KOnNums

NOTARIAL CERTIFICATE

1, CHOUNG YOUN SIN, a Notar>- Public officiating at Klarig, Malaysia hereby
certify that the INSTRUCTION MANUAL and other documents annexed hereto
were presented to me and are to my personal knowledge which information 1
verily believe to be true belong to that of TG MEDICAL SDN. BHD. (COMPANY
NO: 283358-w) of Lot 5091, Jalan Teratai, 5b Miles, Off Jalan Meni, 41050

Ivlang, Selangor Darul Ehsan, Malaysia,

IN FAITH AND TESTIMONY WHEREOF I, CHOUNG YOUN SIN have hereunto
set my hand and affixed my seal of office at Klang aforesaid on 30* March

2018.

Attorney General approval reference number PN/WKL/25/39/97 dated 9*
January' 2016 and is valid until 13" February 2020 under Notary Public Act

1959
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PELANTIKAN DI BAWAH SEKSYEN 3(1)

Pada menjalankan kuasa-kuasa yang diberi oleh seksyen 3(1)

Akta Notari Awam 1959 [AktallS], saya, TAN SRI DATO’ SRI
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1. Medical product name
ARCHDALE Latex surgical anatomic form, textured, powder-free, sterile, with polymer
coating TopMAX gloves.

2. Medical product application

2.1. Purpose '

Medical product designation specified by the manufacturer:

- gloves are designed to protect health worker’s hands in a surgical field.
2.2. Conditions of use

Health care institutions.

3. Medical product use

3.1. Indications

» Medical surgical sterile gloves should be used in case of:

- any surgery, any major or minor surgical operations, minor skin surgical operations and
other procedures associated with penetration in subdermal tissues or mucous membranes;

- protection of health workers and patients during procedures associated with penetration
in sterile body areas (vessels, urogenital tract, tracheobronchial tree), rectal, pelvic exams, contact
with mucous membranes, etc;

- drugs preparation for total injection;

- sterile work surface preparation and putting instruments and endoscopes on sterile drape
after sterilization;

- protection of health workers and patients in case of contamination risk during direct
contact with a patient (patient’s biological medium) or potential contact with mucous membranes,
damaged skin, blood or other biological substrates potentially or clearly contaminated with
microorganisms.

When choosing gloves it is recommended to consider their size for maximally comfortable
usage.

Attention! The gloves do not provide 100% hand protection from perforation and cuts.

The gloves are designed for single use only.

3.2. Contraindications
* Attention! Latex gloves may cause allergic reaction.

3.3. Medical product application rules

* The gloves should be worn in case of any surgical operations, procedures associated with
penetration in subdermal tissues or mucous membranes, procedures performed in sterile boxes and
with sterile medium, with materials and instruments, in case of possible contact with blood, other
biological substrates and other external environment objects to reduce the risk of microbial
contamination.

* Gloves are no substitute for proper hand hygiene. Handwash should be performed in
accordance with the mode of procedures.

* It is necessary to choose gloves of appropriate size.

* Gloves should be chosen depending on procedure type, they should be worn easily, should
not hamper movements or compress hands,

* When putting on gloves a person should not make great efforts.

« Special techniques to put on the gloves should be followed in order to guarantee their
sterility.

tit* « Belbre putting on gloves for medical procedures, working area should be prepared: sterile

instruments and consumables should be put on a manipulation table ready for use. It is necessary
to ensure their accessibility witliout breaching the sterility of hands.
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* Using additional pair of gloves roay reduce gloves datuage rate when working with sharp
instruments by 2-4 times.

* It's not allowed to use gloves frpBi a damaged package, because their sterility can be
breached.

 After gloves removal it is necessary to wash hands with soap and disinfect them with
dermal antiseptic.

3.4. Medical product use

Before using /1e gloves please check package integrity. Open secondary package. Primary
package of the giove.s is sterile. Before opening the primary package and getting the gloves in
order to use them as intended, please disinfect your hands.

3.4.1 .Putting on gloves

It is reconmiended to follow' the techniques described below in order to avoid external
surface contamination when putting on the gloves. There are 2 techniques to put on the gloves:
open and clo.sed. Mratever technique is chosen, die mo.st important Is to avoid external surface
contamination.

Open technique steps

* Open sterile package and take two gloves with your finger tip.s of the left handirom inside
of the left glove, .sothat the thumb tip is inside the right glove, and hold them together vertically.
Make sure die fingers conlaci only with an internal surface of die gloves.

* Pa.ss the right hand trough the cuff holding the gloves in your left hand.

* Pull the folded glove until your right hand is inside the glove.

* Put right hand fingers into die left glove cuffand draw it on the left haid.

* Draw+' the left hand glove cuff on a surgical coat cuff with four fingers.

« Put your left hand fmger.s in the glove under a folded glove cuff and draw it on a surgical
coat cuff.

* Draw on die cuff with all four fingers and fix the gloves for comfort use.
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Close technique steps

» Open secondan' package beforewashing your hands. Primar}” package is sterile. Before
opening and getting the gloves please put on a surgical coat.

» Draw coat cuffs on your hands, grab the left glove with die right hand. Hold the hand
supine, fingers straight. Put die glove on die left wrist so that its fingers are pointed at you and the
thumb lays on the wrist. Press down the cuffby your left thumb.

* Put the diumb on the end inside the cuff. Jam your ri”*t hand and draw the glove on the
fingers.

» Straitening out your left hand fingers and holding the cuffin the right hand, draw on the
glove with four right hand fingers till it is drawn on the left hand fingers.

* Repeat the steps with the second glove. In particular: Put the right glove on the right wrist
using the left hand in the glove so that its fingers are pointed at you and the thumb lays on the
wrist. Press down the cuff by the right thumb.

* Put the left thumb on the end inside die cuff. Jam your right hand and draw the glove on
the fingers.

» Straitening your right hand fingers and covering the wrist by the cuffof the surgical coat
draw the glove on with four left hand fingers till it is drawm on the right hand fingers,

*Now, when the gloves are put on both hands they can be fixed without the risk of
contamination.

» To avoid gloves slipping from the coat cufl's, please ensure die sufficient length of the
coat sleeves and sufficient cuff length up to the heel of the hand, as well as avoid folds on the
glove cuff.

3.4.2, Requirements for working to the glovts

* The gloves should be changed when switching from “dirty procedures” to “clean
procedures” or going from one patient to another.

* It is necessary to change the gloves:

- ifany visual defect is observed,

- after potential or actual perforation by a rit4'die, suture material, bone, etc,;

“immediately after a direct contact wnh uuhardened methyl methacrylate (bone cement);

- after accidental electric shock to a hand from an clectro.surgical unit;

- if a glove starts to bloat, strain, slick or stays loosely on the iiand due to absorption of
liquids or lubricants;
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» The gloves can not be cleaned during operations (procedures). They should be changed
if necessary,

» Damaged or perfused gloves can not be used. If a glove is damaged, both gloves should
be changed ifnmediately because u is impossible to remove one glove without contamination of
another.

* Remove the gloves carefully avoiding hand skin contamination and spillage of liquids.

* It is trot, recommended to clean disposable latex gloves with alcohol-containing solutions,
because tliese solutions may damage a protective cover of the gloves. Gloves made of synthetic
materials {nitrile, etc.) are proof against the action of anti,septic chemical agents.

o Strictly observe safety precautions while w-orking with sharp piercing objects and
mstraments.

3,4.3. ftemoving the gloves

It is recommended to comply with the following glove removal algorithm:

* Take the glove near the heel of the hand with the fingers of the other hand.

* Remove the glove and hold it with the other hand.

* Then put the fingers of your free hand into tlie glove cuff on another hand and remove
the glove as the first one.

» Turn the glove inside out and use it as a bag for the second glove.

* Put the gloves in a special container. Then dean the hands.

4. Medical product de-scription and its specification.

ARCHDALE Latex surgical anatomic form, textured, powder-free, sterile, with polymer
coating TopMAX gloves are disposable medical devices made ol rubber latex without powdering,
with inner polyaner coating, sterilized and packed by pairs in sterile packages.

