT SAFETY REQUIREMENTS

With proper usage. storage and disposal Sanitaplast % medical stegile polymer based plasters hine
no negative impact an the environment,
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APPENDIN

MANUFACTURING PROCESS
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Putting in storage | ——- —» | Final packaging | «— Q€

o
Stenhzation (if appropriate)

i. The sterilization is done by Shaoxing Fuging Health Products Co.. Lid.. No. 599 Wuxie
Road. High-Tech Industrial Development Zone, 312000 Shaoxing. Zhejiang, P.R. China.

-

2 Final packaging is done by Reckitt Benckiser LLC. 1 Tereshkovoy Street. Klin, 141600,

Maoscow region. Russia
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Approved by

Qualits Manager ¢ Xiuleng Zhou

Signature: gmj.;hﬂw:,
!

Daie: 22, 7

MAINTENANCE DOCUMENTATION
for MEDICAL DEVICE

Sanitaplast® medical sterile polymer based plaster

RIFN+ CARE Muanufucturing co Lid., P.R. China
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NAME OF MEDICAL DEVICES

Saniiaplast-k medical sierile polvmer hased plaster

MEDICAL DEVICE VARIANTS

“a

Nunitaplast & medical sterile polymer based plaster in different colors. sizes: 19 mm « 72
mni.

Sanitaplast® medical steriie polymer based plaster skin-color, waterproof. sizes: 19 mm

X 72 mm. 38 mm x 38 mm. 024 oo, 25 mm X 72 mm

Sanitaplast 8 medical sterile polymer based plaster skin-color. not waterproot. sizes: 10
mim X 40 mm:

“Stndard Ne 17, Completeness of the consumer pack: Sanitaplast®  medical sierile
paly mer based plaster skin-color, waterprool: 19 mm x 72 mm 10 pes. 10 pes. in 1ol
“Stddard No 270 Completeness of the consumer pack: Nanitaplast® medical sierile
polymer based plaster skin-color, waterprool® 19 mm x 72 mm - 20 pes. 20 pes. in total,
“Mimiplast™. Completeness of the consumer pack: Sanitaplastk medical sterile polymer
hased plaster skin-color. waterprool: 38 mm x 38 mm - 5 pes. 024 - S pes. L0 pes, in
total.

“Universal™. Completeness of the consumer pack: Sanitaplast® medical sterile patymer
based plaster skin-color, waterproot: 19 mm x 72 mm -5 pes. O24 mm - 5 pes., 23mm N
72 mm - 5 pes. Sanitaplast® medical sterile polymer based plaster skin-color. not
waterproof> 10 mm X 40 mm - 5 pes. 20 pes in total,

“Big Umiversal”™, Comnpleteness of the consumer pack: Sanitaplast®  muedical sterile
polymer based plaster skin-color. waterproof: 19 mm x 72 mm -5 pes. 38 mm x 38 mm
Spes. O mm S pes, 25 mm X 72 mm 5 pes, Sunitaplast® medical sterile polymer
based plaster skin-color, not waterprool: 10 mm X 40 mm - 35 pes. Sanitaplast-k medical
sterile polymer based plaster in datferent colors: 19 mm x 72 ni - 3 pes. 30 pes in ot

VMANUFACTURER

REX+CARIE Manulactaring Co., Lid.. 7 Lanjiang Row, Yuecheng District. 312000 Shaoxing.
Zhejiang, P.R. China

MANUFACTURING SITES

REX+CARE Manufactring Co.. Lid.. 7 Lanjiang Road. Yuecheng District, 312000 Shaoxing.
Zhejiang. P.R. China:

Shaoxing Fuqing Mealth Products Co.. Ltd. No. 599 Wuxie Road. High-Tech I[ndustrial
Development Zone, 312000 Shaoxing, Zhejiang. P.R. China

Reekitt Benekiser LILC. | Tereshkovoy Street. Klin. 141600, Moscow region, Russia

AUTHORIZED REPRESENTATIVE OF MANUFACTURER

Reckitt Benckiser Healtheare LLC. Floor 3, 4 Shivuzovaya emb.. Moscow. 1151 14, Russia

PURPOSE AND POTENTIAL CONSUMERS

The plaster is used for minor cuts, abrasions and other minor skin wounds protection,
The medical device can be used in health (acilitics and al home by medical personnel and
consumers without medical education afier reading (he instructions for usc.
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MODE OF ACTION

ft i~ intended Tor absorhing the blood or exudates froog the snull wound ad protecing the wend
Iom infection or crass infeetion.

INDICATHONS
For use on minor eis. abrasions amd other minor skin woonds protection.

CONTRAINDICATIONS

Major wounds.
= Individual material intelerability.

PRECAUTIONS

For external use.
e immediately after the package is opened and dispose properhy alier use,
- intended for single nse ondy,
- Do nol use after the expiry date or it the primary packaging is damaged.
it is not recommended to apply the medical deviee 1o wel skin or irritated skin areas
Weapper contains natural rubber latex.,
H s o are diabetic consult vour doctor before use.

POSSIBLY. SIDE EFFECTN

I wonnd bleeds excessively or skin becomes reddened. swolten or paindul remoye the plaster.
Note! o rare cases children with sensitive skin may develop rash duc to heat wnd nwisture.
especially in the Tace. In both cases. consalt a doctor immediately.

INSTRUCTION FOR USE

Clean wound and sucrounding arca and dry skin before applyving the plaster. Eatracy the plasier

from the primarny packaging. Remove the protective paper. Position pad over wound and press
lirmly on adhesive arca to ensure adhesion. Change the paich every 24 hours or when it gets wet.

MEDICAL DEVICE OVERVIEW

I'he medical device is o sterile plaster on a polymer buse. covered with a sticky adhesive layer.
with an absorbing pad.

Ihe medical device is hypoallergenic, waterproof®. with high hold.

*The requirement is not applicable to the product “Sanitaplast® medical sterile polymer based
plaster skin-color. not waterprool. sizes: 10 mm X 40 mm™,

MAIN TECHNICAL CHARACTERISTICS OF MEDICAL DEVICE

Individual characteristics:

Medical device name Size, Shape Colour Absorhent pad B
S 1 £10% mm | ] . Sz 210% mm
' Sunitaplast® medical 1972 : rectangular diflercnt colors: 13423 |
bslerile polymer bused : red. bluc. green. | |
I _ _Lyellow | i
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Medical device name Nize, Shape . Colour Absorbent pad
. H10% mwy . size, +10% mm
plaster i dilterent :

, colors S .. . : ..
Samitaplast® medical 19 - 72 | rectangular _skin-color ‘ e

- sterile polymer based 38 - 18 L Sguare skin-color 2420
plaster skin-color. 024 __' round ’ skin-color 1213
waterproot, sizes: 19 ?j_? .72 “rectangular " skin-color : 16~ 23

Smmx 72 a3 mm s | | -, 3

E 38 mm. 24 mm. 25 1 | !

LmomX72mm L R D

- Sunitaplastk medical 1 40 - 10 - rectangular » skin-color ; 10 - 10
sterile polvmer bused | l |
plaster skin-color. not l __ ; i

Pwaterprood, sizes: 10 ' ! \ X

L mm X 40 mm I | !

UGN H O S —_

DESCRIPTION OF VARIANTS OF MEDICAL DEVICY

Sanitaplastk_medical sterile polymer based plaster. in variants:

1. Polvmer bised medical sterile plaster SanitaplastR: in different colors, sizes: 19 mm x 77
mn.
Lhe medical deviee is a sterike plaster on a polymer base in different colours (red. blue, green.
yvellowy, covered with a sticky adhesive layer, with an absorbent pad.
2. Polymwer based medical steriie plaster Sanitaplasts- skin-volor, waterprool. sizes: 19 mm
72 mm. 38 mm x 38 mun. 024 mm, 25 mm x 72 mm
he medical deviee is a sterile plaster on 2 palymer skin color base. covered with o sticky
adhesive layer, with an absorbent pad.
3. Polymer based medical sterile plaster Sanitaplast® skin-color. not waterprool. sizes: 10
mm x 40 mm.
Ihe medical device is a sterile plaster on a polymer skin color base. covered with a sticky
adhesive laver, with an absorbent pad.

USAGE WITH OTHER MEDICAL DEVICES

Plasters can be used on their own and aren’t intended to be used in conjunction with other medicol
devices.

INFORMATION ON THE MEDICINAL DEVICES AND PHARMACEUTICAL
SUBSTANCES CONTAINED IN THE MEDICAL DEVICE

Not applicable as the medical device does not contain any medicinal or pharmaceulical substances.
LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN

Not applicable tor this medical device as it does not contain materials of animal and (or) human
origin,
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METHOD OF STERILIZATION

I he medical deviey is sterifized with ethyviene oxide,
SUELE LIVE

Saears

STORAGE CONDITIONS

Store i a dry cool place: at temperature under 25°C and normal humidity 40-70%: away trom
direct sunhight,

USAGE CONDITIONS

Use at temperature under 23°C°.

TRANSPORTATION CONDITIONS

Fhe miedical device is transported using all kind of rooled ransport in accordance with the cargo
shipping rdles in effect For such ransport at temperature under 23 C and refative humidin (40-
70%a} Tor normal environment, away (rom dircet sunlight.

MAINTENANCE AND REPAIR

Not applicable as the medical device should be disposed of atier a single use and is not intended
to be maimtained or repaired.

GUIDELIENSS FOR DESTRUCTION AND DISPOSAL

I'he medical device should be used in accordance with the instruction for use.

In houschokl use the product s disposed of as a houschold waste. In all other cases the medical
device is disposed ol in accordance with local requiremems/legislation.

INSTALLATION, MAINTENANCE, CALIBRATION

Not applicable,

ENVIRONMENT SAFETY REQUIREMENTS

With proper usage. storage and disposal Sanitaplast® medical sterile polymer based plasters have
no negative impact on the environment.

DATE OF THE ISSUE/THE LATEST REVISION OF THE MAINTENANCE
DOCUMENTATION

The latest revision is included within the instruction for use,

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



Approved by _
Qualits Manager / Xiufeng Zhou
Signature: ou

Dinte

»217).0)

CONSUMER INSTRUCTION FOR USE
for MEDICAL DEVICE

Sanitaplast® medical sterile polymer based plaster

RIEX - CARE Munufacturing co Ltd., P.R. China
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INDICATEONS
"ot tse ol minor cots. abrasions and other minor shin wounds protection,
CONTRAINDICATIONS

Major wounds.
Individual material intolerabilits.

PRECAUTIONS

For external use,

Use immediately alter the package is opened and dispose property after use.

Intended tor single use only.

Do not use affer the expiey date or if the primary packaging is damaged.

It ix not recommended to apply the medical device to wet skin or irritated skin areas.
- Wiapper contains natural rubber fatex.

Iy ou are diabetic consult your doctor before use,

POSSIBLE SIDE FFFECTS

Hwound bleeds excessively ur shin becomes reddened. swallen or painful remose the plaster.
Note! I rare cases chitdren with sensitive shin may develop rash due to heat and misture,
especially inthe face. in both cuses. consult a doctor immmediately.

INSTRUCTION FOR USE

£ herm wound and surrounding arca and dry skin betore apphying the plasier. Fatract the plaster
from the primary packaging. Remove the protective paper. Position pad over wound and press

firmly on adhesive area Lo ensure adhesion. Change the patch every 24 hours or when it gets wet.

THE AMOUNT OF PLASTERS: 10, 20 or 30 - (depends on the consumer packaging desigi -
all variants of consumer packaging designs are listed in " Packaging design ™ file.)

COMPLETENESS: se¢ the packaging labelling (depends on the consumer packaging design -
all variaits of consumer packaging designs ure listed in “ Packaging design ™ file.)

MANUFACTURER

REX+CARE Manufacturing Co.. Lid.. 7 Lanjiang Road. Yuccheng Districl. 312000 Shaoxing.
Zhejiang. .R. China

MANUFACTURING SITES

REX+CARL Manufacturing Co.. Lid., 7 Lanjiang Road. Yuecheng District. 312000 Shaoxing.
Zhejiang, P.R. China

Reckitt Benckiser L1C. | Tereshkovoy Street. Klin, 141600, Moscow region. Russia
AUTHORIZED REPRESENTATIVE OF MANUFACTURER

Reckitt Benckiser Elealtheare LLC. Floor 3. 4 Shlyuzovaya emb.. Moscow, 115114, Russia
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STERILITY: sterile. sterilized by ethylene oside.

