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MILESTONE

HELPING
PATIENTS

iiLi

FormSAFE container with flx~ve for collection,
transportation and storage ofbiological matmals

User Mamial - MM127
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Thank you for choosing one of our products and welcome to the ever more crowded club of MilestoA
laboratory instrumentation users.

We are sure that you will be completely satisfied with this new product entering your laboratory.

We invite you to read carefully this user manual and to keep it in reach for convenient and f&
consulting.

For any clarification or request for assistance, please contact our representative in your country:

Authorized representative in the Russian Federation:

BioLine LLC

Lesal address: Russia, 197022 Saint Petersburg, Municipal district Aptekarsky Ostrov, 23 Professora
Popova Str., Let. E, structure 3H/5H, room 208

Postal address: Russia. 197022, Saint Petersburg, 23 Professora Popova Street, Let. E

E-mail: main@bioline.ru

Tel: (812) 320-49-49

Service Hotline: 8-800-555-49-40.

or contact

Lesal manufacturer:
Milestone S.r.l., Italy

Via Fatebenefratelli, 1/5, 1T-24010 Sorisole (BG), Italy
Tel. +39.035.412 8264

Fax +39.035.575498

Web-site: www.milestonemed.com

E-mail: marketing@milestonemedsrl.com

Manufacturins site:
DIAPATH S.P.A., Italy

Via Savoldini, 71
1T-24057 Martinengo (BG)

% Please read the user manual before using the product.
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FormSAFE

1 Name of the medical device

Name of the medical device: FormSAFE container with fixative for collection, transportation and
storage of biological materials (hereafter referred to as the FormSAFE container(s), FormSAFE
container(s) with fixative, container(s), FormSAFE, medical device(s) or product).

2. Description

Milestone s.r.l. has introduced the concept of a two-layered liquid container to reduce the risk of
formalin exposure to the staff

e 60 ml container

e 30 ml 10 % Neutral Buffered Formalin,
containing 4% formaldehyde (w/v)

e 6 ml Floating shield fluid

FormSAFE container provides an excellent

2ttssi2rct N Floating shield fluid . o } .
alternative to traditional prefilled containers

10% Buffered Formalin when personnel are concerned with formalin
exposure during collection, transportation and
Blospecimen storage.

A second fluid component maintains a position
above the filled formalin and acts as a protective
floating shield which prevents fixative fumes
from escaping the container.

This floating shield fluid is immiscible with
formalin, having a lower specific gravity, and
covers the top surface to form a protective film.
This proprietary fluid is nontoxic and inert to
biospecimens: if the container is agitated, the
floating layer quickly reforms.

Floating shield fluid
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FotmSAFE
The floating shield fluid protects the operator *
from the exposure to toxic fumes.
ContvnfWKi/prnwd forwiAFt
artanir EKinea oMK

The FormSAFE container are designed to be as a primary fixative: the
presence of a "biphasic'" floating protection shield prevents the escape of
harmful fumes of formalin preventing exposure to the user.

Medical product for in vitro diagnostics IVD medical device according to Regulation
2017/746/EU.

Potential risk class I
Type of the medical device in accordance with 259900

the Russian nomenclature classification
Catalog number 51425 - FormSAFE, box including N. 50 o f 60

mlpre-fdled containers
51424 - single FormSAFE pre-fdled container
(no orderable)

The device is intended for chnical laboratory diagnostics.

The FormSAFE container with fixative isfor only one-time use.

2.L Composition ofreasentin FormSAFE:

Name CAS-No. Concentration

Composition o ffixative (30 ml)

Water 7732-18-5 >98%
Formaldehyde 50-00-0 4%
Methanol 67-56-1 <2.5%

Composition offloating shieldfluid (6 ml)

Alkanes (Isoparaffin) 90622-58-5 >90%

Refer to the Safety Data Sheet for more specification.
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22, Delivery setofthe product

FormSAFE container with fixative for collection, transportation and storage of biological materials
Composed of:

1 FormSAFE container with fixative for collection, transportation and storage of biological materials
-50 pcs/pack.

2 User Manual in paper - 1 pc.

3 FormSAFE intended use
jj. FormSAFE intended me and indications

Intended use:

The FormSAFE container with fixative for collection, transportation and storage ofbiological materials
is a disposable auxiliary medical device for in vitro diagnostics intended for collection, transportation
and storage o f human biological materials (biopsy and autopsy materials, including surgical specimens)
for pudose of its further processing and preparation of a histological specimen for conducting
microscopic analysis and various types of clinical laboratory studies of collected specimens of human
biological materials.

The FormSAFE container is intended only for professional use in clinical diagnostic laboratories of
healthcare institutions for in vitro diagnostics.

Functional pudose

Description of a target analyte

Specific pathology, condition or risk factor
for the detection, identification or
differentiation of which the IVD device is
intended

Population, demographic aspects of the
medical device use

Information on analytical sensitivity (limit of
detection), analytical specificity, diagnostic
sensitivity and diagnostic specificity

Clinical performance characteristics:
diagnostic sensitivity and diagnostic
specificity

Biological reference interval of use
Information on interfering substances or
sample limitations that may interfere with
study result

Description of measurement procedures,
metrological traceability of calibrators and
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Auxiliary product for in vitro diagnostics
Not applicable
It is used for pathological anatomical studies

to detect pathological changes in human

tissues.

The FormSAFE container is not intended for
a specific group of patients.

It is allowed to use the product for fixation
and storage of biological tissues of all
populations, patient groups of different age.

Not applicable.

FormSAFE container is not an analytical or
diagnostic kit of reagents, but it is auxiliary
product in diagnostics.

The result of the study may be affected by
untimely placement of the specimen in a
container, failure to comply with storage and
transportation conditions.

Biological material should be stored only in
the fixative.

Not applicable.
The delivery set of FormSAFE container
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control materials values does not include any calibrators and control
materials. I

Indications for use: 10% Neutral Buffered Formalin used in the FormSAFE is intended as a general
pudose fixative for all tissues to preserve cells and tissue components in a “life-like state” and to allow
for the preparation for histopathology analysis.

3.2,Contraindications and side effects
Contraindications (limits) for use: it is not allowed to use expired products, a damaged containei
with loss of tightness, if a color of fixative is changed.

Side effects: not applicable.

3.3.Type ofspecimen analyzed

Types of analyzed specimens for fixation: all human tissues: biopsy and autopsy material, including
surgical material.

4. Information on potential consumers (personnel qualification)

The medical device is intended for use in medical and healthcare facilities in laboratories of te
following profile: histological / pathoanatomical / pathomorphological / morphological; for clinical

and laboratory diagnostics.

The medical device is intended for use by professional users (doctor, medical laboratory technicians d
clinical diagnostic laboratory, pathoanatomical department of healthcare institution).

The FormSAFE container refers to medical devices that do not have direct or indirect contact with ih
human body.

The medical device, FormSAFE container, is not sterile and cannot be sterilized.

All employees must carefully read the User Manual before using FormSAFE and complete training.

5, Technical specifications of FormSAFE

The plastic container is made from polyethylene terephthalate (PET), and a masterbatch (PET based
is added if necessary. The white cap, which contains a multi-layer liner inside, is made d
polypropylene (PP).

No. Technical specifications Values

1 Height of container, mm 61.0£5%
2 Diameter of container, mm 44.0£5%
3 Height of cap, mm 11.4+5%
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4 Diameter of cap, mm 40.2 +5%
Internal diameter of container 38.0 +5%
cap, mm
6 Container cap thread 1 turn thread
7 Torque effect of container cap min. 120 N*cm/
max. 380 N*cm
Container wall thickness, mm 0.75 5%
Color of cap white
10 Nominal volume of container 60.0 ml £3.0 ml
1 Volume of fixative in container 36.0 ml £3.5 ml
12 Appearance of fixative Two-layered transparent liquid,
colorless, without floating particles
and/or white sediment
13 Odor Characteristic
14 pH 7.0-7.4
15 Formalin volume 30.0 ml £ 2.0 ml
16 Isoparaffm volume 6.0 ml+ 1.5 ml
17 Weight of container with 50.0 £10%

fixative, g

6. Warnings and precautions for use

The product should be handled in accordance with current regulations.

The device is intended for use by specialized technical personnel.
The product is ready for use.

Read carefully the information related to the Hazard Indications and to the Safety Advice Phrases, as
per the Safety Data Sheet and the label. Always consult the Safety Data Sheet, where you will find the
information pertaining to the risks arising from the product, the precautionary measures to be adopted
during use, the first aid and intervention measures in case of accidental release.

1 Not for internal use.

2. Do not drink or inhale solution from container.

3. Ifswallowed seek medical advice immediately.

4. Avoid that liquid does not make direct contact with skin.

5 When skin become exposed to solution, rinse thoroughly with clear water with soap immediately
and consult a doctor if necessary.

6. When you are working with FormSAFE use resistant gloves, goggles and laboratory coat/ apron.

7. After using FormSAFE containers, they should be treated as biohazard material.

8 Precautions must be observed when contacting biomaterial. During work, gloves and special
laboratory clothing should be used, since biomaterial samples should be considered as potentially
infectious, capable of retaining and transmitting HIV, hepatitis B virus or any other infectious agent
for a long time.

9. Do not use the device if its integrity is damaged or the cap and container are deformed.

10. The device cannot be reused.

11. The device must be used before its expiration date.
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7. Principle of using

Tissue specimens should be placed in FormSAFE container immediately after removal. Promp:
fixation will prevent tissue necrosis, autolysis, putrefaction, and all the degenerative processes.
FormSAFE container is large enough to accommodate specimens up to approximately 6cm” and
allow aratio up to 5 times the volume of 10% Neutral Buffered Formalin to the volume of the specimen

If you use specimens already in cassettes in order to ensure a proper
fixation insert only one cassette in the FormSAFE container.

A Ensure the specimen is completely covered with the reagent.

Details on Principle of Formalin Fixation:

The term “fixation” means the inactivation of the autolytic enzymes and bacteria that cause the®
putrefaction of tissues and the provision of structural stability to the chemical components of the
protoplasm. Fixatives can denature proteins and render the other cellular components insoluble. IO%t
Buffered Formalin solution is one of the main non-coagulant fixatives; it hardens the protein gels
without separating the water from the proteins, and fixes protoplasm without causing the formation a
a microscopic spongy mesh. It has a very low oxidation potential, penetrates tissues quite fast ad
hardens them gradually. With regard to proteins, it binds with NH2 groups and leaves the hydrophilic
groups intact. It can form a methylene bridge between two protein chains, binding to the amine groups
of the side-chains. It neutralises basic groups, increasing the acidity of proteins; that is why tissue;
fixed in formalin display greater affinity with basic rather than acidic dyes. It does not precipitate tb
DNA, it conserves the majority of lipids and renders phospholipids insoluble to lipid solvents; it does
not fix soluble carbohydrates and dissolves glycogen and urea.

8. Information on the conditions required for the collection, processing and preparation d
specimens, data on the stability of the analyzed specimens, including storage conditions am
duration, restrictions on freezing (thawing) cycles

Tissue specimens should be placed in a FormSAFE container immediately after removal to prevent a®
the degenerative processes. The volume of the specimen should be no more than 6 cm”.
Preparation of the patient and collection ofbiopsy material is carried out in accordance with the currer
local rules for conducting biopsy studies.
Autopsy material is removed in accordance with the current local rules for conducting pathologi
studies.
When removing the material, it is necessary to prevent its possible mechanical damage, such d
compression with tweezers, crushing when cutting with a blunt tool, etc.
The material should not show signs of degenerative processes (putrefaction). j
Biomaterial should be stored only in the fixative solution.

