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1. CONTENTS OF DELIVERY

r Maxima universal multifunctional solution for all types of soft contact lenses in bottles, 100ml,
250ml, 360 ml, with a container for storing contact lenses and without a container, instructions for
use.

2. DESIGNER/ MANUFACTURER INFORMATION

Ote Pharma Sol B.V., Vluchtoord 38,5406 XP Uden, Netherlands / "Ote Pharma Sol Vluchtoord, 38,
5406 HPUden, Netherlands; tel: +31 (0)413 241024, fax: +31 (0)413 252160.

3. ADDRESS OF THE PLACE OF PRODUCTION OF THE MEDICAL DEVICE

Ote Pharma Sol B.V., Vluchtoord 38, 5406 XP Uden, Netherlands/ "Ote Pharma Sot B.V.",
Vluchtoord, 38, 5406 HP Uden, Netherlands; tel: +31 (0) 413 241024, fax: +31 (0) 413 252160.

4. AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN THE
TERRITORY OF THE RUSSIAN FEDERATION/IMPORTER

Limited Liability Company "Essilor - LUYS-Optics" (LLC "Essilor - LUYS-Optics"), 127273,
Moscow, St. Otradnaya, 2B, bldg. 1, pom. 3.11, office 51, floor 3; tel./fax: +7 (495) 137 4848; e-
mail: info@ luis-optica.ru.

5. PURPOSE OF THE MEDICAL DEVICE

Maxima universal multifunctional solution for all types of soft contact lenses is designed for
cleaning, removing protein and lipid deposits, disinfection, washing and storage of all types of soft
contact lenses.

6. CONDITIONS/SCOPE AND POTENTIAL USER

The universal multifunctional solution Maxima is intended for independent use at home, as well as
for use in medical institutions, clinics and ophthalmological offices. Before using the solution, you
must study the instructions for use.

7. INDICATIONS

ATTENTION!!I Before use, be sure to consult an ophthalmologist and study the instructions
for use.

The universal multifunctional solution Maxima is a product for the complete care of contact lenses.

Cleaning, removing protein and lipid deposits, disinfecting, rinsing and storing all types of soft
contact lenses - all in one bottle!!
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8. CONTRAINDICATIONS

Increased individual sensitivity to the components of a universal multifunctional solution

9. ADVERSE REACTIONS

If discomfort or irritation occurs, remove lenses, stop using the solution, and consult your
healthcare professional.

Caution: Patients should consult a physician if any adverse reactions occur.
10. WARNINGS AND PRECAUTIONS
WARNINGS

Do not use solution if security seal is damaged.

Do not mix or use MAXIMA solution with other contact lens fluids unless specified in the
instructions for use.

Be sure to check with your ophthalmologist or contact lens specialist before switching to new
contact lenses or their care products.

Close bottle tightly immediately after use.

KEEP OUT OF THEREACH OF CHILDREN!

PRECAUTIONS

Check that the packaging is intact before first use.

If the security seal is damaged, refrain from using the solution.

Do not touch the tip of the open bottle with anything to avoid contamination.
Always close the bottle tightly after each use.

Use an open bottle no longer than 120 days (4 months).

Do not use the solution with an expired expiration date (indicated on the bottle).
Failure to remove solution from container after each use or use for water storage will lead to lens
contamination, which can cause eye damage and possible loss of vision.

The container must be changed once every three months.

Never use tap water to clean the lenses and case.

Consult your physician when using any medication or contact lens wear.

11. RISKS OF USING A MEDICAL DEVICE

The risk management assessment has been carried out and documented within the framework of the
risk management master plan and report in accordance with EN-ISO 14971 (and IEC 62366). A
failure mode and consequence analysis was developed to assess the risks associated with a medical
device in order to determine whether it can be used as intended.

As part of the procedure, the manufacturer has identified the hazards associated with use.

An initial risk assessment was carried out at the stage of committing the project in accordance with
the risk management plan (document DHF04.030.xx, filed with DHF 85.5.1) and recorded in the
risk management report (document DHF04.031.xx (filed at DHF04.031.xx) DHF 8§5.5.2).

A list of potential qualitative and quantitative characteristics of the product "Universal
multifunctional solution Maxima" and related processes was determined, issues were identified and
considered. For each characteristic, the hazard is identified and the risk is assessed. Currently, the
manufacturer uses a procedure to assess the severity of clinical risks on a scale from minor to
critical.

Ote Pharma Sol B.V.
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Based on the analysis, all identified and foreseeable hazards and associated risks were identified
and reduced to acceptable levels.

For facilities for which risks are not expected to be acceptable in accordance with the acceptance
criteria or for which (scientific) data are not available, control measures are determined. Hazards
with an unacceptable level of risk have been reduced to an acceptable level through design changes,
testing and other mutually acceptable measures.

For each control measure, the resulting risk reduction is verified and the acceptability of the
(reduced) risk is assessed. If the residual risk is unacceptable, they are weighed against their
medical benefits.

Following the implementation of the risk mitigation measures outlined in the risk assessment, the
overall residual risk posed by the Universal Multifunctional Solution is classified as “low risk” at
the time of this risk analysis. Thus, it is concluded that the residual risk of a product is acceptable
when comparing its efficacy to the patient’s benefit.

Ote Pharma Sol B.V. must and will keep a close eye on the market and any new developments in
contact lens solutions. As soon as any relevant market information, shelf life data or clinical (post-
market) research data leads to new conclusions about the safety or efficacy of this product, this risk
analysis will be revised. In addition, this risk analysis will be reviewed annually and whenever new
potential risks are identified.

Output:

4 Taking into account the manufacturing aspects and the intended use, application and indication of
the multifunctional solution. Ote Pharma Sol BV. as a manufacturer of the finished medical device
of Class Ilb "Multifunctional solution" under the Medical Device Directive (93/42 / EEC),
concludes that for all the listed claims the clinical safety and efficacy data demonstrate compliance
with the Essential Requirements of Annex 1. MDD 93/42 / EEC.

12. DESCRIPTION OF A MEDICAL DEVICE, COMPOSITION, MECHANISM OF
ACTION

12.1 DESCRIPTION OF THE MEDICAL DEVICE

Classification and conformity assessment
Definition ofa medical device

Maxima Universal Multifunctional Solution is a contact lens solution designed for cleaning,
removing protein and lipid deposits, disinfecting, rinsing and storing contact lenses. Moreover, due
to its moisturizing properties, it also aims to provide a good condition between the lens and the
cells of the cornea.

It is known that people who wear contact lenses, especially at the end of the day, can sufferfrom
eye irritation due to loss of moisture in contact lenses and increased contamination of contact
lenses.

The characteristics of the multifunctional solution reduce the negative effects of contact lens wear
to a certain extent and indirectly (by moisturizing the contact lenses and the environment), rather
than treating disease or injury, or compensatingfor the physiological process.

MDD refers to medical devices and their accessories. Medical devices and accessories are called
devices in MDD (MDD /93/42 | EEC Article 1(1)).
The Medical Device Directive defines affiliation as

Ote Pharma Sol B.V.
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"A product that, although not a product, has been specifically designed by its manufacturer to be
used with a product so that it can be used in accordance with the product use intended by the
manufacturer of the product.”

The universal multiftmctional solution is specially designed for disinfection, cleaning, if necessary,
moisturizing contact lenses and, as such, can be

is regarded as belonging to these devices and therefore falls within the definition of a medical
device as defined in MDD / 93/42 / EEC, Article 1(1/2).

Classification:
According to Appendix IX of the MDD, a multifunctional solution is classified as follows;

Duration of use:

The universal multifunctional solution will be used in conjunction with contact lenses and re-
exposed to the cornea (every day for <24 hours).

Therefore, the solution is classified as Lonz Term

(Non) invasive:

The universal multifunctional solution will contact the outer surface of the eyeball.

Thus, the Universal Multifunctional Solution is classified as an invasive device in terms of contact
with an openina in the body.

Application of rule 25:

Rule 15 states:

"All devices designed specifically for disinfection, cleaning, rinsing or, if necessary, moisturizing
contact lenses are classifiedas I1b*"

Thus, the universal multifunctional solution belongs to class lib

NOTE. Rule 13 does not apply because the Multipurpose Solution is drug-free and non-
pharmaceutical.

Conformity assessment:
MDD /93/42 / EEC Annex 11

UMDNS code: not acceptable
GMDNS code: not acceptable

12.2 COMPOSITION, INFORMATION ON INGREDIENTS
Composition:

The universal multifunctional solution is a buffered isotonic solution containing the active
ingredient Rempro as a preservative and polyhexamethylene biguanide (PHMB) 0.CHO01%.

Ingredient Information:

Universal multifunctional solution contains sodium dihydrogen phosphate dihydrate, sodium
chloride, disodium edetate, Remopro, and polyhexamethylene biguanide (PHMB) 0.0001%.

Reg. CAS number Component name

10028-24-7 Sodium dihydrogen phosphate dihydrate
7647-14-5 Sodium chloride

6381-92-6 Edetate disodium

27083-27-8 Polyhexanide Biguanide (20%) (PHMG)
9003-11-6 Poloxamer 407

Ole Pharma Sol B.V.
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9003-11-6 Poloxamer 188

The product contains PHMB as a preservative in a buffered solution. The concentration of PHMG
(PHMB) is not harmful to health..

12.3 MECHANISM OFACTION

When used according to the instructions for use, a multifunctional solution for cleaning,
disinfecting, rinsing and storing contact lenses:

cleans lenses by removing protein and reducing lipid deposits from the surface of contact
lenses during disinfection and storage;

contains a disinfectant - PHMB 0.0001%, which selectively interacts with acidic
phospholipids only of bacterial membranes, as a result of which there is an effective death of
microorganisms. This structure makes its use safe for human cell membranes.

washes and moisturizes all types of soft contact lenses, including silicone hydrogel;

contains the ingredient Remopro - an active surface agent containing hydrophobic and
hydrophilic regions, which makes it possible to bind both protein molecules and water
molecules. Remopro is a non-ionic surfactant that cleans the lens surface and moisturizes it
at the same time.

disinfects and keeps lenses clean for up to 30 days after disinfection;

keeps the lenses moist and clean, ensures comfortable wearing of contact lenses all day long.

Ote Pharma Sol B.V.
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13.

INSTRUCTIONS FOR USE

N Age groups of patients, years: no age limit.

General recommendations

Before handling contact lenses, always wash and dry your hands thoroughly with a clean,
lint-free towel / paper towel,

clean, rinse and disinfect lenses every time you remove them from your eyes;

when wearing contact lenses, avoid contact with tap water;

heat the container (boiling water or steam) once every 7 days.

Replace the lens case at least once every three months.

do not touch the tip of the dropper bottle, as this can lead to contamination of the solution;
always close the bottle tightly immediately after use;

After long-term storage (more than 7 days), the lenses must be cleaned and disinfected
before use.

INSTRUCTIONS FOR USE

Open the vial by turning the cap counterclockwise to open the seal valve.

Always wash and dry your hands with a clean towel before touching the lenses.

Always start with the same lens to avoid confusion.

Open container and fill with Maxima solution to the mark.

Remove the lens and immediately rinse thoroughly with Maxima solution on both sides.
Place the lenses in the container and close the container with the cap with the corresponding
label on the lens.

Repeat the procedure with the second lens.

Shake the lens container for at least 15 seconds.

Leave the lenses in the solution for at least 4 hours to disinfect.

After disinfection, rinse the lenses on both sides with Maxima solution.

Now clean, disinfected lenses can be worn directly over the eyes.

Empty the container and rinse with Maxima. Dry the container open.

If lenses have been stored in a container with Maxima solution for more than 7 days, empty
the solution from the container before putting on and repeat all the care steps.

Ote Pharma Sol B.V.
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14. MAIN TECHNICAL CHARACTERISTICS

14.1 Maxima Universal Multifunctional Solution is tested according to validated test methods in the
process and on the finished product after aseptic processing. When carried out in a production

environment,

the test methods have been described

in the Ote Pharma

Sol B.V.

Quality

Management System. For more information on product specifications and acceptance criteria, see
Ote Pharma Sol B.V. Quality Management System.

The following approved product specification is currently applicable: - DHF 04.003.xx Product
specification Multipurpose solution 014.

014 - Universal multifunctional solution Maxima for all types of soft contact lenses.

Table 1below lists the technical characteristics of the mortar according to DHF 04.003.xx:

2. Solution specifications

Visual
characteristics

2.1

2.2 Physical

characteristics

2.3 Chemical
Characteristics
(Content)

... Target Premix
Characteristic g

Transparancy  Clear solution
Visually free
Dirt/particle size ~ from dirt/
articles
Color Colourless
volume 100,250.
360,500 ml
pH 7,3
Sodium Chloride 21 mg/ml

Disodium edetate

dihydrate 3,84 mg/m|
Disodiumhyd
rogen 12,0 mg/ml
phosphate dih 0 mg/m
drate
Polyhexanide 0,0165
Biguanide 20% mg/ml
Poloxamer 407 3,0 rag/ml
Poloxamer 188 27,0 mg/ml

Purified water ~ 0.9847145 kg

Tolerance  Target
Premix Final Product
N/A Clear
solution
Visually free
N/A from dirt/
articles
N/A Colourless
100,250,
360,500 ml
72-74 7,5
19,95 - 22.05 7,00 mg/ml
mg/ml
3,66 - 4,02 1,28 mg/ml
mg/ml
11,4- 12,6 4,00 mg/ml
mg/ml
0,01485 -
0,01815 0,0055 mg/ml
mg/ml
2,85-3,15 1,0 mg/ml
mg/ml
25,65 - 28,35 9,0 mg/ml
mg/ml
N/A 0,9847145 kg

*|PC = In Process Control analysis, FP = Final Product analysis

24

Ote Pharma Sol B.V.
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Microbial characteristics

Tolerance

N/A

N/A

N/A

+2,5%

74-76

6,65 - 7,35
mg/ml

1,22-1,34
mg/ml

3,80-4,20
mg/ml

0,00495 -
0,00605
mg/ml
0,95-1,05
mg/ml
8,55 - 9,45
mg/ml

N/A

Production and packaging in an 1SO Class 5 environment

Table 1

W orkinstruction
IPC/FP

W1824-10
(IPC/FP)

W1824-10
(IPC/FP)

W1824-10
(IPCIFP)

Cucrema
SCADA
(IPC/FP)

W1824-15
IPC/FP

W1824-02
(IPC/FP)

W1824-01
(IPC/FP)

N/A

W1824-09 (FP)

N/A
N/A

N/A

CFI-J load per device: 100 CFU/ ML prior to sterilization (action limit)
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Sterile product by filtration trough 1 pm and 0.22 um filter

2.5 Certificate of . O YES (by request) ONO Conform QC BMR
conformance / anal sis

3. Packaging & Labeling

Ne oTY Name Packaging Quantit PPS/LS
1 1 Bottle 100 ml F0002
2 1 Bottle 250 ml F0006
3 1 Bottle 100 ml F0003
4 1 Bottle 360 ml F0009
5 1 Bottle 250 ml F0004
6 1 Bottle 360 ml F0008
7 1 Bottle 250 ml F0076
8 1 Bottle 100 ml F0003
9 1 Dropper 100, 250,360 ml F0017
10 1 Dropper 100, 250, 360 ml F0058
n 1 Cap 100,250 ml F0015
12 1 Cap 100, 250,360 ml FoOOll
13 1 Cap 360 ml F0028
14 1 Cap 360 ml F0018
15 1 Cap 100.360 ml F0081
16 1 Cap 250 ml F0080
Cap 100,250 ml F0035

[any
]
[EnN

+' ekst sped ication IFU
A lis of Privat abel products is available in the ERP sistem
4. Storage conditions and tenability

4.1 Storage location Warehouse
4.2  Storage conditions 4 ° C- 25 ®C, dark and dry place
43  Shelf life 4 years shelf life and no more than 4 months after opening

14.2 Container for storing contact lenses.
The contact lens storage container is not sterile!

The contact lens storage container consists of 2 labeled containers that are designed to store the
right (R) and left (L) lenses separately. There is a special marking inside the container, to which the
solution should be poured. The lens must be completely covered with it. The container must be
hermetically sealed.

Dimensions: detailed dimensions are shown in Appendix 1 (see Drawing 1 and Drawing 2).
Left/ Right Cover Size (LxWxH): Diameter 33mm, Height 7mm.

Bottom size (left and right containers): 35 mm Depth: 12 mm.

Tolerances for all dimensions + 10%.

The container is made of the following materials:

Material:

Cap: PP 7533: Propylene / Ethylene Copolymer Granules, Cas number: 9010-79-1.

Bottom: PP 7533: Propylene / Ethylene Copolymer Granules, Cas number: 9010-79-1.
Dyes:

Left cover: Ultramarine blue. Chemical name: sodium alumino sulpho silicate. Cas number: 57455-
37-5/ 101357-30-6.

Right cover: White. Chemical name: titanium dioxide. Cas number: 13463-67-7.

Bottom: White. Chemical name: titanium dioxide. Cas number: 13463-67-7.

Ote Pharma Sol B.V.
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Appearance:

Refill the lens container with fresh solution each time lenses are stored there and never refill or
reuse solution.

Immediately after removing the lenses from the container, the solution contained in it must be
discarded. Do not use tap water when storing or rinsing lenses.

The lens container should be cleaned, rinsed and air dried each time the lens is removed from it. In
order to remove excess solution, you can turn the lens container over while drying.

Heat the container (with boiling water or steam) once every 7 days.

The container must be changed every three months.

Failure to remove solution from the container after each use or use of water for storage will
result in lens contamination, which can cause eye damage and possible loss of vision.

Ote Pharma Sol B.V.
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15. MARKING

A The vial should contain the following information:

- name and address of the manufacturer;

- the name of the medical device;

- the purpose of the medical device;

- solution volume, ml;

- the composition of the medical device;

- "Keep out of the reach of children. Store the solution in its original packaging at a temperature of
4 to 25 ° C. Use an open bottle no longer than 4 months. Do not use a solution that has expired. ”;

- information on sterility and sterilization method;

- expiration date, see the bottom of the bottle;

- batch number (Lot);

- catalog number (REF);

- date of manufacture;

- barcode;

- sign "CE: XXXX";

the following symbols:

t VI «Use before»;

| LOTI «Series number»;

t «Temperature range from 4 ° C (40 °F) to 25 ° C (77 ° F)»;

1 J «Manufacturer»;

C€ XXX «CE mark XXXX»;

A «Caution! Please refer to the instructions for use»;

as «Refer to the instructions for use»;

ISTEHL «Sterilization using aseptic processing methods»;
«Barcode»;
«High density polyethylene (low pressure)»;

MD «Medical device».