Class according to tlie degree of the potential usage risk — 2a.

4.1. Material used for gloves manufacture is natural robber latex.

4.2. The following type of surface of the glove can be distinguished: textured powder-free
with inner polymer coating,

4.3. The area of texture includes fingers and palm. The palm and fingers of the gloves
working side are textured.

4.4. Flexicoat 88 polymer is used for interna! cotsting of gloves. This polymer coating
ensure.s additional durability of gloves, isolates skin from natural latex proteins and considerably
facilitates the pulling on, as well  prevents sticking of gloves.

4.5. Gloves have nine nouiina! size”

- size 5.0;
- size 5.5;
- Size 6.0;
=size 6.5;
- size 7.0;
- size 7.5;
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- size 8.0;
- size 8.5;
- size 9.0.
4.6. The product is sterile.
4.7. The products are designed for single use only.
4.8. Class according to the degree of tire potential usage risk <2a.

5. Speciricjation
5.1, Width, length and thickness of gloves, depending on the size, shall correspond to

values specified in Table 1

Table 1

7T N
5.0 A A 29045
55 72+4 29045
6.0 7745 29045
6.5 8315 29045 Thickness in the finger area - 0,15+0,02. 1
7.0 89+5 2905 Thickness in the palm area -0,13+0,02.
7.5 9545 290+5 Thickness in the cul farea- 0,12+0,02.
8.0 10246 290+5
8.5 10846 29045
9.0 11446 29045

Figure 1
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5,2. Strength characteristics of gloves comply with Table 2.

Table 2 - Tensile characteristics of gloves
Characteristic Value

1 Force at tearing before accelerated aging, N, not less 125
2 Elongation at tearing before accelerated aging, %, not less 700
3 Force at tearing after accelerated aging, N, not less 9,5

550

4 Elongation at tearing after accelerated aging, %, not less
5 Force required to achieve 300% elongation before accelerated ’ 0
ageing, N, not more '

5.3. Gloves arc sterile. Sterilization of gloves is carried out with radiation.
5.4. The content of residual powdering agent shall not exceed 2 mg per one glove.
5.5. The content of water soluble protein shall not more than 200 pg/dm~.

5.6. Medical product weight.

Name/ size weight of one glove for the size (minimum)
50 55 6,0 6,5 7,0 7,5 8,0 8,5
ARCHDALE Latex surgical 50 55 6,0 6,5 7,0 75 8,0 8,5
anatotnic form, textured, powder-
free, sterile, with polymer
coating TopMA.X gloves L.
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6. Storage and transportation conditions

6.1. 1be product may be transported by any means of transport, in accordance with
transport regulations in force for this type of transport, in its original transport packages
(pressboard boxes) protected from direct sunlight.

Gloves, packed into transport packaging, shall be resistant to the following climatic effects:

temperature - from -50 “C to +50 “C and humidity - 60-75 %.

6.2. The gloves shall be stored in original multiple presshoard packages, containing
individual sterile paper packages, in a well-ventilated room away from heat sources, direct
sunlight, direct exposure of light and electrical equipment. Condensation may occur if storage
temperature is less than 10 °C. If storage temperature is less than 10 °C, the gloves shall be warmed
up to 25-30 before use, other-wise difficulties may occur due to elasticity degradation of the
gloves.

6.3. Store in a dry place protected from direct sunlight and high humidity at a temperature
from -50 °C to +40 °C and humidity - 60-75 %.

6.4. Store the gloves away from sources of ignition.

7. Packaging

7.1. Packaging shall provide protection from mechanical and climatic factois during
transportation and storage, as well as ensure complete vehicle load (capacity) use and convenience
of handling operations.

7.2. Packing of products shall conform to the requirements of the manufacturer and terms
of the contract between the manufacturer and the authorized representative.

Inner package

A pair of gloves are packed into an inner package that must be large enough to ensure the
easy putting on of the gloves on its opening.

Individual package

A pair of gloves in an inner package are placed into an individual package (contain«:ettc)
to ensure product sterility.

Consumer (multiple) packaging.

Individual packages with gloves are packed in cardboard boxes. Consumer packaging
protects gloves from external mechanical damage and allows to visually determine the size ofthe
gloves.

Transport package

Consumer packages vrith gloves are packed in corrugated cardboard boxes. Cardboard
boxes shall be durable enough to ensure the quality and sterility of the product durit®
transportation and storage.

7.3. Net Quantity of Contents

1pair ofgloves (2 px:s) in an individual packaging, 50 pairs of gloves (100 pcs) in a multiple
packaging, 400 pairs of gloves (800 pcs) in a transport packaging.

8. Conditions of use
The gloves are used in premises at the values of temperature and relative air humidity:
temperature - from 10 “C to 35 °C; relative air humidity - up to 80% at 25 ®C

9. Safety requirements

» Materials the gloves are made of shall be toxicologically safe.

* Gloves shall be sterile. Before using the gloves please check package integrity.
* The gloves are designed for single individual use only.
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10. Labelling.
10.1  The symbols used in marking.

- Lot No: LOT

- «Sterilization with radiation» STEMLE U
STERILE

- «Sterile» v 0

- «Latex»

\)

- «Surgical»
- «Anatomically shaped»

- «Textured» u

- «Powder free»

- «Polymer coated»

- «Manufacturing date» I>w Jj
(year/month)

- «Best by...» (ycar/month)

- «Conformity Mark with Declaration of Conformity» ©

- «Conformity Mark with Voluntary Certification»

11. Warranty and shelf life

The manufacturer guarantees sterility of the gloves and integrity ofall their characteristics
and parameters, described in this document, throughout the shelf life (3 years), if individual
packages are not damaged and storage, transportation and operating instructions are followed.

12. Disposal and destruction procedures

The system of collection, temporary storage and transportation of medical waste should
consist of the following steps;

- internal waste collection in a healthcare and/or pharmaceutical organization;

- transportation of waste from the divisions and its temporal storage on the territory of the
organization generating waste;

- disinfection/neutralization;

- transportation of waste from the teiritory of the organization generating waste;

- dumping or disposal of medical waste.

Chemical disinfection of waste at place of its generation is performed as a mandator)’
interim measure in the absence ofmedical waste handling area of healthcare and/or pharmaceutical
organizations, or in the absence of a centralized system ofmedical waste neutralization in the area.

10
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- L

Methods of safe disinfection and/or neutralization waste shall be chosen depending on the
capacity and profile of the healthcare organization, availability of facilities for
disinfection/neutralization of waste, methods of waste disinfection/neutralization adopted in the
area (incineration, removal, recycling).

Collection, temporal storage and removal of waste shall be performed in accordance with
a medical waste handling plan of a healthcare and/or pharmaceutical organization.

13. Medical product manufacturer data

Manufacturer;

TG Medical Sdn. Bhd.

Address: Lol 5091, Jalan Teratai, Batu 5, OtTJalan Mem, 41050 Klang, Selangor D.E.,
Malaysia.

Manufacturer and production site address:

TG Medical Sdn. Bhd.

Address; Lot 5091, Jalan Teratai, Batu 5, Off Jalan Meru, 41050 Klang, Selangor D.E.,

Malaysia.

14. Responsible supplier

For all issues related to «</ARCIIDALE Latex surgical anatomic form, textured, powder-
free, sterile, with polymer coating TopMAX gloves» manufactured by Top Glove Sdn. Bhd,,
please contact the legal representative of the manufacturer in the Russian Federation: Limited
Liability Company «Ardeil-Impex», legal and postal address: 115201, Moscow, Kashirsky proezd,
23 building 5, office 3. Tel.: 8(495)777-11-70. E-mail: ardeiUmDex@gmail.com.