SHELF LIFE: 3 vears (MFG dute und EXP date are idicated in the puck)

STORAGE CONDITIONS: Store in a dry cool place: at temperature under 2570 and normal
humidits H0-70%: away Trom direet sunlight.

1 se at temperalure under 25307

DATE OF ISSUE / REVISION OF INSTRUCTIONS FOR USE: XN.NXNXN

REGISTRATION CERTIFICATE: “Registration Certiticate N XX3 AN ANNAN - Trom
NANNANANT

LOT number: is printed on the consumer packaging.

EXPLANATION OF SYMBOLS:

Symbol | Name Name |
e T e D e L e e o -
' : RBateh number Steritized with ethyvlene oxide !
LOT ' i

t
LY e — e - R — P
| Date of manufaciure Caution!  Refer 1o the  prescribing |
: d’ ‘ intormation |
P i L
T Ve W Ty aeard T o 1 T . :
g | Vise by Discard in a litter-box '

|
e b IR
: @' Tor single use only Latex '
1
s

s Lubditional information could be printed on the secondury packaging of the medival devive cluding
reforence fo international stundards and advertising informdtion

.1 — s e e = - — e —— —_
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TepeBos ¢ aRTTHHACKOTO M KHTAHCKOTO A3BIKOB HA pycckmit S3hIK

BCEM 3AMHTEPECOBAHHBIM JIHIIAM

s, APTYP KAM I09Hb AY (ARTHUR KAM YUEN AU), ocymecTBISIOUMA
NeATeNhHOCTh MO aipecy: 6 aTax, 3JamHe S4A#HA, Ne33 Komnor Poyn Centpan, ['oHKOHr
(AIE Building, No. 33 Connaught Road Central, Hong Kong),

TOCYJIAPCTBEHHBII HOTAPHYC,
JIOMKHEIM 00pa30M YIOTHOMOUEHHBIH H aXKpeAMTOBAHHEIA HA OCYINCCTBICHHE HOTApUATBEHON
JEATENbHOCTH B CHEIUATEHOM AIMHHUCTPATHBHOM paioHe (CAP) lonxonre, HACTOAIIITUM
VIOCTOBEPAIO, 710 npHiaracMbie OPHTHHAIBHBIE JOKYMCHTH, TpUHAANICKAIHE
xomnaHmH «ApIIxctKIAP Monydoxaypuur Ko., Jita» (RFX+CARE Manufacturing
Co., Ltd.), mpezcraBinot cobok:

1) TEXHHYECKYIO AOKYMEHTALIHIO ©a MEJUIAHCKOE M3JEJHE
«ILaacThips MeIMIHHCKHH cTepRALHBIH Sanitaplast® ma nosmMepaoll ocHOBEY,
noxmucannyio 17 mons 2021 r. Ciogorem Wxoy (Xiufeng Zhou), pyxoBoIATENEM
oTZena KauecTsa ymomsaHyTolt Kommannna «ApOdIxctKIAP Moanydakaypunar Ko.,
Jita.»

2) SKCILTYATAIIUOHHYIO JOKYMEHTALIMIO sa MEJHIIMHCKOE
M3AEJME <«JLiacTeiph MEAHUMHCKHE crepuaLHEMF  Sanitaplast® na
mOAMEpPHOH  OCHOBe», ToammcaHHylo 17 miond 2021 . Ciodanem Uxoy,
PYKOBOZHTENEM OTAENa KAYECTBA yIOMAHYTOM KOMIIGHHH «Ap2¢d3IxctKIAP
Monay¢axuypanr Ko., JIta.»;

3) MHCTPYKIIMIO 0 NPHMEHEHHIO Ha MEJHIHHCKOE W3EJIHE
«JlnacTeips MeARIUACKHI cTePHALHLIH Sanitaplast® Ha nonaMepuoll ocHOBE»,
nomnacagsyio 17 monst 2021 r. Ciodonem Ymoy, pyKOBOZHTENCM OTACHA KAWECTBA
YIOMSHYTOHA KOMNAHHH «ApIdIxc+KIAP Manydakuypunr Ko., Jita.»

Kpyraas peanednas nedars: Apryp Kam 10386 Ay, Focynapcrsennstit Hotapuyc, I'onkonr
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B NOATBEPKJIEHME Bhnecka3aHHOrO 1, YIOMAHYTEIH roCyAApCTBEHHEIN HOTApHYC, CKpETHIL
HACTOMIMK MOKYMEHT COOCTBEHHODYYHOH MOAMMCHIO M TICYATHIO HOTapHaNbHOW KOHTOpPH IO
anpecy 6 srax, 3nanne DHANHW, Ne33 Komnor Poyx Cemrpan, I'oukoHr ceroins, 22 mona nse

THICAYH ABaAUAaTh MCPBOro roja.

/nodnucy/
APTYP KAM IO3Hb AY
TOCYJAAPCTBEHHRIA HOTAPHYC
TOHKOHT', CAP.

Hacmoruuii anocmune yoocmosepsenm UCKRIoNumenbHO ROOTURHOCHT NOORUCYU ¥ OONNCHOCb Tuya,
nodnucaguiezo naCMosuuii ouyuaTsHbtit JOXYMENM, U, 20€ NPUMEHIMO, NOOFUHHOCTND Nedamu
URU WMAMNG, KOMOPHIMY CXpenaen nacmasyuil ogruyuarswstii doxysenm. Hacmosuuit anocmune
He yOoCmosepAem NposURLHOCNb COOEPICANUS OOKYMENMG, OAR KOMOPO2O OH Ouin swoan. Tlposepums
NOORUHHOCIME RACMONULE20 NOCIMILNR MONCHO NO CCLLAKE
ahttps:/fwww,judiciary.hk/en/court_services_facilities/apostille_verification. htmls

AIIOCTUIIb
(Caarckas KONBEHIAA OT 5 OkTAOpa 1961 roxa)

1. Crpana: I'onxonr, Kurait

Hacrosmu# odnuEanbREi AOKYMEHT

2. TnoammcaH Ay Kamom JOsnem AprypoM i

3. BHICTYNAIOIIAM B Ka49ecTBe TocynapcTReHHOTO HOTapHyca |

4. cxpemeH neyarsto / mramMnom | Ay Kama IOaas ApTypa

Y nocrosepeHo
5. B BepxoBHoM cyae 6. nara 23 mons 2021 1.
7. KeM CumonoM KBAHOM (Simon KWANG)

CnienHanvucToM 1o perucrpauuy, Bepxosasit cya

8. moa HoMepoM 44220 /2021

9. Ileuars/umravn: | Kpyrnas  repGosas | 10. IToamuck: | /mommucs/
newats: * [IEYATDH
BEPXOBHOI'O

CYJA * I'OHKOHT *

Peructpaumonnniii kox: F4BC240B
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Onobpeno:
PyxosogureneMm Oraena kagectpa / Ciodane YWkoy

TToamHck: /nodonuce/
Hara: 17.07.2021

TEXHAYECKAS JOKYMEHTAIIUSA
na MEJMIMHCKOE N3/JEJHE

IL1acThIph MeHIAHCKHH CTEPHIALHBIH Sanitaplast®
HA DOJIMMEPHOH OCHOBE

«Ap3¢Oxc+KIAP Mauyhaxuypunz Ko. JImo.»,
Kumaiicxas Hapoonas Pecnybnuxa (Kumail)
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HANMEHOBAHME MEAUIIHHCKOI'O M3IENTHA

InacTeips MeMUMECKHUH cTepribHbIt Sanitaplast® Ha nonuMepHOl ocroBe

BAPUAHTHI HCIIOJHEHASE MEJUITHHCKOY'O H3AEJIHA

1.

2.

TLnacThips MEIMIAHCKHH CTepuabHbIH Sanitaplast® Ha monuMepHOH OCHOBE PasIHYHEIX
IBETOB, pa3Mepsl: 19 MM % 72 MM

[TnacTeiph MEAMUKHCKEH crepunsHbit Sanitaplast® Ha nomuMepHoO# OCHOBE TEJIECHOrO
HBETa, BHArOCTONKHH, pasMepsl: 19 MM x 72 MM, 38 MM X 38 MM, @24 MM, 25 MM X
72 MM

InacTups MeHMAHCKAY cTepIbHED Sanitaplast® ma nonuMepHol oCHOBE TENECHOTO
nBeTa, He BiaarocTobikuii, pasmephi: 10 MM x 40 MM

«CramapTHEN Ne 1», KoMpyekrsocTs ynakopky: InacTeiph MCAMUMBCKEI CTePHUIBHEL
Sanitaplast® Ha noMmMMepHo¥ OCHOBE, TENIECHOTO MBETA, RAATOCTORKNH: 19 MM x 72 MM
— 10 m. Beero 10 miT. BCEro B yuakoske.

«Craunapreii Ne 2», KoMmnexTHOCTb ynakoBky: [1nacTeiph MeAMIMHCKHA CTEPHILHEIH
Sanitaplast® Ha NOMMMepHOi OCHOBE, TEIECHOTO 11RETA, BAarocTolkuil: 19 MM x 72 MM
-— 20 mT. Beero 20 mT. B ymakoBKe.

«Mununnact», Komnpexrsocts ynakopku: [INacTEIph MEAMIMHCKMH CTEPANBHLIN
Sanitaplast® Ha DONHEMEPHOM OCHOBE, TEIECHOTO TIBETA, BAATOCTOMKHIA: 38 MM x 38 MN
— 5 mrr., @24 — 5 mr. Beero 10 mrT. B ymakoBke.

«YHHBepcansHii», KommiexTHocts ynakopkw: [InacTeips MEAWUMHCKHA CTEPHIbHEIR
Sanitaplast® #a DoAMepHOH OCHOBE, TENECHOTO NBETA, BAATOCTOHKMI: 19 MM X 72 MM
— § mr., @24 MM — 5 mr., 25 MM % 72 MM — 5 mT. [InacThIph MeAHIMHCKEH
cTepwibHEIH Sanitaplast® Ha MONMEMEPHOH OCHOBE TENECHOTO LBETA, HE BIANOCTOHIKHE,
pasmepsr: 10 Mm x 40 MM, — 5 . Beero 20 mr. B YNakoBke.

«BoNMBmIOA YHHBepcANbHELE», KommiekrHOCTp ynakomkw: [InacThiph MeIMUHHCKAH
CTEPHILHRINA Sanitaplasto Ha TIOJIRMEPHON OCHOBE, TeJECHOro LBeTa, Barocrofikuil,
pasmeps: 19 MM x 72 MM — 5 miT., 38 MM % 38 MM — 5 mor., @24 MM — 5 TOT., 25 MM X
72 MM — 5 ., [InacTeps MEHUMHCKAH cTepribHbIA Sanitaplast® na monuMepHoi
OCHOBE TENECHOTO LBETd, He Bmarocroitkuii, pasmepsl: 10 mm x 40 MM. — 5 mT.
TnacThipe MeAWIMECKUY cTepHIEHEIRH Sanitaplast® na nomMepHOH OCHOBE, PasITHIHEIX
uperoB: 19 MM % 72 MM — 5 mrr. Beero 30 mr. B ymakoBke.

HA3BHAYEHHE MEJHIIHHCKOT'O H3EJTHA

Majense npeiHa3HAYEHO VA 3AUMTHL HeOGONBINOH panbl oT MHGEKUMH WM NEPEKPECTHOTO
HHQHOEPOBAHHA.

MPHHITUII JEACTBHAA

Tpeanasnaues Iid OOMIOMERHA KPOBH HIH 3KCCYAATOB A3 HeGOMbINOH PAHLI H 3AlIMTE PAHb
OT HAMGEKIHY WX NEPEKPECTHOTO HHPHIUPOBAHNS.

MOKA3AHWA

HM 3alATH IPH HE3HAYHUTENEHEIX NOpe3ax, ccaMHax u APYTAX MCAKHX NOBPECKACHHUAX KOKH.
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MPOTHBOITIOKA3ZAHUSA

— Cepreanibie paHEL
— HunuBumyansHas HENMEPEeHOCHMOCThH Marepyana.

MEPBI NIPEAOCTOPOKHOCTH

— Tonrko 1s HAPYXKHEOrO IPHMEHESHHA.