Ote Pharma Sol B.V.
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Each packing box is printed with:

- name and address of the manufacturer and trade mark (if any);

- Authorized representative of the manufacturer/ IMPORTER/ Organization for accepting claims

(name, address, telephone);

- the name ofthe medical device;

- the purpose ofthe medical device;

- content;

- solution volume, ml;

- warnings;

- "Keep out of the reach of children. Store the solution in its original packaging at a temperature of
4 to 25 ®C. Use an open bottle no longer than 4 months. Do not use a solution that has expired.

- information on sterility and sterilization method;

- expiration date, look at the bottom of the box;

- lot number (Lot), look at the bottom ofthe box;

- date of manufacture;

- catalog number (REF);

- consult the instructions for use before use;

- barcode;

- sign "CE: XXXX";

- "Registration certificate No. FSZ 2009/03781 dated 05/21/2009. Validity period: unlimited;

- "Mark of compliance with mandatory certification in Russia";

the following symbols:

«Use before»;

T a «Series number»;
J r «Temperature range from4 °C (40 ° F)to 25 ° C (77 ° F)»;
«Manufacturer»;

C€ XXXX «CE mark XXXX»;

/ \ «Caution! Please refer to the instructions for use»;
t G/I «Refer to the instructions for use»;
| ™ 4 «Sterilization using aseptic processing methods»;
«Barcode»;
C - «Compliance mark for mandatory certification in Russia».

LLI «Medical device»,

Ole Pharma Sol B.V.
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The marking of the group package (shipping container) must contain:

- name and address of the manufacturer and trade mark (if any);

- information about the official representative of the manufacturer (name, address, telephone);

- the name of the medical device;

- shelf life;

- date of manufacture of the product;

- storage and transportation conditions;

- series number;

- the number of units of consumer packaging of products in group packaging or transport
container;

- net weight and gross weight on the group packaging of products or shipping containers;

- CE mark XXXX.

the following symbols:

«Use before»;

LOT «Series number»;

«Temperature range from 4 °C to 25 °C»;

mdJ «Manufacturer»;
|NAnr «Date of manufacture»;
NN XXXX mark XXXX»;

«Avoid exposure to sunlight»;

1 «Store in a dry place»

Ote Pharma Sol B.V.
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Sample labeling of a 360 ml product bottle:

MAXIMA

YHuBepcanbHbli MHOTOYHKLMOHAbHbIA pacTBop
O/ BCeX TUMOB MSATKUX KOHTAKTHbIX JINH3

OunCTKa, yaaneHne 6enKoBbIX U IUNUAHBIX OTNIOKEHUA, AE3MH(EKLWS, MPOMbIBAHME 1 XpaHeHMe

Y HuBepcanbHbll MHOTO(YHKUNOHANbHbIN pacTBOpP 418 BCEX TUMOB MATKUX KOHTAKTHbIX INH3
Maxima - MHOroyHKLMOHa/IbHbIA PacTBOP AN OYUCTKMW, yAaneHWs OGenkoBbIX U AUMAUAHBIX OTAOXKEHWIA,
Je3UHMEKLMI, MPOMbIBAHWUSA U XPaHEHWS KOHTaKTHbIX IMH3.

XpaHeHue: XpaHUTb B HeJOCTYMHOM ANA feTell mecTe. XpaHUTb pacTBOP B OPUTMHANLHON yNakoBKe Mpu
Temnepatype oT 4 go 25 ®C. /cnonb3oBaTb OTKPbITbIA (hlakoH He gonblie 4 MecaueB. He mcnonb3oBatb

pacTBOp C NCTEKLUMM CPOKOM TFOAHOCTW.

CoctaB: by(epHblli M30TOHUYECKU/ PacTBOp, COAepXKalliuMil aKTUBHbLIA WMHrpefuMeHT Rempro B KavecTBe U
nonurekcametunenouryasmg (MrMB) 0,0001% B kadecTBe KoHcepBaHTa. CTepunbHO. [MpousBegeHO no

acenTWNYecKoin TeXHONOr UK.
LOT Homep cepun/ lot number

CM. 4HO (hiakoHa
2 See base of bottle

A3

Mo 3akasy/ ordered by: P MD
Maxima Optics (UK) Limited 4l

3 Woodside Lane, London, N12 8RB, 40T @
Great Britain/BennkobpuTaHus }_l

Mpon3sseneHo
Ap/l  Ote Pharma Sol B.V.
H | Vluchtoord 38,5406 XP Uden, Netherlands/ XXXX &
HugepnaHabl
REF:

[aTa n3rorosieHus:
360 mn

Ote Pharma Sol B.V.
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Sample labeling of a 250 ml product bottle:

MAXIMA

YHuBepcanbHbIi MHOFOWYHKLUMWOHaNbHbI pacTBoOp
4N BCeX TUNOB MATKUX KOHTAKTHbIX JINH3

OuncTka, ynaneHue 6eNKOBbIX K TNNNAHbIX OT/IOXEHWIA, ,lJ'e3I/IH('.p6KUJ'I/I, npoMbIBaHNE N XpaHeEHUE

yHVIBepC&I'IbeIVI MHOFO(*)yHKLl'I/IOHaI'IbeIVI pacTBoOp ANnA BCEX TUNMOB MATKNX KOHTAKTHbLIX IUH3

Maxima - MHOrogyHKLMOHaNbHbIA pacTBOpP ANS OUUCTKW, YAaneHus GeNKOBbIX W SINMUAHBIX OTAOXEHWA,
AE3UH(EKLMM, NPOMbIBAHUS 1 XPaHEHUS KOHTAKTHbIX JIMH3.

XpaHeHune: XpaHUTb B HeOCTYNHOM AN fileTeil MecTe. XpaHUTb pacTBOP B OPUTMHANIbHON YNakoBKe Mpu
Temnepatype oT 4 Ao 25 ®C. Vicnonb3oBaTb OTKPbITLIA (h1akoH He fosblue 4 MecsaueB. He 1cnonb3oBath

pacTBoOp C NCTEKLWLNM CPOKOM rogHoCTw.

CocrtaB; bydepHblii N30TOHNYECKUIA PACTBOP, COAePXKaLLUA aKTUBHbIA UHIPeSueHT Rempro B KayecTse U
nonmrekcametuneHburyanmg (MrMB) 0,0001% B kavecTBe KOHcepBaHTa. CTepunbHO. Mpon3BeseHo nNo

aCernTMYECKON TeEXHONOT M.

LOT Homep cepun/ lot number
CM. AHO (hnakoHa
2 See base of bottle

Mo 3aka3y/ ordered by:
Maxima Optics (UK) Limited
3 Woodside Lane, London, N12 8RB,
Great Britain/BenvkobputaHus
MpounsseneHo
aall Ote Pharma Sol B.V.
H i
HugepnaHgbl
REF:
[JaTa n3rorTosneHus:

Ote Pharma Sol B.V.
Vluchtoord 38

& 000 LMPMU 2] INFO@CIRMI.RU € WWW.GOSZDRAVNADZOR.RU
Netherlands

4®C
40°F

Vluchtoord 38,5406 XP Uden, Netherlands/

250 mn

25"C

[MD

XXXX



Sample labeling of a 100 ml product bottle:

MAXIMA

YHuBepcanbHbli MHOTOMYHKLMOHANbHbIA pacTBop
A4N151 BCEX TUMOB MATKUX KOHTAKTHbIX JINH3

Ouncrka, yaaneHune 6€eNKOoBbIX U INNNAHBLIX OT/IOXKEHWA, ,D,GSVIHCbeKLl,VIFI, NpOMbIBaHME N XpaHEHNE
yHVIBepCaI'IbeIVI MHOFO(*)yHKLI,VIOHaI'IbeIVI pacTBOp A4 BCEX TUNMOB MATKNX KOHTAKTHbIX IUH3

Maxima - MHOFOprHKLLI/IOHafIbeIVI pacTBop AnA O4YUCTKW, yAaneHua 6enKoBbIX ” NNNNAHbIX OTNOXEHUNA,
,quVIHCbeKLI'VII/I, MPOMbIBaHNA N XPaHEHUA KOHTAKTHbIX JINH3.

XpaHeHue: XpaHuTb B HEAOCTYNHOM AN AeTei MecTe. XpaHUTb PacTBOP B OPUTMHaNbHOI YNakoBke npu
Temnepatype oT 4 go 25 ®C. Vcnonb3oBaTb OTKPbITHIA (hlakoH He Aonblie 4 mecaueB. He ncnonb3oBatb
pacTBOp C UCTEKLUIMM CPOKOM TO4HOCTM.

CoctaB: byhepHblil N30TOHUYECKUIA pacTBOP, COLepXKaLLniA aKTUBHbIA MHIPeLMeHT Rempro B KayecTse U
nonurekcametunenouryadmg (MrMe) 0,0001% B ka4ecTBe KOHcepBaHTa. CTepubHO. Npon3BeLeHo Mno
acenTWYecKOn TeXHONOruK.

LOT Homep cepuw/ lot number
CM. fHO (hnakoHa
See base of bottle
Mo 3aka3y/ ordered by: 2 6C
Maxima Optics (UK) Limited I»C IMD
3 Woodside Lane, London, N12 8RB, A0RF
Great Britain/BennkobpuTaHus
MpownsseneHo - A
aal | Ote Pharma Sol B.V. JsTC. C €
H 1 Vluchtoord 38,5406 XP Uden, Netherlands/
HwaepnaHgbl
REF:
[aTa n3roTos/eHuns:
100 mn

Ote Pharma Sol B.V.
Vluchtoord 38

& 000 LMPMU 2] INFO@CIRMI.RU € WWW.GOSZDRAVNADZOR.RU
Netherlands



Sample labeling of the packaging box of the product, the volume of the bottle is 360 ml:
- with a container for storing contact lenses

MAXIMA

YHuBepcanbHblI MHOTOPYHKLMOHANbHbIA pacTBop
L7151 BCEX TUMOB MATKUX KOHTAKTHbIX JINH3
OuuncTKa, yganeHue 6enNK0OBbIX U TMNUAHbIX OTN0XEHWNNA, Ae3nHDEeKL NS, MPOMbIBaHNE U XpPaHEHUE

Y HuBepcanbHbli MHOTO(QYHKLUOHANbHbI pacTBOP 415 BCEX TUMOB MATKUX KOHTAKTHbIX INH3
OumncTKa, yaaneHue 6enKoBbIX U IUMUAHLIX OTNOXEHUN, e3VHEKLNS, MPOMbIBaHKE N XpaHeHe

Cocrtas Cogepxumoe
MAXIMA - 6ydepHblil M30TOHUYECKWIA pacTBOp, 1x 360 mn pactsopa MAXIMA
CO/ePXKaLL M aKTUBHBIA MHIpeaneHT Rempro. 1 X KOHTeliHep ANns XpaHeHUs NUH3

KoHcepBaHT: nonurekcameTuneHouryadug (MrMb) 0,0001%. 1 X MHCTPYKLMA NO UCNONb30BaHUIO

BH/MaTeNbHO MpounTainTe WHCTPYKUMIO WM NpeaynpexaeHns Ans npaBMbHOrO MCNONb30BaHUS pacTBopa
MAXIMA B coyeTaHuu C BalLIMMUN KOHTAKTHbIMW JINH3aMM.

MpegoynpexaeHus

He ncnonb3yiiTe pacTBop, €CnM MOBPeXJeHa 3aluTHaa naomba. He cmelunBainTe u He MCMONb3yiTe pacTBop
MAXIMA ¢ ApyruMy >KMAKOCTAMW AN KOHTAKTHbIX fINH3, €CAIM 3TO He MpefyCMOTPEHO WHCTPYKUMed no
npuMeHeHunto. O643aTeNbHO NPOKOHCYNbTUPYATECH CO CBOMM O(TasbMOMOrOM WAW  CheuuanucToMm no
KOHTaKTHbIM fINH3aM, NPexJe Yem NepexofuTb Ha HOBble KOHTAKTHbIE NUH3bI WK CPefCTBa yXoda 3a HUMW.
MNoTHO 3aKpoiTe (iakoH cpasy nocne NPUMeHeHNs.

XpaHeHune

XpaHuTb B HEAOCTYMNHOM /1 AeTell MecTe. XpaHWUTb PacTBOP B OPMTMHaNbLHON yNakoBKe Mpu TeMnepaType oT 4
£0 25 ®C. icnonb3oBaTbh OTKPbITHIA (hnakoH He fonblue 4 MecaueB. He ncnonb3oBaTb pacTBOP C MCTEKLLIMM
CPOKOM FOAHOCTW.

LOT Homep cepun/ lot number

CM. AHO (hnakoHa

2 See base of bottle 25 X

Mo 3aKasy: 7
Makcuma OnTuke (KOkel) llumutes, 4»c 2K M D
3 Bygcaiig NaiiH, JToHgoH, N 12 8RB,

BenukobputaHus

ORDERED BY:

Maxima Optics (UK) Limited

3 Woodside Lane, London, N12 8RB,

Great Britain
lMpownsseneHo €
Ote Pharma Sol B.V. 170,

H  Viuchtoord 38,5406 XP Uden, Netherlands/ = xxxx CO

HwnpaepnaHabl

REF:

[aTa n3roTosneHus:

VimnopTep v OpraHn3aLma Ans NPUHATAA npeTensuii: OCHO «3ccunop-1YMC-OnTuka», PP, 127273, r.Mocksa,
yn.OTpagHas, 4.2b, cTp.1, nomeweHue 3.11, odmc 51, atax 3; Ten +7(495) 137 4848

PerucrpaymoHHoe yaocToBepeHmne KR®C3 2009/03781 ot 21.05.2CHO9 r/ CpoK AeiACTBUSA He OrpaHnyeH

Homep PY MO3 YkpauHsbl

Homep PY M3 Pecny6nuku benapycb

360 mn

Ote Pharma Sol B.V.

Vluchtoord 38
& 000 LUPMM &7 INFO@CIRMI.RU € WWW.G0SZDRAVNADZOR.RU

Netherlands



Sample labeling of the packaging box of the product, the volume of the bottle is 360 ml:
- without container for storing contact lenses

MAXIMA

YHuBepcasbHblii MHOTODYHKLWOHANNbHbI pacTBop
ANA BCEX TUMNOB MATKUX KOHTAKTHbIX JINH3
OuncTKa, yganeHue 6e7KOBbIX U TUNUAHBIX OTN0XEHWUI, Ae3NH(DEKLNS, NPOMbIBaAHUE U XpaHeHUe

YHI/IBepca]'IbeIVI MHOFOGbyHKLI,I/IOHaI'IbeIVI pacTBoOp A4 BCEX TUMOB MATKNX KOHTAKTHbIX NNUH3
OuuncTka, yfaneHue 6enKOoBbIX U NNNNAHBLIX OT/IOXKEHUA, ,D,e3VIH¢JEKLI,MFI, npomMbiBaHUE N XpaHEHUE

CocraB Cogepxumoe
MAXIMA - 6ythepHbIi NU30TOHUYECKUI pacTBop, 1X360 mn pacteopa MAXIMA
COLEepXKalLnii aKTUBHbIA MHIpegMeHT Rempro. 1 XUNHCTPYKLMSA MO UCMOMb30BAHUIO

KoHcepBaHT: nonurekcametuneHburyanung (MrMmeb) 0,0001%.

BH/MaTe/IbHO MNpoYNTaiTe WMHCTPYKUMIO W NpesynpexnaeHns Ans npaBWAbHOFO WCMOMb30BaHWSA pacTBopa
MAXIMA B coYeTaHuUN C BalLMMWU KOHTAKTHbIMU INH3aMMU.

MpepynpexaeHuns

He wcnonb3yiiTe pacTBop, ecnv noBpexfjeHa 3aliuMTHasa naomba. He cmelumBaiiTe M He MCNONb3yiTe pacTBop
MAXIMA ¢ ApyrMMU XXUAKOCTAMU [NS KOHTAKTHbLIX JIMH3, €CAU 3TO He MNpeaycMOTPEHO WHCTPYyKuuel no
npuMeHeHunto. O653aTeNbHO  NPOKOHCY/NbTUPYWATECH CO  CBOMM  O(TanbMOMOrOM WAM  CRELManMcToM Mo
KOHTAKTHbIM fIMH3aM, MpeXie YeM MepexofuTb Ha HOBble KOHTAKTHbIE JIMH3blI WM CPefcTBa yXoha 3a HUMMW.
MNoTHO 3aKpoiTe (iakoH cpasy Nocne NpUMeHeHNs.

XpaHeHune
XpaHUTb B HEJOCTYNHOM 15 feTell MecTe. XpaHUTb pacTBOP B OPUTMHANIbLHOM yNakoBKe Npu Temnepartype ot 4

40 25 ®C. Micnonb3oBaTb OTKPbITHI (hakoH He foNblue 4 MecaleB. He MCMONb30BaTh PacTBOP C UCTEKLLUM
CPOKOM FOfHOCTMW.

LOT Homep cepun/ lot number

CM. AHO hyiakoHa
See base of bottle © 25 @C

Mo 3aka3sy: 77 @GF
Makcuma OnTuke (KOkeid) JlumuTeg. wc XK MD

3 Bypcaiig /3itH, JToHaoH, N12 8RB, 40°F
BenmkobputaHus
ORDERED BY:
Maxima Optics (UK) Limited
O 3 Woodside Lane, London, N 12 8RB,
Great Britain
Mpoun3segeHo .I-I
Ote Pharma Sol B.V. C € '
H i Vluchtoord 38,5406 XP Uden, Netherlands/ XXXX
HwgepnaHabl
REF:
JaTa u3roTosneHus:
VimnopTep 1 OpraHusaums Ans NpUHATUSA npeTeHsnii: 000 «3ccunop-1YNC-OnTuka», PP, 127273, r.Mocksa,
yn.OTpagHasn, 4.2b6, ctp.1, nomeweHune 3.11, oduc 51, atax 3; Ten +7(495) 137 4848
PerucTtpaunoHHoe yaoctosepeHne Ne @C3 2009/03781 ot 21.05.2009 r/ Cpok feiicTBUA He OrpaHuyeH
Homep PY MO3 YKpauHbl
Homep PY M3 Pecny6nukmn Benapycb

360 mn

Ote Pharma Sol B.V.
Vluchtoord 38
& 000 LMPMU €] INFO@CIRMI.RU € WWW.GOSZDRAVNADZOR.RU

Netherlands



Sample labeling of the packaging box of the product, the volume of the bottle is 250 ml:
- with a container for storing contact lenses

MAXIMA

YHuBepcanbHblAi MHOTO(YHKLWOHA/IbHBI pacTBOp
NS BCeX TUNOB MATKUX KOHTAKTHbIX /INH3
OumnCTKa, yaaneHne 6enKoBbIX U MUNUAHBIX OTIOXKEHWIA, Ae3NH(EKLMSA, NPOMbIBAHNE U XpaHeHUe

YHUBepCcanbHblii MHOTOQYHKLUMOHANbHbI pacTBOP 415 BCEX TUMOB MATKUX KOHTAKTHbIX INH3
OumCTKa, yaaneHue 6enkoBbIX U TUMUAHLIX OTNIOXEHWNA, e3MH(EKLMS, NPOMbIBaHWE U XpaHeHWe

CocrTaB Cogepxumoe
MAXIMA - 6ythepHbIi N30TOHUYECKUIA pacTBOp, I X250 mn pactsopa MAXIMA
cofepxaLlinii akTUBHbIV UHIpeaneHT Rempro. | XKOHTeHep AN XpaHeHUs NNH3

KoHcepBaHT: nonurekcametuneHéuryanug (Mrvb) 0,0001%. 1 XMHCTPYKUMA MO UCNOMb30BaHMIO

BH/MaTeNIbHO MpouYMTaiiTe WHCTPYKUMIO W MNpesynpexnaeHus ANns npaBUAbHOrO MCMOMb30BaHWUA pacTBopa
MAXIMA B coyeTaHUM C BallMMU KOHTAKTHbIMWU SINH3aMW.