(
Before ftirther use, the container with a specimen should be stored at a temperature between +15 °(
and +25 ° C, a storage period is no more 12 months. Protect from freezing! !
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9 Installation, assembly, configuration, preparation for use

Not applicable.
The product is ready for use.

10.Room requirements

The use of FormSAFE container should be carried out in rooms equipped with forced-air and exhaust
ventilation and ventilated rooms.

Il.Operate with FormSAFE

The product is ready for use.

3 Do not shake immediately before use.

If the container is shaken before use, wait at least I minute before opening the
container, in such a way that the protective floating shield reforms and then it
prevents the fumes of the formalin to come out.

1 Identify the FormSAFE container with patient ID number using the proper labelling system at
your medical facility. Itis also available a space on the container label for indicating the patient
ID number.
Space for patient ID
number.
2. Unscrew the cap and place it by inside down on absorbent paper, in order that the excess of
the floating shield (if any) is absorbed by the paper.
3. Put the tissue specimen immediately after removal into the FOormSAFE container so that it is

completely covered with the fixative and close the cap tightly to the full end of the thread to
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avoid spillage during transportation.

4., FormSAFE container can now be transferred to the histopathology lab for analysis.

Keep the container in a vertical position during the transportation.

5. If the FormSAFE container has been shaken during the transportation wait some seconds ©
allow the “two-phases” stratification and restore the floating shield fluid before opening.

12. List of materials that are required to work with FormSAFE containen but are not included
in the medical device delivery kit

FormSAFE container with fixative is an independent medical product, additional materials are not
required to work with them.

13. Information needed to identify medical products in order to obtain a safe combination ad
(or) information on known restrictions on joint use of medical devices

FormSAFE container with fixative is not used in combination with other medical devices.

14. Information on the presence in the medical product of drugs for medical use, materials d
animal and (or) human origin

FormSAFE container with fixative does not contain drugs for medical use, materials of animal and (or
human origin.

15. Storage and transportation conditions

FormSAFE container with fixative should be stored in closed ventilated rooms
at temperature between +15°C and +25°C, away from heat sources, avoid
exposure to sunlight.

Transportation of products is carried out by all types of covered transport in
accordance with the rules for the carriage ofgoods in force for this type of transport,
regulating the transportation of dangerous goods. Transport temperature from +2°C
to +25°C, avoid exposure to sunlight.

In relation to transportation at temperatures below 15° C, provided that it is
allowed, it is possible to see a slight turbidity of the reagent. This does not affect

its integrity and functioning in the fixation phase. Before working with the
containers received from transportation (when they arrive from the delivery) be

sure to let the containers reach the working temperature of the environment (we \
recommend a minimum of one day).
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FormSAFE container with a specimen should be transported at temperature between

I +2 ° C and +25 ° C and stored at temperature between +15 ° C and +25 ° C, a storage
period is no more than 12 months. Transportation by all means of transport is
allowed.

nds to 16. Packaging

FormSAFE container with nominal volume of 60 ml is filled
with a fixative solution (30+6 ml).

luded
FormSAFE container consists of a plastic container made of
polyethylene terephthalate (PET) and a white plastic cap
lot made of polypropylene (PP) and contained a multi-layer liner
inside.
n and
Part of container Material
Container polyethylene terephthalate (PET)
Cap polypropylene (PP)
Cap liner multi-layer: facing layer - aluminum foil;
inner layers - polyethylene terephthalate (PET),
als of polyolefin layer and sealing layer.
id (or)
The FormSAFE containers are packed in 2 cardboard holders (pallets) of 25 pcs each, placed in a
cardboard box (consumer packaging) of 50 pcs (2x25 pcs).
12
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>

Dimensions of consumer packaging: 324 mm x 322 mm x 133 mm (5%).
Weight of consumer packaging with FormSAFE containers: 2.90 kg (£10%).
Each consumer packaging contains a User Manual in paper.

The maximum number of consumer packages in a stack is 5.
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17. Labelling
Container label

FOrmSAFE soreml

intrmatnna/pottfHeppktdht

10% Neutral Buff*rr«d Formalin  Contains: Formaldthyda 4% (w/v)
H302«H3UtH3U H31S.H3t9, H)17,H)41, H)YX H3)V EUH066. P201.9203.
PN11.P"4.PX . PIO1*P iia PK»*PJ11 PN1. MOS. P501

Forsp«dmtm Ptf€ampionlParanHmtras»Rkrprobtn sécm*

MinioneSH VUP«Ktoene#r*n«i.1/$ « 24010Somok(eG)-IUly

A C C wwwmictonemed<om -

Space for patient ID number
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Label on the consumer packaging - a box (50 containers)

I Orl I IS‘ \l E ~ " \% WwpATT W bI1A» T T 1 Ar oA W W T 7 A0* TTAT»»T.>'0WW»B,

& *Wmefwnef petrie<eepNid LU WAM»Mre *M« bkeMM M ?//v\hVB) M
> o 104H M d formjfen AP |omil «
B Conum: Formeld*ty0t44 whn

MRMUMINIMVEXNLUHM HFEVI REF 51425

"HeYNiaNos. 1 A vk Lot Qt) Ny 1wnjHHwWr<erricb\eisiib ot
36ml
Z

Data Matrix (2D) code

The symbols of UDI, Data Matrix (2D) code, lot number | land expiration date mm are the variable information.

Explanations of the symbols are provided in section 18.

FomtP"E USER MAMuALLIM127
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Draft of Russian-language sticker
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KoHTeliHep ¢ domkcaTtopom POopMCEN® [FormSAFE] gna c6opa,
TPaHCNOPTUPOBKU U XpaHeHUss 6MoNornyeckoro matepuana

CocTas:

1. KoHTeiinep ¢ chnkcaTopom ®opMCEN® (FormSAFE] ans c6opa, TPaHCNOPTUPOBKM U

XpaHeHus 6uonornyeckoro matepuana -50 wr./yn.

2. PyKoBO/CTBO MO NPUMEHEHMNIO B NeyaTHOM chopmate - 1 wrt.

coaepxuT 10% HeliTpanbHblii 3abydepeHHblii pacTBop popmanunHa, cogepxalyuii
dopmanbgerng 4% (Bec/o6bem)

Ne nota (LOT) v CPOK FOAHOCTM 2 CM. HA MapKMpOBKE NPOU3BOAUTENS.
CVMBO/IbI N0 NPUMEHEHMNIO NPUBEJEHbl Ha OPUTMHABbHON NOTPe6UTENLCKON ynakoBKe.
Tonbko ANs NPOdecCMoHaNbHOro NPUMeHeHUs.

MpoussoguTens: MaiinctoyH C.p.n.», Utanus
Bna daTtebeHedpatennu, 1/5, IT-24010 Copuaone (Bl), Utanua
Ten.: +39.035.412 8264

MecTo npoussogcTsa: DIAPATH S.P.A., Utanusa
Via Savoldini. 71. IT-24057 Martinengo (BG)

YNonHOMOYeHHbI NpefcTaBnTens B Poccuiickoii ®egepayun OO0 «Buoflaiin»
197022, Poccus, 1. CaHkT-MNeTepbypr, yn. Mpodeccopa Monosa, 4.23, nuT. E
Ten.: +7(812)320 49 49; 8 800 555 49 40.

PeructpaunoHHoe yagoctoBepeHne P® Ne oT

16
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18, Symbols used

Symbol Symbol name
Top. Indicate the correct vertical position of the packaging during transportation

tt and storage.

Refer to the User Manual.

An instruction accompanied by this symbol provides a quite important information i
and require more attention.
An instruction accompanied by this symbol provides a cautionary statement:
WARNING.

Biohazard.

This product complies to European community directives.

IVD medical device.

REF Catalog number
LOT Lot number

Best before:

It is prohibited to re-use. Indicates a medical device for one-time use.

The delivery set is enough for <50> tests. Quantity 50 pcs.

50

Storage temperature range in warehouse
STORAGE

Storage temperature range only for transportation
TRANSPORT

I i Legal manufacturer

Exclamation sign. Harmful substances.

Dangerous for human health.
Unique device identification
UDI g

Stacking limit

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



wiz27

ion

18

FormSAFE USER MANUAL MM127

19 W aste disposal

Handle with care and store in a cool dry space using a tightly closed
A container. Vapours may collect in empty container. Treat empty containers

as hazardous.

W aste material should be disposed of in an approved incinerator or in a

designated landfill site, in compliance with all federal, provincial and local

government regulations.

For further information, please refer to the SDS (Safety Data Sheet).

For the Russian Federation, itis recommended to dispose ofthe used FormSAFE container in accordance
with the rules implemented by “SanPiN 2.1.3684-21 "Sanitary and epidemiological requirements for
maintenance of the territories o f urban and rural settlements, for water bodies, potable water and potable
water supply, air, soils, living quarters, operation of industrial, public premises, organization and
implementation of sanitary and anti-epidemic (preventive) measures' for the medical waste classified as
class b (epidemiologically hazardous waste).

It is recommended to dispose of the unused expired FormSAFE container in accordance with the rules
implemented by “SanPiN 2.1.3684-21 "Sanitary and epidemiological requirements for maintenance of
the territories of urban and rural settlements, for water bodies, potable water and potable water supply,
air, soils, living quarters, operation of industrial, public premises, organization and implementation of
sanitary and anti-epidemic (preventive) measures" for the medical waste classified as class I
(toxicological hazardous waste).

The FormSAFE container can have potential health effects and cause environmental pollution if not

correctly disposed.

20. Responsibility of the Manufacturer
Milestone S.r.l. is the legal manufacturer that is responsible for the quality, efficiency and safety of the
registered medical product for use, normal operation and possible negative results of using it, except for
cases of negligence, or incorrect use through the fault of user, or force majeure.

21. Repair and service information

The medical product (FormSAFE container with fixative) is single use, and it is not a subject of technical
service (maintenance) and repair.

For additional services or support, please contact Customer Support Service or your local distributor.

19
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Customer's Support Service
Tel.: +39 035 572735
E-mail: customersupport@ milestonemedsrl.com

Authorized representative in the Russian Federation:

BioLine LLC

Legal address: Russia, 197022 Saint Petersburg, Municipal district Aptekarsky Ostrov, 23 Professora
Popova Str., Let. E, structure 3H/5H, room 208

Postal address: Russia, 197022, Saint Petersburg. 23 Professora Popova Street, Let. E

E-mail: main@bioline.ru
Tel:+7(812) 320-49-49
Fax: +7(812) 320-49-40
Hotline: 8-800-555-49-40

In case of any undesired reactions or events during the use of the product, please
immediately contact with the Customer’s Support or your local distributor.

22. Cleaning and disinfection

Not applicable.

The medical product (FormSAFE container with fixative) is single use, and it is not a subject ofcU ni ¢
and disinfection.

X
23. Warranty and shelf life N3 "™~
Milestone S.r.l. guarantees that the product has been-"©n#”~0153T* ” 'l
procedure based on our in-house testing standards, andt ™ ™ rn ith
technical specifications and/or agreed characteristics \¥araxI™ _<r’\
The manufacturer guarantees high quality of product > term until the expiration date undi

condition of storage and recommendations observance.