CHOUNG™OUN SIM

NOTARY PUtUC r.
«lAHE; Jin
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/TepeBog ¢ aHIMICKOro 1 Mana3niickoro 3bIKoB Ha PyCCKUI s13bIK/

HOTAPWANNTbHOE CBUAETENBLCTBO

A, YOYHI o H CWH, Hotapuyc, NCNOMHAOWWIA cny>xebHble 0653aHHOCTM B I. KnaHr, Manaisus,
HactoawmM ypoctosepsao, yto MHCTPYKUUA MO MNMPUMEHEHWNIO u gpyrve [OKYMEHTHI,
NPUKPeneHHble K HacTOsLLEeMY CBUAETENbCTBY, OblIM NpeAcTaBfieHbl MHE W, MO CBOEMY JIMYHOMY
OnbITy, i NOMaratd, YTO COAepXallasacs B HUX MH(OpPMaUus ABNSETCS AOCTOBEPHON W MPUHAZIEXUT
komnaHun T MEAVMKAN CAH. BXA. (TG MEDICAL SDN. BHD.) (Ne KOMMAHWNW: 283358-
W), agpec; Yuactok 5091, MkanaH Tepatain, 5¢ Maiinc, O xanaH Mepy, 41050 Knanr, CenaHrop
Hapyn 9xcaH, Manaiisms (Lot 5091, Jalan Teratai, 5" Miles, Off Jalan Mem, 41050 Klang, Selangor
Darul Ehsan, Malaysia).

B YOOCTOBEPEHWE YEro ¢, YOYHI KOH CWH, cKpenun HacTOAWMIA [LOKYMEHT
CO6CTBEHHOPYYHON MOAMMUCLIO M NeYvaTbio ogmca B r. KnaHr, Kak ykaszaHo Bbiwe, 30 mapta 2018 T.

Meyvatb: /HOTAPYC* HOYHI FOH C/H* . FOaHr* CeriaHrop/
/moves/
YOYHI tOH CNH
HoTtapuyc
r. Knaxr, CenaHrop

HaknagHas resa s /HOTAPKYC* YOYHI FOH C/H* /Hepestopve//

Pa3peLyeHmne MeHepasIbHOro NPOKYpopa, peructpaumoHHblin Homep: PN/WKL/25/39/97 ot 9 aHBaps 2016
r. gercTemTenbHO Ao 13 despans 2020 r. cornacHo 3akoHy 0 HoTapuycax 1959 T.
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/rep6 Ve .
BENTAHK TEHEPAJ/IBHOTI O NMPOKYPOPA MAJTAN3NI

3AKOH O HOTAPUNATE 1959 I'. (Ne LL5)

PE'MCTPALUNA HOTAPNYCA

HA3HAUEHVIE B COOTBETCTBWM CO CTATBLEW 3(1)
Bo ncnonHeHve NOAHOMOYMIA, aHHbIX MHE B COOTBETCTBUM CO cTaTbeld 3(1) 3akoHa o0 HoTapmate 1959 r.
(Ne115), 5, TAH WPN AATO’ WPU XADLXKN MOXAMEL ANAHOWN BUAH AT, TeHepasnbHbIi
NpoKypop Manaisnm, HacToAWMM HasHayalo afBokata npoueccyanbHo-3awmnTHoro gena EHUUMKA

UOYHI OH CWHA B KayecTBe HOTapuMyca C BO3MOXHOCTbHO peanm3aumyM CBOMX MOMHOMOYMIA B
ropoge KJTAHTI, wtat CETAHIOP Ha nepvog ABA roaa, HaumHasa ¢ 14 PEBPAJIA 2018 r.

OcyLuecTBneHo: 9 aHeapa 2018 r.

HaknagHas nevatb: /Hepasoop-vieo/
/movie/

"eHepanbHbI NpoKypop Manaiisnm

IPN/WKL/25/39/97]
L-J.P.N.,K.L.

Meuats: /HepasoopvBo/
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Jlorotun :

/T VEOVKATT MoyueH ceptyduikaT 1SO 900/

NMHCTPYKUWA MO NMPMMEHEHWIO

MepyaTkm ARCHDALE natekcHble XMpyprnyeckme aHaToMMyecKon opmel,
TEKCTYPUPOBaHHbIE, HEONYAPEHHbIE, CTEPUSIbHBLIE C MOSIMMEPHBLIM NOKPbITUEM TopMAX

ALNPEC:
YyacTtok 5091, )kanaH Tepatali, baty 5, O OxxanaH Mepy, 41050 Knanr, CenaHrop 4.9.,
Manaiizunsa
(Lot 5091, Jalan Teratai, Batu 5, Off Jalan Meru, 41050 Klang, Selangor D.E., Malaysia)

Wramn: /3ABEPEHO HOTAPUAJTBHO* /mogrves/ YOYHI™ FOH CUH* HOTAPUYC T, KNMAHI CEJTAHTOP*
PNANKL/2S/30/97/

HaknagHas nedaTs./HOTAPYC* UOYHI FOH CI/H*/Hepastopqvieo//

LWramn: Z30MAPTA 2018 NrQx/

Mevats: / T MEOVKATICOH BX[, *283358-W

YTBEPXAALO:
3amMecTUTeNb TreHepanbHOr0 AMpeKTopa Mo 06ecrneyeHunto
KayecTBa KOMNaHWK

IHodnucbl  Magam Hyp Aknna Cangux

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



©® N oW

N N =
>wbdhr- o

COAEPXAHWE

HanmeHoBaHMe MeLULMHCKOIO 13aenuns

Cdepa nprMeHeHNs MeAULUHCKOTO N3aenns

MprMeHeHne MeANLMHCKOTO U3aenns

OnucaHne MeAULNHCKOrO U3LeNnsa N ero OCHOBHbIE TEXHUYECKNE XapaKTepuCTUKN
TexHnYeckmne xapakTepucTukn

YCcnoBsua XpaHeHUs 1 TPaHCMOPTUPOBKHK

YnakoBka '

Ycnosua npuMeHeHus

TpeboBaHMsA 6e30NacHOCTU

MapkunpoBka

apaHTWiiHblEe 0653aTeNbCTBA U CPOK FOAHOCTM

MMopsafoK OCYLLECTBNEHNSA YTUNN3ALUN U YHUUTOXEHNSA MEAULMHCKOTO U3genuns
CBefieHns 0 Npou3BOAMTENE U N3TOTOBUTENE MEAULIMHCKOTO M3Aenns
OTBETCTBEHHbI NOCTaBLUK
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1. HauMeHOBaHMe MEAULMWHCKOTO N3aenns

Mepuatkm ARCHDALE naTeKkCHble XMPYPruyeckne aHaTOMUYECKON (OPMbl, TEKCTYPUPOBaAHHbIE,
HeonyApeHHble, CTepU/bHbIE C NMOUMEPHBLIM MOKPbITMEM TopMAX.

2.Cthepa NPUMEHEHUS MEANLMUHCKOTO N3AENNS

2.1.Ha3HaueHUe

Ha3Ha4veHune MEANLIMHCKOro n3agennd, yCtaHoBEHHOE NMPOU3BOANTENEM:

- nep4yaTtkn npegHasHayeHbl O3 UCMO/b30BaHNA B KayecTBe 3allMTHOro
6apbepa Ha pyKax MeanLnHCKOro pa60THI/IKa B XNPYPrnyeckom norne.

2.2.06nacTb NPUMEHEHNSA
JleueGHO-NpOgUIAKTUYECKME YUPEXAEHNS.