MpepynpexgeHus

He ucnonb3yiiTe pacTBoOp, eCin MoBpeXxJeHa 3aliuTHas naomba. He cmelwmBalite U He UCMONb3yiTe pacTBOp
MAXIMA ¢ 4pyrMMu XULKOCTAMWU NS KOHTAKTHbLIX /IMH3, €CAW 3TO He MpefyCMOTPEHO WHCTPYKUMER no
npumMeHeHno. O06sA3aTeNIbHO MPOKOHCYNbTUPYINTECH CO CBOUM  O(TanbMOSIONOM  WAM  CNeuuasnucToMm Mo

KOHTaKTHbIM JIMH3aM, MPEXAe YeM MepexoAnTb Ha HOBble KOHTAKTHbIE MMH3bI WU CPeAcTBa yXo4a 3a HUMMU.
MnoTHO 3aKpoiiTe IaKoH cpa3y nocne NpPUMeHeHUs.

XpaHeHne

XpaHuTb B HEOCTYNHOM Ans feTeil MecTe. XpaHUTb pacTBOp B OPUIMHa/IbHOM YNakoBKe Mpu TemnepaType oT 4

4o 25 ®C. Mcnonb3oBaTb OTKPbITLIA (nakoH He Aonblue 4 MecsueB. He Mcnonb3oBaTb PacTBOP C WCTEKLLUM
CPOKOM TOfJHOCTH.

[1OT| cepuw/ lot number

I J Cwm. gHo (hnakoHa
See base of bottle

25C
Mo 3aKa3sy: T
MaKCVIMayOI'ITI/IKe (HOkeit) NMumunTes, e K MD
3 Bygcaiig J13iiH, JToHgoH, N12 8RB, 408F
BenvkobputaHus
ORDERED BY:
Maxima Optics (UK) Limited
3 Woodside Lane, London, N12 8RB,
Great Britain
MpoussegeHo
Ote Pharma Sol B.V. K C € n
H | Vluchtoord 38,5406 XP Uden, Netherlands/ ) XXXX
HunaepnaHgbl

REF:

JaTa n3roTosneHus:

VIMnopTep n OpraHusauus Ans NpUHATUA NpeTeHsuii: 000 «3ccunop-1YNC-Ontuka», P®. 127273, r.Mocksa,
yn.OTpagHasn, 4.26, ctp.1, nomeweHue 3.11, oduc 51, atax 3; Ten +7(495) 137 4848

PeructpayunoHHoe ygoctosepeHne Ne @C3 2009/03781 o1 21.05.2009 r/ CpoK feiicTBMA He OrpaHMYeH
Howmep PY MO3 YkKpauHsbl

Howmep PY M3 Pecnybnnkn Benapycb
250 mn

Ote Pharma Sol B.V.
Vluchtoord 38
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Sample labeling of the packaging box of the product, the volume of the bottle is 250 ml:
- without container for storing contact lenses

MAXIMA

YHuBepcanbHbIi MHOrOYHKLMOHANbHbIV pacTBop
Ana BCEX TUMOB MATKNX KOHTAKTHbIX JINH3
OuncTKa, yaaneHue 6e/KOBbIX U IUMUAHBIX OTIOXEHWIA, Ae3UH(EKL NS, MPOMbIBAHUE U XpPaHEHWE

YHMBepca/bHbIA MHOrOYHKLMOHa/IbHBIV PacTBOP /1St BCEX TUMOB MATKUX KOHTAKTHbIX JIMH3
OuwnCTKa, yaaneHne 6enKoBbIX U TUMUAHBIX OTA0XKEHUN, Ae3NHDEKLMS, NPOMbIBAHIE N XPaHeHue

CocrtaB Cogepxmumoe
MAXIMA - 6ychepHblii U30TOHUYECKNIA pacTBop, 1 X250 mn pactsopa MAXIMA
COZlepXXallMii aKTUBHbIA MHrpeaneHT Rempro. 1 X MHCTPYKLMA NO UCMO/b30BaHMIO

KoHcepBaHT: nonurekcametuneHéuryanug (Mrveb) 0,0001%.

BH/MaTENbHO NpouYMTainTe MHCTPYKUMIO W NpPeaynpexaeHns Ansa MNpaBUIbLHOTO WCMOMb30BaHMS pacTBopa
MAXIMA B coyeTaHUW C BalLMMUW KOHTaKTHbIMW JIMH3aAMW.

MpenynpeXxaeHuA

He ncnonb3yiiTe pacTsop, ecnn NOBpex[eHa 3alMTHas nnomba. He cmellnBainTe M He MCNONb3yiiTe pacTBop

MAXIMA c Apyrumu XUAKOCTAMU AN KOHTAKTHbIX NIMH3, €CnM 3TO He MNpPeayCMOTPEHO WHCTPYKUMehd no
O npuMeHeHut0. O6s3aTeNbHO  MPOKOHCYNbTMPYWATECH CO  CBOMM  O(Ta/lbMO/IOrOM  UAKM  CMELUanMcToM Mo

KOHTaKTHbIM /IMH3aM, MpeXie 4Yem NepexoAmTb Ha HOBble KOHTAKTHbIE /INH3bI WM CPefCcTBa yxoda 3a HUMMW.

MA0THO 3aKpoiTe hakoH cpasy nocnie NpUMeHeHus.

XpaHeHve

XpaHuTb B HEAOCTYNHOM A5 AeTeli MecTe. XpaHUTb pacTBOP B OPMUTMHaNbHON yNakoBke npu Temnepatype oT 4 1o
X. Vicnonb3oBaTtb OTKPbITbIM (h1akoH He gonblue 4 MecsaueB. He NCNonb30BaTh PacTBOP C UCTEKLLMM CPOKOM
rofHOCTW.

LOT cepun/ 1ot nUMber

Cm. aHO hrakoHa

See base of bottle 25 *C

Mo 3akasy: P
Makcnma OnTuke (KOkeit) JlumnTes, ax: M D
3 Bypcaiig J1siiH, JToHgoH, N12 8RB, 40°F
BennkobputaHus
ORDERED BY:
Maxima Optics (UK) Limited
0 3 Woodside Lane, London, N12 8RB,
Great Britain
Mpon3segeHo A
NaJ| OtePharma Sol B.V. C €
H Vluchtoord 38,5406 XP Uden, XXXX
Netherlands/ Hugepnangbl
REF:
[aTa n3rorosneHus:
ImMnopTep 1 OpraHusaums 418 NPUHATUS npeTeHsmii: 000 «Accunop-N1YWNC-OnTuka», PO, 127273, r.Mocksa,
yn.OTpagHas, 4.26, ctp.1, nomeweHve 3.11, oduc 51, atax 3; Ten +7(495) 137 4848
PeructpaumoHHoe ygoctoBepeHue Ne ®C3 2009/03781 0T 21.05.2009 r/ CpoK AeilcTBMSA He OrpaHMYeH
Howmep PY MO3 YkpaunHbl
Homep PY M3 Pecny6nmkn benapycb

250 mn

Ote Pharma Sol B.V.
\/liirhtnnrd 28

& 000 llMPM_I/I_@ _INFD@C@M!RU @ WWW.GOSZDRAVNADZOR.RU
Netherlands



Sample labeling of the packaging box of the product, the volume of the bottle is 100 ml:
- with a container for storing contact lenses

MAXIMA

YHuBepcanbHbIi MHOTOYHKLWOHAIbHbIA pacTBoOp
A5 BCEX TUMOB MATKUX KOHTAKTHbIX JINH3
C KOHTEHEepPOM [/11 XpaHeHUS KOHTaKTHbIX /INH3
OumnCTKa, yaaneHve 6enKoBbIX U INNUAHBIX OTIOKEHWIA, Ae3NH(EKLMS, MPOMbIBAHUE U XpaHeHWe

YHuBepcaNbHblii MHOTO(MYHKLMOHANbHbIA pacTBOp AN BCEX TUMOB MATKUX KOHTAKTHbIX INH3
OunCTKa, yaaneHne 6eKOBbIX U MUNUAHBIX OTNOXKEHWA, AE3NHNEKLMS, MPOMbIBAHWE U XPaHEHWE

CocrtaB Cogepxunmoe
MAXIMA - 6ythepHblii N30TOHUYECKNIA pacTBOp, 1X100 mn pactsopa MAXIMA
cogepKalliuii aKTUBHbIN MHIPeaneHT Rempro. 1 XKoHTeliHep Ana XpaHeHUs NIMH3

KoHcepBaHT: nonurekcameTuneHomryanug (MrMB) 0,0001%. 1 XUHCTPYKLMA NO UCMONb30BAHUIO

BHUMaTeNIbHO NpoYMTaiTe WHCTPYKUMIO W NpPefynpeXxaeHus Ans npaBUIbHOMO WCNOMb30BaHWA pacTBopa
MAXIMA B coyeTaHUuM C BalIMMWN KOHTAKTHbIMU NIUH3aMW.

MpegynpexaeHnsa

(| He ucnonb3yiiTe pacTBop, €CiU NOBPEX/eHa 3aliMTHas naomb6a. He cMelwiuBaiiTe M He UCMOMb3yiiTe pacTBoOp
MAXIMA ¢ ApyrMMun XWAKOCTAMW AN KOHTAKTHbIX /INH3, €CM 3TO He MNPeayCMOTPEHO WHCTPYKUuel no
npuMeHeHuto. O06A3aTeNIbHO MPOKOHCYNbTUPYATECH CO CBOMM O(TaNbMOAOrOM WAW  CNeuuasucToMm Mo
KOHTAKTHbIM JIMH3aM, MPeXae 4em MepexofuTb Ha HOBble KOHTAKTHbIE JIMH3bI WKW CPeACcTBa yXoja 3a HUMM.
MNoTHO 3aKpoiiTe (iakoH cpasy Nocne NpUMeHeHNs.

XpaHeHne
XpaHuTb B HEJOCTYNHOM AN15 AeTeld MecTe. XpaHWUTb pacTBOP B OPUTMHA/IbHONM YNakKoBKe npu Temnepatype oT 4 1o
25 C. icnonb30BaTb OTKPbITbIV (h1akoH He fonblue 4 MecsleB. He MCNonb30BaTh PacTBOP C UCTEKLLMM CPOKOM
rOAHOCTW.
Homep cepun/ lot number
LOT

CM. AHO thnakoHa

See base of bottle 25 T

Mo 3akazsy: 179
Makcuma OnTuke (KOkeid) umunTep. 4°C T IMD
3 Byacaiig J1sitH, JToHgoH, N12 8RB, 40°F
BennkobputaHus
ORDERED BY:
<1 Maxima Optics (UK) Limited
3 Woodside Lane, London, N12 8RB,
Great Britain
MponssegeHo .,-I
Ote Pharma Sol B.V. '
LWL viuchtoord 38,5406 XP Uden, xxxx C O
Netherlands/ HugepnaHgpbl
REF:
[aTa n3rorosieHns:
ImMnopTep v OpraHn3auns Ans NpUHATUSA npeTeHsnii: 000 «3ccunop-JTYMNC-OnTuka», PO, 127273, r.Mocksa,
yn.OTpagHasn, 4.26, ctp. 1, nomeweHune 3.11, ouc 51, atax 3; Ten +7(495) 137 4848
PerncTpaymnoHHoe ygoctosepeHne KR®C3 2CK)9/03781 0T 21.05.2009 r/ Cpok AeACTBUSI He OrpaHMyeH
Howmep PY MO3 YkpanHbl
Homep PY M3 Pecny6nuku benapycb

100 mn

Ote Pharma Sol B.V.
Viuchtoord 38
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Sample labeling of the packaging box of the product, the volume of the bottle is 100 ml:
- without container for storing contact lenses

MAXIMA

YHUBepcanbHbli MHOTOYHKLMOHAaNbHbIV pacTBop

Ona BCeX TUNMOB MATKNX KOHTAKTHbLIX JIMH3
OumnCTKa, yfaneHne 6enKOBbIX U MUMUAHBIX OTAOXKEHWA, [e3MH(EKLNSA, NPOMbIBAHWE U XpaHEHMe

YHVBepcanbHblii MHOTOMYHKLWOHANbHLIA PacTBOP A1 BCEX TUMOB MATKUX KOHTAKTHbIX INH3
OumCTKa, yfaneHne 6enKoBbIX U TUMUAHBIX OTNOXKEHWA, e3MH(EKLNS, NPOMbIBaHNE U XpaHeHKe

Cocras Cogepxunmoe
MAXIMA - 6ytepHblii N30TOHUYECKUI pacTBop, I X100 mn pactBopa MAXIMA
CoflepXKalluid aKTUBHBIW MHIpeaneHT Rempro. 1 XMHCTPYKLMS MO MCMO/b30BaHUIO

KoHcepBaHT: nonurekcametunen6uryanug (MrMme) 0,0001%.

BH/MMaTe/IbHO MpoyYnTaiiTe MHCTPYKUMIO M NpefynpexAeHus Ana npaBWibHOTO MCNOMb30BaHWSA pacTBopa
MAXIMA B coyeTaHUM C BalLMMWN KOHTaAKTHbIMU JINH3aMW,

MpepynpexaeHus

He ncnonb3yiiTe pacTBop, €C/iM MOBPeX/eHa 3aluTHasa naoMba. He cmelunBaiiTe n He UCNOMb3yiiTe pacTBOp
MAXIMA ¢ ApyrumMn XXWAKOCTAMU N8 KOHTAKTHbIX NMH3, ecnin 3To He npeziycMOTpeno MHCTPYKLUMeid no
npumeHeHunto. O6s3aTeNbHO MPOKOHCYNbTUPYWTECH CO CBOMM O(TaNnbMOMOrOM WM  CNELMannucTom no
KOHTaKTHbIM /IMH3aM, MpeXze YeMm MepexofuTb Ha HOBble KOHTAKTHbIE IMH3bI WX CPEACTBA YX04a 3a HUMM.
MNoTHO 3aKpoiiTe (akoH cpasy nocnie NPUMeHeHNs.

XpaHeHune

XpaHUTb B HeJOCTYNHOM AN14 AeTeil MecTe. XpaHUTb pacTBOP B OPUTMHaNbHOWN YNakoBKe Npu TemnepaType oT 4 K
25 ®C. Micnonb3oBaTb OTKPbLITbIV (h1aKOH He Aonblie 4 MecsleB. He MCMONb30BaTh PACTBOP C UCTEKLLMM CPOKOM
rofjHoOCTU.
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CM. AHO (hnakoHa
See base of bottle

25 @C
Mo 3aKa3sy; F
Makcuma OnTtuke (KOkeid) lumuTes. 4°C M D
3 Bygcaiig NaliH, JToHgoH, N12 8RB, 40T
BenukobputaHus
ORDERED BY:

Maxima Optics (UK) Limited
3 Woodside Lane, London, N12 8RB,
Great Britain
Mpown3BseseHo .I-I
Ote Pharma Sol B.V. C € "
H i Vluchtoord 38,5406 XP Uden, XXXX
Netherlands/ HugepnaHgp!
REF:
JaTaun3rorosneHus:
VimnopTep 1 OpraHusaums Ans NpUHATMS npeteHsuii: 000 «dccunop-NYWNC-OnTuka», P, 127273, r.Mocksa,
yn.OTpagHas, 4.2b6, ctp. 1, nomeweHune 3.11, oguc 51, atax 3; Ten +7(495) 137 4848
PeruncrtpaumoHHoe yaoctoBepeHne Ne @C3 2009/03781 071 21.05.2009 r/ Cpok AeiicTBMA He OrpaHnYeH

Homep PY MO3 YkpauHbl
Homep PY M3 Pecny6nukun benapycb
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Sample of product transport marking, bottle volume 360 ml:

63

XXXX
HasxvokHLLRe PCHOpjVWAMUST 1tli LLIMDAyii—B—bNaANKhiLL

ml-ww A09 BMX TLLIO» MArMato annw x JaBD
thnanTobsEMLL36(bls

%anal”a%LoHMmMyack To®s BHT L ®C22009/0LW 10T 21.MMOO9XK. dvfigmHur Mr < |mnjmen

LOT wan-nw REF- XXXXXX TT7T4WL TT-MM

YNOMHOMOYEHHbIN NpesCcTaBuTeNb NPou3BoauTens Ha Tepputopnn P®/ UMIMOPTEP

000 «3ccLutop - JNIYWNC-Owmka», 127273, r. Mockga, yn. OtpagHas, 4. 26, ctp. 1,
nom. 3.11, ogok 51, atax 3; Ten./gakc: +7 (495) 137 4848; e-mait info@Iluis-optk:a.ru.
d HOHNUPKMWSMAVIA, VML ebl%t"5406 XPV6m, L lwdasd”/

<1 072 PAPMACO/B 3 .BxyuTao” 3a. 5406 XY n . Neawxaow; Tu:-t-31 (0)413
2S77TM, thak: *3100413 25 2160

+25*C 90% 106.78LU

+4y: 10% 84 T * AN
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Sample of product transport marking, bottle volume 250 ml:

Ce

XXXX
HaunLLiaHolLe Pacnap pwkpcagbto it muorlMywmwa—mii ii li
ML TaL XM Mex TEii»B M inatx 16eKmKrDKbDK /10

pomakTo&umw 250Mn

PavaHpauyw TMoBygoallwpemw LLIdC32009/03781 8T M1.05/1009 1. Cpok Arvicavms T (7 BMBYCM

LOT X8I0 mhyxoooox TT-M YYYYMM

YNONHOMOYEHHbIV NpeacTaBMTeNb NPOH3BOAHTENS Ha TeppnTopHn PO/ LLULLIOPTEP

000 «3ccunop - NYWC-Onruka», 127273, r. Mockea, yn. OtpagHas, g. 26, cTp. 1,
nom. 3.11, ok 51, atax 3; Ten./dhakc: +7 (495) 137 4848; e-mait info@luis-oDtk:a.ru.

a <QelMunwa bl Vhc Mri 38.5406 XP U de, Ifetfacdmdi/
JA al OTO®AILL COMB/., Bxyuntoa. 38.5406 XIMYaw. Ne x|LLI 13w; Tcc+31(0)413
n 731 (0)4132S2160
+25T 90% 106.71Ma
H#C x . . 0 84illi>-»
f

Ole Pharma Sol B.V.
Vluchtoord 38

& 000 LMPMU €] INFO@CIRMI.RU € WWW.GOSZDRAVNADZOR.RU
Netherlands



Sample of product transport marking, bottle volume 100 ml:

¢3

XXXX
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LOT  .xiixaxxxx  REfXXXXXX WT MU YYYYMM

YNONHOKIOYEHHBbIB NpeAcTaBnTe b NPOLUBOANTENA Ha TeppnTopnn Pd/ LLILLIOPTEP
000 «3ccunop - NIYMNC-Onrvka», 127273, r. Mocksa, yn. OTpagHas, 4. 26, cTp. 1
nom. 3.11, odwc 51, aTax 3; Tenedakc: +7 (495) 137 4848; c-Tai info™has-optica.ru.
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16. PACKAGING

Medical device Universal multifunctional solution Maxima supplies sterile, packed in PE
(polyethylene) bottles with a volume of 100 ml, 250 ml, 360 ml. The vials are packed in a
cardboard box with instructions for use or in combination with a lens container and instructions for
use.