The shelf life of the FormSAFE container is 12 months when stored as recommended. The expiration
date is specified on the label.

The FormSAFE container cannot be used after the expiration date.
24. Information on the initial release and revision of the user manual
Initial issue. Rev. 01 dd. 05.2023
25. List of standards appUed

The FormSAFE container with fixative complies with the following standards:
- Regulation 2017/746/EC on in vitro diagnostic medical devices.

- Regulation (EC) No 1272/2008 - classification, labelling and packaging of substances and mixtures.
- Regulation (EC) No 1907/2006 - REACH (Registration, Evaluation and Authorisation of CHemicals).
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ESTON:i: MaliinctoyH Cpn

[onoBHoi1 ochuc

Bna ®arebeHedpaTtennu. 1/5
24010 Copwusone (BT) - Utanus
TenedoH: +39 035 4128264

dakc: +39 035 575498

I'IepeBo,q C aHINMIACKOTo N HTalbAHCKOro S13bIKOB

3aBog B Banb6(3em60

Kopco EBpona YHuta, 6

24030 Banbbpembo (Bl - Utanua
Ten. +39 035 0401600

Fep6oBas neyatsb:
NMPE®PEKTYPA

T.0.N. BEPFTAMO
markerting@milestonemedsrl coT
www.milestonemed.com
Homep nnatensuwuka HAC 01879330163
3apeructpuposaHa B PeecTp 3KOHOMUYECKOW W aAMUHUCTPATUBHOI
uHopmMauuu no npeanpuaTua>" Bepiavo 3a Ne 244134
YcTaBHbIi kanuTan 1 0CO 00000 eBpo ONT MONHOCTbIO
Ceptudukayma no UNI EN 9CC1- UNI EN ISO 13485

YTBEPXAEHO

MaiinctoyH C.p.n., Utanus
<nonnnucb>

(Overo KOPTE3W, MeHepanbHbIil ANPEKTOP)
01.03.2024 .

LW ramn:

MAW/ICTOYH C.p.n.

Bua datebeHedpatennu, 1/5

24010 COPW3OJE (BIN)

Homep nnatensuwnka HAC 01879330163

[na Poccuiickon degepaynm
BHumaHunio Poc3gpaBHagsopa PP

KHacTosiLeMy NUCbMY MPUIOXKeHa JKcnayaTaluMoHHas JOKYMeHTauusa Npon3BoANTENS HA MeJULUHCKOe

se
ng
YBaXkaemble rocrnoza,
1
h A TpPaHCcNoOpPTUPOBKMU
NCMNO/Ib30BaHUSA).
nd
Tes. V
als).
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n3genve Ans in vitro guarHocTuku «KoHTeliHep ¢ ukcatopom PopMCEWM® [ForniSAFE] ans c6opa,

(Tonbko [ NpodeccUoHanNbHOro



MpoT. Ne22191

Nvyo, nognucaslwee aokymeHT: AVIEFO KOPTE3U

TOPrOBO-MPOMbIWAEHHAA. PEMECNEHHASA W CEIbCKOXO3ANCTBEHHAA MAJNIATA
BEPITAMO

Mbl nogTBepXA4aeM, YTO BbllleyKa3daHHOe NNLO0 ABAEeTCA O/MKHbIM 06pa3oM YyNO/THOMOYEHHbIM
npeactaBuTesieM C NpaBoOM MOAMUCU KakKMX-TM60 AOKYMEHTOB OT umeHn KomnaHum un mmeet
nosHOMO4YNA AeCTBOBaTb MO TOProBbIM BOMNPOCaM C MHOCTPaHHbIMMW rocyfapcTBamMmu.

[3HAK] Toproso-npombilwaeHHas nanata YNONHOMOYEHHOE
bepramo JOMKHOCTHOE NNLO
MapTuHa /logun
<TroarmckL=

BEPI'AMO, 05.03.2024

AMNMOCTUMANDb

(Faarckas KoHBeHUUA OT 5 okTA6pA 1961 r.)

CtpaHa UTAJTNA

HacTtoAwwuii ocuymanbHbli LOKYMEHT

nognucad MAPTWHOWM noau
BbICTyMalLieil B kKayecTse JosKHOCTHOro nuuya

CKpenneH neyartblo/WTAMMNOM TOpFOBO-I‘IpOMbILIJI'IeHHOVI, pemecneHHon n
CeNbCKOX038ACTBEHHOI nanathbl Bepramo

YOOCTOBEPEHO
B Bepramo 6 6 mapta 2024 .
BAVNOKKWN BPYHENION

3a Homepom: 751

Mevats/WTamn 10. Mopnwuck
Fep6oBas nevatb: Cneunanunct no agMUHUCTPATUBHbLIM BOMpocam
MpedekTy pa 6AMOKKM
T.0.MN. bepramo <|'|O'£|I|'||/|Cb>
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MILESTONE

HELPING
PATIENTS

K oHIi"M ep UKCaTOpPOM
fFdrmSAFE] pna cb6opa, TpaHcnopTapollls
XPaHLW LW 6ruonormnyeckoro marepuana ->X LU w.
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®opMCEN® [FormSAFEI PykoBoACcTBO No npumMeHeHnto MM127

Bnarogapum Bac 3a Bbl60p Hawero Npogykta M fo6po noxasoBaTb B MOCTOSAHHO pacTyLW Wi Kiyb
nonb3oBaTenen nabopaTopHbIX N3aennin pupmbl ManncToyH.

Mbl yBepeHbl, 4TO Bbl 6yfeTe NONHOCTbLIO YAOBETBOPEHbI HOBbIM M3fefMeM, pasMmeLLeHHbIM B Balueit
nabopatopuu.

Mbl npocum Bac BHMMaTeNbHO MpoYMTaTb JaHHOe PYKOBOACTBO MO MPUMMEHEHUD U COXPaHUTb €ro
ONA fanbHerRLWero ncnosib3oBaHus.

[na nonyyeHns HEO6X0AMMON KOHCYAbTaLMM MW MOMOLLM B UCMO/b30BaHMK obpaltaliTecb K Hallemy
npegctaBuTento B Bawweli cTpaHe:

YNOoNHOMOYEHHbIA NpegcTaBuTeNnb B Poccuiickoii ®epepayunm:

00O «bunoflaliH»

KO punanuecknin appec: 197022, Poccus, r.CaHkT-IMeTepbypr, BH.Tep.r. MyHuUMNanbHbIA OKpYr
AnTekKapcKuin ocTpoB, yn. Mpodeccopa Mono.a, A4.23, nutepa E, nomeweHne 3H/5H, komHaTa 208.
MouToBbIN agpec: 197022, Poccus, r.CaHkT-MeTepbypr, yn. Mpodeccopa MonoBa, .23, nuT. E.

on. noyta: main@bioline.ru

Ten.:(812)320-49-49

Fopsvasa nnHMA nNo Bonpocam o6cnyxxunsaHus: 8-800-555-49-40.

NN CBAXWUTECHb C

OduumanbHbiii MPOU3BOANT €fib:
MaliinctoyH C.p.na.», Ntanusa
[«Milestone S.r.l.», Italy]

Buna ®atebeHeparennu, 1/5, 1T-24010 Copusone (bI), Ntannsa
[Via Fatebenefratelli, 1/5, 1T-24010 Sorisole (BG), Italy]

Ten. +39.035.412 8264

dakc +39.035.575498

Caiit: www.milestonemed.com

an. nouta: marketing(“milestonemedsrl.com

MecTo Npoun3BoACTBa:
AVATMAT C.M.A., Utanus [DIAPATH S.P.A., Italy]

Buna CaBonbauHu, 71 [Via Savoldini, 71]
1T-24057 MapTuHeHro (bIN) [IT-24057 Martinengo (BG)]

Mepepn vcnonb3oBaHWemM BHUMATENIbHO U3YyUUTe PYKOBOLCTBO MO MPUMEHEHNIO.
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.23
2 3 «| TTLW T

23
1, HammeHoBaHWe MeAULUHCKOTO N3genusa

HaumeHoBaHMe MeAULUHCKOro nagenus «KoHTeliHep ¢ dhukcatopom ®opMCErd [FormSAFE] ans
cbopa, TPaHCNOPTUPOBKM M XpaHeHWA O6MOMOrMYecKoro maTepuana» (ganee - «KoHTeliHep(bl)
®opMCEN® [FormSAFE]», «KoHTeliHep(bl) ¢ ¢ukcaTopom @DopMCEN® [FormSAFE]»,
«KOHTelHep(bl)», «®OpMCEN® [FormSAFE]», «MmeguumnHcKoe(ne) nsgenve(s)» Unu «usgenune»).

2. OnuncaHune

KomnaHus MaiinctoyH c.p.n. paspaboTana KOHUEMNUMI KOHTeliHepa C [ABYXCAOWHbIM >XWUAKUM
(DUKCATOPOM [/1S1 CHUXKEHUSA pPUCKaA BO3JeCTBNE hopManMHa Ha nepcoHan.

60 M1 KOHTelHep
30 mn 10 % HeliTpanbHbIi
3abyepeHHbI hopmanuH,
cogepXxawun gpopmanbgerng 4%
(Bec/obbem)

SAUMTHbIA KUAKOCTHSI N0 6 M 3aWNTHBIA XXNUAKOCTHbLINA CNOA

10% HeliTpanbHbli 3a6ydepeHHblit hopManuH

KoHTeliHep ®opMCEN® [FormSAFE]

npeacraBnser co6oli 3aMeyvaTeNIbHYH0
BonorMseckwii warepuan anbTepHaTUBY CTaH4apTHbIM MNpeaBapUTENIbHO
3aMo/IHEHHbIM KOHTelHepam, npu
NCMosib30BaHU KOTOpPbIX nepcoHan
6ecnokonTcs 0 HebnaronpuaTHOM

BO3JeNCTBMM (opmMannHa BO Bpems cbopa,
TPaHCMOPTUPOBKU U XPaHEHWUS.

BTopoii >Xuakuii cnoii  pacnonaraetcsa Hafg
thopmMannHoM 1 BbICTynaeT B KayecTBe
3alWMTHOIO XXWAKOCTHOFO C/I0Sl, KOTOPbI
npefoTBpalaeT yTeuky napoB (ukcaTopa Wu3
KOHTeliHepa.

3TOT 3aWUTHLIA >XUAKOCTHbLIA  CAOA  He
cMelImBaeTcs ¢ QOPMasMHOM, TaK Kak MmeeT
60nee HU3KWUI yAenbHbI Bec, U NOKPbIBaeT
NOBEPXHOCTb, 06pasys 3aWMTHY NAEHKY. ITa
3anaTeHTOBaHHasA >KUAKOCTb HETOKCUYHA MU
MHepTHa K 6uonormyeckmum obpasuam: npu
BCTPSAXMBAHUWN KOHTEMHepa XUAKOCTHbIN Crol
6bICTPO BOCCTaHaBNMBAETCS.
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PopMCEN® fFormSAFEI PYKOBO/CTBO MO NpUMeHeHno MM127

3alNTHbIA XWUAKOCTHbIA CNnon He gonyckaeT LU
BO3/eMCTBUA TOKCMYHbIX NapoB Ha onepaTopa.