3. MpuUMeHeHMe MEAUUUHCKOTO M3JeNNns

3.1. lMoka3aHNUsa K NPUMEHEHUIO

* [NepyaTky MeLULMHCKME XMPYPrUYecKne CTepu/ibHble HEOOXOAVMO NMPUMEHSTD:

npu Nt060M XMPYPrMYecKOM BMeLLaTe/bCTBe, NPy G60MbLIMX U MasbIX XMPYPruyecKnx onepauusx, npu
MaJIbIX XMPYPTrUYECKUX OMepaumsx Ha KOXe W APYruX MaHWUMynsauuax, CBA3aHHbIX C NMPOHUKHOBEHMEM B TKaHW
Moz, KOXY, B CIM3NCTbIE 060/104KMY;

- 0N 3aWMTbl MEeAULMHCKOro nepcoHasia U nauueHTa npu MpOBefeHUM MaHUMyNAuMiA, CBA3AHHbIX C
[OCTYNOM K CTEPWU/IbHBIM yYacTKaM opraHu3mMa (Cocyfbl, MOYenosIoBOM TPaKT, TpaxeobpoHXmanbHOe AepeBo), Npu
PEKTa/IbHbIX, BarMHa/IbHbIX UCCNEA0BaHUAX, KOHTaKTe CO CAU3UCTBIMU 1 Mp.;

- NPV NPUTOTOB/IEHNW MPENapaToBs A/1 TOTA/IbHOr0 NapeHTepasibHOro BBEAEHNS;

- NPU HAKPbITUX CTEPWU/ILHOTO CTOMA W BbIKNAAbIBAHUM Ha CTEPUSIbHYHO MPOCTHIHIO WMHCTPYMEHTOB U
3HJOCKOIMOB MOC/e CTEPUIN3ALLUN;

- [OnA 3alWMTbl MEeSMUMHCKOrO MepcoHana W nauueHTa, Korja CyLecTBYET PUCK 3apakeHus Mpu
HenocpeLiCTBEHHOM KOHTakTe € 00/bHbIM (ero 6WMONMOrMYecKUMU cpefamu), WM B C/yvae KOHTakKTa Cco
CMM3NCTbIMKU  000/104KaMK, MOBPEXAEHHON KOXEM, C KPOBbIO WMAM APYTUMK OMONOrMYECKMMMK CcybCTpaTamu,
KOTOpbIE NOTEHLNA/ILHO UN ABHO KOHTaMWHVPOBaHbl MUKPOOPraHU3mMamu.

Mpu BbIGOpE MepyaToK [/ MaKCMMabHO KOM(OPTHOrO WCMONb30BaHUA U3LeNNA  PeKOMeHAyeTcs
YyumnTbIBaTbL UX pasmep.

BHumanue! [NepyaTkn He rapaHTupytoT 100 % 3auThbl pyK OT MPOKOSIOB U NOPE3OB.

MepyaTKu NpefHasHayveHbl ANg 04HOPa30BOro MPUMEHEHNS.

3.2. NMpoTBONOKAa3aHN4
* BHumaHwve! MepyaTky 13 naTekca MOryT BbI3BaTb a/lleprmyeckyto peakLmio.

3.3. NMpaBuna NpUMEHEHNA MEAULUHCKOTO U3genmnn

* [NepuaTkn HeoOXOAMMO HaeBaTb MPWU OCYLLECTBAEHUWN NHOBOI0 XMPYPruyecKoro BMeLLATeNbCcTBa, Mpu
MaHWUMyNALMAX, CBA3AHHbIX C MPOHUKHOBEHVEM B MOAKOXHbIE TKaHWU, B C/IM3UCTbIe 0060104KM, NPU MaHUNYAALUSX
B CTEPUNBHBLIX BOKCaxX M CO CTEPUSIbHBIMU CPefaMun, mMatepuanaMn U MHCTPYMEHTaMK, KOrfa BO3MOXEH KOHTaKT C
KPOBbIO, [APYrMMM 6GMONOrMYecKMMM CcybecTpaTaMu M 06bEKTaMM  BHELLHE Cpedbl ANA  CHWKEHUS pucka
KOHTaMVHaLMN MUKPOOPraHn3Mamu.

* lcnonb3oBaHve MepyaToK He 3ameHsieT rurueHbl pyk. O6paboTKy pyK HeobX04MMO MpPOBOAMTL B
COOTBETCTBUM C PEXUMOM MaHUMYNALUN.

» Heobxoaymo nofbupatb nepyaTkyM HY>KHOrO pasMepa.

» Heo6xoamMmo nog6vpaTb nepyaTkyM B 3aBUCUMOCTM OT XapakTepa BbIMOHAEMbIX MaHWUMNYSUWA - OHW
[ODKHBI NIErKO HafeBaTbCA U He LO/MKHbI 3aTPYAHATH ABVKEHUS WM CLABNMNBATbL KUCTU PYK.

* [py HafeBaHWUK NepYaToK He JO/MKHbI NpUnaratbCs 3Ha4YNTENIbHbIE YCUNNUS.

* [py HageBaHUM NEPYaTOK AO/MKHbI UCMO/b30BATLCA YCTaHOB/IEHHbIE TEXHUKM HafeBaHUs, YTO MO3BONT
rapaHTUpOBaTb UX CTEPUIbHOCTb.
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* MMepes HafeBaHWeEM MepyaToK ANA BbINOMHEHUA MEeAMLMHCKMX Npouedyp HeobXoAuMO MOAroTOBUTb
paboyee MeCTO - Ha MaHWNYNALUMOHHOM CTOMIe AO/MDKHbl JIeXXaTb TFOTOBble K WCMO/Ib30BAHUIO CTEPUSIbHbIE
WHCTPYMEHTbl W pacxofHble matepuanbl. Heobxoaumo o6ecneuntb KX [LOCY'YNHOCTb 6e3  HapyLleHus
CTEPUNBHOCTM PYK.

* Vicnonb3oBaHne [OMOMHUTENbHON Mapbl NepyaTok B 2 -4 pa3a YMeHbLUAeT 4YaCTLL-y MOBPEX,aeunuii
MepyaToK npu paboTe C OCTPLIMU UHCTPYMEHTAMMU.

* He gonyckaeTcs MCMonb30BaHWe MepyaTok Mpy MOBPEXEHHOW YMakoBKe, T. K. MOXET OblTb HapyLleHa
NX CTEPUIILHOCTb.

* Mocne CHA A nepyaToK'HEO6XOAMMO BbL.MbITb PYKU C .MbUIOM 11 06pab0TaTh MX KOXKHbIM aH3MCENTUKOM.

3.4. TIpH.MEUEHHC MeANLMHCKOro nu3genus

Mepes NpPUMEHeHWEM MepyaToK Heobxoau.Mo ybeAlWwbCA B LENOCTHOCTM YMaKoBKW. 3aTeM BCKPbITb
BTOPUYHYIO YMakoBKy. [lepBUYHas YyMNakOBKa MepyaToK SBASETCA CTepunbHOW. [ns TOro, 4tobbl OTKPbITh
MepBUYHYIO YMaKoBKY, AOCTaTb MepyaTKy M HavaTb MCMo/b30BaTb UX MO Ha3HayYeHUo, HeobxoanmMo obpaboTaTb
PYKW aHTUCENTUKOM.

3.4.1. HapeBaHue nepyartok

Mpn HageBaHMM NepyaToOK PEKOMEHLYETCH PYKOBOACTBOBATLCA TEXHMKAMU, OMUCAHHLIMWU HUXKe, 4TO6bI
136exaTb 3arpsa3HeHns UX BHELLHWX NOBEPXHOCTeN B npouecce HageBaHWUsA. CyTLECTBYET [iBe TEXHUKW HafeBaHus
nepyarok; OTKPbITasa W 3akpbiTas. MMpy Nto6O TEXHUKE HafeBaHWs MepyaToK camoe rf1aBHOe — He [JOoMnyckaTb
3arps3HeHns UX BHELIHeW NOBEPXHOCTH.

STarb| HAIEBaHVA NEPHATOK METOIOM O TKPLITOr0 HAZEBaHAA

* BCKpbITb CTEPUNbHYIO YNAaKOBKY M B343b 06€ NnepyaTKM KOHYMKaMU MasibLEeB NEBOV PYKU W3T3YTpU IEBOIA
nepyaTky TaknMM 06pa3oM, YTOOT/T KOHYMK BOMbLUOT'O MIT/bida HAXOAWCS BT3YTPWU MpPaBoOii NepyaTku, U AepXatb KX
BMECTE B BEPTUKA/IbHOM MONOXEHUN. YOeAWUTbCS, UTO T3a/bUTN KacatoTCA TONbKO BHYTPEHHEN MOBEPXHOCTU
nepyaTtox.