The transport packaging is closed and secured with adhesive tape. It is allowed to pack several
products in accordance with the overall dimensions of the transport packaging.

For transportation, the preserved product in packaging with instructions for use must be placed in
boxes made of sheet wood materials in accordance with GOST 5959 or plank boxes. Plank boxes

must be lined inside with waterproof material according to GOST 2697.

Overall dimensions of consumer packaging:

- The volumeof the bottle is360 ml: overall dimensions, (LxWxH) - 65x65x200 + 2 mm;
- The volumeof the bottle is250 ml: overall dimensions, (LxWxH) - 55x55x200 + 2 mm;
- The volumeof the bottle is100 ml: overall dimensions, (LxXWxH) - 60x45x150 + 2 mm.

17. FAILUItE CRITERIA

The instructions for use of the product must be strictly followed.

Do not use the medical device if the packaging is damaged in any way.

Multifunctional solution is a clear, colorless liquid; If the contents of the vial appear cloudy or
contain any particles, do not use the solution and notify the manufacturer as soon as possible.

18. TRANSPORTATION

The medical device is transported by all types of transport in covered vehicles in accordance with
the requirements and rules for the carriage of goods in force for each type of transport.

During storage, a medical device is resistant to climatic factors at temperatures ranging from + 4 °C
to + 25 °C at a relative humidity of 10 to 90% and atmospheric pressure from 84 to 106.7 kPa. In a
place protected from direct sunlight, heat and freezing.

During transportation, a medical device is resistant to the effects of climatic factors at temperatures
from plus 4 °C to plus 25 °C at a relative humidity of 10 to 90% and atmospheric pressure from 84
to 106.7 kPa and mechanical effects under vibration loads in the frequency range from 10 to 55 Hz,
displacement amplitude 0.35 mm and shock loads with a peak acceleration of 100 m/s* (10 g) with a
shock acceleration duration of 16 ms.

Transport marking is carried out with the application of handling signs "Keep away from moisture”,
"Avoid exposure to sunlight".

19. STORAGE AND SHELF LIFE. TRANSPORTATION CONDITIONS. OPERATING
CONDITIONS

The shelf life (preservation of sterility) is indicated on the bottle and carton and is 4 years (48
months) from the date of manufacture, provided that the storage conditions are observed and the
integrity of the package is preserved.

Ote Pharma Sol B.V.
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Shelf life and storage conditions of the container for storing contact lenses
. Not applicable. The container is not a sterile product. Heat the container (with boiling water or
m  steam) once every 7 days. The container must be changed every three months.

The manufacturer guarantees the compliance of the products with all the declared characteristics
specified in this document, provided that the consumer observes the requirements of the operational
documentation (instructions for use).

During storage, a medical device is resistant to climatic factors at temperatures ranging from + 4 °C
to + 25 °C at a relative humidity of 10 to 90% and atmospheric pressure from 84 to 106.7 kPa. Store
in a dry place, protected from direct sunlight, heat and freezing.

During transportation, a medical device is resistant to the effects of climatic factors at temperatures
from plus 4 °C to plus 25 °C at a relative humidity of 10 to 90% and atmospheric pressure from 84
to 106.7 kPa and mechanical effects under vibration loads in the frequency range from 10 to 55 Hz,
displacement amplitude 0.35 mm and shock loads with a peak acceleration of 100 m/s" (10 g) with a
shock acceleration duration of 16 ms.

19.1 Requirements for environmental protection.
This medical device, during use, transportation and storage, does not have a negative impact on
humans and the environment.

20. UTILIZATION

Disposal of the product, including unused solution, or with an expired shelf life must be carried out
in accordance with SanPiN 2.1.3684-21.

According to SanPiN 2.1.3684-21, the product belongs to class A - epidemiological safe waste.

The container for storing contact lenses and all packaging, including transport, are also subject to
disposal. Dispose of paper, wood, polyethylene and plastic separately in accordance with the rules
for collection, accounting and disposal of packaging.

21. WARRANTY OBLIGATIONS

Multifunctional solution for cleaning, disinfection and storage of contact lenses - sterile
solution. Always use fresh, multifunctional solution. Never reuse solution from your contact lens
container. The manufacturer is not responsible for complications that may arise as a result of
improper use and storage of a medical device.

Do not use the medical device if the packaging is damaged in any way. The product must
be used as indicated. All questions related to the operation of the product can be addressed to the
Authorized Representative of the manufacturer.

The manufacturer guarantees the correct functioning of the product during the entire shelf
life, subject to the storage conditions. For product quality issues, please contact the manufacturer’
official representative.

The shelf life of the product is 4 years from the date of manufacture, subject to the storage
conditions and preservation of the integrity of the package.

An opened bottle is stored for no more than 4 months, after which it is disposed of, does not
require any special measures for disposal. Heat the container (with boiling water or steam) once
every 7 days.

The container must be changed every three months.
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22.ASEPTIC TREATMENT

Sterilization of the product 014 is carried out by filtration through filters of 1.2 pm and 0.22 pm.
During validation, three different batches are produced and tested five times on various parameters.
The sterilization process is checked twice a year using a media file.

Process description, conditions and specifications have been defined for a multi-functional solution.
The production steps are described in separate procedures, and the process parameters are specified
in the accompanying batch records. These documents are controlled by the Ote Pharma Sol B.V.
Quality Management System, document SOP640-02.

The production and packaging process of the universal multifunctional solution can be divided into
4 stages, which are described in more detail below:

See also DHF04.035.01, § 6.1.7.1 High Level 4-Stage Block Diagram.

Stage L

Weighing:

The ingredients are weighed in a class D air-conditioned room with calibrated weighing equipment
and Scada digital registration software.

Stage 2:

Solution:

Dissolve the ingredients in the 5000 liter tank. If the total batch exceeds 5000 L, the solution
concentrate is dissolved in a 5000 L tank and then pumped into a 15000 L tank. The tank contains
15,000 liters, the solution is diluted to the final concentration. If the total batch is less than 5000 L,
the fmal concentration of the solution is determined in a 5000 L tank.

Stage 3

Filling:

The solution is filled from a reservoir with a capacity of 5000 1or 15000 1through two absolute
filters (1.2 pm and 0.22 pm) into vials. Only one vial size is filled for each lot. The refueling
equipment is housed in a class A environment that completely fits into a class B clean room.

Stage 4:

Marking:

Labeling of vials is possible on-line, immediately after filling in an unconditioned medium. It is
also possible that the vials are labeled separately from the filling; labeling of empty vials. If vials
are sold with a box and IFU, then assembly takes place in an unconditioned environment.

Below is an overview of the different stages of the process and the level of environmental control

Process steps ISO 14644-1 Class GMP Grade
Weighing 8 D
Solution 7 C
Filling 5/6 A/B
Marking

Environmental monitoring is carried out through frequent particle and microbial measurements, and
acceptance levels are set in accordance with the above requirements as defined in ISO 14644-1 for
the relevant environmental class.
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23. PRODUCT INSPECTION/ VALIDATION

23.1 Bench tests

To evaluate the performance of a multifunctional solution. The following characteristics were
evaluated in OTE Solution (DHF 5.1.1 and 6.1.10/ 11/12):

- Efficacy of preservative in relation to lens disinfection efficiency (EN ISO 14729, USP/NF)

- Efficacy of a preservative in relation to the effectiveness of the microbiological stability of a
solution after opening for the intended stability time (EN ISO 14730)

- Shelf life / chemical stability (W1731-02)

- Compatibility of solution and lens material

Based on preservative efficacy test results in accordance with EN 1SO 14729 and USP/NF and EN
ISO 14730, combined with an increase in PHMB to meet final product concentration requirements,
there is sufficient information to conclude that the current product specification is highly likely to
meet operational characteristics.

23.2 Biological safety

The biosafety assessment of the multifunctional solution has been carried out in accordance with
EN ISO 10993-1 and FDA - Blue Book Memo # G95-1 and is documented in DHF Document
04.004.xx.

The biological safety risk of a multifunctional solution was assessed using:

- Evaluation of the chemical characteristics of a multifunctional solution and its
decomposition products.

- Review of literature data on safety aspects of equivalent devices and / or components.

- Analyzing biological safety test results in accordance with ISO 10993 test methods in order
to assess the biological safety of a multifunctional solution for its intended use and application.

To assess the biosecurity risks of the multifunctional solution and develop a biosecurity strategy to
address potential risks, the following steps were taken:

a) Risk assessment and assessment:

- ldentification of potential causes of failure, biosecurity threats and risks based on design,
characteristics, intended use and application of the product.

b) Risk control:

- Chemical characterization and stability

- Literature review

- Overview of ISO 10993 Biological Safety Test Results

c¢) Overall biosafety risk assessment and conclusion.

The multipurpose multifunctional grout is classified according to the harmonized standard EN 1SO
10993 and NOA - Blue Book Memorandum # G95-1 as follows:

- surface device
- in contact with mucous membranes and skin
- duration of contact: <24 hours (repeated use,> 30 days).

Taking into account the product category of the medical device multifunctional solution, the type
and duration of exposure to the multifunctional solution in accordance with EN ISO 10993, the
following biological safety factors were taken into account: chemical degradation and stability,
cytotoxicity, sensitization, irritation, acute systemic toxicity, genotoxicity.

Pyrogenicity (material-mediated), Subacute / chronic toxicity, carcinogenicity, local tolerance
(reproduction of toxicity), phthalate residues (packaging).

The chemical characteristics and stability data showed that the chemical composition of the
multifunctional solution does not change significantly during the indicated shelf life.
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Toxicity data for each individual ingredient has been collected and evaluated for individual safety
hazards. In general, it can be concluded that all components are safe for their intended use and
application. Although some ingredients may have irritating or sensitizing potential on contact with
the eyes, however, due to their low final concentration in the multifunctional solution and the fact
that these ingredients are already used in a marketed product with similar uses and uses, the risk
was considered low.

Based on the toxicity data available for each individual ingredient, coupled with the fact that most
ingredients have been used (and approved) for decades in products with similar uses (reuse by eye
contact), it is concluded that none of the ingredients ingredients does not raise safety concerns of
(sub) acute, subchronic systemic toxicity, genotoxicity, carcinogenicity and reproductive toxicity.
The information on the packaging showed no phthalates.

Although the multifunctional solution is considered safe for its intended use and application for
completeness reasons, additional information on the bio-safety of the combination of ingredients
resulting in the multifunctional solution has been further evaluated. Since irritation and sensitization
were of particular interest, tests were carried out in accordance with the requirements of EN ISO
10993 Part 5 and Part 10.

Distracting from the worst-case solution, test for irritation and cytotoxicity and get the results;
Irritation test;

Under the conditions of this study, the solution meets the requirements for an eye irritation test
according to the procedure described in 1ISO 10993-10.

Cytotoxicity test;

Dilutions of the solution of 50%, 25%), 10% and 5% meet the test requirements. The percentage of
cell reduction does not exceed 30% for all tested dilutions. Under the conditions of this study, the
solution meets the requirements of the eye irritation test according to the procedure described in 1SO
10993-5.

Based on physical and chemical stability data and data on the safety of individual components and /
or their use in products with similar types of exposure, it can be concluded that the biological safety
risk of a multifunctional solution for its intended use and application is negligible and, therefore,
acceptable.

Since some individual ingredients are indicated in MSDS or scientific evidence as being irritating or
sensitizing, it is recommended that individual ingredients be listed on the label and a general
warning added to those users to whom this may apply.

23.3 Mechanical safety
Not applicable.

23.4 Electrical safety
Not applicable.

23.5 Radiation safety
HenpumeHnmo.

23.6 Software check (ifapplicable)
Not applicable.

23.7 Checking the packaging

Vials, caps and droppers are manufactured by HPT, Hochwertige Pharma Technik GmbH. HPT first
checked the materials and sent a certificate corresponding to the specification of each batch. The
materials used do not contain phthalates. Sterilization of bottles, caps and droppers is performed by
Synergy B.V. The vials will be sterilized by electron beam sterilization from Synergy Germany, and
Ote Pharma Sol B.V.
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the caps and droppers will be sterilized by Synergy Netherlands gamma radiation. They confirmed
the dose of radiation used and sent a certificate with each shipment.

4_ Approval: Packaging conforms to established certificate specifications and is phthalate free.

23.8 Validation of Aseptic Processing

The sterilization process for each production line is initially tested three times. Twice a year the
aseptic process is verified by executing a media file.

The aseptic processing is checked annually at Plannexpert. The hard copy results are stored in the
card validation quality control department under numbers 1648 and 0056.

For each batch of product, the quality control department checks several parameters, including
sterility and bioburden. Results are stored in BMR, which is approved and archived by the quality
control department. Each production batch has one BMR.

Validation: The level of process assurance and sterility is a guarantee for every production batch.

23.9 Validation of shelf life and stability studies ""in use™
The shelf life is initially confirmed for three batches. Samples are kept at room temperature and
analyzed every three months.

Shelf life studies for a shelf life longer than 4 years are still awaiting stability studies in use.

Validation: The 014 has a four-year shelf life at this time based on inspection results.

4 »
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24. CLINICAL EVALUATION

24.1 General

With regard to the clinical characteristics of a universal multifunctional solution, cleaning, removal
of protein deposits and lipids, disinfection, moisturizing, storage of contact lenses are considered as
the main operational characteristics of a universal multifunctional solution, and are considered the
main performance characteristics of a multifunctional solution.

The creation of the most comfortable environment for wearing contact lenses and, as a result, eye
care is considered a secondary clinical characteristic of a multifunctional solution.

To evaluate the clinical efficacy of the multifunctional solution, both primary and secondary
performance characteristics were considered.

The Clinical Evaluation Plan for the Multipurpose Multifunctional Solution was based on the EN
ISO 14155-1 / 2 and MEDDEV 2.7.1 standards and is documented in the Clinical Evaluation
section “Multifunctional Solution and Clinical Data, Multifunctional Solution”.

To confirm the clinical safety and efficacy of the multifunctional solution, the following steps were
considered:

- Literature review;

- Clinical research;

- Post-market clinical surveillance / Post-market surveillance.

To determine if a clinical trial is necessary and, if so, provide information to justify its need and
create the optimal design for such a clinical trial or an objective review of published and other
scientific evidence from post-market clinical observation / post-market surveillance. Initially, an
objective review of published and other available data was conducted as described below.

24.2 Clinical evaluation
The clinical study was conducted to:

- Identify and discuss any literature on contact lens care products intended for a similar indication
and based on similar multifunctional solution formulations that support the safety and efficacy
requirements of the multifunctional solution.

- Identify and discuss any literature data on any other products based on similar formulations, such
as a multifunctional solution, or on similar principles of action; and if such products are found,
discuss whether these data can be extrapolated to the clinical safety and performance requirements
of the multifunctional solution.

« Identify and discuss any literature on the ingredients of the multifunctional solution that supports
the safety and performance requirements of the multifunctional solution.

- To evaluate the results of in vitro efficacy tests confirming the clinical efficacy of the
multifunctional solution.

- Get the information you need to assess the clinical benefits and predicted risks of a multifunctional
solution.

- Justify the need for a clinical trial or post-market clinical observation.

The results of the study are presented in Document DHF04.002.xx "Clinical Evaluation Report for
Multifunctional Solution™.
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Based on:

- successful data from in vitro efficacy tests of the PHMB preservative in a multifunctional solution
(see also section 5.1);

- literature data on the safety and performance of individual components depending on their role in
a multifunctional solution:

a) the mechanism of cleaning, protein removal and disinfection of Poloxamer 407/188 and PHMB
was substantiated;

b) substantiated the role of pH for optimizing the external environment.

- literature data on the safety and efficacy of marketed products for contact lenses, eye care products
and other types of products based on similar principles of action, aimed at similar indications and
based on the same (combined) components as the multifunctional solution, which can be considered
as applicable for the clinical efficacy of the multifunctional solution.

- post-market observation data confirming the safety and effectiveness of the multifunctional
solution and the absence of side effects.

It can be concluded that the safety and effectiveness of a multifunctional solution can be guaranteed
in accordance with its requirements and when used in accordance with directions.

Based on the clinical safety and efficacy data from the literature and the absence of reported side
effects for commercially available products containing similar ingredients, combinations of
ingredients and their concentrations, it can be concluded that there are no predicted clinical efficacy
or safety risks, for multifunctional solution

Due to the well-known safe and effective characteristics of individual components and
commercially available products containing similar components, combinations of components and
their concentration, Ote Pharma Sol BV declares that the clinical safety and efficacy of a
multifunctional solution in accordance with the stated requirements are sufficiently substantiated
and therefore correspond to the main safety and efficacy requirements of Appendix | MDD.
Therefore, Ote Pharma Sol B.V. concluded that no clinical trials or post-market clinical
observations are required.