CTaHAapTHBI. NPViHPXTtnbHO
anosIHeHHbI) KOHTENHep (TOKLr<HLW Napos Het)
(M)lcnumbic napel)

KoHTelHep CDOpMCEI7ICD [FormSAFE] paspa6oTaH Takum o6pa3omM, 4ToO6bI
MCNONb30BaTbCA B KauyecTBe OCHOBHOrO cCpeAcTBa AN (PUKCcAUUWN TKaHEN:
Hanu4ime [LBYXCAOMHOTO 3aUW/MTHOIN0 XWAKOCTHOrFO C/0s, NaaBalLWero Ha
NOBEPXHOCTW peareHTa npejoTBpaw,aeT BblgeNleHWe napoB ¢GopManunHa,
3aumu,aa Nonb3oBaTensd oT UX BPEAHOro BO3JeicTBUSA.

MeguumHcKoe nsgenue gnsa in vitro MeanunHCKOe n3genue Aaa gUarHocT UKy in

ANArHOCTUKMN vitro cornacHo EBponeiickoMy MOMN0>KEHMIO
2017/746/EU

Knacc noTeHunanbHOro pucka 1

Bug MeguLMHCKOro usgenna B cOOTBeTCTBUM ¢ 259900

POCCUIACKO HOMEHKIATYpPHON

Knaccugunkaymemn

KaTanoxHblin HoMep 51425 - ®opmMCEN® [FormSAFE], Kopo6ka,
cogep>kautaa 50 wTyk no 60 mn
3aMo/IHEHHbIX KOHTeinHepos.
51424 - 0aWH 3aN0NHEHHbIA KOHTeElHep
®opMCEM® [FormSAFE] (He 3akasblBaeTCH)

N3genune npegHasHauveHo AN KAMHUYECKOW NabopaToOpHON AMarHOCTUKMN.

KoHTeliHep ¢ dukcaTopom DopMCEV® [FormSAFE] npegHasHauyeH TOMLKO AN OHOKPaTHOMO
NPUMEHEHHS. |
2,7. CocTas peareHTa B KOHTeliHepe PopmMCEN® IFormSAFEI:

HasgaHue CAS-Ne KoHUeHTpauus

CocTtaBs thukcaTtopa (30 mn)

Boga 7732-18-5 >98%
dopmanbierng 50-00-0 4%
MeTaHon 67-56-1 <2,5%

CocTaB 3alMTHOF0 XUAKOCTHOro cfios (6 mn)

Ankaubl (M3onapadun) 90622-58-5 >90%

ObpaTuTechb K nacnopTy 6e3o0nacHOCTW Ans1 NOMYyYEHUSA AONONHNUTENbHO MHopMaL MK
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®opMCEN® fFormSAFEI PYKOBOACTBO MO npumeHeHuio MM127
2.2. CocTas n3genums

KoHTeliHep ¢ pukcaTopom ®opMCEN® [FormSAFE] ansa c6opa, TpaHCMOPTUPOBKM U XpaHeHUs
6nonornyeckoro matepmana

CocTas:

1. KoHTeliHep ¢ ukcaTtopom ®opMCEN® [FormSAFE] gna c6opa, TPaHCMOPTMPOBKM U XpaHeHUS
6uonormnyeckoro matepmana- 50 wT./yn.

2. PYKOBOACTBO MO MNPUMEHEHUIO B NeyaTHOM popmarte - 1 T,

3. HasHaueHune ®opMCEN® [FormSAFE]
3.L HasHaueHue 1 nokasaHua K npumeHeHunio ®opMCEN® IForntSAFEI
HasHaueHue:

KoHTeliHep ¢ (ukcaTopom PopMCEW® [FormSAFE] ana c6opa, TPaHCMOPTUPOBKN W XPaHEHUS
6uonornyeckoro martepuana - of4Hopas3oBOe, BCoOMOratesibHOe MefULMHCKOE Mn3genuve 404 in vitro
OWAarHocTUKW, npefHasHadyeHHoe ana cbopa, TPaAHCMNOPTUPOBKU UM  XPaHeHUA O6GMOSI0rMYecKoro
mMaTepuana 4enoBeka (O6WMONCUAHbIA M ayTONCUWHBLIA MaTepuan, B TOM 4uCNe OMepaluMOHHbIN
maTepuan) € LUeNblo fanbHeiweld 06paboTKM M MNOAFOTOBKM TMUCTO/ONMYECKOro obpasua ans
NpoBefeHNss MWUKPOCKOMMWYECKOr0 aHanmsa W pas/InyHbiX BUAOB KAWHUYECKUX NabopaTopHbIX
nccnefoBaHuit B3ATbIX NP06 6M0NOrMYECKOro MaTepuasa YenoBeka.

KoHTeliHep ®opMCEMN® [FormSAFE] npegHasHaueH TONbKO ANA NPOdhecCMoHanbHOro NpUMeHeHns
B K/IMHMKO-AMArHOCTUYECKUX nabopaTopuax feyvyebHO-NMPOPUIAKTUYUECKUX YUPeXAeHUn Ans
ANarHocTuKM in vitro.

PYHKUMOHANbHOE Ha3HayvYeHue BcnomoratenbHoe MeguunHekKoe wu3sgenue

AN in vitro gnarHocTuKmn

OnwucaHue LeNeBOro aHanMTa He npumeHnmo

Cneynduryeckasi NaTosorus, CoOCTOSAHUE NN Mcnonb3yeTcs ans NpoBefeHNS
thakTop pucKa, AN 06HapPYXXEeHUS, naTonoroaHaToOMMYeCcKnx nccnefgoBaHui
onpegeneHnsa nam gugdepeHynpoBaHns OJ151 BbISIBJIEHUA MaTONOTMYECKNX N3MEHEHWA
KOTOpPOro npefHa3Ha4YeHO MegULLMHCKOE B TKaHSX YesioBeKa.

n3genune ans AMarHocTUKM in vitro

MonynAuMoHHbIE, jeMorpaduyeckme KoHTelinep ®opMCEW® [FormSAFE] He
acnekTbl MPUMEHEHUSA MELULLMHCKOTO npefHasHayeH [1s KOHKPETHOW rpynnbl
n3genuns nauMeHTOoB.

JonyckaeTcs ucnonb3oBaHue anst pmkcaymm
N XpaHeHUs 61M0M0TMYECKUX TKaHeil BCex
nonynsiunii, pasHblX BO3PACTHbLIX TpPynn

nayuneHTOoB.
CBefieHUSA 06 aHaNNTUYECKOA He npnmeHnmo.
YYBCTBUTENBLHOCTU (MOPOTr 06HapyXeHUs), KoHTeliHep ¢ dukcaTopom DopMCEN®
aHaNMTUYECKON cneunrnyHoOCTH, [FormSAFE] He sBNsAetTca aHaMTUYECKUM
ANArHOCTUYECKO YYBCTBUTE/IBHOCTU 1 WM ANarHOCTMYECKMM HabopoMm peareHTOB,
OMarHOCTMYECKOM cneynnyHoOCTH a ABNsieTcA BCMOMOrate/lbHbIM CPeACTBOM B
XapaKTepuCTUKMN KINHNYECKOI ANAarHOCTUKMN.

3D(PEeKTUBHOCTN: AMArHOCTMYeCKas
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YyBCTBUTE/NIbLHOCTb U AMArHoCTUYecKas
cneynPuYHoOCTb

Brvonornyeckunii pedpepeHTHbIN nHTepBan
npuMeHeHnsA

MHhopmaumnsa 06 MHTEPHUPUPYIOLLLUX
Belw,ecTBax UanM OrpaHMYeHmnsax, CBA3aHHbIX C
obpasuamm, KOTOpble MOTYT MOBANATbL Ha
pe3ynbTaT UccrefoBaHuUS.

OnucaHne N3MepuTENbHBLIX NpoLeayp,
MeTPO/IOrMYECKO NMPOCIEXNBAEMOCTM
3HAUYeHUn KanMGpPaTopoB N KOHTPOJbHbIX
mMaTepunasnos

KyKOBOZ,CTBO MO MOMMEHEHUI M M bl /

Ha  pe3ynbTaT  MCCNefOBaHWA  MOXET
NoB/MVATbL HECBOEBPEMEHHOE MOoMelleHue
obpasya B KOHTeillHep, Hecob/ofeHMe
YC/IOBUIA XpaHeHUs 1 TPaHCMOPTUPOBKMU.
Buonornyecknii  matepuan He cregyeT
XpaHUTb BHe (huKcaTopa.

He npnmeHunmo.

KoHTeliHep ¢ ¢ukcatopom P opMCEND
[FormSAFE] He coaep>XMUT B CBOEM COCTaBe
KannbpaTopoB U KOHTPO/bHbIX MaTepuasnos.

Moka3aHUA K MNPUMEHEHUIO:
®opMCEN® [FormSAFE],
(hukcaTtopa Ana BCeX TUMOB TKaHel C LeNbl COXPaHEeHWA KJIETOK M KOMMOHEHTOB TKaHeill B

10% HeTpanbHbIn 3abydepeHHbIA (opmanunH, cogepXalmincs

npegHasHa4dyeH Ana WCNo/b30BaHMA B KaydeCTBe YHWUBePCaslbHOIo

«KMPUXNZHEHHOM» COCTOAHMN A0 MOMEHTa NPUIroToB/IEHNA npenapata An4d npoeseaeHNA

FT’MCTOJZIOrMYECKOro aHanmsa.

3.2.MMpoTunBOMNOKa3aHUa U NOGOYHbIE AeiicTBUSA

MpoTuBoNoKasaHUs (OrpaHMUYeHnUs) K NPUMEHEHUWIO: He [JONYCKAeTCsA UCMONb30BaTb NPOAYKLMIO
C UCTEKLIMM CPOKOM TOAHOCTM, MPU HaNNUNMN NOBPEXAeHWI KOHTeliHepa ¢ yTpaToii repMeTUUHOCTH,
npv M3MeHeHUN LBeTa (uKcaTopa.

Mo60YHbIE AENCTBUSA: HE NPUMEHUMO.

3.3.Tun aHanusupyemoro obpasua N

Tuvnbl aHanM3Mpyemblx o06pasloB Ana QuKcaumm: BCe TKaHU 4enoBeKa; OWOMNCUAHBLIA U

ayTOHCMﬁHbIﬁ MmaTtepuasn, B TOM 4ucne OﬂepaLl'MOHHbIﬁ maTtepunarn.

4. NHdopmayna o noTeHUManbHbIX NOTPebuTenax (Kanmpunkayma nepcoHana)

MegnunHcKoe wu3sgenne npefHasHavyeHo ANA  MUCMNOb30BAHUA B YUYPEXAEHUAX MeSULUHBI U
34paBoo0XpaHeHuns B nabopatopusax crnepyoLLero npoguns: rucrtonornyeckoro  /
naTosI0roaHaTOMMYecKoro / NaTomopgosiorMyeckoro / MopgosorMyeckoro; ANs KAMHWYECKOW W
nabopaTopHON ANArHOCTUKMW.

MeanuMHCKOe M3fenne npegHasHa4yeHo 4/19 UCMONb30BaHUA NMPodeccuoHarbHbIMM MOMNb30BATENAMMN
Bpay W henbaLiep-nadbopaHT KAUHWUKO-ANArHOCTUYECKON nabopaTopum, NaTofioro-aHaTOMUYECKOro
OTAeNeHNs MeAULMHCKOTO YUpeXxieHuns).