— Hcnomb3oBaTh cpasy mOC/IC BCKPHITHS YNAKOBKH H YTHIH3HPOBATH JOIDKHBM 00pa3oM
MOCJIE HCTIONME30BAHNA.

— Toneko A8 OQHOPA3OBOrO HCHONEIOBAHHS.

— He ucrmons30BaTh NO HCTEUSHHMH CPOKA TONHOCTH WJIH ©CJM NEPBUYHAA YIAKOBKA
MOBPEXACHA.

— He pexkoMeHAyeTcd NpPHMEHATE MEAMIMHCKOE H3/ETHE HAa BIAXKHOM KOXe HIM
Pa3sApaXeHHBIX YIACTKAX KOKH.

— IlepBHuHasg ynakoBKa COACPXUT HATYpaNbLHLIH KayuyKOBEIA faTEKC.

— Ilpu puabere mmu x0xABIX 3a00onepaHMAX 0043aTENBHO HPOKOHCYNFTHPYHTECE ¢ BpayoM
nepel NPHMEHEHHEM.

BO3MOXHBIE NOBOYHBIE TEHCTBHS

Ecmx paHa CHNLHO KPOBOTOYAT WM Ha KOXKE NOABHAHCH TIOKPACHEHHE, NMPHNMYXJIOCTh HIM
Bone3HeHHBIE OlNYLIEHHS, IACTHIP, HeoOxoauMo yaanuTs. llpuMeyanne! B peakmx coywasx
Y ZeTeH ¢ YyBCTBHTENBHON KOXeH MOXKET MOABHTECK CHIIb M3-3a JKapHl H BJIAard, 0co0eHHO Ha
maue. B oboux cnyvasx cneayer HeMeaAneHHO o6paTuTsCS K Bpady.

CInnoCOB IIPHMEHEHHW A

Ilepea npuMEeHEHHEM IUIACTHPS OYHCTHTH NOBPEXKICHHEI Y4aCTOK KOXH H 0071acTh BOKpYT
HEero, BLITEPETh HAcyXo Koxy. M3mineus mIacTHphs H3 NEPBHYHOA YNAROBKA. Y HalNUTh
3amuTHYIO OyMary. [loMecTrTh MoAymmedky Ha paiy W NPHKIEHTH IIACTRIPh, INIOTHO OPHXAB
OCHOBY IIIACTHIPA C KICERHM BEIICCTBOM K Koxe, miberas ofpaszosanus cknanox. MeHATH
ILIACTHIPE KaKABIE 24 yaca HIW KOrZa OH NPOMOKHET.

INOTEHHHAJIBHBIE ITIOJIb30BATEJIN MEAAILIMHCKOI'O H3AEJINA

Meaauuackoe H3ASIHE MOXET HCIONB30BaTECA B MEAWLIHHCKHX YUPCKACHUAX H B NOMALTHHX
YCIOBHAX KaK MEIHINHAHCKHM MEPCOHANOM, TakK M IIOTPBGHTBJUIMB 0e3 MEAMIMHCKOrO
06pa3033}ms MOCIIC O3HAKOMIICHHA C nncmymneﬁ HO IIPAMCHCHHAIO,

OIMHCAHME MEJHIHHCKOI'O H3AEJIUA

MeauuvAckoe H3genaAe mpeacTaBaseT cobolt crepuUnbHL IIACTHPE HA MONHMEPHON OCHOBE,
TOKPHITOH JTHIIKHM KIESEBEIM CJIOEM, ¢ abcopOHpyromel noAymeIKoH.

MeanuuHCKOe H3ACTHE ABMACTCH THIOANIEPTreHHbIM, BIAroCTOMKMM*, ¢ BHCOKOH (HKcanuei.
*Tpebopanue HenmpuMeHHMO K w3aemHIo «[InacTps MeauMuUAHCKHM cTepUNLELLA Sanitaplast®
Ha MOTMMEPHON OCHOBE TENIECHOTO IBETA, HE BIarocTolkuit, pasmepsr: 10 MM x 40 MM».
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XapaxTepHCTHKH MEIHIWHCKOr0 W3¢/ IHI

Obuguie XapaKmepucmuxu:
lapameTp Cnenndnrranng
Mpousocts Ha  OTclauBaHHe  (CONPOTHBJICHHE 10-1000
OTCIaMBAHHIO aAre3nBHOro ciios), H/M
CopbuponHas EMKOCTB abcopbupyromei He Menee 0,05

(bYHKIUHORATHHOM) TOYIETKH, CM/cM’

Bpema  cmauupaHAs  paHeBo  abcopOGupyromei He 6onee 10
(byHKIHEOBATEHOR) OAYIIEUKH, C

BnaroctoAkocTh* Bnarocroiikae
CTeprRIBHOCTD CrepanbHO
[{enocTHOCTD YIIAKOBKH I'epMeTHYHAS

* TpeGopanre HenpUMEHUMO K H3fenmio «[LnacThiph MeJMITMHCKAN CTEPHISHHA Sanitaplast®
Ha NOJHMEPHOH OCHOBE TEJIECHOTO 1{BETa, He BAArOCTORKAMR, pa3sMephL: 10 MM x 40 MM», TaK KaK
ero KOHCTPYKTHBHbIE OCOOEHHOCTH HE MO3BOJIOT MpoBECTH HcnmTanne. OCHOBA TUIACTHPS

ARJIACTCA BIArocTOUKOHR.

Huouguoyansisie XapaxKmepucmuxu:

HauMenoBsaHne Pas:tep, ®opma Iiser Aﬁ::}:::::ﬁ?’
MeanuHECcKOro uineana | £ 10 % mm + 10 % MM
IlnacTeiph MemamuHCKEl | 19 % 72 [IpamoyronsHeif | PasnuaHbie 13x23
CTEpHNbHELH Sanitaplast® I{BETa: KPacHBIi,

Ha IMMONMMEPHOHA OCHOBE, CHHMIA, 3eJIeHbIi,

pa3AYHLIX BETOB AKENTHIH

IMnacrsips MeguimHCKal | 19 % 72 TpsmoyronbHuii | TesecHbA nBET 13 x 23
crepunbHLlt Sanitaplast® | 38 x 38 KBagpaTabif Tenecrerii npeT 20 x20
Ha [IONMMEPHOH OCHOBE | (324 Kpyrneit Tenccneili uper 12 x 13
TENCCHOTO LIBETA, 25x72 Ilpsmoyronsusit | TenecHsiH nBeT 16 x 23
BIArocTOHXui, pasMEpEL:

19 MM x 72 MM, 38 MM X

38 MM, @24 MM, 25 MM X

72 MM

[Inacreips Memuusmncka# | 40 x 10 IIpsmoyronsabii | TenecHsll user 10x 10
cTepHTsHLLE Sanitaplast®

Ha MOMHMEPHOH OCHOBE,

TEJIECHOTO LBETa, He

BJIArOCTOMKHI; pasMEpHL:

10 MM x 40 MM

Texnuueckue 4epneicu MeOuyuncKux usdenus

1. TDnacTripp MeIMIUHCKHYE CTCPHIBHBIN Sanitaplast“’ HA MOJIMMEPHON OCHOBE Pa3NMHUHEIX

IBETOB, pasMeprl: 19 MM X 72 MM.
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23 mm

"M 61

13 My

T2 um

2. TInacTeiph MEMMUMHCKEA crepuibHelf Sanitaplast® Ha MOMMMEPHOH OCHOBE TEICCHOTO
1BeTa, BuarocToMkuit, pasmepsr: 19 MM x 72 MM, 38 MM X 38 MM, @24 MM, 25 MM X

72 MM
23 s 20 un 12 um
3| L%
ﬂ! ‘ J ! E , / "-
- - i ;| :
72 uM . B \su. /,'/
N 024 ¥M
Bun
Pasmep: 19 MM % 72 MM asMep: 38 MM x 38 MM Pasmep: 924 MM
23 WM
3! | ¥
2 | Rk
-
Pasmep: 25 MM x 72 MM

3. IDnacTeiph MeaHUMHCKMI cTepansHEt Sanitaplast® Ha monuMepHOd OCHOBE TeRECHOro
11BETA, HE BAarocTolikui, pasmepsi: 10 MM X 40 MM.

10 mm

——

40 uw

[EPEYEHh W ONMCAHHE MATEPHAJIOB MEJIUIIMHCKOI'O M3IEJIHA,
BCTVIAIOINAX B KOHTAKT C OPTAHU3MOM MAIIMEHTA

(TEJIOM YEJIOBEKA)

1. TInacTeipb MEAHMUMACKHI CTEPHILHBIA Sanitaplast® Ha moTMMEPHOH OCHOBE Pa3IAMHBIX

IBETOB, pasMepkl: 19 MM x 72 Mm:
— TIONAOXKKA HA OCHOBE IUIEHKM M3 MOJHITHICHA (PA3TM4YHBEIX LBETOB: KPacHOro,

CHHEro, 3eMEHOTO, XXEITOro), TOKpHTAs OECUBETHEIM afre3HBHEIM CoeM

(axpHIaTHEI K€ 9 MeIHIMHCKOrO PAMEHEHNUS);
- abcopbupylomas MOAYIMEHKa W3 BACKOIH K TOMHICTEPA, NOKpHITad MICHKOR W3

NONHITHIICHA,
- 3anmMTHad 6yuara € CHIMKOHOBBIM MOKPBLITHEM.
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Komnouent MaTtepnan Ne CAS Mocrapmuk/
TOProBo¢ HAHMEHOBAHHE
Ioanoxxka u | Ionustunen (32 %) | 9002-88-4 «BanbwKoy Xaore AHTH-
aAre3nuBHbIH T103 (32 %) 25322-68-3 | xayareppurunr Texnonomxm Ko.,
cnoit Jita.» (Wenzhou Haoge Anii-
counterfeiting Technology Co., Ltd.)
(Xaore (Haoge))
ITermeHT (16 %): | a/n «Xaurmxoy Xanrxya Uuk Ko., Jira»
KpacHbili, JkenThI, (Hangzhou Hanghua Ink Co., Ltd),
3€JICHbIH, CHHAN IOBu 161 Ilpuntaar Unk (UV 161
Printing Ink)
Kneesoe BemecTBO | H/I «Xenxems (Kutait) UasectmeRrT Ko.
(xxneif) (2954) (20 %) Jitn.» (Henkel (China) Investment
Co., Ltd.), IOKTAHT DURO-TAK
2954 (LOCTITE DURO-TAK 2954)
AbcopGupyioman | Buckosa (70 %) 99331-82-5 | «lllamxaii H-Pen  Hou-Bymen
nopymeyka Iommactep 80595-68-2 | Marepuans Ko., Jira.» (Shanghai E-
(28,33 %) Ren Non-Woven Materials Co., Ltd.)
ITnenxka I1D (1,67 %) | 9002-88-4 (H1-Pen (E-Ren))
S3aumTHag Ilemwmono3nas macca | 65996-61-4 | «[llanxait xwema mnacraxk Ko,
OyMara (95 %) Jitn.» (Shanghai Jinda plastic Co.,
Cumkonosoe macno | 63148-62-9 | Ltd.) (Ixunza (Jinda))
(5 %)

2. TInacTeph MEOMUMHCKHAH crepunbHbif Sanitaplast® Ha MmoMHMepHON OCHOBE TENECHOTO
npera, Braroctofixuit, pasmMeps: 19 MM x 72 MM, 38 MM * 38 MM, B24 MM, 25 MM X

72 MM

— MOMIOXKA HAa OCHOBE IUICHKH K3 NOJMITHICHA (TENecHOro IBera), MOKphITad
GECOBETHEIM AJINe3UBHBIM CiI0eM (aKprnaTHbi knelt Ang MeJUIHHCKOTO IPHMEHEHHS);

~ abcopbupylomad NoAymedka W3 BHCKO3Hl K IOJH3CTPa, MOKphITAad IUIEHKOA M3
NONHITHIICHA;

— 3amATHAA OyMara ¢ CHIIMKOHOBBIM TOKPHTHEM.