A Post Market Surveillance study was conducted to monitor the safety and efficacy of the universal
multifunctional solution when used in the market.

24.3 Presale clinical trial

Based on a study of the clinical literature, the following conclusion was reached (see section 24.2
STED);

Due to the known safety and efficacy characteristics of individual components and commercially
available products containing similar components, combinations of components and their
concentrations, Ote Pharma Sol BV declares that the clinical safety and efficacy of a
multifunctional solution in accordance with the stated requirements are sufficiently substantiated
and therefore correspond to the main safety and efficacy requirements of Appendix | MDD.
Therefore, Ote Pharma Sol B.V. concluded that no clinical trials or post-market clinical
observations are required.

A Post-Market Surveillance study was conducted to test the safety and efficacy of the
multifunctional solution during use on the market (see STED section 24.4).

24.4 Post-market surveillance

Ote Pharma Sol B.V.
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Post-market data confirming the safety and efficacy of the universal multifunctional solution and
the absence of side effects (for details see DHF 04.002.xx “Clinical Evaluation Report of Solution

006/007/014/016/025/036/042/043).

Based on these results, Ote Pharma Sol B.V. declares that the clinical safety and efficacy of the
multifunctional solution in accordance with the stated requirements is sufficiently substantiated and,
therefore, meet the essential requirements for safety and efficacy set out in Appendix | of the MDD.

To ensure the safety and efficacy of the multifunctional solution during its use in the market, it is
recommended to continue the Post-Market Surveillance study.

25.AUTHOMZED REPRESENTATIVE INFORMATION/IMPORTER DETAILS
LLC "Essilor - LUYS-Optics", 127273, Moscow, st. Otradnaya, 2B, bldg. 1, pom. 3.11, office 51,
floor 3; tel./fax: +7 (495) 137 4848; e-mail: info@ luis-optica.ru.

4\
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26. REFERENCES
Report number DHF 04

471 Basic Requirements Checklist DHF 04.013.xx
55.1 Risk management plan DHF04.030.XX
5.5.2 Risk management report DHF 04.031.xx

6.1.5 Biocompatibility report (general summary including carcinogenicity, DHF 04.004.xx
reproducibility)

6.1.10.3 Shelf-life report DHF 04.050.XX
7.6 Regulatory Approvals DHF 04.052.XX

Internal Standard Operating Procedures

WI751-01 Design / change print specification
SOP640-02 Environmental monitoring program
WI1731-02 Study of the shelf life of Ote products and products manufactured

by third parties under the responsibility of Ote Pharma Sol.
Internal forms
FOR750-04 Validating a-septic filling with Media Fill

27. LIST OF INTERNATIONAL REGULATORY STANDARDS

Standard Content

EN 1SO 13485:2016 Medical products. Quality management systems. Regulatory
requirements

MDD 93/42/EEC, npunoxeHue I, Medical devices, devices, equipment

I, IX

UNI EN 556-2:2015 Sterilization of medical devices - Requirements for medical
devices with an indication of the category "STERILE" - Part 2:
Requirements for medical devices manufactured under aseptic
conditions

EN ISO 14729 Ophthalmic optics. Contact lens care products. Microbiological
requirements and test methods for these agents and hygienic
treatment of contact lenses

EN I1SO 14730 Ophthalmic optics. Contact lens care products. Testing the
efficacy of antimicrobial preservatives and shelf life guidelines

UNI EN ISO 980:2008 Symbols used to mark medical devices

UNI EN ISO 10993-1:2009 + Biological Evaluation of Medical Devices - Part 1. Assessment

AC:2010 and Research within the Risk Management Process

UNI EN ISO 10993-3:2014 Biological Evaluation of Medical Devices - Part 3: Genotoxicity,
Carcinogenicity and Reproductive Toxicity Testing

UNI EN ISO 10993-5:2009 Biological Evaluation of Medical Devices - Part 5: Cytotoxicity
Testing: In Vitro Methods

UNI EN ISO 10993-10:2010 Evaluation of the biological effects of medical devices - Part 10:
Irritation and sensitization studies.

UNI EN ISO 10993-11:2015 N3penna wmeguumHckne. OueHKa 6MONOMMYECKOro [AencTsus.
YacTb 11. MiccnegoBaHmns 06WETOKCMYECKOTO AeNCTBNSA

UNIEN ISO 14155:2011 KnnHuyeckune nccnefgoBaHma MeAULNHCKNX n3nennii,
NPOBOAMMBIX C yyacTuem yenoseka - Haanexaiwias KnuHuyeckas
npakTuka

MEDDEV 2.7.1 Clinical Assessment Guide

EN ISO 14971:2012 (n IEC Medical devices - Applying risk management to medical devices

62366)
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UNI EN ISO 9001:2015
UNI EN ISO 11138-1:2006

UNI EN ISO 14644-1:2015

UNI EN ISO 14644-2:2015

UNI EN ISO 14644-3:2005
UNI EN ISO 14644-4:2001

UNI CEI EN ISO 15223-1:2012
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CopeprkaHune

Quality Management Systems - Requirements

Sterilization of medical products. Biological indicators - Part 1:
General requirements

Cleanrooms and associated controlled environments - Part 1:
Classification of air cleanliness by particle concentration
Cleanrooms and Associated Controlled Environments - Part 2:
Particle Monitoring to Confirm Cleanroom Air Cleanliness
Performance

Cleanrooms and associated controlled environments - Part 3.
Test methods

Cleanrooms and associated controlled environments - Part 4:
Design, construction and commissioning

Symbols used for marking on medical devices, labels and
accompanying documents - General requirements
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MepeBog C HUAEPNAHACKOIO M @HTIMACKOTO A3bIKOB HA PYCCKNI A3bIK

YTBEPXAEHO

«OT3 PAPMA COJ b.B.» (Ote Pharma Sol B.V.)

WcnonHutenbHbli AupekTop

/Mognuce/T-H P.B. OoptymseH (R.W. Oorthuizen)
19.04.2022 .

M.IM.

TucHeHasd neyarb HOoTapuyca

MHCTPYKLUP1A NO NCMONTb3OBAHUIO

HA MELULMHCKOE WU3AENNE

YHuBepcanbHbIi MHOTOYHKLMOHaNbHbIM pacTBop Maxima ans Bcex TUNoB
MSATKUX KOHTaKTHbIX IMH3 BO (hflakoHaX, o6bemom 100mn, 250mn, 360 mn,
C KOHTENHepoM A1 XpaHEHUS KOHTaKTHbIX NINH3 1 6e3 KOHTeliHepa

npomnssogcTea: Ote Pharma Sol B.V., Vluchtoord 38, 5406 XP Uden, Netherlands/ «OT2 ®APMA
CON B.B.», Bnyutoopg, 38, 5406 XP ¥YaeH, HugepnaHabl

MposepeHo ana neranusauum nognucu: r-Ha P. B. OoptymuseHa (R. W. Oorthuizen)
MHO0, HOoTapuycom, 19.04.2022 r.
(nognwuce)
MepboBas nevatb:
r-H M.Ox.A. Paiikepc (M.J.A. Rijkers), nOMOLWHNK HOTapuyca r. MacxopcT*
r-H N.Ox.B.M. BaH 3repaat, HoTapuyc r. Macxopcrt
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1.KOMMMNEKT NMOCTABKMU

PacTBop YyHMBepcanbHbll MHOTOMYHKUMOHaNbHbLIA Maxima ANnd BCEX TUMOB MAMKUX
KOHTaKTHbIX /IMH3 BO (pakoHax, o6vemom 100mn, 250mn, 360 mA, C KOHTEHEPOM A5 XpaHEHUS
KOHTAKTHbIX IMH3 1 6e3 KOHTelHepa, MHCTPYKLMSA N0 UCNONb30BaHWIO.

2.CBEAEHWNA O PASPABOTHUMKE/ TMTPOUN3BOANTENE

Ote Pharma Sol B.V., Vluchtoord 38, 5406 XP Uden, Netherlands/ «OT3 ®APMA COJ1 B.B.»,
BnyuTtoopg, 38, 5406 XP Y aeH, HugepnaHngbl; Ten: +31(0)413 241024, thakc: +31(0)413 252160.

3.AJlPEC MECTA MPOU3BOACTBA MEANLIMHCKOIO U3AENUSA

Ote Pharma Sol B.V., Vluchtoord 38, 5406 XP Uden, Netherlands/ «OT3 ®APMA COJ1 B.B.»,
Bnyutoopg, 38, 5406 XP YaeH, HuaepnaHgbl; Ten: +31(0)413 241024, ¢akc: +31(0)413 252160.

"ynonHomouennw i MPEACTABUTE/Ib MPON3BOANTENA HA TEPPUTOPUN
P®/ MUMIOPTEP

000 «3ccunop - NYNC-Ontuka», 127273, r. Mocksa, yn. OtpagHas, 4. 26, ctp. 1, nom. 3.11,
ogmc 51, atax 3; Ten./dakc: +7 (495) 137 4848; e-mail: info@Iluis-optica.ru.

5.HASHAYEHVNE MEANUMNHCKOIO N3AENTUNA

PacTBOp YHMBEPCaNbHbI MHOFO(YHKLMWOHANbHbI Maxima Ans BceX TUMOB MATKUX KOHTAKTHbIX
NIVH3 NpefHas3HayYeH ANS OYMCTKW, yAaneHWUs GenKOoBbIX M NUNUAHLIX OTNOXEHWIA, Ae3nHpeKLun,
MPOMbIBAHMA N XpaHEHMWsI BCEX TUMOB MATKNX KOHTAaKTHbIX NH3.

6.YCNOBUA/OBNIACTb MPUMEHEHUA N MOTEHUWAIbHbLIA MOTPEEUTE/b

PacTBOp yHMBepCanbHbIiAi MHOTO(YHKLUMOHANbHLIA Maxima npegHasHayeH ANs CaMOCTOSATENbHOIO
NPUMEHEHUS B AOMALLHMX YCNOBUAX, a TakXe [ANS NMPUMEHEHUs B nevyebHO-NPodMIaKTUYECKNX
YUPEXAEHUAX, KNMHMKAX M O(hTaNbMONOrnYeckmx kKabuHetax. lMeped MCnonb3oBaHMEM pacTBopa
HE0BXO0AMMO M3YUUTb UHCTPYKLMIO MO MCMNO/b30BaHUIO.

7.NMOKA3AHNA

BHUMAHWE!!! T[lepeg npumeHeHueM 00653aTe/iIbHO MNPOKOHCY/bTUPOBATLCA Yy Bpadya
ohTasibM0o/I0ra U U3YyUnTb MHCTPYKLMIO MO NUCMONb30BAHULO.

PacTBOp YHMBEpPCaNbHbIi MHOFOPYHKLMOHANbHBLIA Maxima - 3To usfgenve Ans NOAHOrO yxofa 3a
KOHTaKTHbIMUW IMH3aMU.

OuncTka, yaoaneHune 6eNKOBbIX U INNMNAHbIX OT/NIOXEHWIA, ,qe3I/IHq)eKLI|I/IF|, NMPOMbIBaHNE N XpaHEHNE
BCEX TUNOB MATKNX KOHTAKTHbIX JINH3 - BCE B OAHOM q)flaKOHe!

Ole Pharma Sol B.V.
\/lirhtnnrd 2Q
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8.NMPOTMBOIMOKA3AHINA

MoBbIWIEHHAs  WHAMBUAYyanbHas  YYBCTBUTENbHOCTb K  KOMMOHEHTaM  YHWBEpPCa/lbHOro
MHOTFO(YHKLMOHANLHOTO pacTBopa

9.NMOBOYHBIE PEAKLIWN

B cnyyae BO3HWKHOBEHWUS [MCKOMGOpPTa WM pas3fpakeHus CHUMWUTE JIMH3bI, MpeKpaTuTe
MCMONb30BaThCS PACTBOPOM M MPOKOHCYNbTUPYIATECH CO CBOUM NleyalliuM BpayoM.

BHMMaHMe: nauueHTbl LOMKHbI 06palatbCA K Bpavyy NpuM BO3HWKHOBEHUM MHOOLIX MO6GOYHbIX
peakuui.

O .MPEAYTMPEXAEHNA N MEPbI MPEAOCTOPOXHOCTU

NMPEAYMNPEXAOEHNA

e He ucnonb3yiTe pacTBOp, €CN NOBPEXAEHA 3allMTHasa naomoba.

* He cmewwuBainTe u He wucnonb3yinte pactsop MAXIMA c Apyrumu XUAKOCTAMU [ANS
KOHTaKTHbIX JIMH3, eC/IN 3TO He NPefyCMOTPEHO UHCTPYKLMEN MO NPUMEHEHNIO.

* 0O653aTeNlbHO MNPOKOHCY/NbTUPYNATECH CO CBOWM O(TaNbMOMIOrOM WAM  CNELnanucToMm no
KOHTaKTHbIM /IMH3aM, MpeXzie 4eM nepexoAmTb Ha HOBble KOHTaKTHble /IMH3bl WU CPeacTBa
yXxofa 3a HUMM.

» TnoTHO 3aKpoiTe (hnakoH cpasy rnocsie NPUMeHeHus.

XPAHUTE B HEAOCTYMHOMANAAETEN MECTE!
MEPbLI MPEAOCTOPOXHOCTMU

» TlpoBepbTe COXPaHHOCTb YMaKOBKMW Mepej nepBbiM UCMNO/Ib30BAHNEM.

* Ecnu 3awmnTHas nnomba NnoBpexaeHa, BO3AepXXMTecb 0T MCNONb30BaHMA pacTBopa.

* He npukacaiiteCb HNYEM K KOHYMKY OTKPbITOrO (hakoHa BO U3bexaHne 3arpsa3HeHus.

* Bcerga nnoTHo 3akpbiBaiTe (hNakoH NOCAE KaXA0ro NPUMEHEHNS.

* lcnonb3yinTe OTKPbITbIA (hnakoH He gonbwe 120 gHel (4 mecaya).

* He ncnonb3yitTe pacTBop C UCTEKLWMM CPOKOM rogHOCTU (YKa3aH Ha piakoHe).

o« OTKa3z OT YyfjaneHus pacTBopa M3 KOHTelHepa noOCne KaXAoro WCNONb30BaHUS UM
NCMNOMb30BaHNe ANA XpaHeHWs BOAbl BeAeT K 3arpsA3HEHMIO0 NIMH3, KOTOPOe MOXET BbI3BaTb
MOBPEXAEHNVE 11a3 1 BO3MOXHYH0 NOTEPI0 3peHus.

* KoHTellHep Heo6X0ANMMO MeHATL 1pa3 B TpM Mecaua.

* Hwukorga He ucnosnb3yiiTe BOAOMPOBOAHYIO BOAY AN5 YXO0/a 33 IMH3aMUN U KOHTENHepoM.

¢ KOHCYynbTMpylTeCb CO CBOWMM BpayoM NpW MCNOMb30BaHUU NHO6bLIX /IEKAPCTB, €CAN HOCUTe
KOHTaKTHbI€ NINH3bI.

11.PNCKN NMTPUMEHEHWA MEAVNUMNHCKOIO N3AENNA

OueHKa MeHe)XKMeHTa pUCKOB Oblna NpoBefeHa M JOKYMEeHTUMPOBaHa B paMKax OCHOBHOTIO MaHa u
oTyeTa Nno MeHe>XMEHTY PUCKOB B cOOTBETCTBMU ¢ EN-ISO 14971 (n IEC 62366). bbin paspaboTaH
aHann3 BMA0B U NOCNeSCTBUIA 0TKA30B A8 OLEHKM PUCKOB, CBA3aHHbIX C MEAULMHCKUM U3LEeNNeM,
C Liefiblo onpefieneHns BO3MOXHOCTM €ro UCMosib30BaHNA Mo Ha3HaYeHUH0.

B pamkax npoueaypbl npou3BoguTenem Obliv  onpejeneHbl  ONAaCHOCTW, CBfA3aHHble C
1CNONb30BaHNEM.

Ote Pharma Sol B.V.
& 000 LMPMU (2] INFO@CIRMI.RU € WWW.GOSZDRAVNADZOR.RU
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MepBOHaYanbHas OLeHKa PUCKOB Oblfia MPOBe/AeHa Ha aTane NPUHATUA 0643aTeNbCTB MO MPOEKTY B
COOTBETCTBUW C MNJIaHOM ynpasneHua puckamm (qokymeHt DHF04.030.xx, nogaH B DHF 85.5.1) n
3anucaHo B oTyeTe 06 ynpasneHun puckamm (gokymeHT DHF04.031.xx (nogaH B DHF 85.5.2).
OnpepeneH nepeyeHb MNOTEHUMaNbHbIX Ka4YeCTBEHHbIX W  KOMIMYECTBEHHBLIX XapaKTepucTuk
NpoaykTa «PacTBOp YHWBepCa/ibHbIi MHOTO(YHKLMOHAaNbHbIA Maxima» U CBA3aHHbIX C HUM
MpoLeccoB, MWAEHTU(MMULMPOBAaHbI W PacCMOTPeHbl BOMPOCHI. [ANA  KaXAoW XapaKTepUcTUKM
ornpejenseTca onacHOCTb U OL,eHNBaeTCA PUCK.

B HacTosliee BpeMa MPOU3BOAWTENb WCMOJMb3YET MNPOLUEAYpPY OUEHKM CTeMneHu TAXKecTu
KMHUYECKMX PUCKOB MO LWKae OT HE3HAYUTe/IbHbIX 40 KPUTUYECKUX PUCKOB.

Ha ocHoBaHMM aHanu3a 6biNM BbISABNEHbl W COKpallieHbl [0 MpUeMIemMbliX YpPOBHeil Bce
YCTaHOB/IEHHbIE W NPeABUMMble 3apaHee OMNacHOCTU, U COMYTCTBYOLME PUCKN.

B OTHOWEHMN O06BLEKTOB, MO KOTOPbIM PUCKWU, KaK OXWAAeTcs, He OyAyT MpUEMNEMbIMU B
COOTBETCTBUMN C KPUTEPUAMM NMPUEMSIEMOCTU WM MO KOTOPbIM OTCYTCTBYHOT (Hay4Hble) AaHHble,
onpeaensaroTca Mepbl KOHTPONA. OMacHOCTU C HENpUeM/IEMbIM YPOBHEM pPUCKa OblN COKpaLLeHbI
[0 NPUEM/IEMOrO YPOBHA MYTEM M3MEHEeHWS KOHCTPYKUWUWU, MPOBEAEHWUS WCMbITAaHUA U LpYTuX
B3aMmonpuemaembiX mep.