* MpogeTb NpaByto PYKy B MaTDKe3y MepyaTku, yaepXKuBas nepyaTky N1eBoin pyKoil.

 Hatarmearb CNOXKeHHYH0 Mepyas3sy 40 TeX Mop. Moka npasasi pyKa He OKaXKETCA B MepyaTke.

» OnNyCTUTb Nasblibl NPaBOV PYKN B NepyaTke B MaHXETY NIEBON MEpUaTKM U HAaTAH>Tb ee Ha PyKy.

* YeTbIpbMsa NabLamMn HaTAHYTb MaHXXETY /IEBO MepyaTKy NOBEPX MaHXETbl XMPYPruyeckoro xanara;

* 3aBeCTV Nasiblibl NIEBOV PyKU B MepyaTke MOL CAOXKEHHYH MaHXedy' MepyaTKu W HaTsHYTb ee Ha
MaHXeTy XMPYPruyeckoro xanara.

* HaTsHyTb MaHXeTy 4eTbipbMs MaiblLamyi M OKOHYaTe/lbHO MOMpaBUTb MepyaTku, 06ecneynB ux
KOM{OPTHOE MCMNOMb30BaHMe.
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OTanbl HafieBaHMA NepyaTOKMeT 0A40M 3aKpPbl TOro MMAeBaHT

* [Mepes MbITbeM PYK OTKPbITb BTOPUYHYHO YNakoBKy. [NepBuyYHas ynakoBka fBfiseTcs CTepu/ibHON. Mepes
OTKPbITMEM YNaKOBKMN U U3B/IEYEHVEM MEPYATOK HEOOXOAVMMO HafleTb CTePUIbHBIN XUPYPrYecKuid Xanar.

* HaTAHYB pykaBa xasata Ha pyKW, MpaBoi PYKOW BbITAallMTb NIEBYHO Mepyatky. Y[epxuBaTb pyKy
NafoHbIO BBEPX C NPAMbIMK NasibLiamu. MoNoXUTb NepyaTky Ha 1eBoe 3anAcTbe TakM 06pa3oM, 4To6bI ee Nasiblibl
OblIM HanpasfeHbl K BaM, a GOMbLUON MNasiel, nepyaTkM Haxoawncs Ha 3anactbe. [pukaTb MaHXeTy 60/blwmm
nanbLem NEBON PYKM.

* MomecTVTb 6OMbLIOK Manel, BHYTPb MatokeTbl € Kpas. CxaTb NpaByl pyKY B Kyfnak W HaTsHYTb
nepyaTky Ha nasbLipl.

* BbInpsmMyB Nasiblibl NIEBOA PyKWM W yAEPXUBas MaHXETy NpaBoW PYKOW YeTblpbMs MasibLamu npasoli
PYKW HaTArvBathb nepyaTky A0 Tex rop, rnoka oHa He GyzeT HafeTa Ha Na/bLbl JIEBON PYKMW.

* MoBTOPUTL MpOLEAYPY C APYrOi nepyaTKoidi. A MMeHHO: J1eBOW PyKOW B nepyaTke MONOXMTb NpaByto
nepyaTky Ha 3ansacTbe MpaBoii pyku Takum 06pa3oM, 4ToObl ee nasblpbl GblIM Harpas/eHbl K BaMm, & 60/bLUOiA
nasieL, nepyaTkyM Haxoawnca Ha 3ansactbe. MNpukaTb MaHXeTy 60/bLUMM NasbLeM NPaBoi pyKu.

* MoMecCTWTb NeBbI 60/bLUIOI Nasiel, BHYTPb MaHXeTbl C Kpato. CxaTb NpaByro PyKy B Ky/lakK U HaTAHYTb
nepyarky Ha nasbLpl.

* BbinpsamumB nasibLibl NPaBoii PyKM 1 3aKpbIB KUCTb PYKN MaHXEeTON XMPYPruyeckoro CTepuibHOro xanara
YeTbIpbMSA Na/bLaMU NeBON PYKN HATArMBaTb NepyaTKy O Tex Mop, Noka oHa He OyfeT HajeTa Ha NanbLbl NpaBoi
PYKM.

* Tenepb, KOrga nepyaTky HageTbl Ha 06e PyKW, UX MOXHO MONpaBuTb 6e3 pUCKa 3arpsasHeHUs.

* Bo n36exaHune COCKasb3blBaHWUS MEepUYaToK C MaHXEeT XMPYPruyeckoro xanara HeobxoamMmo 06ecneynThb
[OCTaTOYHYIO [/IMHY PYKaBOB XMPYPrMYECKOro xanara W [OCTaTOYHYH [/IMHY MaHXeT [0 OCHOBaHWS NafioHu, a
TakXke OTCYTCTBME CKIALOK MaHXeTbl MepyaTok.

3.4.2. TpeboBaHus K paboTe B nepyaTkax

* Heo6xo4MmMo MeHATb MepyaTku Npu nepexoje OT BbIMO/HEHUS «TPA3HBLIX MaHUNYNALMA» K «HACTbIM», a
TaKXke Nnpu nepexoje OT OAHOr0 MaLMeHTa K Apyromy.

* Heo6X04MMO MeHATL MepyaTKu;

- Nocnie 06Hapy>XeHWst BUAMMOTO AedheKTa,;

- ocne BO3MOXHOIO WM [eACTBUTENbHO WMMEBLLETO MeCTO MPOKO/MA WI/ION, LUOBHBIM MaTepuaioM,
KOCTbHO 1 Np.;

- Cpa3y e [Mocne HernocpeACTBEHHOrO COMPUKOCHOBEHUS C HEe3aTBEpPAEBLUMM METWU/IMETaKpPWIaTOM
(KOCTHBIM LieMeHTOM);

- 10C/e CNy4aiHOr 0 3NeKTPUYECKOro yaapa B PyKy OT 3/1eKTPOXMPYPrMYeCcKOro HCTPYMEHTE;

- eC/M nepyaTka HauMHaeT B3[yBaTbCA, PacTArMBaTbCs, NMMNHYTb WAW HENIOTHO CUAUT Ha pPyKe B
pe3ynbTaTe BNUTLIBAHUA MaTepurasioM XUAKOCTE UM CMa3ok.

» O6paboTKy MepyaToK B X0fe onepauuin (NpoBeaeHNs MaHUNYNAUUIA) He NPoBoaaT. Mpyn HeO6XoAMMOCTH
nepyaTky cnefyert 3aMeHUTb.
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* MopBaHHblE WM MpOTeKaroLye nepyaTky He NPUrofHbl K MpuUMeHeHWto. Ecnv nospexzeHa ofHa
nepyaTka, He06X04UMO TYT XKe 3aMeHWUTb 00e, MOTOMY UTO He/b3A CHATb OfHY MepyaTKy He 3arpsA3HUB Apyryto.

» CHUMATb NepyaTKM HY>XXHO OYeHb OCTOPOXHO, M36eras 3arps3HeHns KOXU pyK U pa3bpbi3ruBaHus
XNAKOCTEN.

» O6paboTKa OAHOPA30BbIX /TATEKCHBLIX MEPYaToOK CNMPTOCOAEPKALLMMM pacTBOpaMi He PeKOMEHAyeTcs,
T. K. 3TV pacTBOPbI CNOCOBCTBYIOT 0CNABMEHNIO 3aLLMTHOIO C/0S NEepYaToK.

» CTporo cobnwogarite Mepbl 6e30macHOCTM npu paboTe € OCTPbIMA  KOMKOLWMMU  NpeaMeTaMn 1
VHCTPYMEHTaMMU.