KoMmnonenr Marepuan M CAS MocTasmyux/
TOProBoe HANMEHOBAHHE
Homnoxkka  m | [Tomymumen (37 %) | 9002-88-4 | «Xamuxkoy Houumep
afire3UBHBIN 103 (37 %) 25322-68-3 | dhapMacEIOTRKAN Ko., Tta.»
cnolt ITurment (6 %) B/n (Hangzhou Yoniner pharmaceutical
Co., Ltd.) (JNSJ)
Kneepoe Bemecrso | H/N «Xenkens (Kurakt) aBectmenT Ko.
(kneit) (129A) Jirx.», JIOKT DURO-TAK
(20 %) 129A
A6copOupyiomas | Backoza (70 %) 99331-82-5 | «Illauxa#f HU-Per  Hon-Bysen
NOAYIIEYKa Tomusctep 80595-68-2 | Marepuans Ko., JIta.» (U-Pen)
(28,33 %)
ITnenxa I3 | 9002-88-4
(1,67 %)
3amuTHas Ienmono3kasn 65996-614 | «lllanxait JIxwapa mnactax Ko,
Oymara macca (95 %) Nra.» (xunag)
CHNMKOHOBOE 63148-62-9
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Komnonenr

Marepuan

Ne CAS

IocraBmux/
TOProBo¢ HARMEHOBAHNKE

macno (5 %)

3. IlnacThips MeAMUMHCKHMYH cTepuibHB Sanitaplast® Ha nomUMepHOH OCHOBE TEJIECHOTO

1{BETA, HE BJArocTolikmif, pazMepsl: 10 MM x 40 MM:

— TMOMNOXKKA HAa OCHOBE IUIEHKH M3 MONHITUNEHA (TERECHOTO LBET4), MOKphITas
GecUBETHEIM aANe3MBHBIM CI0EM (AKPHITATHEIN Knel [t MEJHIHHCKOTO TPHMEHEHN)
— abcopbupylomas mnoAymewka M3 BHCKO3H H TONHICTEpa, NOKPHTas IWNeHKo# u3

TIOJMITHIICHA
— 3aOpATHAd OyMara ¢ CHAMKOHOBBIM IOKPEITHEM.
Komnonenr Matepuan Ne CAS Iocrasumax/
TOProBoe HANMEHOBAKME
Momnoxka  u | Homaymunen (37 %) | 9002-88-4 | «Xanuwoy Honnmep
afre3ABHBIH IIO3 (37 %) 25322-68-3 | dapMackIOTHKAN Ko., JIta.»
cno ITurment (6 %) u/n (Hangzhou Yoniner pharmaceutical
Co., Ltd.) JNSJ)
Kneepoe BemectBo | H/I «Xenxens (Kwrait) Masectment Ko.
(xnef) (1294) Jizn.», JIOKTAUT DURO-TAK
(20 %) 129A
AGcopSupyoman | Backoza (70 %) 99331-82-5 | «Illamxait HW-Per  Hon-Byeen
HoAyIIeyKa Toymacrep 80595-68-2 | Marepuans Ko., Jita.» (U-Pen)
(28,33 %)
IInenxa 13 | 9002-88-4
(1,67 %)
SammTHan Iewnonosnras 65996-61-4 | «lllauxaii xurma mnactik Ko.,
Bymara Macca {95 %) JIva.» (Jxunaa)
Cumaxonosoe 63148-62-9
Macno (5 %)
TexnuuecKue uepmedcy 3QuIRMHOG GyMazu MeOUHUHCKO20 uzdenun, + 10%:

1. TInacTeiph MeQUIMHCKHM cTepuIbHBI Sanitaplast® Ha MomMMepHO OCHOBE Pa3NTHUHEIX
OBETOB, pasMeprl: 19 MM X 72 MM,

7mm

wwg |

T2rmm

2. TInacThipe MeJUUMHCKHH cTepwibHbI Sanitaplast® Ha monMMepHOH OCHOBE TENeCHOro
upera, Bnarocmﬁm, pasmeprl: 19 MM % 72 MM

i

—
mm

72mm

- —

3. TInacTelps MeAMIMHCKHI crepribHELL Sanitaplast® Ha HONHMEpPHOH OCHOBE TENECHOIO
1BeTa, BrarocToikuit, paamepel: 38 MM X 38 MM
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wuge

“mny
AHmm
4. Tlnactoiph MeIMUMHCKAE cTepuisHB Sanitaplast® Ha NONHMEPHOH OCHOBE TENECHOTO
I[BETA, BNAroCTOHKHIA, pasMepsl: @24 MM

fmym
h2dmm

5. TInacTeipe MemauMHCKMH crepunbHbii Sanitaplast® Ha nomMepHOl OCHOBE TENECHOrO
[BeTa, BIarocToiKui, pasmepsl: 25 MM X 72 MM

1 I ’ ".‘ }
. ! g
/o

v

———

e aae

|
|
!
L

7o
famm

6. TlnacTeps METUUHMHCKHI CTepHIBHED! Sanitaplast® Ha nMonMMepHOH OCHOBE TEIECHOrO
IIBETA, HE BAArocTONKHM, pasMepsr: 10 MM X 40 MM

-
o

3
3

i
l
e

Hmm
40mm

OINNHUCAHHE YIIAKOBKH

IlnacTeIphs YNAaKOBaH B HHAMBHAYAILHYIO NEPBHYHYIO YNakoBKy (YIaKoBouHylo Gymary) m3
ApeBecHON UEJUTONO3H UId MEAHIMHCKOIO NPUMEHeHUs — JBYCTOpOHHeH Gymaru xonomHoi

cnafku.
Komunonenr Marepnan Ne CAS IocTaBmuK/TOprosoe
HAHMeEHOBAHME

Vnakosousas | Bymara m3 wncroit | 65996-61-4 «Yaruxoy IInactuxk Konop IlpunTHr

Oymara newnonoss (90 %) Ko., Jitn.» (Changzhou Plastic Color
Boza (2 %) 7732-18-5 Printing Co., Ltd.) (CZCY)
Harypansaeii 9003-31-0
narexc (8 %)
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Texnuvecxue uepmexcu UYHOG YRAKOGKE MEOUNUHCKO20 un, + 10%:
1. TImacThps MEAMUMHCKEY CTEpHIBHb Sanitaplast® #a nomaMepHo#t ocHoBe PasHYHBIX
LBETOB, pa3MepEl: 19 MM x 72 mm.

Ehmee
1

) !

2. Tnacteips MenMUMHCKNAN CTEPUIBHELH Sanitaplast® na monHMepHoOit ocHOBe TeNecHOro
UBCTA, BAArOCTOUKMH, pasMepsl: 19 MM x 72 MM

|
-
|

3. IlnacThIph MEMMUMHCKHI CTEpPANBHBIH Sanitaplast® Ha nonuMepHO# OCHOBE TENECHOID
LIBeTa, BIArOCTOHKHIM, pasMepHl: 38 MM X 38 MM

témm

Bl

_—

e}

1

17

!
i
|

|

1

4. IlnacThipe MEAWIMHCKAN CTEPHLHEIR Sanitaplast® #a nonmmepHoif ocHOBe TenecHoro
[BeTa, BNArocToikui, pasmep: 924 MM

$imm

Mme-

5. Inacteips MemMIMHCKHI cTepHIbHbI Sanitaplast® Ha nonRMepHO# OCHOBE TeNeCHOro
LBETA, BIArOCTOHKAIM, pasMepr: 25 MM X 72 MM
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6. IlnacTaiph MemMUMHCKMI CTepHNbHBIN Sanitaplast® Ha MOMHMEpHOM OCHOBE TENECHOTO
nBeTa, He Baarocroikuii, pasMepsr: 10 MM x 40 MM

Senm

—_———

20pme *

Illupusa 3anaifiks KPOMOK IEPBHUHON YNAKOBKH >3 MM
[Ipounocts 3anevatnarms >1,2H/15 mm (0,08 H/mm)

YITAKOBKA

IlnacTeIps MemWUMHCKHME cTepmbHEH Sanitaplast® na HNONMAMEPHOA OCHOBE YNIAKOBHIBAIOT B
nOTpeBHTENILCKYIO YIAKOBKY pasnHuHol opms! o3 KapToRa no 10, 20 wix 30 mr.:

1. Jinsaitn «CranaaptHei Ne 1»
KomnnekrnocTs ni HICNBCKOH OBKH: [InacTeipp MeMMIMHCKHA CrepHILHEL
Sanitaplast” Ha MoJMMepHOM OCHOBE, TEJNECHOTO LBETA, BAATOCTOMKME: 19 MM X 72 MM —
10 m. Beero 10 wrt, B ymaxoske.

2. [Muzatin «CranmapTusni Ne 2»
Komnnekrs noTpeOATENRCKOM oBki: IInacThipe MeIMIMHCKHH CTepHUIBHBIH
Sanitaplast™ na monmMepHO# OCHOBE, TENECHOTO LBeTA, BNATOCTOMKHIL: 19 MM X 72 MM —
20 mrr. Beero 20 mT. B ynakopxe.

3. Juzafim «MHHEHINIACTY
KommmexTHocTh I HTENbLCKOH ymakoBky: [Inacrelpp MemMIUHCKHMYE cTepHIrEHBI
Sanitaplast™ #a nonHMepHON OCHOBE, TENECHOTO BETA, BIATOCTORKHI: 38 MM X 38 MM — 5 mT.,
@24 — 5 mrt. Beero 10 wr. B ynakogke.

4. ITmzaitn « YHRBEpCANBHELY

KomnnexrHocts _1n HTEIbCKON ymak: : IInacTHiphF MEZHUMHCKAN CTepUIBHBI
Sanitaplast™ Ha nolMMEpHOH OCHOBE, TEAECHOTO LBETA, BIArocToMii: 19 MM X 72 MM — § HIT.,
024 MM — 5 1OT., 25 MM % 72 MM — S mT., 10 MM X 40 MM — S mT. Beero 20 m. B YIIAKOBKE,
TUIACTRIPE MEOHIHECKHY cTeprmbaEit Sanitaplast® na HOOTAMEPHONH OCHOBE, TEJNIECHOTO I(BETA,
He BrarocToikui: 10 MM x 40 MM — 5 mrT. Beero 20 mT. B ymakoBke
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5. Jusaiin «BonsInoli yHEBEpCaTbHbIH»

KoMmiexTHocTh _moTpefnrennekoli ynakoBku: IInacThiph MEAMIMHCKME CTePHIbLHBIA
Sanitaplast® na mommumepHoM OCHOBE, TeNecHOTo IBeTa, BarocTolkui, pasMepsi: 19 mm X
72 MM — 5 mT., 38 MM % 38 MM — 5 mT., ©24 MM — 5 THT., 25 MM X 72 MM — 5 1T., [InacTeips
MeTHIMHCKHE cTepanbHB Sanitaplast® Ha NONMMEpHOH OCHOBE TENECHOrO UBETA, HE
pnarocroikuii, pasMepsi: 10 MM x 40 MM, — 5 mr. [LnacTeips MeAMUHECKHH CTEpHILHLIA
SanitaplastO HA MONHMEPHOH OCHOBE, Pa3IMYHEIX [BeToB: 19 MM X 72 MM — 5 mT. Beero 30 mr.
B YIAKOBKE.

KONMg9ecTBO AMHMI| NNACTHIPA M KOMILIEKTHOCTh YKa3aHH Ha MapKHpPOBKE NMOTpebuTenbckol
ynaxoBxd {(cM. «Jn3altH yIakoBKH»).

Texrn KUl epmedc emopusnoii/no, bCKOI VRAKOSKH MEOH Ki u30eaUR,
+ 0,5mm:
o
.'I’ —— — - - ——— -
Ty
< |
3-.. __ )
. ,’
w
o
3 13,3 66 14 66 12
- T - e [ T 2 - . . LTS
[o)]
! .
Yy e )
o]
ol &~
9_1' i
171.3

I'pynyosas ¥ TPAHCHOPTHAN YNAKOBKA:

Memunusckoe Baaenue «[Inactsips MeZHIMBECKHE CTEPHILHBIA Sanitaplastg Ha mojMepHolt
ocHose» B rnorpeGATENRCKOH ymakoBke ofMaremalor mo 16  mTyk mpo3pauHoH
TONHMIPONAIEHOBOY  ABYXOCHOODHEHTHPOBAHHOH IUICHKOH. Ha rpynmnoByio YHIaKkoBKY
HAK/NEHBAETCA TPYNNOBAsS MAPKHPOBKA (OymMaxKHasd ITHKETKa).