Mo KaxAol KOHTPO/bHOW Mepbl NPOBeEPSEeTCA Pe3yNbTUPYHOLLEE CHUKEHWE pUCKA M OLEHUBAETCS
NpMemMneMocTb (CHUXXEHHOr0) pucka. Ecny 0CTaTOYHbI PUCK HEMPUEM/IEM, OHU B3BELLUVBAKTCS C
4 YUYETOM X MEAULMHCKUX MPEUMYLLECTB.

Mocne peanusayum Mep MO CHKEHUK PUCKA, YKa3aHHbIX B OLEHKe pUCKa, 06 WA 0CTaTOYHbIN
PUCK, CO3[aBaeMblii «YHMBEPCaNbHbIM MHOTO(MYHKLMOHAbHBIM PAaCTBOPOM», Knaccuguuupyetcs
KaK «HWU3KWUIA PUCK» HA MOMEHT OLLeHKWN [aHHOr0 aHanun3a pucka. Takum 06pa3om, AeNiaeTcs BbIBOJ
0 TOM, YTO OCTaTOYHbIA PUCK MNPOAYKTa ABNAETCA TPUEMSIEMbIM, €CAN CPaBHUTb ero
3 PEeKTUBHOCTbL 1 NOJIb3Y AN NaUNeHTa.

Ote Pharma Sol B.V. fonxHa n 6yfeT BHAMATENbHO C/eAUTb 3@ PbIHKOM, a TakXe 3a o6biMuy
HOBbIMW pa3paboTkamu B 061acTVM pacTBOPOB A1 KOHTAKTHbIX /IMH3. KaK TO/IbKO Kakas-nnbo
COOTBETCTBYIOLWLAA MHOPMaUMs C pPblHKa, [JaHHble O CPOKe TrOo4HOCTU WAN  KNUHUYEeCKue
(NOCTPbIHOYHbIE) AaHHble WCCNeAOBaHWA NpuBeAyT K HOBbIM BbiBOAaM O 6€30MacHOCTU WK
3(h(PEeKTMBHOCTM [JaHHOr0 MPOAYKTa, 3TOT aHanu3 pucka 6ynet nepecmoTpeH. Kpome Toro, ator
aHasM3 puckoB GyAeT nepecMaTpuBaTbCA E€XErofHO W BCAKWIA pa3, Korga 6yayT BbIABASKOTCS
HOBble BO3MOXHbI€ PUCKMN.

BbiBog:

MpuHuMas BO BHWMaHWe TMPOU3BOACTBEHHbIE acnekTbl W Mpeanosiaraemoe KUCNONb30BaHue,
NMPMMEeHeHVe W YyKa3aHue MHOro(yHKUMOHanbHoro pacteopa, Ote Pharma Sol B.V., Kak
Npou3BOAMTENb FTOTOBOI0 MefuumHCKoro nsgenna Knacca MNb «MHOroyHKUUOHANbHbIA pacTBOp»
no [AupektvBe No MeAuLUHCKOMY o6opygaoBaHuto (93/42/EEC) 3aknwo4aeT, 4TOo [NA BCeX
NEepPeYNCNeHHbIX MNPETEH3N  KAMHWYECKMe faHHble 0 6e30macHOCTM U 3PPEKTUBHOCTH
NEMOHCTPUPYIOT cooTBeTCTBME OCHOBHbLIM Tpeb6oBaHMAM MpunoxeHna 1, MDD 93/42/EEC.

12.0MNCAHUNE MEANLMNHCKOI O U3AENNA, COCTAB, MEXAHWN3M AENCTBUA

12.1 OMMNCAHVNE MEAVMUMNHCKOTI O N3AENTNA
Knaccudukaums u oueHka cooTBeTCTBUSA

OnpegeneHne MeanLUHCKOro n3genns

YHuBepcanbHblli MHOTO(YHKUNOHANbHbIA pacTBop Maxima npegctaBnser coboi pacTtBop Ans
KOHTaKTHbIX MH3, NpeAHa3HaUYeHHbIN A5 OYUCTKK, YAaneHns 6eNKOBbIX N MUNUAHBIX OTIOXEHUA,
Ae3MH(EKLNN, MPOMbIBAHUSA U XPaHEHUA KOHTAKTHbIX NUH3. Kpome TOro, 6narogapss CBOUM
YBNOKHALWMM CBOWCTBAM OH TaKXe HallefleH Ha 06ecneyeHne XOpOLLIEro COCTOSAHUS MeXay
NMH30/ N KNETKamMn porosBuubl.

Ote Pharma Sol B.V.
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M3BECTHO, UTO /104U, KOTOPbIE HOCAT KOHTAKTHbIE SINH3bI, 0COGEHHO B KOHUE AHA, MOTYT CTpPpadaTtb
OT pasfapaXXeHunda rna3 n3-3a noTepn BNnarm B KOHTAKTHbIX NIMH3aX W YBE/IMYEHUA 3arpA3HEHUA
KOHTaKTHbIX JINHS.

XapakTepucTMKM MHOTOMYHKLIMOHANLHOTO PAacTBOPa CHWXKAKT HeraTUBHOE B/VSHUE HOLLIEHUS
KOHTaKTHbIX /IMH3 B OMNpefeNeHHOo CTeNeHN 1 OnocpeaoBaHHO (MyTeM YBMaXHEHUS KOHTAKTHbIX
NVH3 W OKPYXXalolleid cpedpl), a He nedyeHUs 3a60NeBaHUS UNU TpaBMy, UAU KOMMEHCUPYHOT
(hu3nonornyeckmnii npouecc.

MDD 0THOCUTCA K MeLUUMHCKUM W3JeNUAM MU UX NPUHAANEXHOCTAM. MeguuuHCcKue n3genmsa u
npuHagnexHoctn B MDD HasbiBatoTcs nzgenmamu (MDD/93/42/EEC, ctaTba 1(1)).

ﬂl/lpeKTI/IBa no MegununHCKNMM n3gennam onpenenaeT npuHagnexxXHocTb Kak

«3pgenve, KOTOpOe, XOTHA W He 4dABNSeTCA u3genuMem, CneuuanbHo npefHasHayeHo ero
n3roTosenTeneM Ana uUcnonb3oBaHnda BMeCTE C U3AENUEM, YT00Obl OHO MOTNI0 MCMOMb30BaThCA B
COOTBETCTBUN C UCNOSIb30BAHNEM U3fennsd, npegHasHa4eHHOro N3roToBUTENEM U3OENUA».

YHuBepcanbHbIli MHOFO(hYHKLMOHA/bHbI pacTBOpP NpeAHasHayeH crneynanbHo ANs Ae3nHBeKLuu,
OUNCTKM, NPU HEOBXOAUMOCTH, YBNAXKHEHUA KOHTAKTHbIX /IMH3 W, KaK TaKOBOW, MOXET ObITb

paccmaTpuMBaeTCsd KakK MPUHAANEXHOCTb K 3TUM M3AeNvMaM WU, cnefoBaTeNbHO, nofnafgaet nop
onpegeneHne MeaAnLMHCKOro n3aenus, Kak oHo onpegeneHo B8 MDD/93/42/EEC, Ctatbs 1(1/2).

Knaccuukauus:
CornacHo [MpunoxeHuto I1X Kk MDD MHOroyHKLMOHaNbHbLIA pacTBOP Knaccuguumpyetcs
cnepyowmm obpasom;

MpPOAOMKNTENbHOCT b NMPUMEHEHUSA:

YHuBEpPCaNibHbIl  MHOTO(MYHKUWOHANbHbIA pacTBOop OyAeT MNPUMEHATbCA B COYeTaHUw
KOHTaKTHbIMU /INH3aMU U MNOABEPratbCA NMOBTOPHOMY BO3AEWCTBUIO HAa POroBuLYy rnas (Kaxgibl
[leHb B TeyeHue <24 yacos).

MoaTomy pacTBOp KnaccuuumpyeTcs Kak [L0NrocpoyHblii

c
7

(He)nHBa3nBHbI I1:

YHuBepcanbHbIi  MHOTOQYHKLWOHaNbHbIA  pacTBOp  OyJeT KOHTaKTMpoBaTb C  BHeELUHEeN
MOBEPXHOCTbIO rN1a3HOT0 A6/10Ka.

Takum 06pa3soM YHuMBepcanbHbll MHOTOMYHKLMOHaNbHbIA PacTBOP Knaccuuuupyetcs Kak
MHBAa3NBHOE U3[eNne C TOUYKN 3peHNs KOHTaKTa C OTBEPCTUEM B Tefe.

MpumeHeHne npasuna 15:

Mpasuno 15 rnacur:

«Bce ycTpoiicTBa, npegHasHayeHHble crneynanbHo AN Ae3nHMEeKLuUM, OYMCTKM, OMnonacKuBaHus
Unn, NP He0BXOANMOCT U, YBNAXKHAKOLMX KOHTaKTHbIX IMH3, OTHOCATCA K Knaccy N6»

TakumM 06pa3oM Y HUBepCabHbIi MHOTOMYHKLMOHANbHbI PpacTBOp OTHOCATCS K Knaccy 16

MPNMMEYAHWE. Mpasuno 13 He NPUMEHNMO, MOCKOJIbKY YHuBepcanbHbli
MHOFO(YHKLUMOHA/NbHbLIA PacTBOP HE COLEPXWUT JIeKapCTBEHHOrO BELLECTBA M He OKa3blBaeT
(hapmaLleBTUYECKOr 0 AeACTBUA.

OueHKa COOTBETCTBUA:
MDD/93/42/EEC MpunoxeHue Il

Kog UMDNS: Henpuemnemo

Ote Pharma Sol B.V.
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Kog GMDNS: Henpuemnemo

12.2 COCTAB, UH®OPMALINA OB NHITPEOVMEHTAX

CocTas:

YHuBepcanbHbli ~ MHOTO(YHKUMOHANbHbIA  pacTBOp  NpeAcTaBnser  coboi  6ydepHbli
M30TOHWYECKMI pacTBOp, coOAepXawuii akTUBHbIA WHIPeAMeHT Rempro B KayectBe W
nonurekcametuneHouryanng (MrmMmb) 0,0001% B KauyecTBe KOHCEPBAHTA.

VHopmauna 06 MHrpeaneHTax:

YHuBepcanbHblii  MHOTO(YHKLMOHANbHLIA pacTBOP COAEPXKUT AurngpaT gurngpodgochaTt

HaTpuWsA, XI0puL HaTpudA, s3geTaT guHaTpuda, Remopro, n nonurekcameTuneHéuryanug {MrMb
{PMB)} 0,0001%.

Per. Homep CAS HanmeHoBaHMe KOMMOHEHTa

10028-24-7 Aurngpat gurngpodocgat HaTpus
7647-14-5 Xnopug Hatpus

6381-92-6 dpeTaT AnHaTpus

27083-27-8 MonurekcaHung buryanng (20%) (MrMr)
9003-11-6 Monokcamep 407

9003-11-6 Monokcamep 188

N3penne cogep>kut MIMI (PUMB) B KauecTBe KOHCepBaHTa B 3aby(pepeHHOM pacTBOpe.
KoHueHTpauua MM (PAMB) He BpefHa ANns 340p0BbS.

12.3 MEXAHWU3MIEWCTBUA

Mpu “CMNonb30BaHUM B COOTBETCTBUMU C MHCTPYKLMER MO UCMONb30BAHUKO MHOTO(YHKLMOHAbHBbI
pacTBOp A/19 OYNCTKN, Ae3NHMEKLNN, MPOMbIBAHUA N XPAHEHUS KOHTAKTHbIX JINH3:

*  OYMLLAET JINH3bl MOCPEACTBOM YAasieHUsi MNPOTEUMHOBBLIX W  COKpaWeHUs JNNNUAHbIX
OT/IOXEHWI C NOBEPXHOCTN KOHTAKTHbIX IMH3 BO BPeMSA [e3NH(EKL NN U XPAHEHNUS;

*  COAEpPXWUT Ae3anHpuunpyowmnin areHt - PHMB 0,0001%, ceneKTUBHO B3aMMO/eCTBYOLLLee
C KucnbiMu ochonunugaMmy ToNbKo membpaH 6akTepuid, B pe3ynbTaTe 4ero npoucxoguT
ahekTBHAA TnbeNb MUKPOOPraHW3MoB. Takas CTPYKTypa fefiaeT ero npuMeHeHue
6e3onacHbIM Ans MeMbpaH KNeTOK YenoBeka.

* TPOMbIBAET W YBM@KHAET BCE TUMbl MATKUX KOHTaKTHbIX JIMH3, BK/OYasd CUJIMKOH-
rMaporesneBble;

* COLEPXWT WHrpeaMeHT Remopro - akKTWBHbIA MOBEPXHOCTHbLIA areHT, COoAepKalyuii
rMApogo6HbIE N TMAPOPUIbHBIE YUACTKK, fatoLLe BO3MOXHOCTb CBA3bIBATL K&K MONEKY/IbI
npoTeMHa, TaKk W MONeKy/nbl BOAbl. Remopro - HEWOHHbIW CcypgakTaHT, ouuwaet
MOBEPXHOCTb NINH3bI N YBNIAXHAET €e 04HOBPEMEHHO.

o [e3nH(pULUPYeT K COXpaHAeT NMNH3bl YncTbiMK 40 30 AHEn nocne fe3nHpexkymu,

* COXPaHAET JfINH3bl YBIAXKHEHHBLIMW W YUCTbIMK, Ob6ecneymBaeT KOM(OPTHOE HOLIEHME
KOHTAKTHbIX /INH3 B TEYEHUWN BCErO [HA.

Ote Pharma Sol B.V.
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13.MHCTPYKLUWMNA MO NPUMEHEHWIO

Bo3pacTHble rpynnbl NayneHTOB, 1ET: HE UMEET BO3PACTHbIX OFpaHUYEHWIA.

O6LMe pekoMeHaaLuu

nepesa 06paboTKON KOHTAKTHbIX NINH3 BCerga TwatenbHO MONTe U BbITUPanTe pyKN YNCTbIM
6e3BOPCOBLIM MOMIOTEHLEMY BYMaXKHOW canteTKoi;

oumLiainTe, NPOMbIBaNTe U Ae3NHPULNPYIATE NNH3bI KaXAbIi pa3 nocne TOro, Kak cCHUMaeTe
nX c rnas;

MPU HOLEHMMN KOHTAKTHbIX JIMH3 He AoNyCcKaliTe KOHTaKTa ¢ BOLONPOBOAHOW BOLOWA;
NpPoBOANTE TEPMUYECKYIO 06paboTKy KOHTelHepa (KUMATKOM MAn napom) 1pa3 B 7 AHEN.
3aMeHANTe KOHTEHep ANA XpaHEeHUs NMH3 He MeHee OAHOT0 pasa Kaxable TPy Mecaua;

He npuKacamTecb K KOHYMKY KanenbHuubl (hNakoHa, Tak KakK 3TO MOXET MnpuBeCcTU K
3arpsisHEeHMIO pacTBopa,;

BCerga naoTHO 3aKpblBaiiTe PaakoH cpasdy Nocnie MCNob30BaHus;

nocne AAUTENbHOrO XpaHeHus (6onee 7 [AHeR) NAWH3bI AOMKHbI OblTb OQYULLEHBbI K
NPOAE3NH(NLMPOBaHbI Nepes NCMoNb30BaHNEM.

HCTPYKUW/Hno M'PVYVEHEHAO

OTkpoliTe (NakoH, MOBEPHYB KpPbMMNKY MPOTUMB 4acOBOW CTPeNnKu [ANA  BCKPbITUSA
repmMeTu3NpyHoLWEero KnanaHa.

Bcerga MoiiTe n BbITMpainTe pPyKM YMCTbIM MONOTEHLEM nepej TeM, Kak npukacarbCcs K
NINH3aM.

Bcerga HaunMHainTe ¢ O4HOW W TOW Xe NUH3bI, YTO6bI He NepenyTaTb UX.

OTKpOTe KOHTeNHep 1 Hano/iHUTe ero pactBopoM Maxima jo OTMETKMU.

CHMMUTE NNH3Y U cpa3y TWaTenbHO OMNONOCHNUTE ee pacTBOpoM Maxima ¢ 06enx CTOpOoH.
MomMecTuTe NNH3bl B KOHTENHep M 3aKpoliTe KOHTEMHEp KPbILEYKON C COOTBETCTBYHOLLEN
NINH3E METKOW.

MoBTOpPUTE NpoLeAypy CO BTOPOW NNH30M.

BcTpsxusalite KOHTERHep C IMH3aMW MUHUMYM B TedyeHue 15 CeKyHA.

OcTaBbTe /IMH3bI B paCTBOPE MUHUMYM Ha 4 yaca Ans Ae3nHpekunn.

Mocne fe3vHMEKLUN CNOMNOCHUTE INH3bI C 06enXx CTOPOH pacTBOpoM Maxima.

Tenepb ynCTble, Ae3UHMOULMPOBAHHbIE NNH3bI MOTYT ObITb HaZETbI NMPAMO Ha rnasa.
BbineiiTe pacTBop W3 KOHTeilHepa W CMOMOCHWTE ero pactBopom Maxima. CyuwwuTe
KOHTeliHep B OTKPbLITOM BUfE.

Ecnnm nuH3bl XpaHWIMCb B KOHTeliHepe C pacTBopoM Maxima 6onee 7 AHeid, nepep
HajeBaHWeM Heo6X04MMO BbINUTb PACTBOP U3 KOHTelHepa U NOBTOPUTbL BCe 3Tanbl YX0/a.

Ote Pharma Sol B.V.
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14.0CHOBHbIE TEXHUWYECKUWE XAPAKTEPUNCTUKN

14.1 YHuBepca/bHblli MHOTOPYHKLMWOHANbHbLIA pacTBOop Maxima TecTupyeTcs B COOTBETCTBUM C
YTBEPXKAEHHbIMW METOLAaMMN UCMbITAHWI B MPOLLECCE U HA KOHEYHOM M34eNnn nocnie acenTUYecKom
06paboTku. Mpn NpoBeaeHUN B NPOM3BOACTBEHHbLIX YCNOBUAX METOAbI UCMbITaHWI ObIIN ONUCaHBI
B Cucteme mMeHegxMmeHTa kadyectBom Ote Pharma Sol B.V. Ana nonydeHus 6onee nogpo6Hoi
MH(OPMaUMN O TeXHUYECKMX XapaKTepuUCTUKAX W3LeNns U KpUTepusax npuemkum cm. Cucrtemy
MeHeKMeHTa KavyecTBoM Ote Pharma Sol B.V.