KoHTeliHep ®opMCEN® [FormSAFE] OTHOCUTCA K MEAULMHCKUM M3[eNMsAM, KOTopble He UMelnTA
NMPAMOro Wau OMoCpPefilOBaAHHOI0 KOHTaKTa C OpraHnM3MOoM YesioBeKa. n
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®opMCEN® fFormSAFEI PYKOBOACTBO NO NpumMeHeHnto MM127
MeAUUMHCKOE n3genve KOHTeHep ¢opMCEI7I<D [FormSAFE] He cTepunbHO WM cTepunmsaunum He
NOANEXWUT.

Bce COTPYAHWKW Mepej WUCMONb30BaHWEM KOHTeliHepoB ®opMCEW® [FormSAFE] [o/mKHbl
BHMMAaTE/IbHO 03HAKOMUTbLCA ¢ PYyKOBOACTBOM MO MPUMEHEHMWIO U MPOATU 06yYeHMe.

5. TeXHUYECKMNE XapaKTepucTUKN KoHTeliHepa ®PopMCEN® [FormSAFEI

MnacTKOBbIA  KOHTeliHep M3roTaB/MBaeTcss U3 nonmatuneHtepedtanata (M3T) u  npm
HeobxoAgMMOCTU fobaBnAwT Aob6aBKy (Ha ocHoBe [13T). benasa KpbilKa W3roToBMeHa U3
nonvnponuneHa (MM), BHYTpU Hee HaXOANUTCA MHOFOC/IOMHbIN BKNagblLU.

No. TexHuyeckune 3HauyeHune
XapaKTepuUCTUKMU

1 BbicoTa KOHTeHepa, MM 61,0x5%

2 OnameTp KoHTelHepa, MM 440+ 5%

3 BbicoTa KPbILWKK, MM 11,4+ 5%

4 OunameTp KpbIWKK, MM 40,2 + 5%

5 BHYyTpeHHWI gnametp 38,0 +5%
KPbIWKWN KOHTelHepa, MM

6 Pe3bba KpbILLKN KOHTEHepa Pe3sbb6a 1 BUTOK

7 KpyTawero momeHTa MUH. 120 H*cm/
OTKPbLITUA KPbILWIKK mMakc. 380 H*cm
KOHTelHepa

8 TonwmnHa cCTeHKN 0,75 + 5%
KOHTeliHepa, MM

9 LiBeT KpbILKN 6enblii

10 HomMuHanbHbIA 06bEM 60,0 mn+ 3,0 mn
KOHTeliHepa

1 O6bem (hukcaTtopa B 36,0 Mn+3,5 mn
KOHTelHepe

12 BHewHun Bng ukcaTopa [ByxcnoiiHas npo3payHas XWAKOCTb,

6ecuBeTHas, 6e3 nnaBaroLLMX
yacTu4ek n/mnn 6enoro ocagka

13 3anax XapaKTepHblii
14 pH or7,0p807,4
15 O6bem opmanmHa 30,0 mn £ 2,0 myji
16 O6bem n3onapamHa 6,0 Mn = 1,5 mMn
17 Macca KoHTeliHepa ¢ 50,0 +10%

tbukcaTopom, r

11
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®opMCEN® [FormSAFEI PykoBogcTBo no npumeHeHnto MM127

6. Mepbl 6e30MacHOCTU N NMPEAOCTOPOXHOCTU

C wusgenuem cnegyeT o6pau,aTbCad B COOTBETCTBUM C [elCTBYHOLUMU
HOpMamMu.

VM3genuve npegHasHauveHo /15 UCMOMb30BaHUS CrelunanbHO 06yYeHHbIM MePCoHanoMm.
M3genvie roToBO K UCMO/Ib30BAHUIO.

BHuMaTenbHO 03HAaKOMbTECh C MH(pOpMaLMeii, KacatoLwencs yKasaHUAM 0NacHOCTY U peKOMeHZaunsam
no 6e3onacHOCTU, B COOTBETCTBMU C MAcNoOpTOM 6e30MacHOCTM N 3TUKETKON. Bcerga obpawalitech K
MacnopTy 6e3onacHOCTU, rae HalifjeTe MHPOPMALMIO O PUCKAX, CBA3AHHbLIX C MPOAYKTOM, Mepax
NpesoCTOPOXHOCTY, KOTOPble HE0BX0AMMO co6104aTh BO BPEMSA MCMO/b30BaHUSA, MepPBOA NOMOLLM 1
[elicTBMAX MO YCTPaHEHWUIO B c/lyyae cy4vyaiiHOro nponvBea.

. He gna BHyTpeHHero npuMeHeHus.

. Henb3a nuTb 1 BAbIXxaTb pacTBOP M3 KOHTelHepa.

. Mpwu npornatbliBaHUN HeMeANeHHO 06paTUTBLCA K Bpayy.

. N3b6eraiiTe npsamMoro KoHTaKTa puKcaTopa ¢ KOXei.

. Mpwn nonagaHnuy Ha KOXYy: NPOMbITb 60/IbLUNM KOJIMYECTBOM BOAbI C MbIJIOM, MPU HEO06X0AMMOCTU
06paTUTLCA K Bpauy.

6. Mpu pa6ote ¢ PopMCEN® [FormSAFE] ncnonb3ayiiTe 3ajMTHbIE NepPUYATKMY, 3aLLUTHbIE OUKU 1
nabopaTopHbIi xanaT/dapTyK.

7. Mocne NCNonbL30BaHNA KoHTeliHepoB ®opMCEM® [FormSAFE] ¢ HUMM crefyeT 06palyaTbcs Kak
€ 6MONIOrNYECKN OMACHbIM MaTepuanom.

8. Heob6xoanmo cob6niofaTe Mepbl MPe4oCTOPOXXHOCTM MPU KOHTaKTe ¢ bnomatepuanom. MNpu paboTe
cnefyeT WUCNonib3oBaTb MepyaTKM W CcneuuanbHylo nabopaTopHy of4exnay, TakK Kak obpasubl
6nomaTepuana cnefyeT paccMaTpuBaTb KakK NOTeHUMabHO MH(EKLWNOHHbIE, CNOCOOHbIE A/INTENbHOE
Bpems coxpaHs! b n nepegaBatb BNY, Bupyc renatnta B nnmn no6oii apyroii MHMEKLNOHHbI areHT.
9. Henb3sa ucnonb3oBaTb W3fesive MPU HapyweHWW ero LesioCTHOCTU, fedopMauun KpbIWKKA U
KOHTelHepa.

10. Henb3a MHOFOKPaTHO MCNOMb30BaThb U3Aesue.

11. N3genve fonXHO 6bITb UCMOIL30BAHO 40 AaTbl UCTEYEHUA CPOKA FOAHOCTU.

aa b~ w N

7. MpuvHUMN ncnonb3oBaHUA

O6pasibl TKaHW [0/KHbI 6bITh NOMELLEHbl B KOHTeliHep ®opMCEM® [FormSAFE] cpa3sy e mocne
3abopa. OnepaTuBHas QuKcauusa npegoTBpaTUT HEKPO3 TKaHel, ayTonms, THUEHMe U BCe
fereHepaTmBHbIE NMPOLECCHI.

KoHTeliHep ®opMCEN® [FormSAFE] cnocobeH BMecTUTb 06paslbl 06bEMOM NPUMEPHO 6 o
MaKCUMasibHOe COOTHOLWEeHUe ob6bema obpasya K 06bemy 10% HeliTpanbHOro 3abydepeHHOro
thopmanuHa - 1:5.

Ecnn Bbl ucnonb3yeTe o6pasubl, MNOMeWeHHble B KacceTy, ANA
npaBuUAbLHOW (GUKcauuyu nomeuiaite B KOHTeliHep PopMCEN®
IFOrmSAFE] ToNbKO OA4HY KacceTy.

A Y6e,CI,VITECb, yuTo o6paseL|, MNOJ/THOCTbKO NOKPbLIT peareHToM.
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®opMCEN® [FormSAFEI PYKOBOACTBO MO NpuMeHeHuto MM127

MpuHynn ®ukcayumm dopmannHa:

TepMUH  «(uKcaumsa» 03HayaeT WHaAKTUBALUIO ayTO/IMTUYECKUX (EPMEHTOB W OGaKTepui,
BbI3bIBAKOLLMX FTHUEHWE TKaHEW, N NpuaaHne CTPYKTYPHOK CTabUAbHOCTM XMMNYECKUM KOMMOHEHTaM
npotonnasMmbl. duKcaTopbl MOTYT AeHATYypuUpoBaTb 6e/IKU U aenaTb gpyrue KneToUHble KOMMOHEHTHI
HepacTBopuMbIMU. 10% 3abydepeHHbIA pacTBOp ¢GopManuHa SABAAeTCA OAHUM W3 OCHOBHbIX
HeKoarynsHTHbIX (JMKCATOPOB; OH Bbl3biBAeT O0TBEPAEBaHMNE GENIKOBbIX renei 6e3 oTAesieHUs BoAbl OT
6enKkoB, U PukcupyeT npoTonnasmy 6e3 o6pa3oBaHMA MMKPOCKOMMYECKON ry6yaToin ceTku. OH
06nagaeT 0YeHb HU3KUM OKUCNTE/IbHbIM MOTEHUMANOM, 40CTATOUYHO ObICTPO MPOHUKAET B TKaHU "
MOCTeNeHHO BbI3blBaeT UX 0TBepAeBaHue. YTo Kacaetcs 6e1K0OB, TO OH CBA3biBaeTcsa ¢ rpynnamu NH2
N OCTaB/IAeT HETPOHYTLIMU TUAPOGUAbHBIE TPYNNbl. PopMaInH MOXeT 06pa3oBbIBaTb METU/IEHOBbIN
MOCTUK MEXAY ABYMS 6eKOBbIMM LENsMU, CBA3bIBAsACb C amMMHOrpynnaMmm B 60KOBbIX LensAx. OH
HENTpPann3yeT OCHOBHble TPyMMbl, MNOBbIWAaA KWUCAOTHOCTb 6e/KOB; MO3TOMY (DUKCMPOBaHHbIE B
thopManvMHe TKaHW MposABNAT 60MblUee CPOACTBO K OCHOBHbIM, YeM K KUC/bIM KpacuTensMm.
dopmManuH He BbI3biBaeT ocaxgeHue [AHK, coxpaHsieT 60AblIyH YacTb NUANAOB W [enaeTt
ochonunuabl HepacTBOPUMbIMU B JINAUAHBLIX PacTBOPUTENSAX; OH He (UKCUPYeT pacTBOPMMbIe
YyrneBOAbl U PacTBOPSET IMMKOTEH U MOYEBUHY.

8. MHpopmauyna o6 ycnouax oTbopa, o06paboTkKMm M NOAroTOBKWM 06pas3yoB, faHHble O
CTabMNbHOCTN aHanM3npyemblXx 06pasuoB, B TOM 4YUCNe YCNOBUA U MPOJOIXKUTENbHOCTb
XpaHeHUs, orpaHUYeHns No LuukKaam 3amopaxunsaHus (0TTanBaHus)

O6pasubl TKaHell cnegyeT nomew,atb B KOHTeliHep ®opMCEW® [FormSAFE] cpasy xe mnocne
n3BneyeHns, 4Tobbl NPeAoTBPaTUTL BCE AereHepaTuBHble npoueccbl. O6bem obpasua LO/HKEH 6bITb
He 60/iee 6 cMA

MoaroTtoBka nauveHTa W B3ATME 6OWOMCUMIHOrO0 Matepuana MnpPOBOAUTCA B COOTBETCTBUU C
JelicTBYOLWMMN NOKanbHbIMK NpaBunamy NposegeHUsA 6MONCUIHBIX NCCeLOBaHNIA.