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



I'pynnoBas ynakoBka Ma eTcs cle et ob6a3aTensHoOlt nudopMatHedi:

— Hazpanue npoxykra

— Howmep cepun

— INXYDDNNYY (IN - nocrosuubie 6yKBbI, KaK HASHTH)HKATOP HAYANa HOMEpA CEpHH,
X - cMena, Y - munns, DD - pens ynakosku, MM - Mecal yNakoBKa)

— Jlara okOHYaHUsA CPOKa TOXHOCTH B BHJe «CPOK rofHOCTH: Mec/Tomy

— YcnoBus XpaHeHHs

— KomagecTo moTpeGHTENLCKHX YHAKOBOK

— Crpana npoussoacTBa

TpancriopTHas ynaxoBka npeacTaBnseT coboil KapToRHYI0 KOpobky (rod)papoBaHHE KapToH),
Ha KOTOPYIO HAKNEHBACTCA TPaHCIOPTHAA MApKHpOBKa (fyMaxHas 3THKeTKa), B KOpOOKy
MOMCIIAETCA MEJMUMHCKOC H3ZeMne B TPYNNOBOM YNAKOBKE JUIA  TPAaHCHIOPTHPOBKH
(mo 20 rpynnoBsIx ynakoBOK).

Texnngeckuth ue CIOPTHOM YIIAKOBKH MEAH ro wigeans, + 10%:

b '3
“, :

19
e—
—

516
270

:

TpancmopTHas OBKa KHPYETCA ClIe, el UH eit:

- Ha3sBaHue nmpoaykTa

- Howmep cepun

— INXYDDNNYY (IN - nocTosHHbIe GYKBEI, KaK MAEHTHHKATOP Havana HOMepa CEpHH,
X - cMena, Y - munns, DD - nens ynakoegn, MM - mecsan YTIAKOBKH)

- /lata OKOHYaHHS CPOKA FOAHOCTH B BAZAE «CpoK FOAHOCTH: Mec/rom»

— Ycnosrs xpanenns

- KommuecTso noTpeSUTENECKHX YIIAKOBOK

- Crtpana npoOH3BOACTBEA YNIAKOBOK

— Ctpana IPOH3BOACTBA

MAPKHPOBKA

Ha nepeaunyio ynakosky HaHeceHa CIeAyIOmas o6g3aTemaas HHEpOpMANH:
— TOBAPHEIA 3HAK
— CHMBOJ «CTEPHTH3AIHSA ITHICHOKCHAOM;
- HOMEp CepHH
— [aTa OpoM3BONCTBA
— JlaTa OKOHYaHHA CPOXa TOXHOCTH
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Ha Bropuunyio ynakoBky (MoTpeGHTENBCKad YNaKoBKa) HaHECCHA Cliedylomas obazarensHas

uHpopmManH:
— TOBapHLIH 3HAK;

— HAHMCHOBAHHC MEJIHLMHCKOIO U3ACITHA,

— 0bo3AaYcHEE Au3aiiHa MOTPeOUTEIHCKOHA YIIAKOBKH;

= KONHYCCTBO CAHHHIL IUTACTHPA,

— KOMIUICKTHOCTD,
— HOOKa3laHHA K HpHMCHCHHIO,

— Ha3BaHHE H aAPCC NMPOHIBOMUTCNS,

~ HHGOpPMANES O PErUCTPALKOHHOM YAOCTOBEPEHHH;
— JpaTta YTBEPXKACHAA HECTPYKIIAH IO NPHMEHEHHIO,;
— Ha3BaHME M aApec YIOIHOMOYEHHOH Opranu3ana/AMITOpTEpa;

— YCNOBHA XpAHCHHS;
— HOMEp CepHH;

—  OaTA MPOM3BOACTBA H JaTa OKOHYAHMA CPOKA TOTHOCTH;
- OpeaynpexacHHA/Bo3MOXHEIC Nobounkie ) heKTs;

— IIPOTHBONOKA3AHNSA,

- «Jlng oHOPAa30BOTO KCIIOJIB30BAHHAY,
—  «CTepHIA30BAHO ITHICHOKCHAOM).

JononuuTenbaas HHGOPMALHA, HAITPAMED TOBAPHBI 3HAK, CAMBON «TOMLKO AN OMHOPA30BOTO
ACIIONB30BAHMA», CHMBON «CTEPHMM3OBAHO 3THJICHOKCHAOM)», MOXET ObTh Haneyarana Ha

HMHAWBHAYANLHOH YIIaKOBKE.
PaznsacHeHHE YCNOBHEIX 0603HaueHuH:
CHMBOJ HuTepnperanas
| ) Homep cepan
LOT
" I ; Jlata IpOA3BOACTRA
' g T'omen oo
®" Jinsa oHOpa30BOro IPUMEHCHHA

C’I’Cplﬂlﬂ:!&llﬂ)[ STHICHOKCHIAOM

Buumanpe! O6paTHTech K HHCTPYKIHHE MO
NPUMEHEHHIO.

Bei0pacsBaTE B MYCOPHOE BeApo/MyCOpHBIiH
AUHK

ConepxuT HaTypanbHEIH NaTeKc

Ha nepsuuROofi HAH BTOPHYHON YITaKoBKe MOeT OBITh yKa3aHa JONOJMHATENbHAA HHpopMauHs

PEKIAMHOrO XapaxKrepa.
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YCNOBHA XPAHEHHUA

XpaHHTH B CYXOM NpOXJIAAHOM MecTe: NpH TeMieparype He Buiue 25 °C ¥ HopManbHOIM
BiaxHocTH 40-70 %; BAATH OT IPAMBIX CONHEYHBIX JIyUEH.

YCJIOBHUA DKCIUIYATALIMA
Hcnons3oBats npH TeMneparype He Beme 25 °C.,
YCJIOBHA TPAHCIIOPTHPOBKH

MemumHCcKOE H3AEHE TPAHCOIOPTHPYETCA Ha BCeX BHAAX KPHITOTO TPAHCHOPTA B COOTBETCTBHH
C ACHCTBYIOIAME NPAaBMJIaMH TIEPeBO3KH Tpy30B NpH Temneparype He Boime 25°C w
oTHOCUTENEHOH BIaXHOCTH 40-70 % B HOpManbHBIX YCNOBHAX OKpyxaiomeH cpensl, BOANH OT
MPAMELIX COJIHEUHBIX Tydei.

CPOK 'OAHOCTH
5 ner.
OB30P YIIPABJIEHHSI PHCKAMH

OneHka pMCKOB, CBS3aHHBIX C HCIIOJNB30BAHHEM MENHIHHCKOIO H3ZCIMA, OBUTA MpOBE/eHA B
COOTBETCTBMHM C MEXIAYHapoOHEM cTaHmaproM ISO 14971 «Mepumuuckue H3pends —
TIpuMeReHye ynpaBacHHS PUCKAME K MEIHIIMHCKHM H3AEMIMY. BLUIM 11poanaNu3MpoBaHs! Bee
BBLIABJICHHBIC ONAECHOCTH, 4 OCTATOMHLIE PHCKH CUMTAlOTCA NpHeMiieMBIMH. [IpeuMymecrsa
HCIIONB30BAHHUA IIACTHIPS NEPEREIINBAIOT OCTATOYHBIE PACKH.

Tonueni oT9et 06 ynpapneRHH pHCKAMA IPEAOCTABIACTCA OTACABHO.
OB30P HCIIBITAHHN H PE3VJIBLTATOB

TecTponadne Ha 6HOCOBMECTHMOCTD

MexayRraponabii
CTAaHASPT

HecaenoBanne PesyabTar

BriTsxka HeenexyeMoro obpasna He
IluToTOKCHUHOCTB in vitro ISO 10993-5 nokasana Kakoi-nu6o
MOTEHIHAIBHON TOKCHIHOCTH.

BrITSKKA HCCIICAYEMOTO 05])&31[& e

Cencubumazupylomee 1SO 10993-10 OOKA3aJld HHKAKAC 3HAYMTENLHEIE
neHcTeae NOKAa3aTeIbCTBA  CeHCHOHMM3alMH
KOXH.

PesyneTar RccnenoBaHus NoKasal,
YT0 TPAMEHEHHEIH MCCIeAYEMEIR
Pasgpaxaiomee nelicTrue ISO 10993-10 ofpasen; He BhI3BaN pasApaXeHHE
KOXH B YCHOBMAX TpOBEACHHA
HCCIIeAOBAHMA.
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BriBon

TracTrps MearuMHCKHE cTepumbaLi Sanitaplast® Ha monMMepHO# OCHOBE MOXKET CUMTATHCH
Ge3omacHEIM H COOTBETCTBYIOMMM TpeGoBanuaM ISO 10993 npu HCNONE30BaHHH COTIACHO
Ha3HAYEHUIO.

HHOOPMAIIUA 110 MEJUIIMHCKUM HM3AEJIAAM H ®APMALEBTHYECKHM
CYBCTAHIMAM, COAEPXKXAIMMCA B METHIIMHCKOM U3TEJIUU

He npaMeRAMO, TOCKONBKY MEJHLMACKOS H3ZIeHE HE COAEPKHUT KAKYIO-THGO JIEKAPCTBEHAYIO
HIH hapMalieBTAYECKYIO CyOCTaHIHIO,

IEPEYEHb MATEPHAJIOB JXHBOTHOI'O H (HWIH) YEJOBEYECKOI'O
MPOUCXOXIAEHUA

He npHMeHHAMO, TOCKOALKY MEIHUHHCKOE W3ACHHE HE COAEPXKAT TKAHEH IKHBOTHOTO
NPOHCXOXICHAA HITH KaKHX-TMO0 IPOM3BOJHEIX KPOBH YeNOBEKA.

HCTIOJIb30OBAHME C IPYTUMHM MEJHITAHCKHMHA H3AEIMAMHA

l'lnacmpb HCMIOB3YCTCA KaK CAMOCTOATEALHOEC MEAMITHHCKOS H3ACHHE M HE NMpeaHAa3HAICH 1A
HCNOJBE30BAHHA B COMCTAHHH C APYTHMH MCHHIIHACKHMHA H3ACITHAMA.

CXEMA ITPOH3BOACTBEHHOI'O NNPOIIECCA
Cwm. npunoxenue 1.
CTEPHIM3ALIAA

IIpouecc CTEpHIHM3ALME STHNEHOKCHIOM BBIMONHSETCA NO AOTOBOPY MNMOAPSAA KOMIIAHHEH
«lllaocun Py Xenc Ilponaxre Ko., Jlta.» (Shaoxing Fuqing Health Products Co., Ltd.).
Bamzauya nponecca CTepTM3alMH OPOBOAMTCA AaHHOM xomnammel. Kommamus «Ilaocun
®yurn Xenc Ilponaxre Ko., JITa.» EMEeT NHUEH3MIO, BEAAHHYIO YIONHOMOYCHHBIM OPFa8HOM,
Ha NpPOBEJCHWE JAHHOM HPONCAYPH M DETY/APHO TNOABEPraeTcd MHCIEKTHPOBAHHIO.
Creprmsamns IWIacTepelf oCYIMECTRIACTCA ¢ HCHONE30BAHREM 3THICHOKCHAA B COOTBETCTBHH
C BAMMIAPOBAHHON MeToAMKoH ® cranaaproM ISO 11135. IMonmsit mepeueHs CHpaBOYHBIX
HOPMATHBHEIX JOKYMEHTOB NPHUBCACH B NpPHIaraeMoM OTAENBHO OTYETE MO BalHZAUMH
npouecca crepanmsaimn. Ilpomeaypa DpOBOAHTCA B  COOTBETCTBHH ¢  NHCHMEHHBIMH
HHCTpYKumAMA. O6beM kamepu coctapmser 25 . [[HKI CTepHIM3aMH TipoBOIATCS C
ucnonb3opanneM 100 % stunemoxcuna. KadecTBo NpOAYKUAM TIATENLHO KOHTPOIRPYETCH
NyTeM peryIdpHBIX NOpPOBEPOK B pPaMKaX MpoHecca MPOM3BOACTBA. KpHMTHYeckme craauw
NPOH3BOACTBA, TAKHE KAK YNAKOBKA H CTCPHAM3aLHA, OPONLTH KBATKH(PUKAIHOHHEIE UCIILITAHH.

BAJTMIAHAA

O630p BATHAAINME TPOHECCA YNAKOBKH:

Ilens: nposecTH npoBepky paGoTw ymakoBodqnoro oGopyAoBaHAs, 4TOOH YGeaMThCs B
GezonacHOCTH M 3PHEKTHBHOCTH YIIAKOBKH.