3.4.3. CHATKWe nepyaTok

CHsATVE NepyaToK peKOMeHAYETCS BbINOHATb COIIACHO CNefyoLLeMy anroputmy:

* Bo3bmuTECH 32 MepyaTky B 06/1aCTV OCHOBaHWA NafioHN MasibLamm Apyroi pyKu.

» CTAHUTE MepyaTKy 1 yaepXXuBaiiTe ee Apyroi pyKoil.

» 3aTeM NOMeCTUTE Na/blibl CBOOOAHOM PYKWM B MaHXeTy MepyaTky Ha [PYroil pyke W CTAHUTE ee
aHanorMyHo NepeoiA.

* BblBepHYB nepyaTKy HamM3HaHKy, MCMOMb3yiNTe ee B KAYECTBE MELLKA [/151 ApYToii nepyaTKu.

o MomMecTTe nepyaTKM B MNpefHa3HAYeHHYD ANA HUX EMKOCTb. 3aTeM NpoBeauTe TUTMEHWNYECKYHD
06paboTKy pyK.

4. OnucaHune MEeAWLUWNHCKOIo n3nenna n ero OCHOBHbIe TEXHNYECKNE XapPpaKTEPUCTUKN

Mepuatkm ARCHDALE naTekcHble XMpPYpruyeckne aHaTOMUYECKOW (HOpMbl, TEKCTYPUPOBAHHbIE,
HeonyApeHHble, CTEPWbHbIE C MOMMMEPHLIM MNOKPbITMEeM TOpMAX npeAcTaBnstOT C060 0AHOpa30Bble
MeAVLMHCKNE WU3AENNs, U3roTOB/EHHbIE U3 Kay4yKOBOro natekca 6e3 NpMMeHeHus OnyfpyBatoLLero BeLecTsa ¢
BHYTPEHHMM MOMMMEPHbLIM MOKPbLITMEM, NpoLlefLlve npoueaypy CTepuansaumu, ynakoBaHHble MOMapHoO B
CTEPU/IbHYIO YNaKOBKY.

Mo noTeHUManbHOMY PUCKY NPUMEHEHUS MepyaTKy OTHOCATCA K Knaccy 2a.

4.1. TlepyaTKun U3roTaBNMBaKOTCA U3 HATYPasIbHOTO Kay4yKOBOrO flaTekca

4.2. TI0BEPXHOCTb NepyaTKy MMEeET CrefytoWmini Bua: TeKCTYPUPOBaHHAA HeornyApeHHas C BHYTPEHHUM
NOSIMMEPHbLIM NOKPbLITUEM.

4.3. Tnowafb TeKCTypbl BK/OYaeT Nasiblibl W NafloHb. TeKCTypupoBaHa NafoHb M Manblpbl pabouyeit
CTOPOHbI NepyaTok.

4.4. B KayeCTBe BHYTPEHHEro Mo/IMMEPHOro MOKPbLITMA MepyaTok 1Cronb3yetcs nonvmep Flexicoat 88. 31o
NO/IMMEPHOE MOKPLITME MPUAAET MepyaTke AONOMHUTENbHYHO MPOYHOCTb, U30/IMPYET KOXY OT AeVCTBUSA MPOTEVHOB
HaTypasIbHOro NaTeKca 1 3Ha4YUTeNbHO 061eryaeT HafeBaHve, a Takke NpefoTBpaLLaeT CannaHue nepyaTok.

4.5. CyLLEeCTBYET AeBATb HOMUHa/IbHBLIX Pa3MePOB MepyaToK:

- paswmep 5.0;
- paswvep 5.5;
- paswvep 6.0;
- pasmep 6.5;
- pasmep 7.0;
- pasmep 7.5;
- paswvep 8.0;
-pasmep 8.5;
- paswmep 9.0.

4.6. N3genns ABnat0TCs CTepubHbIMM.

4.7. N3penus npegHasHaveHsl 419 04HOPa30BOro NpPUMeEHEHMS.

4.8. o noTeHUMaNbHOMY PUCKY MPUMEHEHUA NepyaTKyM OTHOCATCA K Kaccy 2a.
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5. TeXHNUYeCcKNe XxapakKTepucTuKu
5.1 3HauyeHus LLUNPUHbI, ONWHBbI W TONLWWHBLI Nep4yaTtoK, B 3aBMCUMMOCTM OT WX pasMepa, [AO0J/DKHbI
COOTBETCTBOBATb YKa3aHHbLIM B Ta6n|/|L|,e 1

Tabnuua!
St e e LnpLuia, 1M [InnHa, MM » V MonvwHa B MecTNe AA 9| LW ANALLL
5.0 67+4 29045
55 72+4- 29045
6.0 775 29045 TonwwHa B 0611acT nanbua - 0,1540,02.
6.5 835 290+5 ToruwHa B 061acTh nagoHn - 0,13+0,02.
7.0 8945 20045 TonumHa B 061aCT MaHxkeTbl - 0,12+0,02.
75 9545 29045
8.0 102+6 29045
85 1086 29045
9.0 114+6 29045
i
\ -
4
Paucynox 1
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e

PucyHok 2
1- KOHYMK nanbua, 2 - NafoHb, 3 - Kpai MaHXeTbl
A=(13£3) mm, B=(33+5) mm, C=(48+9) mm

TonwMHa BEHUMKa NepyaTKy A0MKHaA bbITh 2,50.],5 MMm.
5.2. TIpOYHOCTHbIE XapaKTepUCTUKM MepyaToK COOTBETCTBYHOT Tabnuue 2.

Tabnuua 2 - XapakTepuCcTUKN PacTsHXKeHUA MepyaTok

XapakTtepuctuka 3HayeHue
1Ycunve npu paspbiBe 40 YCKOPEHHOrO cTapeHus, H, He MeHee 12,5
2 Y[NMHeHWe npy paspbiBe A0 YCKOPEHHOMO CTapeHus, %, He MeHee 700
3 Ycunve npu paspbiBe roc/e YCKOPEHHOro ctapeHus, H, He MeHee 9,5
4 Y anvHeHve Npy paspbiBe Moc/e YCKOPeHHOro cTapeHunst, %, He MeHee 550
5 Ycnnve Heobxoaumoe ans SoCTuxeHNs yanmHeHns Ha 300% [0 YCKOpeHHOro ctapeHus, H, He 6osee 2,0

5.3. Tepuatkn daBnflOTCA CTepuibHbIMU.  CTepuau3auma  nepyaTok MNPOBOAMTCA C  NPUMEHEHUEM
06/1yyeHns.

5.4. Cofep>aHne OCTaTO4HOro OMyApUBAIOLLEro BELUeCTBa He [A0/DKHO MpeBbllllaTb 2 Mr Ha OfHY
nepyartky.

5.5. CoflepXXaH1e BOLOPaCTBOPUMOro NPOTENHA AO/MKHO 6bITh He 60s1ee 200 MKr/om™.

5.6. Macca MegnLMHCKOro n3aenms

Bec oHOI nepyatku Ans pasmepa, I, He MeHee
50 55 6,0 6,5 7,0 75 8,0 8,5 9,0
Mepyatkn ARCHDALE natekcHble 5,0 5,5 6,0 6,5 7,0 75 8,0 8,5 9,0
XUPYPruyeckme aHaTOMUYECKOn
(DOPMbI, TEKCTYPUPOBaHHbIE,
Heony/peHHble, CTePU/IbHbIE C
nonMMepHbIiM NoKpbITeM TopMAX

HaumeHoBaHue/pasmep

6. Ycnosua XpaHeHWA 1 TPAHCMOPTUPOBKHU

6.1. TpaHCNOPTMPOBKA W3AENNS1 MOXET OCYLLECTBAATLCS BCEMM BMAAMW TpaHCMopTa B COOTBETCT
npaBuIamMn TPaHCMOPTUPOBKYM, AEWCTBYIOWMMU A1 AAHHOrO BWAA TPaHCMOPTa, B OPUTMHA/bHbLIX 3aBOACKMX
10
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TPaHCMOPTHBbIX YNakoBKax (KopobKax 13 MNOTHOrO KapToHa) B 3aLUMLLEHHOM OT BO3AENCTBMA NPSAMbIX CONTHEYHbIX
Nyyen TpaHcnopTe.