Bbipe3ka ayToncuiiHOro martepuana rnpoBoAMTCA B COOTBETCTBUW C [LENCTBYHOLWMMMK NIOKaSIbHbIMM
MpaBnnamMn NpPoOBefEHUSA NATO0r0aHaTOMMUYEeCKNX NCCef0BaHWUA.

Mpw Bbipe3ke MaTepnana He06Xo0AMMO NPeA0TBPALLATb €ro BO3MOXXHbIE MEXAHUYECKNE MOBPEXAEHUS,
TaKue Kak cAaBfieHe MUHLUETOM, pa3MO3XXeHNe Npu BbipesKe TYMNbIM MHCTPYMEHTOM W T.4.

MaTepnan He [o/1XXeH UMeTb MPU3HaKKU Nopyn (rHNeHunsA).

BuomaTepuan He JO/XKeH XpaHUTbLCA BHe pacTeopa pukcaTopa.

KoHTeliHep c 06pa3yom nepej AasbHeWM MCNONb30BaAHUEM CnefyeT XpaHUTb Npy TemnepaType OT
+15°C pgo +25°C, cpoK xpaHeHus He 6onee 12 mecaues. bepeyb 0T 3amopaXxunBaHua!

9. WHcTannauuna” céopka™ HacTpoiMKa, NOArOTOBKAa K UCMNO/Ib30BaHUIO

He npnmeHnmo.
M3nenve roToBo K UCMOMb30BAHUIO.

10.TpeboBaHNA K NOMELW,eHNAM

Wcnonb3oBaHne KoHTeliHepa ®OopMCEW® [FormSAFE] [0/KHO OCYWeCTBAATLCA B XOPOLIO
npoBeTPMBaEMbIX U 060PYLOBAHHbBIX NMPUTOYHO-BbITSXXHOW BEHTUASALMENA MOMELLEHUAX.
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®opMCEN® fFormSAFEI PYKOBOACTBO MO nNpumeHeHnio MM127

11. Wcnonb3oBaHue KoHTeliHepa ®opMCEN® [FormSAFEI

M3genve roToBO K UCMONBb30BaHUIO.

He BcTpAxuBaThb KOHTEIZHep nepen HenocpeagCTBEHHbIM NCNO/1Ib30BaHUEM.

Ecnun KOHTelHep BCTPAXHYNU Nepes UCNONb30BaHUEM, MOAOXKANTE KaK MUHUMYM
1 MUHYTY nepej Hayanom paboTbl C HWM; 3TO HYXHO ANA TOro, 4ytobbl Ha
MOBEPXHOCTU peareHTa BOCCTAHOBM/AcCb MaaBakwWas 3aWMTHas MNeHKa,
npeAoTBpawatrolLas BbljeNeHe HaApoB hopManbermja.

1. HaHecure Ha KoHTeliHep ®opMCEN® [FormSAFE] naeHTU(HUKALWOHHbIV HOMEP NaLyWeHTa,
NCMo/sb3ys COOTBETCTBYIOLW Y, NPUHATYO B BalweM MefULUHCKOM Y4YpexAeHUU, CUCTEMY
MapKMWPOBKU. Bbl MOXeTe HaHeCTM UAEHTUDUKALWUOHHBLIA HOMep MauMeHTa Ha creymasnbHO
OTBefleHHOE /151 3TOr0 MeCTO Ha 3TUKeTKe KOHTelHepa.

MecTo ana HaHeceHus
NAEeHTUMUKALNOHHOTO

HOMepa nayueHTa.

OTKpPYTUTE KpPbIWKY KOHTeiHEpPa W TMNOMECTUTe ee BHYTPEHHEA CTOPOHOW BHU3 Hj
(MNbTpOBanbHy Gymary, 4To6bl M3IMLWIKKN 3aLLMUTHOW MAEHKMW, ecN TaKoBble 0CTaNuCh He
KpbILIKe, BMIUTANNCL B bymary.

MomecTuTe ob6pasel, TKaHW B KOHTeliHep ®opMCEMN® [FormSAFE] cpasy >e nocne 3abopa
TaK, YT06bl OH 6bl/1 MO/THOCTbLH MOKPbLIT PACTBOPOM (hMKcaTopa, U NAOTHO 3aKPYTUTE KPbILLK)
KOHTelHepa 0 ynopa BO n3bexxaHne NposimBa peareHTa Bo BPeMS TPAHCMOPTUPOBKM.

Tenepb KoHTeliHep ®opMCEWM® [FormSAFE] ¢ 06pasLoM roToB K TPaHCMOPTUPOBKe B[N
rMcToalornyeckyto nabopaTopuio 415 NPOBeLEHUS aHanm3a.
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®opMCEN® [FormSAFEI PykoBoacTBO No npumeHeHnto MM127

Bo BpemMsa TpPaHCNOPTUPOBKWU [EPXKUTE KOHTBVIHep B BEPTUKa/JIbHOM

5. Ecnu KoHTeliHep ®opMCEN® [FormSAFE] BCTPAXHYNM BO BpemMs TPaHCMOPTUPOBKM,
NOJOXANTE HECKO/IbKO CeKYH[ nepej ero OTKPbITMEM, MOKa MPOM30MaeT «ABYX(asHoe»
paccnoeHune M BOCCTAHOBUTCA 3allUTHAA MeHKa.

12. TlepeyeHb MaTepuanoB, HeoOX0AMMBIX AN paboTbl C KOHTeWHepoM ®opMCEN®
[FormSAFEI, HO He BXOAALWNX B KOMMJ/IEKT NOCTaBKN MeLULUHCKOIO n3genms

KoHTeliHep ¢ thmkcaTopom ®opMCEN D [FormSAFE] saBnsieTca caMoOCTOATENbHLIM MeAULUHCKUM
nsgenuem, gns pabotbl ¢ HAM He TpebytoTCa AONOSTHUTENbHbIE MaTepuansl,

13. WHpopmaumsa, Heobxoaumas ANS MWAEHTUPUKALUW MEAULUHCKUX W3fennii B Lensax
nonyyeHmna 6esonacHoi KoMOuHauum mn (Mnn) nHhopmaums o6 M3BECTHbIX OFPaHUYEHUAX Mo
COBMECTHOMY MCNO/Ib30BAHUIO MESULUHCKUX U3aennii

KoHTeliHep ¢ ukcaTopom ®opMCEN® [FormSAFE] He UCMO/b3yeTca B COYETAHWUM C APYTUMM
MeAULMHCKUMMN U3[eNTUAMU.

14. CBefeHnd 0 HaaMyuM B cOoCTaBe MeLMUMHCKOro WM3feNiMa NIeKapCTBEHHbIX CPeacTB A4
MEAULMHCKOIO NMPUMEHEHNA, MaTepunanoB XXUBOTHOIO U (U/1M) YeNI0BEYECKOTr0 NPOUCXOXAEHNS

KoHTeiiHep ¢ tdukcatopom ®opMCEN® [FormSAFE] He COAepXWUT N1eKapCTBEHHbIX CPeACTB ANs
MeAULWNHCKOTro NPUMEHEHNSA, MATEPUAIOB XUBOTHOIO U (UNN) YeNT0BEYECKOTO MPOUCXOXAEHMUA.

15. YcnoBua XpaHeHNA U TPAHCNOPTUPOBKMN

KoHTeltHep ¢ dukcatopom PopMCENP [FormSAFE] cneayeT xpaHUTb B
3aKpPbITbIX BEHTU/IMPYEMbIX MOMEWEHNAX NpU Temnepatype oT +15°C fo
+25°C, Bgann OT WUCTOYHWUKOB HarpeBa, m3beraTtb BO34eiCTBUSA COJTHEUHbIX
nyuden.

TpaHcnopTMpoOBaHWe MNPOAYKUUM OCYLLECTBASIETCA BCEMM BUAAMU  KPbITOro
TpaHcnopTa B COOTBETCTBUM C MpaBu/laMn MepeBO3KN FPy30B, AeCTBYHOWNMMN Ha
JAHHOM BMAe TpaHCnopTa, PeryavupyrwumMy MnepeBo3KYy OMacHbIX TrPYy30B.
TemnepaTypa TpPaHCOOPTUMPOBKM OT +2°C pgo +25°C, wusberatb BO34eACTBUSA
CO/THEYHbIX Ny4eii.

A

Ecnu npm TpaHcnopTUpOBKe TemnepaTypa onyckanacb Huxe +15°C (npwm
YCNOBUKN, YTO 3TO JOMNYCTMMO), BOSMOXHO Nerkoe NoMyTHeHWe peareHTa. 910
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®opMCEN® fFormSAFE__ PykoBOZCTBO MO nonumeHeHuto MM127
He B/INAET Ha ero cocTasB M CBOWCTBAa B NpoLecce hukcaumm matepuana. MNepeg
HayanoMm paboTbl C MOJIy4YEHHbIMMW MOC/Ae TPAHCNOPTUPOBKU KOHTelMHepamwu
(korga OHW fAocTaBfeHbl MepeBO3YMKOM) [OXAUTeCb, 4TO6bl TemnepaTtypa
KOHTeliHepoB pocTurna paboueir TemnepaTypbl OKpyXawwen cpeabl (Mbl
peKoOMeHyeM OCTaBWTb KOHTeliHepbl B MOMELL,EHUM KaK MUHMMYM Ha OAMWH
JeHb).

KoHTeliHep ®opMCEN® [FomSAFE] c 06pasLom cnegyeT TPaHCMOPTUPOBaTb Npu
Temnepatype oT +2°C fo +25°C n xpaHUTb nNpu Temnepartype oT +15°C po +25°C,
CPOK XpaHeHWs He O6onee 12 mecqaues. TpaHCNopTUpPOBKA BCEMU BUAaMu
TpaHcnopTa.

16. Y nakKoBKa

KouTeiiHep ®opMCEMN® [FormSAFE] HOMWHaNbHbLIM
o6beMoM 60 M 3anoniHeH pacTBopoM (pukcatopa (30+6 mn).

KouTeiinvep  ®opMCEW®  [FormSAFE] coctouT u3
NNacTUKOBOrO KOHTelHepa, N3roTOBJ/IEHHOT O n3
nonnatuneHTepedTanata (M3T) MU NNACTUKOBO KPbILLIKK
6enoro uBeta m3 nonumnponuneHa (MM), BHYTpM KOTOPOIA
HaXxo4UTCA MHOFOCNOMHbIA BKNaAbILL.

YacTb KOHTelHepa MaTtepuan
KoHTeliHep nonuatuneHTepedTanat (M3T)
KpbiwKa nonunponwunen (M)
BknagbiWw B KPbILIKY MHOFOCNOMHbIA: BHEWHWIA CNOW - antoMUHMeBas
thonbra;

BHYTpPEHHUe cnou - nonnatuneHtepegtanat (M3T),
nonnoneuH M ynaoTHUTE/bHbIA CMONA.