Ha faHHbI1 MOMEHT NpYMeHnMa Cnefytolas yTBepXAeHHas cneundukanma npoayKUnu:
- DHF 04.003.xx Cneuungukaums ngenns MHorogyHKUNOHanbHbIn pacteop 014.

014 - PacTtBOp YyHMBepcanbHbli MHOrOMYHKLMOHaNbHbIA Maxima gns BCEX TWUMOB MAFKUX

KOHTaKTHbIX JINH3.

B Tabnuue 1 Huxe nepevyncneHbl TEXHUYECKNE XapaKTePUCTUKN pacTBopa B COOTBETCTBUM C
DHF04.003.xx:

2. TexHMYeCcKne XxapakKTepUCTUKKN pacTeopa

JonycTtumoe
HasHaueHune
XapakTepucTuka n OTK/MOHEHMe
peMuKc
Mpemuke
21 Npo3payHbIii
Nnpo3payHoCTb N/A
pacTsop
BusyasnbHble pasmep BM3yaNbHO 6e3 N/A
XapakTepucTkn B3BECM/YacTUL,  B3BeCM/YacTuL
LgeT 6ecLBETHbIN N/A
2.2 dursnyeckune
XapaKTeEPUCTUKN 100,250,
0bbem 360,500 mn
pH 7,3 72-74
2.3 XumMmuyeckume
XapaKTepUCTNKH Xnopug, HaTpust 21,0 mr/mn 19,95-22,05
(cocTas) mr/mn
OunHatpusa 3,84 mr/mn 3,66 - 4,02
apetat mr/mn
Aurnpgpar i
aurngpodocdgar 12,0 mr/mn 11&?/M}12’6
HaTpus
MonurekcaHug, 0,0165 060011488155-
buryaHug 20% Mmr/mn '
mr/mn
Monokcamep 407 3,0 mr/mn 2,85-3,15
Mr/mn
Monokcamep 188 27,0 mr/mn 25,65 - 28,35
mr/mn
ANCTUNIMPOBAH ) 98,7145 kr N/A
Had Boja

* |PC = B aHanIM3e ynpasneHus npoueccom, FP = aHann3 KOHEYHOTro n3aenus

Tabnuuya 1
Ha3HaueHue Pabouas
Jonyctumoe
roToBOro oTKNOHeHne MHCTPYKUMA
nsgenns (MMOK/®TT)
Npo3payHblii N/A W1824-10
pacTeop (MMK/®IT)
BU3yasibHO 6e3 N/A WI1824-10
B3BECH/4HacTuL (MMOK/®nmn)
o WI1824-10
6€eCLBETHbIN N/A (MMK/OM)
100, 250,360 Cuctema
’500 IV;ﬂ ' +2,5% SCADA
(EPC/FP)
W1824-15
75 74-76 (MAK/® M)
6,65 - 7,35 W1824-02
7,00 mriwn Mr/mn (MNK/®M)
1,22- 1.34 WI1824-01
1,28 wr/mn mrima (MIOK/®TT)
4,00 mr/mn 3,80 -4,20 N/A
mr/mn
0,00495 -
0,055 mr/mn 0,00605 WI8F2:-09
mr/mn (FP)
1,0 Mr/mn 0,95 - 1,05 N/A
mr/mn
9,0 mr/mn 8,55 - 9,45 N/A
mr/mn
0,9847145 kr N/A N/A

24 Mukpobronoruyeckume
XapaKTepuCTUKM

Ote Nearma Sol B.V.
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3arpyska KOE Ha ycTpoiictBo: 100 KOE/mn fo ctepunmsauny (npegen AeicTamns)

CTepunbHbIi MPOAYKT € dmnbTpauneid Yepes 1,2 n 0,22 MKM unibTpa
CepTudukar

25 COOTBETCTBUS/aHANM3A 0O JA (no 3anpocy) OHET CooTtsetctByeT QC BMR
3. YnakoBKa U MapKuMpoBKa
No :(B%nmqec HasBaHune Konunuectso B ynakoske  PPS/LS
1 1 (hnakoH 100 mn F0002
2 1 (hnakoH 250 mn F0006
3 1 (hnakoH 100 mn F0003
4 1 (hnakoH 360 mn F0009
5 1 (hnakoH 250 mn F0004
6 1 (hnakoH 360 mn F0008
7 1 (hnakoH 250 mn F0076
8 1 (hnakoH 100 mn F0003
9 1 nuneTka 100,250, 360 mn F0017
10 1 nuneTka 100,250, 360 mn FO0058
n 1 Konnayok 100,250 mn F0015
12 1 Konnayok 100,250, 360 mn F0011
13 1 Konnavok 360 mn F0028
14 1 Konnayok 360 mn F0018
15 1 Konnayok 100, 360 mn F0081
16 1 Konnavok 250 mn F0080
17 1 Konnayok 100, 250 mn F0035

+ TekcT cneundukauum IFU
Cnuncok nNpofyKToB Mapku Privat goctyneH B cucteme ERP
4. YCcnoBus XxpaHeHua v LO/ITOBEYHOCTb

4.1 MecTo xpaHeHus Cknag
4.2 YcnoBus XpaHeHuWs 4 ®C- 25 °C, TeMHOE U1 CyX0e MeCTo
4.3  CpoK rogHocTu 4 rofa cpoka rogHocTu U Yepes He 6051ee 4 MeCALLEB MOC/E sckpuiTus

14.2 KoHTellHep ANa XpaHeHUsI KOHTAKTHbIX /INH3.
KoHTeliHep And XpaHeHU KOHTaKTHbIXIMH3 He ABNAeTCA CTepuibHbIiM!

KoHTeliHep A8 XpaHeHUA KOHTAKTHbIX JIMH3 COCTOUT M3 2 MapKUPOBaHHbIX eMKOCTEN, KOTOpble
npefHasHayeHbl 4N TOro, YTobbl XpaHMTb npasyto (R) n neByto (L) NUH3bI OTAENbHO. BHyTpu
KOHTelHepa MMeeTCsA CcreumanbHas pasMeTka, 40 KOTOPOW cnefyeT 3anvBatb pacTsBop. JInH3a
[0/1KHA ObITb NOJTHOCTHIO MM MOKPbITA. KOHTEHEP LO/MKEH repMETUYHO 3aKPbIBATHCS.

Pa3smepbl: nogpobHble pa3mepsl yKasaHbl B MpunoxeHun 1 (cm. Yeptex 1 um YepTtex 2).
Pa3mep nesoit/npaBoit Kpbnnku (OAxLWxB): AnameTp 33 MM, BbICOTa 7 MM.

Pa3mep HWKHeid YacTu (neBoi u npasoi eMkKocTeid): 35 Mm FnybuHa: 12 mm.

Jonycku Ha Bce rabapuTHble pasmepbl £ 10%.

KoHTelHep M3roTOB/EH U3 C/IeLYIOLLNX MaTepnasnos;

MaTtepwnan:

Kpbiwka: PP 7533: MpaHynbl cononnmepa nponuneHa/atuneHa, Cas-Homep: 9010-79-1.
HwuxHsAa yacTb: PP 7533: MpaHynbl cononumMepa nponuneHa/atuneHa, Cas-Homep: 9010-79-1.
Kpacutenn:

JleBas KpbllWKa: Y nbTpaMapuH CUHWUIA. XMMUYECKOe Ha3BaHMWe: altoMoCynbMOoCUInKar HaTpus.
Cas-Homep: 57455-37-5/101357-30-6.

MpaBas KpbllKa: benbii. XMMnyeckoe HasBaHue: anokcua tutaHa. Cas-Homep: 13463-67-7.
HwmxHAS yacTb: Benblil. XnMmunyeckoe HasBaHue: anokcua tutaHa. Cas-Homep: 13463-67-7.

Ole Pharma Sol B.V.
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BHewHwniA Bug:

HanonHATb KOHTeWHep 415 NIMH3 CBEXMM PacTBOPOM KaX[blii pa3, Korga Tyfga nomeljatoTcs Ha
XPaHeHMe NNH3bl U HUKOTAa He J0NNBaTh N He NCMONb30BaTb PACTBOP NOBTOPHO.

Cpa3sy nocne T0ro, Kak 1MH3bl 6blM N3BNEYEHbI N3 KOHTENHepa, pacTBOP, COAepPXKaLLNACa B HEM,
Heo6X0AMMO BbIMUTL. He cnegyeT nNpW  XpaHeHUW W MNPOMbIBAHUM JNH3  MONb30BATbCA
BOA0NPOBOAHON BOAON.

KoHTelHep ANA NWH3 cnefyeT ouuwiaTb, NPOMbIBaTb M CYLIUTb Ha BO3AYyXe KaXAbll pas, Korga
NNH3bl N3BNEYEHbl U3 HEro. Ansa Toro, 4tobbl YAaNUTb U3NULWKA pacTBOPa, MOXXHO MEepPeBEPHYTb
KOHTeWHep A4NA NNH3 Ha BPpeMs NPOoCyLUUBaHNA.

MpoBOAUTbL TEPMUYECKYHO 06paboTKy KOHTelHepa (KUNATKOM nam napom) 1 pa3 B 7 AHEN.
KoHTeliHep He06X0AMMO MeHATb 1 pa3 B TpU mecsua.

OTKas 0T YyjaneHus pacTBopa W3 KOHTeliHepa Moc/le KaXAoro WCNofib3oBaHUs WK
ncnosb3oBaHMe BOASA ANSA XpaHeHUS BedeT K 3arpsi3HeHMWI0 JIMH3, KOTOPOe MOXET Bbl3BaTb
MOBPEXAEHMNE INa3 U BO3MOXHYI NMOTepo 3peHus.

Ole Pharma Sol B.V.
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15.MAPKNPOBKA

Ha dnakoHe fo/mkHa 6bITb YKa3aHa cnegyrowias nHpopmauus:

- HAaMEeHOBaHWe 1 afipec NpeAnpUATUA-NPON3BOAUTENS;

- Ha3BaHue MegULUHCKOTo U3aenns;

- HasHayeHne MeLULNHCKOro U3aenus;

- 06beM pacTBopa, M,

- COCTaB MeJULUHCKOro N3fenns;

- «XpaHUTb B HeAOCTYNHOM ANS fAeTeil MecTe. XpaHUTb pacTBOP B OPUTMHANIbHON ynakoBKe Mpu
Temnepatype oT 4 go 25 °C. Mcnonb3oBaTb OTKPbITbIA nakoH He aonblie 4 mecsues. He
MCnonb3oBaTb PacTBOP C UCTEKLINM CPOKOM FOAHOCTU.»;

- MH(hOpMaLun O CTEPUSIBHOCTU N MeTOLe CTepuan3aLnm,;

- CPOK rO4HOCTW, CMOTPU Ha fHe (h/1aKoHa,;

- HoMep cepum (Lot);

- HoMep no katanory (REF);

- flaTa U3roToB/IeHUS;

- WTPUX-KOA;
n - 3HaK «CE: XXXX»;
I cnefytoLe CUMBOSIbI:
«lcrnonb3oBaTb A0»;
LOT «Homep cepuny»;
t «TemnepaTypHblli gnana3oH ot 4 °C (40 °F) go 25 °C (77 °F)»;
td «poN3BOANTENbY;
«3HaK CE: XXXX»;
XXXX
m\ «OcTopoXHO! ObpaTtnTech K MHCTPYKLMM MO UCMOJIb30BAHUIO»;
CW «O6pPaTUTECh K UHCTPYKLIUM MO UCMO/b30BAHNIO»;
|STEHLA o .
«CTepunnsaumns ¢ npUMeHeHMeM MeTOLOB acenTUYecKoin 06paboTKm»;
«LUTpnx-KoL»;
J1
«[MoNN3TUNEH BbICOKOW NAOTHOCTM (HWU3KOTO AaBNEHUS)»;
MD «MefunUNHCKOE n3genve».

Ote Pharma Sol B.V.

\Ilialilannd A0

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

INL=U4UU NI Uuclti

Hwupepnangbl



Ha KaXK[0i1 ynakoBo4HOW KOPO6Ke neyaTHbIM CNOCO60M HAHECEHbI:

- HaMMeHOBaHVe N agpec NPeanpPUATUA-NPON3BOANTENS U TOBAPHbINA 3HaK (NPY HaNN4YnK);

- YNONHOMOYEHHbI npeacTaBuTens npoussoautens/ MMIMOPTEP/ OpraHusaymsa ans NpUHATMSA
npeTeH3nii (HanmeHoBaHue, agpec, TenedoH);

- HasBaHMe MeMLNHCKOIo N3Lenns;

- Ha3HayeHne MegMLMHCKOTO N3aenus;

- COLEepPXNMOE;

- 06bem pacTBOpa, M,

- NpefynpexaeHns;

- «XpaHUTb B HEJOCTYNHOM ANA AeTeid MecTe. XpaHUTb pacTBOP B OPWUrMHaNbHON YNakKoBKe npu
Temnepatype oT 4 go 25 ®C. Mcnonb3oBaTb OTKPbITbIA (hnakoH He fonblie 4 mecsues. He
NCNONb30BaTb PACTBOP C UCTEKLLIUM CPOKOM FOAHOCTU.»;

- MH(hOopMaL UM O CTEPUSIBHOCTU U METOJE CTepUIn3aLunm;

- CPOK FOfHOCTM, CMOTPU Ha [iHe KOPOOKY;

- Homep cepum (Lot), cMOTpK Ha gHE KOPOOKM;

- faTta U3roToBNeHUS;

- Homep no kaTanory (REF);

- nepef MCNonb30BaHNEM 06paTUTECh C MHCTPYKLMEN MO UCNO/b30BaHWIO;

- LWUTPUX-KOL;

- 3HaK «CE: XXXXX»;

- «PerucTtpaumnoHHoe ypocTtoBepeHne Ne @PC3 2009/03781 ot 21.05.2009 r. Cpok AeicTBus:
orpaHunyen;

cnegytoLiie CUMBONbI:

«lIcnonb3oBaTh 40»;

ILOT]| «Homep cepumy;
T «TemnepaTypHblil gnana3oH oT 4 °C (40 °F) go 25 °C (77 °F)»;
!
mJ «[ponssoanTenb»;

CeXXXX «3HaK CE: XXXX»;

)I( «OCTOPOXHO! O6paTUTECH K MHCTPYKL MM MO UCMONb30BAHNIOY:;
T «O6paTUTECh K UHCTPYKL MU MO UCMONb30BaHNIOY;
Istehle|a

«CTepununsaums ¢ npMMeHeHnemM MeTOA0B acenTU4eckKoin 06paboTKm»;
«LLTpnX-KOA»;

MD «MegnunHCKoe nsaenve».

Ote Pharma Sol B.V.
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Mapkuposka g*ynnoBofl ynakoBku (TpaHCMOPTHON Tapbl) AO/MKHA COAEPXKaTb:
- HAMMEeHOBaHVe 1 aZipec NpPeanpuUATUA-NPOU3BOAUTENS Y TOBAPHbIN 3HaK (MPU HaNU4uuK);
- YNONHOMOYEHHbI npeacTaButTens npoussoantens/ MMMOPTEP (HaumeHoBaHue, afpec,

TeneoH);

- Ha3BaHMe MeJMLUHCKOTO U34enns;

- CPOK rogHoOCTH;

- AaTa N3roToBJIEHNA N3NENNA;
- YCNoBuUA XpaHeEHNA U TPaHCNOPTUPOBaHUA;

- HOMep cepuu;

- UMCNO eMHML, NOTPEBUTENLCKOI YNAaKOBKM U3AENWIA B TPYNMNOBOI YNaKoBKe UNU TPaHCMOPTHOIA

Tape;

- Macca HeTTo 1 Macca GpyTTO Ha rpynnoBoii YyNakoBKe W3aenunii Unu TpaHCNOPTHOW Tape;

- 3Hak CE: XXXX.

cneaytoLine CUMBONbI:

1O T|

T
bi /]

CE

<

Ote Pharma Sol B.V.

«/cnonb3oBaTh A0»;

«Homep cepuny»;
«TemnepaTypHbllii Auana3oH oT 4 o 25 °Cy;
«[1pon3BOANTENBY;

«[lata U3roToB/IEHNAY;

«3HaK CE: XXXX»;

«He pgonyckatb BOS,U,E‘VICTBI/IFI COJIHEYHOI O CBeTax»,

«XpPaHUTb B CYXOM MeCTe».
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O6pasel, MapKMpPOBKKN (hnakoHa nsgenns, 06vemMom 360 Mn:

MAXIMA

YHuBepcasibHblIi MHOTO(YHKLUMOHa/IbHbIM pacTBOp
ANA BCEX TUMOB MATKUX KOHTAKTHbIX JINH3

OunCTKa, yaaneHme 6enKoBbIX Y IMNMAHBIX OTNIOXEHUI, AE3NHMEKLMS, NPOMbIBAHME U XpaHeHMe

YHMBepcasibHbI MHOFO(YHKLMOHA/IbHBIN PacTBOP 47151 BCEX TUMOB MATKUX KOHTAKTHbIX JIMH3

Maxima - MHOrothyHKUMOHa/IbHBIA PacTBOP /19 OUMCTKY, YAIEHUS GEMKOBLIX W MUMAOHBIX OT/IOKEHWIA,
[E3VHEKLVN, NMPOMBIBAHS M XPaHEHNS! KOHTAKTHBIX JIHS.

XpaHeHue: XpaHuTb B HEAOCTYNMHOM /15 AeTeld MecTe. XpaHUTb PacTBOp B OPUIMHa/TbHOMA YNakoBKe Mpu
Temnepatype oT 4 oo 25 ®C Wcnosb3oBaTh OTKPbITbIA UiakoH He Aosblie 4 MecsueB. He vcnonb3osatb
[pacTBOP C MCTEKLLIMM CPOKOM TOAHOCTW.

CocTaB: BythepHbIli M30TOHNYECKUIA PacTBOp, COAEPKALLMK aKTUBHbIA WHrpeaneHT Rempro B KauecTBe W
nonmrekcametTuneHouryanmg (MMMB) 0,0001% B KadecTBe KOHcepBaHTa. CTepusibHO. [pomssedgHO Mo
acenTMYeCKO TEXHO/TOMN.