MepyaTkyn, MOMELLEHHbIE B TPAHCMOPTHYIO YNakoBKY, [AO/MKHbI OblTb YCTOWYMBBLI K CRefyroLiunm'
K/IMMaTUYeCKM BO3AeNCTBUAM:

Temnepatypa - ot -50 °C go +50 °C v BnaxHocTb - 60-75 %.

6.2. TepuaTKn [O/MKHbI XPaHWUTLCA B OPUTMHAMBHBIX 3aBOACKMX YMaKOBKax W3 MIOTHOrO KapToHa, B
XOPOLLO MPOBETPUBAEMOM MOMELLEHUN BAAIM OT UCTOYHMKOB Tensa, NPAMOro BO3AENCTBUS COMHEYHbIX JyYei,
MCTOYHUKOB CBETa W 3MIeKTPUYecKoro obopygosaHus. [lpyu Temnepatype XxpaHeHus Hmke 10°C moxeT
BO3HMKHYTb KOHAeHcauus. Ecnm  Temnepatypa xpaHeHwss onyctunacb Huxke 10 °C, nepyatku nepeg
MCNOMb30BaHMEM AO0/KHbI ObITb HarpeTbl 4o 25-30 °C, vHaye MOryT BO3HUKHYTb TPYAHOCTM MNpU UX HageBaHUM
BC/IeACTBME NOTEPU UX 3N1aCTUUHOCTW.

6.3. XpaHWTb B CyXOM MecCTe, 3allMLLEHHOM OT BO3LEACTBUS MPAMbIX COJIHEYHbIX Jly4Yel U BbICOKOIA
BNaXXHOCTK, npu Temnepatype o1 -50°C go +40°C v BnaxkHocTn 60-75 %.

6.4. N3aenms HeoO6X0AMMO XpaHUTb BAa/IM OT UCTOYHKOB BO3rOpaHus.

7. YnakoBKa

7.1. ¥YnakoBka [O/kKHa ob6ecrneumBaTb 3alMTy OT BO3AEACTBMA MEXAHWYECKMX W KIUMATUYEeCKNX
(hakTOpPOB BO BpeMs TPaHCMOPTUPOBKM W XpaHeHus, a Takke Hambosnee obecneyvBaTb MOIHOE MCMOJb30BaHME
rPy30MnoLbeMHOCTM (BMECTUMOCTU) TPAHCMOPTHbLIX CPEACTB M YA06CTBO BbINOMHEHWUS MOMPY304HO-Pa3rpy304HbIX
pabor.

7.2. YnakoBKa W3[eNuiA [O/KHA COOTBETCTBOBATb TPebGOBaHWAM W3rOTOBUTENS, YC/IOBUAM KOHTpaKTa
MEXJy W3roToBUTENEeM Y YMOTHOMOYEHHbLIM MPeLCTaBUTENEM.

BHy TjoeHHsAA yrakoBKa

Mapy nep4aToK YNnakoBbIBalOT BO BHYTPEHHIOI YNAaKOBKY, KOTOPas [0/KHA 6bITb JOCTATOMHO 60/bLLIOMN,
4TOObI NPV ee BCKPbITUM 06ecneynTs CBOOOAHOE HafeBaHMe NnepyaTku.

VHovB/ayarbHas yriakoBKa

Mapy nepyaToK BMeCTe C BHYTPEHHE YNakoBKOW MOMELLAOT B MHAMBUAYANbHYIO YNakoBKYy (egvHUYHas
YMakoBKY), 4To6bl 06ecneynTb CTEPUILHOCTL U3AENK.

MoTPeOV T bCKas (MpyrnoBast) YrakoBKa

MepyaTkM B WHAMBWAYa/IbHOW YMNaKOBKE YNakoBbIBAKOTCA B KOPOOGKM M3 KapToHa. [loTpebutenbckas
ynakoBKa (BHELLHASA YMakoBKa) 06ecrieymBaeT 3almMTy MepyaTok OT BHELLHEro MexaHM4yecKoro NoBpeXaeHus u
M03BO/ISET BU3Ya/IbHO OMPeAenTb pa3Mep nepyaTok.

TpaHCNop THaA YTaKoBKaL

MepuyaTkM B MOTPEOUTENBCKON YMakOBKE YMakOoBbIBAOTCA B KOPOOKWM M3 ro)puMpoBaHHOIO KapToHa.
KapToHHblE KOPO6KW [OMXKHbI BblTb AOCTATOMHO MPOYHLIMU, YTOOLI 06ECneYnTb COXPaHHOCTb U CTEPUIbHOCTb
134ennin BO BpeMs TPaHCMOPTUPOBKN U XPaHEHNS.

73. KonnyecTso m3genuii B ynakoBke

1 mapa nepyatok (2 WTyKn) B MHAMBUAOYaNbHON ynakoBke, 50 map nepuyatok (100 wwTyK) B rpynmnoBol
ynakoBke, 400 nap nepyatok (800 LWTYK) B TPaHCNOPTHOW YNaKoBKe.

8. ¥cnosusa nprvmMeHeHus
MPUMEHSAIOTCA B MOMELLEHMAX MPU 3HAYEHUAX TeMMepaTypbl 1 OTHOCUTE/IbHOM BNI&XKHOCTW BO3AyXa:

Temneparypa — ot +10 go +35 °C; oTHOCWTE/bHAA BMaXXHOCTL BO3gyxa — A0 80 % npw Temneparype
Bo3ayxa +25 °C.

9. TpeboBaHMsa 6e3onacHoOCTH

» Martepuanbl, U3 KOTOPbIX U3rOTOB/EHbI NEPYATKU, AO/MKHbI ObITb TOKCUKONOTMYECKM 6e30MacHbIMM.

o [epyaTkn AOMKHbI ObITb CTEPW/bHBIMK. lepes NPUMEHEHWEM MNepyaToK Heo6XoAMMO y6eanTbCs B
LIeNIOCTHOCTY YNaKOBKM.

 [epyaTkn NpeaHasHayeHbl 41 OAHOKPATHOrO MHANBWAYA/IBHOTO MPUMEHEHUS.

10. MapKunposka
10.1 CwumBO/bI, NPUMEHAEMbBIE NPU MapKUPOBKE.

HOMep napTuu: LOT
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- «CTepunmsaLms ¢ NPUMEHEHNEM PafyaLmmny

- «CTepusibHble»

- «J1aTeKcHbIe»

promsa

STENLE

L3
LATEX

r—‘-——"‘

- «XUpypruyveckme» \

/1

B

- «AHaTOMUYECKOA (hopMbl»

- «TeKCTypuvpoBaHHbIE»

- «HeonyapeHHble»

- «C NOMMMEPHBIM MOKPbITUEM

- «[laTa N3roToBNeHUA»

(roa/mecsu)
- «["ofieH fo...»
AeH A (roa/mecsu)
- «3HaK COOTBETCTBUS NPW AEKNapUPOBaHUIN COOTBETCTBUS» ( : !
- «3HaK COOTBETCTBMS Npy LOOPOBOJILHON CePTUDMKALM» ‘ -
]

11. MapaHTUitHbIE 06513aTeNbCTBA U CPOK FOAHOCTU

MpousBoauTeNb rapaHTUMpYeT CTEPUNLHOCTL NMEPYaToK, a TaKKe BCEX WX MapameTpoB U XapakTepucTuK,
3a8B/IEHHbIX B HACTOSLLEM [OKYMEHTe, B TeUYeHMe BCEero Cpoka rofHOCTM (3 rofa) npy YCnoBUM COXpaHeHus
LLleNIOCTHOCTW MHAMBUAYIbHOM YNaKOBKW M COBMIOLEHNS YCNOBWIA XpaHeHWs, TPaHCMOPTUPOBKM M UCMO/b30BaHMA
B COOTBETCTBMM MHCTPYKLIMEN MO MPUMEHEHMIO.