KoHTeliHepbl ®opMCE® [FormSAFE] nomelleHbl B 2 KapTOHHbIX WTaTUBa (Nannetsbl) no 25 wr. B
KaXXoM, NMOMeLeHHbIX B KAPTOHHYIO KOPOOKY (MOTPEBUTENBCKY YNAaKOBKY) - 2X25 WT., CyMMapHo
50 wr.
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®opMCEN® fFormSAFEI PYKOBOACTBO NO NpMMeHeHuo MM127

[abapuTHble pa3Mepbl NOTPeOMTENbCKOM YyNaKoBKK: 324 MM X 322 MM X 133 MM (£5%).

Macca NoTpebuTeNbCKOV YyNakoBKy BMecTe ¢ KoHTeliHepamun ®opMCEM® [FormSAFE]: 2,90 kr
(£10%).

Kaxgas r|0Tpe6|/|TeanKa;| ynakoBKa conpoBoXxjaetca PyKoBOACTBOM MO NMPUMEHEHUIO B 6yMa)KHOM

BUE.

MaKcumMmanbHOe KO/IMYecTBOo I'IOTpeﬁl/ITe.I'IbCKI/IX yNnaKoBOK B wTabene 5.
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®opMCENDIPOrT$APEL

17. MapKunpoBka
OTUKeTKa KOHTeliHepa

MOTAK

PyKoBOACTBO MO NpuMeHeHuio MM127

HassaHne nsnenns; ®opmCEN®

MojaH Ha MeXAYHAPOAHbIA NaTeHT

ormSAF

V\EITCIFIMG' poorrreppawiar

10% NtutralSuffttdFormaMn  Conulns:Fofm«ktohyclt4% |w/v)
MN302«H312X 1 H31AHM9.K317.H341,K3Sa HUS. cmHo66” P201, P302.

/0 Forsp*dfiMfttsPcrcamptof Prr»mucstrMsrarprebcA  s6<n*

IVD.

A a

MecTo gns HaHeceHusA
NAEHTUNKALMOHHOTO

HOMepa nauueHTa.

& 000 LUPMM &7 INFO@CIRMI.RU & WWW.GO0SZDRAVNADZOR.RU
®opMCEN® fFormSAFEI

SH\A»f»ctbmef*Mk /S « M10SoKtole(BG}luiy
mir(<tininitsiori<ff><d>iicom

\

OduunanbHblii nponssoguTens: MainaoyH C.p.n.,

Bna ®aTtebeHecpatennu, 1/5-24010 Copusone (Bl) - Utanusa
Caiit: www.milestonemed.com

9n. noyta: marketing@ milestonemedsrl.com

PYKOBOACTBO MO NpUMeHeHUto MM127

O6bem dukcatopa B KOHTellHepe:
3(H6MA

10% HelTpanbHbli 3a6ydepeHHblii hopmManmH
copgepxur dopmansgerng 4% (sec/ob6bvem)
H302+H312+H332, H315, H319, H317, H341,
H350, H335, EUH066, P201, P202, P261, P264,
P280, P301+P310, P308+P313, P331, P405, P501
Ansa o6pasyoBi 6cm’

[Oata Matpukc (2D) kopg,
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®opMCEN® [FormSAFEI

PyKoBOoACTBO NO NnpumMeHeHnt MM127

OTUKeTKa NoTpebMTeNbCKOM YNaKoBKKN - KopobKa (50 WwT. KOHTeliHepoB)

10% HeiiTpanbHbIil 3abydepeHHbll hopmanuH
copgepxut: ®opmansaerng 4% (Bec/obbem)
H302+H312+H332, H315, H319, H31/1 H341, H350,
H335, EUH066, P201, P202, P261, P264, P280,
P301+P310, P308+P313, P331, P405, P501

HaseaHne usgenua: ®opMCEN®
MogaH Ha NNeXAyHapOAHbI NaTeHT

v

wi LJ IOVdfddaberporoin
ConuincForm ifcM ™ «16<
BB
I"KA).n*<nn
701N 1 ?230»-«!i nil. NOl«Ol

M 36ml
SIMD* *«AbS -2’8)<4|\(/(1>>’14—|0Ar

d /

OdmymnansHblii nponssoauTens: MaiinctoyH C.p..,

Bua ®artebeHecdparennu, 1/5-24010 Copusone (bl) * Utanua
Cant: www.milestonemed.com

2n. nouta: marketing@ milestonemedsrl.com

YBaxaeMmblii nonb3oBaTenb, nacnopt 6esonacHoctu (SDS) u
PYKOBOACTBO MO npumMeHeHuto (IFU) Ha pasHbIX A3blKax fOCTYMHbI

Ha caiite:

http;//www.milestonemed.com/docs/reagents/

S mmr e\ ) HOK | WV e iifH W ee
"TK AT, "*?Izmm x/'lb?\ymwd‘MMWIq‘tﬁ)]

(<I»\WWIfc<|» «>1AtHEIW e li iabw » t* > liisiii i1 M{ iHnliii M

1TUIHL. [N Me»1|OmMapImMm T » |itw*iiwiw i1i P i Hjti 4 «#iius i id»»>t

7
[arta Matpukc (2D) kog

18

O603HaYeHHblIe CMMBONAMW YHUKaANIbHbIN UAEHTUHOMKALMOHHBIA HOoMep L'DI, AaTta MaTtpukc (2D) Kog, HoMep foTa LOT W paaTa OKOHYaHMA cpoka

rogHoOCTHU M ABNAKTCA NepeMeHHbIMU CBEAEHNAMMN.

PacwmngppoBKa CMMBO/OB NpeAcTaB/eHa B pasaene 18.
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®opMCEN® fFormSAFEI
MprMep pyccKOA3bIYHOM 3TUKETKU

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

PYKOBO/ACTBO MO NpuMeHeHno MM127

KoHTeliHep ¢ dmkcaTtopom PopmMCEND [FormSAFE] gna céopa,
TPaHCMOPTUPOBKM N XpaHEHUs 6BUONOrMYeckoro Matepuana

CocTaB

1. KoHTeiiHep ¢ dukcatopom ®opMCEN® [FormSAFE] ana c6opa, TpaHCnopTUPOBKA 1

XpaHeHus 6ronornyeckoro matepuana - 50 wr./yn.

2 PykOBOACTBO N0 NPUMEHEHWIO B NeyaTHOM chopmaTe - 1 wrT.

cofepxnT 10% HeliTpanbHblii 3a6ytepeHHbIi pacTBop hopmasnnHa, coaepxaliuii
topmanbaerng 4% (sec/o6bem)

Ne nota (LOT) v CPOK rOQHOCTU 2 CM, Ha MapKMpOBKe NPOU3BOAUTENS.
CuMMBO/IbI MO NPUMEHEHUI0 NPUBE/EHbl Ha OPUTMHA/IbHO NOTPe6UTEeNIbCKOV ynakoBKe.
Tonbko ANa NpoeccuoHanbHOro NpUMeHeHus.

MpownssoanTens: MaiinctoyH C.p.n.», Utanua
Bua ®artebeHedpaTtennu, 1/5, IT-24010 Copusone (Bl), Utanua
Ten.:+39.035.412 8264

MecTo nooussogcTéa: DIAPATH S.P.A . Itanusa
Via Savoldini. 71. IT-24057 Martinengo (BG)

YnonHOMOYEHHbI NpeAcTaBuTenb B Poca<iickoii ®epepaumn OO0 «BuoflaiiH»
197022, Poccus, r. CaHkT-MeTepbypr, yn. Mpodeccopa Monosa, 4.23. nuT. E
Ten.: +7(812)320 49 49; 8 800 555 49 40.

PeructpaymoHHoe ygoctosepeHune PO Ne oT
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®opMCEN® fFormSAFEI PykoBoACcTBO No npumeHeHnio MM127

18. icnonb3yemMble CUMBO/IbI

CunmBon HanmeHoBaHUe cMMBOJia
Ber. YKa3blBaeT npaBuJibHOE BEPTUKaA/IbHOE MOJ/TI0XKEHNE YNMaKOBKN BO BpPeEMA
TPaHCMOPTUPOBKU U XPaHEHUS.

I I I O6paTnTech K MHCTPYKLUM MO MPUMEHEHWIO.
MHCTpYKLMS, CONPOBOXaaemasi 3STUM CMMBOJIOM, COEPXUT BaXKHYIO

MHpopmaLuno 1 TpebyeT 60NbLIET0 BHUMAHMS.
MHCTpYKLMSA, cONpoBOXAaeMas 3TUM CMMBOJIOM, COAEPXXUT NpefynpexieHune:
OCTOPOXXHO.

Buonornyeckas onacHocTb.

JaHHoe u3fenve cooTBeTCcTBYeT TpeboBaHuAM OupekTtus EC.

MegnumnHckoe usgenuve ansa in vitro AMarHoCTUKMU.
REF Homep no Kartanory.

l1otl Kog naptum.

Mcnonb3oBaTtb fo:

3anpeT Ha NOBTOPHOe NMPUMeHeHMe. YKasblBaeT Ha MeAMLIMHCKOe M3denve ans
O0HOKPATHOIr0 MPUMEHEHUS.

Coaep>XnMMoro goctatoyHo ana nposegeHna <50> tectos. Konmyectso 50 wiT.

ZJ r TemnepaTypHbIii [ManasoH XpaHeHMsa Ha CKnaje.

STORAGE
TemnepaTypHbIii fManasoH TPaHCNOPTUPOBKM.

TRANSPORT
OdmunanbHblil NPOV3BOANTEND.

BOCK}'IVILI.&TEI'IbeIM 3HaK. BeuwecTBa, npunynHAarwwmne spea 3qopoBbio.

OnacHoCTb A5 3[0POBbS YesioBeKa.

P

UDI YHUKabHbIA NaeHTU(GNKATOP U3Lenmnsa

OrpaHuyeHne No WTabenmpoBaHunto

A
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®opMCEN®[PorTSAPEL PykoBoACTBO Mo npumeHeHnto MM127

19. ¥Tnnusauns

O6palaThCs C OCTOPOXHOCTbIO, XPaHUTb B CYXOM MPOXNagHOM MecTe B
A NAOTHO 3aKpPbITOM  KOHTeliHepe. B  MycTOM KOHTeliHepe  MOryT
ckannmBaTbCcA napbl  QopMmanbgeruga. O6pawaTtbCsi € NyCTbIMMU
KOHTeliHepaMu cnefyeT KakK ¢ NpeAcTaBASIOL UMY ONACHOCTb.
OTX0gbl cnepyet YyTUAN3UPOBATH Ha YTBEPXKAEHHOM
MYCOpPOCXKMUTaTebHOM 3aBOfe WAMW Ha CMeunanbHO OTBEJEeHHOM
NONVNIOHE B COOTBETCTBUMN CO BCEMU (hefepanbHbIMU, PErMOHANbHBIMU 1
MeCTHbIMU HOPMATUBHbIMU aKTaMU.

JononHuTenbHY UHpopmMaumnio cm. B MNB (nacnopte 6e30MacHOCTU).