Ouenka: B HacTofIlee BpeMs I INIACTHIped HCHONB3yeTcd OyMara XONOAHOH CNANKH W3
YOAKOBOYHOTO MaTepuana OAHOrO H TOTO e THMA OJHOrO W TOr0 € MNMOCTABIOHKA. Mbi
cayuaiiHeM 00pazoM oToGpamy ofpasisl mnacTeIpeit pazmepoM 72 X 19 B KatecTee 06BeKTOB
IPOBEPKH, YTOOH 0Ka3aTh, 4TO NPOLECC YHAKOBKM HE HOBNMAN HA 3TOT POLYKT.
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ITyuxTel IpOBEpKH: NMpOBEPKA YCTAHOBKH, IPOBEPKA TEXHONOTHUECKOTO MPOLECca, TIPOLECC Ha
HAYaNbHOM 3rane. [IPOAYKUMA COOTBETCTBYeT TpeOOBAHHAM CCOTBETCTBYIOWIAX CTAHAAPTOB:
[SO11607-1 (qacrs 1/macts 2), ISO11737-1, ISO11737-2, ISO 10993-3.

OG630p BATHIARHEA OPOLECCa CTEPAIN3ANMA ITHICHOKCHAOM:

Kommanms «lllaocun ®ymun Xenc Iponakre Ko., Jira.» oKassBaeT ycnyru no CTepiIA3ANAR
3THICHOKCH/IOM MENHIMACKHX M3AeNMli OIHOpa3oBOTO NPAMEHEHHA, NPHIOANLIX And
CTCPHIH3ANMH ~ STHICHOKCHAOM,  NPOW3BOAHMBIX  KommaHued  «ApDQ3Oxc+KDAP
Msuy¢pakuypanr Ko. Jita.». Lems nposepkw saxmouaercs B ofecrneueHHM HENpepHBHON
3pPeXTHBHOCTH mpomecca CTEPHIM3ALUMH, OOECHEYEeHHH COOTBETCTBHS CTEPHIH3OBARHEIX
NPOAYKTOB TpeGoBaHMAM ypoBHs oBecnedenus creprasHocTy 107°, ofecneuennn cooTseTcTRES
OCTaTOYHOrO YpOBHS OKCHAA 3THJIEHA CTEPHIIM30BAHHBIX HPOAYKTOB TpeGoraumam [SO 10993-7
H COOTBETCTBHS (u3WYEeCKMX CBOHCTB CTEPHIM3OBAHHHX NpPOAYKTOB  TpeGOBAHMAM
cooTBeTCTBYIOmMMUX crangaproB (ISO 11135, ISO 11738-1/1SO 11138-2, ISO 11737-1/ISO
11737-2 u 1. &.).

HCIIBITAHUE CTABWIBHOCTH

Jng noarsepkacHHS JCHCTBUTENBHOCTH CPOKa IOAHOCTH, COCTABISIOIETO S NeT, 6BUI0
HPOBEIEHO UCIINTAHKAE CTA0HIBHOCTH METOAOM KYCKOPEHHOTO CTAPEHHSA.
B pasnMaHbIX BpeMEeHHEX TOUKaX GLUIA NPOBE/CHK! CICAYIOINAE HCMEITAHNA:

— HCHEITAHHE B YCIOBHAX «YCKOPECHHOI'O CTAPSHUS Y,

— HCMBITAHAE HA CTEPHIFHOCTE,

— KOHTPOJb BHEIIHErO BU/IA;

— HCIBHTAaHHE Ha I'epMETHIHOCTE 3aNalikH.
PesynbTaThl MCTbITaEME MOKA3WBAIOT, YTO YNAKOBOYHBIE MATEPHANH MOXKHO CUHTATH
NPHIOAHEIMH UL XpaHeHHS B TEYEHHE YKA3ARHOTO CpOKa rOAHOCTH. Bee pesynerarsi
MCTILITAHHH OKA3AIMCh B NpPEICHAX 3aflaHHBIX KPHUTEPHEB MPHEMINEMOCTH, A OTKIOHEHHS
COOTBCTCTBOBANH TPeGOBAHMSAM CTAHAAPTA KAweCTBA MOCHE XpaHEHHS O6DA3IOB NMPOAYKTOB B
paMKax HCIEITAHHA CTaGMIBHOCTH METONOM «YCKOPEHHOIO crapeHms». CpoK roHOCTH,
ONpeENeHHbIH MO 3aBEpUICHHM HCCIEHOBAHMA, COCTABMII 5JIET B YCNOBHAX XDaHCHHS TIpH
remueparype Huxe 25 °C.

TEXHUYECKOE OBCJIY XHBAHHME U PEMOHT

He npHMeHMMO, Tak Kak MEOMIMHCKOE M3JieNMe OZHOPA3OBONO HCHONL3OBAHHA M He
TpEAHA3HAYEHO ANA TEXHUYECKOTO OGCITy)KHBARKA H PEMOHTA.

OUYHCTKA, IE3HHOEKLHSA, CTPHIA3ALIASA MEJAUHHCKOIO H3AENS

He npnMeHnmMo.
NOPANOK OCYIMECTBJIEHHUSA YTHNA3AITHH H YHUUTOXKEHNSA

MenHIBHCKOE H3AENHE CNEAyeT HCNONB30BATh B COOTBETCTBHH C MHCTPYKuMeR 110
NIPUMEHEHHIO,

ITpu 66ITOBOM HCIONBE30BAHAH HAZEIHE YTHIHIAPYETCE KAK GHTOBBIE 0TXOAL. Bo Beex APYrax
ClydasX MEAHIIHHCKOS H3JNEHHE YTWIA3HPYETC B COOTBETCTBHH €  MECTHBIMM
TpebORaHHAMHE/3aKOHOJATETLCTBOM,
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TMMPOEKTUPOBAHME, PA3PABOTKA M BAJMAAIMA MPOTPAMMHOIO
OBECIIEYEHHUA

He npameauMo.

YCTAHOBKA, OBCJIYXXHBAHME, KAJIMBPOBKA

He npaMerAMo.

TPEBOBAHMUS IO OXPAHE OKPYXAIOIEHA CPEABI

IIpy npaBHAEHOM ncuonsaonannu, XPaHCHHH H YTWIHM3aOMH IUIACTHPh MEIMIAHCKAH

CTEPUITbHEIN Samtaplast Ha DONMMMEPHOH OCHOBE HE OKa3EIBAaeT HETaTHBHOTO BO3ACHCTBHA Ha
OKPYXAIOIIYIO CPEAy.
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NMPNNIOXEHNE 1

CXEMA MNMPON3BOACTBEHHOIO NMPOLECCA
TexHO/OormyecKas cxema NPoM3BOACTBA MaCTbIpst

KomnnekTaums nnactbips KOHTPOMb KauecTM

HecooTBeTcTBUE
Mpo*Bpka A,> -KoHTpOnb Ka'<ect&a
CooTBeTCTBME
3aunHTHasa AbcopGupylonas MneHHa
Mepem»uneHl*e 6y’'nara n3gyw«yka
MECCCT*STTTB>' a0
VoTeprbyrirpeay*™
oy
Pprdympcav
CCHHWCOWIM

COC«p)|<A NN|<T»h6

Ha*¥aTy

KoHTponb KaHeaBa

Me<<k*1.1n«l« -n 1lpaHcHua WKufisaii' L'iaH K iri
b . Lriv-.u

CTepn.<HAMUMS |«CNH NPYMEHUMO)

1. Crepunusaumns ocyulectsnsetrca komnaHuein «LWaocnH PyumH Xenc Mpopgaktc Ko.,
Nitp)>, Yce Poap 599, Xain-Tek WHpgacTpuan [OesenonmeHT 30yH, 312000 LLaocwuH,
WxaysaH, Kutah (No. 599 Wuxie Road, High-Tech Industrial Development Zone.
312000 Shaoxing, Zhejiang, P.R. China)

2. OkoHuaTtenbHaa ynakoska ocyuiectensgerca OOO «PekutTt beHknsep», Poccua, 141600,
MockoBckas 06nacTb, r. KnuH, yn. Tepewkosoi, a. 1

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



Onobpero:

Pyxosoaurenem Otaena kauectsa / Ciodans Uxoy

IToamuck: /noonucs/
Jara: 17.07.2021

SKCILTYATALIHOHHAS JOKYMEHTALIUA
na MEJULIAHCKOE U3EJINE

ILiacTeIps MeAMOMHCKAN cTepuaLHBIH Sanitaplast®
HA NOJXHMEPHOH OCHOBeE

«Ap3dIxc+KIAP Mouygaxuypunz Ko. JImo. »,
Kumaiicxan Hapoonas Pecny6nuxa (Kumaii)
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HANMEHOBAHHE MEJHITHHCKOI'O H3AEJIUS1

[nacTeps MeOHIMHCKYHA cTeprasHEDE Sanitaplast® na nomuMepHol ocHoBe.

BAPHAHTBHI HCTIOJHEHHMA MEJHIIMHCKOT'O H3AEIHA

1.

2.

IInacTeIps MeAHUMHCKME cTepuabHBIM Sanitaplast® Ha nonHMepHOH OCHOBE Pa3IMIHEIX
IBETOB, pasMepsl: 19 MM % 72 MM.

IInacTelps METAIMHECKHE CTCPHIBHEN Sanitaplast® ra nmomaMepHON OCHOBE TeNecHOro
IBETa, BIarocroiikuit, pasMepel: 19 mm x 72 MM, 38 MM X 38 MM, @24 MM, 25 MM X
72 MM

IInacThips MeTHUMHCKME cTepibHEA Sanitaplast® Ha HOMMMEPHOH OCHOBE TEJIECHOIO
LBETa, HE BJIAroCTOMKHMN, pasMepsl: 10 MM X 40 MM.

«Cranmapraeii Ne 1», KoMnuekraocTs ynakoBkH: IliacTHps MeAHIMHCKUHA CTEPANBLHBIN
Sanitaplast® Ha monMMepHO# OCHOBE, TEJIECHOrD 1BETa, RIarocToliknii: 19 MM x 72 Mm
— 10 mT. Beero 10 mT. Becero 8 ynakoske.

«Crangapraeni Ne 2», KomnnekTHocTh ynakosku: IInacTaps MEIHIMECKAN CTEPANIBHBIN
Sanitaplast® Ha nonuMepHol OCHOBe, TENECHOTO LIBETA, BIATOCTOMKHH: 19 MM X 72 MM
— 20 wrr. Beero 20 mT. B ynakoeke.

«Murumnacry, K €KTHOCTb _YHakoBkH: IlnacTeipp MeOWIHHCKHE CTepHNbHbIH
Sanitaplast® Ha nomuMepHO# OCHOBE, TENIECHOrO MBETA, BAArocToMKmid: 38 MM x 38 MM
— S wt., 924 — 5 mr. Beero 10 mrT. B ymakoske.

«YHuBepcaTbHEIY, KoMIIEKTHOCTD ynakoBKH: IINacThph MEAMUMHCKHE CTEPHIIBHEIH
Sanitaplast® 1a monuMepHoON OCHOBE, TENECHOTO HBETA, BAArOCTOMKAN: 19 MM x 72 MM
— S wmr., 924 MM — 5 mrr., 25 MM X 72 MM — 5 mT. TInacTeiph MEOHLMHCKUIH
cTepuibHEDE Sanitaplast® Ha nosHMepHO# OCHOBE TeNECHOro LBETAa, HE BAArOCTOMKMIA,
pasMeprl: 10 MM % 40 MM. — S muT. Beero 20 mT. B ynakoeke.

«Bonsimof ymmepcmnuﬁ» KommnekrHocTs ymakoBku: IInacThiph MeAMIAHCKHMA
crepunsmii Sanitaplast® na nomiveprol ocHoBe, Tenecroro usera: 19 MM x 72 MM —
5 mT., 38 MM x 38 MM — 5 mrT., @24 MM — 5 mrT., 25 MM X 72 MM — 5 oT., [InacTeps
MEAUUMHCKHI CTepHITbHBIH Sanitaplast@ Ha DONMMEpHOH OCHOBE TENECHOro I[BETa, He
BIArOCTOHKHH, pasuepu 10 MM x 40 M. — 5 mr. [InacTeipp MemaHIHHCKUR
crepunbHEDi Sanitaplast® Ha nomuMepEOk ocHOBe, pasmuHEX mBETOB: 19 MM % 72 MM
— 5 . Beero 30 mT. B ymakoeke.