12. MopspoK ocywWw ecTBAEHUA YTUAN3ALNMN U YHUUTOXKEHUSA MEAULNHCKOTO N3fenns

Cuctema cbopa, BPEMEHHOIO XpaHeHWsi W TPAHCMOPTUMPOBKN MeAWLMHCKMX OTXOA0B [AO/MKHA BK/IKOYaTb
crefytoLive atarbl:

- cOOp OTXOLOB BHYTPW OpraHv3auuii, OCYLLECTBASIOWMX MeANUMHCKY n/wunu  (hapmaLleBTUYECKYHO
[eAaTeNlbHOCTb;

- MepemMelleHVe OTXOA0B W3 MNOApa3feneHnii M BPEMEHHOe XpaHeHVWe OTXOA0B Ha Tepputopum
opraHm3sauum, o6pasytoLLeli 0TXoabl;

- 06e33apakmBaHme/06e3BpeXXMBaHe 0TXOL0B;

- TPAHCNOPTMPOBKA OTXOLO0B C TEPPUTOPUN OpraHu3aLmmn, 06pasytoLLein 0TXo4bl;

- 3aXOPOHEHWE WM YHUUTOXEHNE MeVULMHCKNX OTXOA0B.

Xumnyeckoe o06e33apaxknBaHMe OTXOA0B Ha MeCTe MX 06pa30BaHWMs MCMOMb3YeTCs KakK 06s3aTerbHas
BpeMeHHas Mepa nNpu OTCYTCTBMM Yy4acTKa o06palleHus C MeAMLMHCKUMU OTXOZamy B OpraHu3auusx,
OCYLLUECTBAISIOWMX  MEOULUMHCKYHD WM papMaueBTUYECKYOD  AedATeNbHOCTb, WM Npu OTCYTCTBUU
LIeHTPaNN30BaHHON CUCTEMbI 06e3BPEXMBaHNSA MEAULMHCKNX OTXOA0B Ha AaHHON TePPUTOPUN.

Bbibop MeTogoB 6e3omacHOro obessapaxuBaHus W/unM  06e3BpeXrBaHMA  OTXOLOB  3aBUCUT  OT
BO3MOXHOCTel " npoctnns MEANLIMHCKON opraHusaumu, Hannuus 060opyaoBaHNs no
06e33apaxnBaHNIO/06e3BPEXXMBAHNI0 OTXOM0B, a TaKXke Crnocoba 06e3BpeXxuBaHns/obe33apakmnBaHns 0TXO/0B,
MPUHATOrO Ha TEPPUTOPUN (CXKUFaHUe, BbIBO3 Ha MOJIUIOHbI, YTUIN3aLMS).
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C6op, BpeMeHHOe XpaHeHWe 1 BbIBO3 OTXOA0B CreflyeT BbINONHATL B COOTBETCTBUM CO CXEMOW 06paLLieHns
C MeMUMHCKAMK OTXOAamK, MPUHATOA B [JaHHOW OpraHu3auuu, OCYLLECTBNAIOLWEA MeLULUHCKYIO n/vnm
(hapmaLeBTUYECKYIO [AEATE/BbHOCTD.

13. CBefjeHMs 0 NPOU3BOAUTENE U U3TOTOBUTENE MEAULUHCKOTO N3genns

Mpou3sognTess:

TI Megukan CaH. Bxa. (TG Medical Sdn. Blid.)

Agnpec; Yuyactok 5091, DxanaH Tepartail, baty 5 Odd OxanaH Mepy, 41050 Knaur, CenaHrop A.3.,
Manarisms (Lot 5091, Jalan Teratai, Batu 5, OfiFJalan Meru, 41050 Klang, Selangor D.E., Malaysia)

W3roTtoBuTenb M afpec MecTa NpPOU3BOACTBA;

TI Megukan CaH. bxg. (TG Medical Sdn. Bhd.)

Agfpec: Yyactok 5091, [xanaH Tepatail, baty 5 Odgd OxanaH Mepy, 41050 Knanr, CenaHrop A4.9.,
Manaiisms (Lot 5091, Jalan Teratai, Batu 5, Off Jalan Meru, 41050 Klang, Selangor D.E., Malaysia)

14. OTBETCTBEHHbI NOCTABLLNK

Mo Bcem BOMpocaM, CBA3aHHbIM C MeauuMHCKUM un3genvem  «[Mepyatkm ARCHDALE natekcHble
XVPYPruyeckme aHaTOMUYECKOM (OPMbI, TEKCTYPUPOBaHHbIE, HEOMyApeHHble, CTepWbHble C MOAUMEPHBLIM
nokpeiTem TopMAX» npoussogctsa komnaHum TI Megukan CoH. bxa. (TG Medical Sdn. Bhd.), Heo6xoaumo
obpalaTbCs K ynosHOMOYEHHOMY NpeACTaBUTENO NPOU3BOAUTENS Ha TeppuTopun PP no agpecy: OO0 "Appgeiin-
Mmnakc", topuguyecknin n noutoBbIi agpec: 115201, r. Mocksa, Kawuvpckuin npoesg, 4.23, cTpoeHue 5, oguc 3.
Ten.: 8(495)777-11-70. SnekTpoHHasa noyta: ardeil.irnpex@gmail.com.

LWramn: /3ABEPEHO HOTAPUNA/TBHO* /nogrmes/ YOYHI FOH CIH* HOTAPNYC ™. KINAHIT CEJTAHITOP*
PNAKL/2S/30/97/

HaknagHas mesarts /HOTAPUYC* YOYHI FOH CUH* /Hepestopvean//

LWramn: Z0MAPTA 2018 rQy/
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MepeBoj faHHOTO TeKcTa cAenaH MHOM, nepeBofUMKoM BoplesbiM BnagncnaBom HUKonaeBnyeM.
3HaHuWe aHTIUIACKOro M Manasniickoro s3bIKoB NOAT BEP>K Jalo.

Poccuiickass Penepaupst

"opos MockBea
JBajuaTb BTOPOro Mas Age ThiCAYM BOCEMHAALLATOro roga

[ Jlyufukoea VivHa AHETO/BEBHE, HOTaPYC ropoda IMocKBbI, CBAE TE/C TBYHO MO/ WHHOC TH MoAnvcH
repesoauvKa Boplesa Brigaycnaea HAKieesHa.
[Mozrmes coenaHa B MOeM MPUICY TCTBUN

JIMHHOC T NOANCABLLENO OKYVEH T YCTaHOB EHA.
3apervcTpypoBaHo BpeecTpe: No77/34-H/77-2018- /-X /Y A’

BabickaHo Mo Tapudyy: 100py6.
YiiaueHo 3a 0KazaHVe yYC/TyT MPaBOBOr0 W TEXHNYECKONO XapaK Tepa:

Bcero npowHypoBaHo, i TepoBaHo

N CKpeneHo nevyaTbio icm(a)(oe)

HoTapnyc

CAHKT

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



Poccuiickast deaepauys, CaH({T-NeTepbypr 25 MV 28

1, ®opmuHa Mapusi EBreHbeBHa, BPEMEHHO UCTO/HSAOLLas 06513aHHOCTM
AHapeeBoin EneHbl JIEOHWI0BHDI, HOTapWyca HOTapMasIbHOro Okpyra CaHKT-
MeTepbypra, CBUAETE/NLCTBYHO BEPHOCTL KOMMW C NPELCTaB/IEHHOTO MHe
[IOKyMeHTa.
3aperucTpupoBaHo B peectpe: No 78/301-H/78-2018- 6 ' 9570}
BsbickaHo MTapudyy; 2~

JyT MPABOBONO 1 TEXHVHECKOTO XapaKTepa:

M.E. ®opmmHa

MlT(-). Hactoawem AA.KYMEHTE
N

N -* N oycTa (NUcToB)
Hortapuyc *
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