Ona Poccuiickon defepaunn  pPeKOMeEHAYeTCS  YyTUAM3MPOBaTb WCMO/Ib30BaHHbIA  KOHTEHE[
®opMCEN® [FormSAFE] B cOOTBEeTCTBUM C NpaBuiaMu, ycTaHOBAeHHbIMU CaHlMuH 2.1.3684-21
"CaHUTapHO-3NMAEMNONOTNYECKNEe TPEOOBAHMSA K COfepXXaHU TEPPUTOPUIA TOPOACKUX U CeNbCKK)
noceneHnit, K BOAHbIM 00beKTam, MNUTbLEBOW BOAE W MNUTbLEBOMY BOAOCHABXEHU HaceneHu!N
aTMoc(hepHOMY BO34yXy, Mo4Bam, >XWbIM TMOMELWEHUSAM, 3KchjayaTauMn MNpon3BOACTBEHH

06l eCTBEHHbIX TMOMELWLEeHNIA, oOpraHusauum wn NpPOBeAeHUIO CaHWTApPHO-NPOTUBO3INUAEMUNYEC

(NpohnnakTNUYeCcKUX) MeponpuATUIA" ana MeAUUMHCKUX OTXO0A0B, OTHOCAWMXCA K Kraccy

(3nnagemMmnonornyeckn onacHble 0TXogbl).

Hencnonb3oBaHHbIi  KOHTeliHep ®OpMCEMW® [FormSAFE] ¢ MCTeKWWM CPOKOM  FOAHOCT(
PEKOMEHAYETCA YTUIN3NPOBAaTb B COOTBETCTBUN C NpaBuiaMmu, yctaHoBsieHHbIMY CaHlMnH 2.1.3684-2
"CaHNTapHO-3NnUaeMnonornyeckme TpeboBaHNs K COAEpPXXaHUI0 TEePPUTOPUA TOPOACKMX W CeNbCKA)
noceneHMin, K BOAHbIM 00beKTaM, MNWUTbEBON BOAE W MNUTbLEBOMY BOAOCHAOGXEHMUIO HaceneHWst
aTMochepHOMY BO34yXy, MO4YBaM, >KWUIbIM MNOMELWEHUAM, 3JKCAsyaTaunmm NpPOM3BOLACTBEHHbM
0OLLECTBEHHbIX MOMELLEHW, OpraHu3auuM W MNpPOBEAEHUNIO CaHUTAPHO-NPOTMBO3MNUAEMUNYECKN

(NpothnnakTUYECKUX) MEepPONpPUATUIA" [OAs MEeAUMUUMHCKUX O0TX0A0B, OTHOcAWMXcA K knaccy |
(TOKCMKOMOTMYECKN ONnacHble 0TX0Abl).

KoHTeliHep ®opMCEMN® [FormSAFE], npu HenpaBWAbHON YyTUAM3ALUKM, MOXET HaHecTW Bpen
340P0OBbI0 N 3arpsA3HUTL OKPYXalLlyo cpejy.

20. OTBETCTBEHHOCTb NPON3BOANTESA

KomnaHusa MainctoyH C.p.1. SIBASeTCS 3aKOHHbIM MPOW3BOAMTENEM WM HeceT OTBETCTBEHHOCTb A
KauyecTBO, 3(P(PeKTUBHOCTbL U 6e30MacHOCTb 3apPerncTPUPOBAHHOr0 MEAMLIMHCKOIO W3fenns
MCNoNb30BaHUM, 38 UX HOPMasibHOE PYHKLWNOHMPOBAHME U BO3MOXHble HeraTMBHble MOCNEACTBUS MU
NCNOMb30BaAHUM, 38 UCK/TIOYEHNEM C/lyYaeB HEBPEXHOCTU, UAWN HEMPABU/IbHOTO UCMOMb30BaHUSA MO BAR

nosib3oBaTend, nnn ¢opc-ma>Kopr|x 06CTOATENbLCTB.

21. NHopMauma o peMOHTe U 06Cy>XXMBaHUK

MeanLMHCKOoe u3fenne KOHTeliHep ¢ ukcaTtopom PopMCEWN® [FormSAFE] npegHasHaueHo AR
OfHOKPATHOr0 NPUMEHEHNSA N He TpebyeT TEXHUYECKOT0o 06CNY>XXMBAHUA N PEMOHTA.

Ons nonydyeHUst AOMOSHUTENbHbLIX YCAYr WA MNoAAepXKW, noxanyicrta, o6patutecb B Cryxdy
noaaepXKn KAVEHTOB UMK K AUCTPUGLIOTOPY B Ballem perunoHe.
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®opMCEN® [FormSAFE] PykoBoacTBO no npumeHeHnio MM127

Cnyxb6a nofLep>XKN KAMEHTOB
Ten.:+39 035 572735
an. noyTa: customersupport@ milcstonemedsrl.com

YNonHOMOUYEHHbIN npeacTaBuTens B Poccuiickoin degepauunm:

OO0 «buoflaiiH»

KOpugndyecknin agpec: 197022, Poccusa, r.CaHkT-[eTepbypr, BH.Tep.r. MyHuUMNanbHbIA OKPYT
AnTeKapckuii ocTpos, ya. MNpodeccopa MonoBa, 4.23, nuTepa E, nomeuieHne 3M/5H, komHaTa 208.
MouToBbIN agpec: 197022, Poccusn, r.CaHkT-MeTepbypr, yn. Mpodeccopa MNonoBa, 4.23, n1T. E.
DNeKTPOHHaA noyta: main@bioline.ru

Ten:+7(812) 320-49-49

dakc: +7(812)320-49-40

Mopayvasa nuHuA: 8-800-555-49-40

B cnyyae nosiBNeHUs HexenaTeNbHbIX peakunii Man cobbiTUi NPU MCNONb30BaHUN
n3nennst Hemeanemmo cBskKUTecb co  CnyxX60M MNOAAEPXKWU K/MEHTOB WU
o6paTUTEChb K YNO/THOMOYEHHOMY NpPeACTaBUTENIO.

22. NH(opMaumsa 06 OUNCTKN U fe3nHpeKynu
He npumeHnmo.

MeAnUMHCKOe W3f[esIne KOHTeNMHEep C (MKcaTopom CDopMCEI7ICD [FormSAFE] npegHasHa4deHo pAns
OLHOKPAaTHOro NPMMEHEHMS N He TPebyeT OUUCTKU M Le3NHPEKLNN.

23. MapaHTuWiiHble 06513aTeNbCTBA M CPOK FOAHOCTU

Komnauusi MalinctoyH C.p.1. rapaHTUMpyeT, 4To u3fenuve 6bII0 NMOABEPTrHYTO MOMHOW npoueaype
KOHTPO/IS Ka4yeCcTBa Ha OCHOBE BHYTPEHHMWX CTAHAAPTOB TECTUMPOBAHMWS, M 4YTO He UMeeT Ae(IEKTOB U
COOTBETCTBYET BCEM TEXHMUYECKUM creunPuKaumsm u / Uan cornacoBaHHbIM XapakKTepUCTUKaM.
Mpon3BoAMTENb FapaHTUPYeT BbICOKOE Ka4yecTBO W3AeNNs B TEYeHUEe BCEro CpoKa FOAHOCTU Mpwu
CO60IEHNN YCNOBUUN XPaHEHUA 1 PeKOMeHalunii Mo UCNo/ib30BaHMIO.

CpOK rogHoCTn KoHTeliHepa ®opMCEN® [FormSAFE] npu co6/104eHNN PEKOMEHAYEMbIX YCI0BUIA
XpaHeHnsa 12 mecsaues. [laTa OKOHYaHMA CpOKa FOAHOCTY yKasaHa Ha STUKeTKe.

Mo NCTeYeHNIo CPOKa FOfHOCTN KOHTeliHep ®opMCEMN® [FormSAFE] He NoAneXuT UCMOb30BaHUIO.

24. NHdopMaLms 0 nepBonavanbnoM BbiMyCKe U MEPECMOTPE PYKOBOAC/ Ba MO MPUMEHEHUIO

BeegeHo Bnepsble. Bepcua 01 ot 05.2023 .
25. lMepeyvyeHb NPUMeEHAEMbIX CTaHLapPTOB

KoHTeiiHep ¢ dmkcatopom ®opMCEN® [FormSAFE] cooTBETCTBYET CnefyloLuM cTaHfapTaMm:
- MpaBuna 2017/746/EC Ha MeAUUUNHCKNE N3aenns ans in vitro AMarHoCTUKMN.
- PernameHT (EC) N21272/2008 - knaccugpmkayms, MapKnpoBKa U yrnakoBKa BeLLecTB U CMeceld.
- PernameHT (EC) Ne 1907/2006 - REACH (Peructpauusa, oueHka MU aBToOpu3aums XUMUYECKUX
BeLLEeCTB).

LW Tamn:

MAWM/ICTOYH C.p.n.

Buna ®atebeHedpalennu, 1/5

24010 COPW30NE;(BIN)

Homep nnatensuwnka HAC 01879330163
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A, nepesoguvk MomopueBa AnuHa HOpbeBHa, BrajeloWwas PYCCKUM, UTANbSAHCKUM U aHIIMACKUM Si3blKamu,

NoATBEPXKAAD, UTO BbIMOSIHEHHbI MHOK NEpPeBOs MPUIOXKEHHOTO AOKYMEHTa SIBASEeTCS NpaBu/bHbIM, TOYHbIM W

NOJIHbIM.

Poccuiickaa depepaunsn, CaHkT-MNeTepbypr,

ABajuaTb NSTOro mMapTa ZiBe ThiCsun ABaALaTb YeTBEpPTOro roga.
A, OctaneHko Cepreii
06513aHHOCTN  HOTapuyca

EBreHbesny, BpeMeHHO
HOoTapuasibHOro okpyra CaHkT-MNeTtepbypr

VCMOJTHSOLWNIA

OcTaneHko EneHbl KOHCTaHTMHOBHbLI, CBUAETENLCTBYI MNOLJ/IMHHOCTL
noanucy nepeesogyvka MomopueBoli AnvHbl KOPbEBHBDI.
Mognunck caenaHa B MOEM MPUCYTCTBUM.

JInyHOCTbL NoAgnucasLLero AOKYMEHT yCTaHOB/EHaA.
3aperucTtpmpoBaHo B peecTpe: LU 78/189-H/78-2024- 3-~3 20
YnnayeHo 3a COBepLUEHNE HOTapuasibHOro Aelictems: 600 py6. 00 kor.

Blopo nepesoaoB «ABpopa»
197342, r. CaHkT-MeTepbypr,

M. YepHasn peuka,
A yn. Topxkoscxas, 4. 5,
BL, «<OnTuma», oguc 331
Ten: (812) 441-39-10

aurora-piter@mail.ru

AURORA Translation Services
197342, Saint Petersburg,
Chernaya Rechka subway station,
5 Torzhkovskaya St.
OPTIMA Business Center, office 331
phone: (812)441-39-10
wwwagrpfa-prty.wm
aurDra-piter@mail.ru

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

C.E. OcTaneHko

OFPH: 1089847219043
WHH/KMNMN: 7841388560/781401001
OKIMO 09801859 OKOHX 96120
p/C 40702810507380000118
OUNNAN METPOBCKUI
MAO BAHKA "®K OTKPbITUE"
k/c 30101810540300000795
BWNK 044030795

PSRN: 1089847219043
ITN/CRR: 7841388560/781401001
RNNBO 09801859 ARCEA 96120

s/a 40702810507380000118

PETROVSKY BRANCH

OF FC OTKRYTIE BANK. PJSC
cor/a 30101810540300000795
BIC 044030795



MTOro B HaCTOSILLEM [OKYMEHTE
25 (gBaguaTtb NATb) JINCTOB

Bp. n.0. HoTapuyca

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