IMPOH3BOJIMTEJIb

«Ap39Ixc+KIAP Monrydskuypunr Ko., JIra.», Jlassnzan Poya, 7, pasion 10amu, 312000,
r. Hlaocun, Uxon3an, Kurait (7 Lanjiang Road, Yuecheng District, 312000 Shaoxing, Zhejiang,
P.R. China)

MPOU3BOACTBEHHLIE ILTOIIA TKH

«Ap2dIkctKIAP Moanydakuypaur Ko., Jita.», Jausipan Poyn, 7, padion 03w, 312000,
T. [llaocun, Wx2iaas, Karak

«Haocan @ymun Xenc Ilpomaxrc Ko., JItza.», Yce Poax 599, Xaii-Tex Wupacrpuan
HesenonmerT 3oyn, 312000 Ilaocwn, Dxaussau, Kurait (No. 599 Wuxie Road, High-Tech
Industrial Development Zone, 312000 Shaoxing, Zhejiang, P.R. China)

000 «Pexurr Benxusep», Poccus, 141600, Mockosckas oGnacts, r. K, yn. Tepemkosoii,

al
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YHOJHOMOYEHHBIN NPEJICTABUTED NPON3IBOJUTEIA

00O «Pexurt Benkusep Xancksp», Poccas, 115114, r. Mockea, [llmosopas Habepexmwas, i. 4,
3Tax 3

HA3HAYEHME U NNIOTEHIIUAJBHBIE IOTPEFHUTEIH

Hsnenue npesnnasnaueHo Ans MCHONB30BAHMS NP HE3HAYHTENHHBIX nopesax, CCaJMHaX H
JAPYTHX MCHKHX TMOBPEXKACHHAX KOXH. MeIunEACKOe W3ZeNMe MOXET HCIONb30BATHCH B
MEHIIHHCKHX YIPEKACHUAX U B JIOMAMIHAX YCNOBUAX KaK MEOMLHHCKHM NEPCOHANOM, TaK H
noTpeGHTEIME 663 MEAMUMHCKOTO 06pasoBaHMd NOCHE O03HAKOMICHHAS C AHCTPYKUHEH IO
NPHMEHEHHIO,

IMPUHIATI AEHCTBHA

Iipeanasuagen 114 nOrnomeHHs KPOBH HITH 3KCCYZaTOB B3 HeOOMLMOK PaHbl H 3ALUTHTE PAHEI
OT HH()EKIMHA WK NEPEKPECTHOrO HHYHUIAPOBAHHA.

NOKA3AHHA

JUns 321MTHI IpM HE3HAYHTENBHBIX OPE3aX, CCANMHAX H APYTHX MEKHX NOBPEKACHHUAX KOKH.

ITPOTHBOIIOKA3AHUA

— CepbeaHnie paxsl.
— HHauBUAyamsHA% HEIEPEHOCHMOCT MATEPHAA.

MEPHI IIPEAOCTOPOXKHOCTH

~ Tonpko pig Hapy»KHOTO NpUMEHEHHH,

- MHcnomesosars cpasy mocite BCKPHITHS YHAKOBKH W YTWIA3HPOBATh JOJDKHEIM 00pasoM
TIOCIIE HCTIONB30BAHM.

— Tonpko A1 OQHOPA30BOTO UCHIONE30BAHMS,

— He Hcnonb3oBaTh MO HCTEUEHHWH CpOKAa TOAHOCTH WM €CITH TIEpBHUHAA YMaKOBKa
MOBPEXKAEH4,

- He pexomemmyercs npumensts MemmMmMHCKOe H3neNHe Ha BIAKHOH KoJKe AH
Pa3sApaKEHHBIX Y4ACTKAX KOXH.

— IlepBuunad ynakoBka COAEpXHT HATYpaTBHBIN KaydyKOBBIH JIaTeKc.

— Ilpu nuabere AmM KOKHBIX 3360MEBaHMAX 06A3ATENBHO IPOKOHCY/IBTHPYHTECH ¢ BpayoM
nepen NprHMeHeHUeM.

BO3MOXHBIE MOBOYHLIE JEHCTBUSA .

Ecni pana CHTBHO KPOBOTOMHT HIH HA KOXE IOSBHIHCE MTOKpPacHeHHe, MPUNOYXIOCTL HIIH
GonesHEeHEHE OIRYUICHHA, TINACTHPS: HEOGXOAUMO yaANNT. BAuManue! B PEAKHX cnydasx y
AeTell ¢ YYBCTBHTENBHON KoXell MOXET MOSBHTHCA CHOb H3-32 JXKapH 4 paara, ocofeHHo Ha
yune. B o6onx ciyvasx cnenyer HeMemeH O o0paTaThCS K Bpayy.

CIIOCOb NIPMMEHREHWA
Ilepen npUMEHERHEM RAACTHIPS OYHCTHTH MOBPEKNCHHEI YYaCTOK KOXH H 061acTh BOKpYT

HEro, BLITEPETH HAcyXo Koxy. Msmneusr nnacThips M3 neppuumnol ynaxopkH. YianuTs
3aIMTHYI0 OyMary. TToMecTHTs OAYIIEUKY Ha pany H TIPHKNEHTD MNACTHIPS, MIOTHO NPAKAB
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OCHOBY TIAacTBIPS € KIECBBHIM BEIICCTBOM K Koxe, H3Oeras oOpasopaHua cknajok. MeHATh
TINACTHIPh KaXKable 24 yaca HIH KOTAA OB HAMOKHET.

OIIMCAHHE MEAUIIMHCKOI'O H3AENUA

MeauuuHCKoe H3JiesHe mpencTaBngeT cobol cTepunbHLI NIacTHps Ha MONHMEPHON OCHOBE,

MOKPEITON MTHNKAM KIICEBBIM clioeM, ¢ abcopbupyronielf noaymeuxoit.

Mearnuckoe u3zienue SB1eTCA THIOAMIEPIeHHEIM, BIAroCTORKUM®, ¢ BICOKOl dukcanweit.
*TpeGoBaHHE HEIPHMERAMO K H3JEIHIO «[LnacTeipp MEMUOHHCKHI cTepuabHbI Sanitaplast® na

TIONMMMEPHOI OCHOBE TENECHOIO 11BeTa, He BRAarocToiKai, pasMepsl: 10 MM x 40 Mm».

OCHOBHBIE XAPAKTEPHCTHKH MEJUIHHCKOTI'O M3 AEJIHA

Hudusudyansisie Xepaxmepucmuxu:

Haumenonsanue Pasmep, AGeopbupylomas
MeJAnNHCKoro maxenns | £ i0 % mm Dopma et HoAymietKa,
+ 10 % MM
IInacTeipb MEAMIMHCKEE | 19 x 72 { Ilpamoyronereiit | Pasnunsie 13x23
cTepunbHEL: Sanitaplast® OBETA: KPacHGIH,
Ha NOJMMEPHOH OCHOBE, CHHMM, 3CIEHEIH,
YHBIX BETOB ' XKENTHHA
IInacreipe MemuaHcKu# | 19 x 72 IIpsmoyronsHuii | TenecHsi user 13 x 23
cTepuIbHBI Sanitaplast® | 38 x 38 - | Ksaaparuerii | Tenecabiit nser 20 x 20
HAa TONHMCPHOH OCHOBE (@24 . | Kpyrmmi Tenecusiii oper 12 x 13
TeaecHoro IBETE, | 25 x 72 [Ipamoyronssssi | Tenecrsiit mBeT 16 x 23
BIIaTOCTOMKHE, pa3Mephi: : :
19 MM X 72 MM, 38 MM X
38 MM, @24 MM, 25 MM X
72 MM N [
[InacTepe Memmnﬂcxuii 10 x 40 Hpmoyronwuﬁ TenecHsiit uBeT 10 x 10
cTepHIbHEDH Sanitaplast® "
Ha NNOJIHMEPHOH OcHOBE .
TEJIECHOTO IIBeTa, He Lo
BNarocToHKHH, pasMephi:
10 MM > 40 MM . o v i

OIIHCAHHME BAPMAHTOB HCTICJIHEHUA MEJUITHHCKOTIO H3AEJIHA

b M€ c CTePHIBHEIH Sam last® na mojmMepHoOl ocHoBe, BRMyckaeMuili B
CRCAYIOWHX BADHAHTAX.
1. IInacreipe Memmuncmﬁ c‘reprmmuﬁ Samtaplast Ha uommepnoﬁ OCHOBE, PasIMYHBIX
' [IBETOB, pasMephli 19 MM X 72 MMm.
MeaunuHCKOE H3KENUe TIpEACTaBNsSeT coboit cmpmﬂuﬁ rmacuxpl; Ha NMONUMEPHOH OCHOBE
PasIUYHBIX IBETOB (KPacHOTO, CHHEro, 3€/IEHOr0, KENTOro), NOKPHITOH JMAKHM KJIEeBHIM
cnoeM, ¢ abcopbupylomeit noaymeyxoi.

2. IInacteips MeOMUMHCKYH CTCPHILHEIH Sanitaplast® Ha nonuMepHOH OCHOBE TENECHOTO
OBeTa, BAAroCTORKmi, pasMepht: 19 MM % 72 MM, 38 MM x 38 MM, @24 MM, 25 MM X 72 MM.
MemuiHHCKOe H3Aenue NpeAcTarnseT cobolf crepannHEN MNACTRIPh HA NOMUMEPHON OCHORE
TEJIECHOTO UBETA, NOKPHITOH JIMTIKHM KIICEBERIM CJIoeM, ¢ abcopbupyromeii moxyineuxoi.
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3. IInacTeiph MEOHIHHCKMN CTEDHJIBHBIA Sanitaplast” HA TIOMAMEPHOH OCHOBE, TENECHOIO
1BETA, HE BRATOCTORKHH, pasMepsl: 10 MM x 40 Mm. '
MemunuHcKoe H3nenHe ‘mpencTasnseT co6oi CTepHNLHLIA MIACTHIPL HA NONMMEPHON OCHOBE
TENEeCHOTO 1{BETA, IOKPHITOH JIMITKAM KJICCBEM ClIoeM, ¢ aGcopbupyioel noaymeukoit.

KCIIOJIb30BAHME C IPYIUMH MEAHIMHCKHMH H3AEIHAME

TInacTHph HCTIONLIYETCH KAK CAMOCTOATENLHOE MEAHIMHCKOE H3ACTHE H He TIpSAHA3HAYEH AMA
HCHONE30BaHUA B COMETAHHA C APYTAMHA METHIHHCKAMH H3ICIAIMH.

HHPOPMAIIHA IO MEAUITUHCKHAM H3IAEJIHAM H PAPMAIIEBTUYECKHM
CYBCTAHIUAM, COAEPXALIUMCS B MEAHLIHHCKOM U3AEJHH

He nprMeRHMO, MOCKONEKY MEIHI[HHCKOE M3/ICNHE HE COACPHT KaKylo-NHGO JieKapCTBEHHYIO
WIH $apMaLeBTHEECKYIO CyOCTaRIMIO.

IIEPEYEHE MATEPHAJIOB JXKHBOTHOI'O H (HIH) YEJOBEYECKOI'O
IMPOUCXOXIEHHA

He OPAMEHHMO, MOCKONBKY MCAUIHUHCKOEC H3ACIHE HE CONCPIKHT TKaHeH XWBOTHONO HIH
GCIOBCYICCKOIO MPOHCXONICHAN.

METO/J CTEPUIH3AITHHA

MenunuHCKOE H3METHE CTEPHITA30BAHO STHICHOKCHIOM.
CPOK I'OJHOCTH

5 ner.

YCJIOBUSA XPAHEHHAA

XpannTh B CYXOM NpOXNafHOM MecTe: NPH Temneparype He Bhmme 25 °C @ HopManbHOH
BraXHOCTH 40—70 %; BAAIH OT NPAMEIX CONHEYHBIX JTyyeH.

YCIOBHA JKCIVIYATAIIHH

Hcnons3osare NpH TeMnepaType He Beie 25 °C.,

YCIOBHUA TPAHCIIOPTHPOBKH

MenuiHCKOE H3fle/iHe NEPEBO3AT HA BCEX BUZAX KPHITONO TPaHCIOPTa B COOTBETCTBHH C
OeHCTBYIONIHMHE TIpDaBHNAaMM INICPEBO3KH TpPy30B IpH TeMieparype He Beme 25°C @
oTHOcHTENbHOM BrakHocTH 40-70 % B HOPMANLHBEIX YCIOBHAX OKpYXAIOINEH Cpefbi, BAATH OT
OPAMEIX COJIHEYHBIX Tydeh.

TEXHHYECKOE OBCJIYXHBAHHUE H PEMOHT

He OpHMEHHMO, TaK XaK MCIUIOUWHCKOC H3RCIHE OAHOPAa3oBOro HCIMOAL3OBAHHA M HE
NpeAHAIHAYCHO AN TCXHUICCKOr'o OGOJIY)KHBaHHﬂ H pCMOHTA.
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NMOPATOK OCYIIECTBJIEHHS YTWIH3AIIHA H YHHYTOXEHUA

MeavuMHckoe u3NENHE CICAYET MCHOONb30BATh B COOTBETCTBMM C HMHCTPYKIMER IO
NIPAMEHCHHIO.

IIpu GEITOBOM HCIONL3OBAHHU H3ACIHE YTHIHSHPYETCS Kak OmTOBLIE oTxoas. Bo Beex apyrax
CHydasiX MEAMIWHCKOE H3IJENHe YTHMHIHPYETCAE B COOTBETCTBHH C  JIOKANBHBIMH
TpeOOBAHHAMH/38KOHOAATEIECTBOM.

YCTAHOBKA, OBCJIYVXHBAHUE, KAJIMEPOBKA
He nmpumerumo.
TPEBOBAHHA MO OXPAHE OKPYXAIONIEN CPEABI

Ilpn TNpaBHALHOM HCNONL30BAHHH, XDAHEHHWH H YTAIH3AUMH IUIACTHPh MEAMLMHCKUA
cTepribHHIT Sanitaplast® na nomaMepHOl OCHOBE He OKA3LIBAET HETATUBHOTO BO3ACHCTBHSA Ha

OKPYAIOIIYIO CPeay.

JAATA BBIIYCKAMIOCAEAHEI0 IEPECMOTPA 3SKCIUIYATAIIMOHHOH
AOKYMEHTAIIHHA

Jlara nocneanei pefakijMu BKMOYeHa B HHCTPYKITHIO IO HPAMEHEHHIO.
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OnobpeHo:

KOBO eM Otnena kavectBa / Ciodons Hxo
IMoanuce: /modnucs/
Jara: 17.07.2021

HHCTPYKIHUA IO IPUMEHEHHIO
Ha MEJHIIMHCKOE H3AEJIHE

MeauuHHCKHH CTEPRALHBIH IVIACTHIPL Sanitaplast®
HA NOJMMEPHOH OCHOBE

«Ap3pIxc+KIAP Manyghaxuypunz Ko. JImo. »,
Kumaiickan Hapoonas Pecnybnuxa (Kumau)
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ITIOKA3AHHA

Hsnenue NpCAHA3HAYCHO J HCHONB30BAHMA IPH HE3HAUMTCNBHEIX NHOpe3ax, ccaauHax H
JPYTrUX MENKHX NOBPCIKACHHAX KOXHA.

INPOTHBOIIOKA3ZAHUA

— CepresHbie paHH.
— HuameuayansHas HeNEPSHOCHMOCTH MaTepHana.

MEPBI IIPEJOCTOPOXKHOCTH

— Toneko AN HapyXHOro MPHMEHEHHS,

- Hcnons3osats cpasy mocie BCKPHITHA YNAKOBKH M YTHAH3HPOBATH AOIKHEIM 0OpazoM
MOCJTE HCTIONE30PAHAS,

— Tonsko mis 0AHOPA30BONO HCIOAB30BAHNAA,

— He ncnone3osare Mo HCTEUCHHWH CPOKa IOJHOCTH HIH ©CIH TEpBHYHAT YIAKOBKA
MOBpeX/cHa;

— He pexoMenmyercs NpHMEHST: MeTANMACKOE W3JENME HA BIKHON KOXKE WIH
pasapaXeHHBIX Y4aCTKaX KOXH;

— IlepBuHasn ymakopka COAepMT HATYpabHBIM KayIyKOBEI! JTIATEKC;

— Ilpn nuabere unu KOXHEIX 3a00NCBAHHAX 00A3ATENBHO MPOKOHCYILTHPYUTECH C BpauoM
nepel IPHMEHCHAEM.

BO3MOXHBIE IOBOYHBIE AEACTBHSA

Ecnn paHa CHIBHO KPOBOTOYHT MM HA KOXKE NOSBAJKHCH NOKPACHEHHE, NPHNYXJIOCTh HIH
GonesneHARE OWYMEHA, IIACTHPD HeoGxonuMo yranuts. [Ipumeyanue! B peaxkux caydasx
y AeTeH ¢ 4yBCTBHTENbHOM KOXel MOXeET IIOSBHELCA CHIb H3-3a JKAPH! M BArH, 0COGEHHO HA
nuue. B 06oux ciyyasx creyeT HeMeAeHHO o6paTuTECa K Bpauy.

CIIOCOB IIPHMEHEHHA

Ilepen mpuMeHeHHeM TNACTHIPA OUHCTHTH NMOBPEXKAECHHABIH Y4aCTOK KOXH M 061acTs BOKpyT
HCTO, BHITEPETH HACYX0 KOXY. H3Bneub niacTelph M3 NEPBHYHON YNakKosKH. YAaNHTH
3aUTHYIO GyMary. IloMecTHTs IOAYNIEUKy Ha PaHy ¥ NPAKNEHTH NAACTHIPE, IOTHO TIPHKAB
OCHOBY MUIACTHIPA € KICEBEIM BEECTBOM K KOXe, H30eras ofpasoBaHHa CKNanok. MeHaTs
TUIACTHIPh KKARE 24 Yaca M/ KOrjga OH HAMOKHET.

KOJHYECTBO EAUHHAI IUVIACTBHIPA: 10, 20 uma 30 (¢ 3aeucumocmu om Ousaima
nompebumenbcxoll  ynaxoexu — 6ce 6apuaNmui OUSQUNA NOMpebUMenvCKoil YRaKoeKu
nepeuucnenw 8 (aiine «Jusaiin ynaxoexu.)

KOMIIIEKTHOCTD: cm. Mmapxuposky Ha ynaxoske (8 3aeucumocmu om Ousaima

nompebumenvcKoil ynaxoéku — 6ce eapuanme OUSAURA NOMpebUMENsCKOl  Ynaxkoexu
nepeducaenst 8 mexnuseckoii Ooxymenmayuu «Juzaiin ynaxosxuy.)
ITPOHM3BOJHUTEIIL

«Ap3¢dpIxkc+KIAP Manydoaxuypunr Ko., JItm.», Jlanumn Poya, 7, paion H03wsm, 312000,
r. Haocun, xarmsan, Kutait
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INPOU3IBOACTBEHHLIE IUVIOIIAAXH

«Ap3dIxc+KIAP Msuydaxuypaur Ko., Jita.», Jlausuzau Poya, 7, padion IO0susn, 312000,
r. lHaocun, Wxsmzau, Kutaii

OO0 «Pexutr berxuzep», Poccua, 141600, Mockosckas obnacts, r. Knun, yi. Tepemxopoi,
al

YIIOJIHOMOYEHHBIA ITPEJCTABATEJL MTPOU3BOAUTESA

000 «Pexurt Benkmzep Xanckap», Poccnst, 115114, . Mocksa, [llmososas HabepexHad, 4. 4,
ITax 3

CTEPHIIBHOCTD: crepunsHo, CTEPRIM3OBAHO STHICHOKCHAOM.

CPOK I'OIHOCTH: 5 net (dama npousecOcmea u 0ama OKOHYANUAL CPOKA 200MOCMI
YRA3GHB Ha YNaroéxe).

YCJIOBHS XPAHEHWA: spaunTs B CyxoM OPOUTAHOM MECTe: TIpH TEMNEPATYPE He BhILE

25 °C u HopmansHO} BinaxcHOCTH 40~70 %; BAAIH OT MPSMEIX CONHEYHHIX JTyqeH.
Hcnoasaosars npu Temueparype He senne 25 °C.

JATA BHIYCKAMOCIEAHEI'O NMEPECMOTPA IKCINIYATAHUOHHOH
JAOKYMEHTAITHH: xx.xxxx

PETACTPAIIICHHOE YAOCTOBEPEHUE: «PerucrpamioHHOe yaocToBeperne No Xxx
XXXX/XXXXX OT XX.XX.XXXX»

HOMEP CEPHM: yxazax na nomm6uﬁea5&xoﬁ ynaxosxe.
PA3IBACHEHHE YCJIOBHBIX OBO3HAYEHMIA;

Cumpoa HaumeroBanue Cumson Haumenonanne
| N Homep cepau - i N CTEpHIH30BAHO STHIEHOKCHAOM
LOT o T80
— —
o+ | HaTa.npoussonctea . - “ 1 -3, - - | Baamanne! CM. mECTpYKIMIO mO
dl . .- R . A NPHMEHEHHIO
: . ) L - d
g I'onen no : BrifpacriBats B MYCOpHOe
. R A A EY | é . | Beapo/MycopHEIH# smuK
L . ab N .
'®1 Jns opHopasoBoro npAMeHeAns ' ConepxuT BaTypaibHEL JIaTeKe
L N Lo v ::'.‘ LT SR | A I

*
Hononnumenvnan ungopmayus moxcem 6wime Haneuamana wa EMOPUYHON  ynaxoaxe
MEOUYUHCRO20 U30eNUR, GKIIONAA CCHIAKY HA MENCOYHAPOOHBIE CMAROGPMbL U DEKNAMHYIO
uHpopmayuio
: il

.
]

M
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L]

APTYP AY SH] KO., COJTMCUTOPC (ARTHUR AU & CO., SOLICITORS)

TA 22 wions 2021 r.

HOTAPHAJIBHOE YAOCTOBEPEHHE

APTYP AY 3HI KO.,
COJIUCUTOPC,

6 3TAXK, 3[AHUE MAIM,

33 KOHHOT POV]] CEHTPAJL,
T'OHKOHT,

AA/mk
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NepesogumK AinnosH fasna Meoprmesuny noannmcob

Poccuiickaa degepayms
Nopoa MockBa
TpupuaTtoro U ABe TbiCAYN ABajLUaTb NepBOro roja

A, Mowuceesa Jlunna BnaguMmnupoBHa, HoTapuyc ropofa MOCKBbI, CBULETENbCTBYHO
NOANMHHOCTbL MOANUCK NepeBoumKa AnosHa Lasuaa Meopruesunya.

Mognuck caenaHa B MOEM NMPUCYTCTBUM,
JIn4HOCTb NOANMUCABLIErO AOKYMEHT YCTaHOB/EHA.

3apeructpupoBaHo B peectpe: Ne 50/995-H/77-2021-

YnnayeHo 3a COBEPLLUEHNe HOTapuanbHoro geincteusa: 400 py6.

NoANUCh Mep6oBasa neyatb epboBas nevatb
HoTapuyca r. MoCKBbl HoTapuyca r. MocKBbl
MowceeBoi /1.B. Mowuceesoli J1.B.

J1.B.MowuceeBa

Bcero npowHypoBaHo, NPOHYMepPOBaHO ¥ CKpensieBB'lieya’ nncr(-a,-o.).

J1.B.MonceeBa

degepaynsa
Nopoa MockBa
N4 Be TbICAYN ABajLaTb MepBoro roga

AM Neida"lnnys BnaguMupoBHa, HOTapuyc ropoga MOCKBbI, CBUAETENbCTBYHO
WOCTb “N N -C NpeacTaBNbLHOI0 MHe LOKYMEHTA.

AperncTpupoBaHo B peebTtpe: Ne 50/995-H/77-2021- n- A A

nnayeHo 3a coeplUitive;HoTapmnanbHoro gec A tems: 2 LW .py 6. 00 Kon.

B o] R N.B.Mowuceesa

Bcero npowwHypoBaHo, NPOHYMEepOBaHo U CKpenne~neyaTbio nuct(-a,-0B).

J1.B.MowuceeBa
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