LOT Howmep cepyn/ lot number
Cm. gHo dyiakoHa
2 See base of bottle

25
Mo 3aka3y/ ordered by; [ly|0
Maxima Optics (UK) Limited 4"C
3 Woodside Lane, London, N 12 8RB, 40RF

Great Britain/BenvkobputaHnst
MponsseneHo
Ote Pharma Sol B.V. C €
Il Vluchtoord 38,5406 XP Uden, Netherlands/ XX XX
HupoepnaHap!
REF:

[JaTa WrorosneHns:
360 M1

Ote Pharma Sol B.V.

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
NL-5406 XP Uden

Huaepnanab!



Ob6pasey, MapKUPOBKN (hakoHa usgenusa, oobemom 250 mn:

MAXIMA

YHuBepcanbHblil MHOTO(YHKLUOHANbHbI PacTBop
A4NA BCEX TUMOB MATKMUX KOHTAKTHbIX JINH3

OumncTKa, yAaneHve 6enKoBbIX U IMMUAHBIX OTN0XKEHWIA, Ae3NHDEKLMS, NPOMbIBaHME U XpaHeHWe
YHuBepcaNbHbli MHOTO(YHKUMOHANbHbLIA pacTBOP AN BCEX TUMOB MATKUX KOHTAKTHbIX NMUH3

Maxinw - MHOrodYHKLMOHaNbHbIA pacTBOp AN OUUCTKU, yaaneHus 6GenkoBbIX W NUMWUAHLIX OTNOXKEHWIA,
AE3MH(EKLMM, MPOMBIBAHUS U XPaHEHUS KOHTAKTHbIX /INH3.

XpaHeHue: XpaHUTb B HEAOCTYNHOM ANs AeTei MecTe. XpaHUTb PacTBOP B OPUFMHANIbHO YakoBKe Npu
TemnepaType 0T 4 0 25 ®C. Micnonb3oBaTh OTKPbIThINA (hakoH He fonblie 4 Mecsues. He MCMonb3oBaTb
pacTBOp C UCTEKLLUM CPOKOM FOAHOCTM.

CocTas: bydepHbIl N30TOHWYECKWIA PaCcTBOP, COAEPXKALLMIA aKTUBHbBIV MHTpeaMeHT Rempro B kauecTse U
nonurekcametuneHouryarug (MrMB) 0,0001% B KayecTBe KoHcepBaHTa. CTepubHO. Npon3BefeHo Mo
acenTUYeCKON TeXHONOTnK.

LOT Homep cepun/ lot number
CM. fiHO (hnakoHa [ﬂ, -n >'K
2 See base of bottle
Mo 3aka3y/ ordered by: o
: 77
Maxima Optics (UK) Limited 4"CX MD
3 Woodside Lane, London, N12 8RB, 40T

Great Britain/BenmkobpuTaHus
MpounsseneHo
Ote Pharma Sol B.V. C € A
m 1 Vluchtoord 38,5406 XP Uden, Netherlands/ XXXX '™ H
HunaepnaHabl
REF:

[aTa n3roTosnexHuns:
250 M

Ote Pharma Sol B.V.
@ 000 LUPMI [ INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU

NL-54Ub XF uaen
HwuaepnaHgbl



O6pasel, MapKMPoOBKKU hnakoHa nsgenus, oobemom 100 mn:

MAXIMA

YHuBepcanbHbli MHOTOPYHKLUMOHAIbHbIV pacTBop
ANS BCeX TUMOB MATKUX KOHTAKTHbIX JINH3

OumncTKa, yaaneHue 6eNKoBbIX N IMMUAHBIX OTIOXEHWUIA, Ae3MH(EKLMS, NPOMbIBaHME N XpaHeHWe

YHMBepcaﬂbeIVI MHOFO(byHKLI.VIOHafIbeIVI pacTBOp ANnA BCEX TUMOB MATKNX KOHTAKTHbIX TNH3

Maxima - MHOTo(yHKLMOHaNbHbIA pacTBOp AN OUMCTKU, yAaneHus 6GenKoBbIX W NUMWUAHLIX OTNOXKEHWIA,
[e3NHDEKLMI, NPOMbIBAHUS N XPAHEHWUS KOHTAKTHbIX fIMH3,

XpaHeHue: XpaHUTb B HEAOCTYMHOM A5 AeTeil MecTe. XpaHUTb PacTBOP B OPUTMHa/LHON YaKoBKe Npu
TemnepaType oT 4 fo 25 ®C. Micnonb3oBaTb OTKPbIThIA (1aKOH He [oNblue 4 MecsLeB. He MCnonb3oBaTb
pacTBOP C UCTEKLLIUM CPOKOM FOJHOCTH.

CocTaB: byepHbIl U30TOHWMYECKMIA PacTBOP, COAEPXKALLMIA aKTUBHbIA MHTpeAMeHT Rempro B Ka4ecTBe U
nonurekcametuneHouryanmg (MrMB) 0,0001% B kayecTBe KoHcepBaHTa. CTepunibHO. MNpounssegeHo no

acenTnYecKoii TEXHOIOMUN.
LOT Homep cepuu/ lot number .
pi]A

CM. gHO hnakoHa
2 See base of bottle

Mo 3aka3y/ ordered by: 77 op MD
4wcX

Maxima Optics (UK) Limited

3 Woodside Lane, London, N12 8RB, 40°?
Great Britain/BenmkobpuTaHus
MponsseneHo
ote Pharma Sol B.V. C €
d Vluchtoord 38,5406 XP Uden, Netherlands/ XXXX
HwnpepnaHabl
REF:
[JaTa n3roTosneHus:
100 Mn

1
Ote Pharma Sol B.V.
& 000 LMPMU (2] INFO@CIRMI.RU € WWW.GOSZDRAVNADZOR.RU
NL-5406 XP Uden
HwunennaHnel



O6pasel, MapKUPOBKM YNaKOBOYHOW KOPOOKM M3aenms, o6bem iakoHa 960 mn:
- C KOHTEiHEPOM A5 XPaHEHUSA KOHTAKTHbIX TMH3

MAXIMA

YHuBepcanbHbIi MHOTOPYHKLNOHAbHbIV pacTBop
A5 BCeX TUMOB MATKUX KOHTAKTHbIX JINH3
OuncTtka, yganeHume 6en1K0OBbIX U TNANAHbLIX OTN0XEHU, Ae3nHBEeKLUA, MPOMbIBaHWE U XpaHEHUe

YHUBepcaNbHblit MHOTOMYHKLMOHANbHbI pacTBOP A/s BCEX TUMOB MATKUX KOHTAKTHbIX IMH3
OuMCTKa, YAaNieHre 6eKOBbIX N IMMUAHBIX OT/I0XKEHWIA, A€3UH(EKLMS, MPOMbIBAHUE U XpaHeHWe

CocraB Cogepxumoe
MAXIMA - 6ythepHblii N30TOHUYECKWNIA pacTBop, 1x 360 mn pactBopa MAXIMA
coAepXallnil akTUBHbIV MHTPeAneHT Rempro. 1 X KOHTeliHep AN XpaHeHWs IMH3

KoHcepBaHT: nonurekcametuneHéuryanug (Mrme) 0,0001%. 1 X MHCTPYKLMA MO UCMO/Ib30BaAHUIO

BH/MaTe/IbHO MpoYMTaiiTe WHCTPYKUMIO W NPeaynpexaeHus Ans npaBWIbHOrO MCMO/b30BaHMS pacTBopa
MAXIMA B coyeTaHUn C BalUMMN KOHTAKTHbIMUW JINH3aMMU.

MpepynpexgeHus

He vcnonb3yiiTe pacTBop, eciv NoBpexieHa 3awuTtHas naomba. He cmelunBaiTe n He UCNONb3yiTe pacTBop
MAXIMA c ApyruMu >XXWAKOCTAMW AN KOHTAKTHbIX JIMH3, €CIM 3TO He MpegyCMOTPEHO WMHCTPYKLUMER no
npuMeHeHnto. O65A3aTeIbHO MNPOKOHCYNbTUPYATECH CO CBOMM O(TafIbMOAOrOM WAW  CMELMANMCTOM Mo
KOHTAKTHbIM fIMH3aM, Mpexae 4em MnepexofuTb Ha HOBble KOHTAKTHblE MIMH3bI UAW CpeAcTBa yxofa 3a HUMMW.
MnoTHO 3aKpoiiTe h1akoH cpasy Mocne NPUMEHEHUs.

XpaHeHue

XpaHuTb B HEAOCTYNHOM ANs feTeil MecTe. XpaHUTb PacTBOP B OPUTMHABHON YNakoBKe Npu TeMnepartype oT
4 no 25 °C. Vcnonb3oBaTh OTKPbITLIA PNakoH He fofbliue 4 MecAleB. He NCnoib3oBaTh PacTBOP C UCTEKLUNM
CPOKOM TFOfIHOCTW.

LOT Homep cepun/ lot number

CM. HO (hyiakoHa
2 See base of bottle

25
Mo 3akasy: 7k
Makcuma OnTuke (FOkeid) Jlumutes, 4°C A MD
3 Bypcaiig J13iiH, JloHgoH, N12 8RB, 40°F
BenvkobputaHus
ORDERED BY:

Maxima Optics (UK) Limited
3 Woodside Lane, London, N12 8RB,
Great Britain
Mpon3sseaeHo .I-I
Ote Pharma Sol B.V. = K C € "
Vluchtoord 38,5406 XP Uden, Netherlands/ XXXX
HwuaepnaHgbl
REF:
[aTa n3rorosneHuns:
VimnopTep 1 OpraHm3aums Ans npuHATUA npeteHsunin; OO0 «3ccmnop-J'IYI7IC-OnTV|Ka», P®, \TW1b, r.Mocksaa,
yn. OTpagHas, .26, cTp.1, nomeweHmne 3.11, otmc 51, atax 3; Ten +7(495) 137 4848
PernctpaymoHHoe ygoctoBepeHue Ne ©C3 2009/037810T1 21.05.2009 r/ CpoK AeiAcTBUA He OrpaHUYeH
Homep PY MO3 YKpauHbl
Homep PY M3 Pecny6nvku benapycb

360 mn

Ole Pharma Sol B.V.
Vluchtoord 38

& 000 LUPMM &7 INFO@CIRMI.RU € WWW.G0SZDRAVNADZOR.RU
HwupepnaHabl



O6pasel, MapKNUPOBKM YNaKOBOUYHOW KOPOGKK n3aenms, 06bem gakoHa 360 mM:
- 63 KOHTeliHepa AN XpPaHeHUS1 KOHTAKTHbIX NH3

MAXIMA

YHuBepcasbHbIi MHOFOPYHKLMOHANbHbIN pacTBop
ANA BCEX TUMOB MATKNUX KOHTAKTHbIX JINH3
OuncTKa, yganeHne 6e1KOBbIX U TUMUAHBIX OTN0XEHWI, Ae3NHDEKL S, NPOMbIBAHWE U XPaHeHUe

YHUBEpcaNnbHbI# MHOTOMYHKLMOHANbHbIA PacTBOP AN BCEX TUMOB MSATKUX KOHTAKTHbIX INH3
OumnCTKa, yaaneHve 6eMKoBbIX N IUMUAHBIX OTAOXKEHU, fe3nHBeKLUs, MPOMbIBaHUE U XpaHeHWe

Cocras Cogepxumoe
MAXIMA - 6ythepHbIi M130TOHWYECKUIA pacTBop, 1X360 mn pacteopa MAXIMA
CoAep>KalLlimii akTUBHbIN MHIpeaneHT Rempro. 1 XVMHCTPYKUMS NO UCMONb30BaHUNIO

KoHcepBaHT: nonurekcametuneHburyanug (MrMmsb) 0,0001

BH/MMaTeNIbHO MpoYMTaiTE WHCTPYKLMIO U NpesynpexaeHns ANs NpaBWbHOIO UCMOMb30BaHMS pacTBopa
MAXIMA B coyeTaHUM C BalUMMKNU KOHTaKTHbIMW JIMH3aMW.

MpegynpexaeHus

He wncnonb3yiiTe pacTBop, eCnv MOBpeX/JeHa 3aliMTHas naomba. He cMmellimBainTe M He UCMONb3yiTe pacTBop
MAXIMA ¢ ApyrMMU XXUAKOCTAMU AN KOHTaKTHbIX AWH3, €CAu 3TO He MNpeaycMOTPeHO WHCTPYKuuel no
npumeHeHunto. O6f3aTeNbHO MNPOKOHCY/bTUPYNTECH CO CBOMM  OPTaNbMOMOFOM  WAKW  CReLManucTom no
KOHTaKTHbIM fIMH3aM, MpeXAe Yem MepexofuTb Ha HOBble KOHTAaKTHble /IMH3bl WM CPefCTBa yX04a 3a HUMM.
MNoTHO 3aKpoiTe (akoH cpasy nocne NPUMeHeHNs.

XpaHeHue

XpaHuTb B HEJOCTYMHOM ANA AeTell MecTe. XpaHWUTb PacTBOP B OPUrMHANbLHONM YNakoBKe Npu TemnepaTtype ot 4
[0 25 °C. VMicnonb3oBaTb OTKPbITbIV akoH He fonblie 4 mecsiueB. He ncnonb3oBaTth pacTBOP C UCTEKLLIMM
CPOKOM TOAHOCTM.

Homep cepun/ lot number
Lot CSIA

CM. HO (hbnakoHa
See base of bottle

[aTE Sy

Mo 3akasy:

Makcuma OnTuke (KOkeid) JiumnTes,. 4®CA MD
3 Byacaiig NsiiH, JlongoH, N12 8RB, 406F

BennkobputaHus

ORDERED BY:

Maxima Optics (UK) Limited

3 Woodside Lane, London, N12 8RB,

Great Britain

Mpown3BseaeHo jl
wJjj Ote Pharma Sol B.V. .
H Vluchtoord 38,5406 XP Uden, Netherlands/ XXXX en
HwuaepnaHgbl

REF:
[JaTa n3rorosneHus:

VimnopTep 1 OpraHusauus Ans NPUHATUS mpeTeHsnii: 000 «3dccunop-NYNC-OnTuka», PO, 127273, r.Mocksa,
yn. OTpagHas, A.2b, cTp.1, nomeweHne 3.11, oduc 51, atax 3; Ten +7(495) 137 4848

PernctpaunoHHoe yaoctoBepeHue Ne ®@C3 2009/03781 ot 21.05.2009 r/ Cpok AeiicTBUA He OrpaHnyeH

Howmep PY MO3 YkpauHbl

Homep PY M3 Pecny6nunku benapycb

360 mn

Ote Pharma Sol B.V.
\/lirhtnnrd 29

@& 000 LIMPMI @ [N‘FQ_@EIISM.I:RU @& WWW.GOSZDRAVNADZOR.RU
HwaepnaHab!



O6pasel, MapKNUPOBKN YNaKOBOYHOM KOPO6KKU M3aenuns, 0bbem dakoHa 250 mn:
- C KOHTENHEepPOM ANa XpaHeHNA KOHTAKTHbIX INH3

MAXIMA

YHuBepcasibHbIi MHOTOPYHKLNOHANbHbIA pacTBOp
ANA BCEX TUMOB MATKUX KOHTAKTHbIX JINH3
OuncTka, yoaneHue 6€eN1KOBbIX U nMNNnAaHbIX OTNOXEHWA, ,CI,BSVIHCbeKLI,VIFI, NPpoMbiBaHWEe U XpaHeHNe

YHuBepcanbHblii MHOTOYHKLMOHaNbHbI PAacTBOpP ANS BCEX TUMOB MATKUX KOHTAKTHbIX UH3
OumMCTKa, YAaNieHre 6eKOBbIX U IMMUAHBIX OT/I0XKEHWIA, Ae3UH(EKLMS, MPOMbIBAHUE U XpaHEHKe

CocraB Copepxumoe

MAXIMA - 6ydepHbIii U30TOHUYECKMWA pacTBOp, 1X250 mn pacteopa MAXIMA
cofiepXallnii akTUBHbIA MHIpeaueHT Rempro. 1 XKoHTeliHep AN XpaHeHWs NMH3
KoHcepBaHT: nonurekcametuneHouryadug (MrMB) 0,0001%. | XMHCTPYKUMSA NO UCMONL30BaHMIO

BHUMaTeNbHO MNPOYMTANTE WHCTPYKUMIO M NpeaynpexnaeHns Ans npaBWAbHOrO WCMOMb30BaHMA pacTBopa
MAXIMA B couyeTaHuK C BalMMWN KOHTAKTHbLIMWU NIMH3aMW.

MpepynpexaeHus

He ucnonb3yiiTe pacTBop, ecnu noBpexieHa 3aliuTHas nnomba. He cmelumBaiiTe U He WCMONb3ylTe pacTBoOp
MAXIMA ¢ gpyrumn XUAKOCTAMMW 418 KOHTAKTHbIX fIMH3, €C/IM 3TO He MpefyCMOTPEHO WHCTPYKUMel no
npuMeHeHnto. O653aTeNIbHO MNPOKOHCYNbTUPYATECH CO CBOMM O(TaNbLMOAOFOM WAW  CMELMasMcToM Mo

KOHTaKTHbIM /IMH3aM, MpeXae Yem MepexofuTb Ha HOBblE KOHTAKTHbIE MMH3bI UM CPEACTBA YXOAA 33 HUMU.
MNOTHO 3aKPOWTe (1IaKOH CPasy Moc/e NPUMEHEHUS.

XpaHeHne

XpaHUTb B HEOCTYMHOM A1 feTeli MecTe. XpaHUTb PacTBOP B OPUTMHaNbHOW YNakoBKE Mpu TemnepaTtype oT 4
[0 25 ®C. Mcnonb3oBaTb OTKPbITLIA (hnakoH He fofblie 4 MecsueB. He Mcnonb3oBaTb pacTBOP C MCTEKLIWUM
CPOKOM rOgHOCTY.

m-—-- - Howmep cepuu/ lot number
LOT
I J CMm. fHO hyiakoHa
H Sybase ofbottle 25A
Mo 3akasy: 7
Makcuma Ontuke (KOkeid) SiumuTeg, A@C)K MD
3 Bygcaiig J1aiH, JToHgoH, N 12 8RB, 40"F
BenvkobputaHus
ORDERED BY:
Maxima Optics (UK) Limited
3 Woodside Lane, London, N12 8RB,
Great Britain
[NpounsseaeHo JAV
»a/l  Ote Pharma Sol B.V. C
LWL Vluchtoord 38,5406 XP Uden, Netherlands/ XXXX
HwugepnaHabl
REF:
[JaTa raroTosneHus:
VIMnopTep n OpraHn3auma Aas NpUHATUA npeTeHsnii; 000 «3dccunop-NTYNC-OnTukay», PP, 127273, r.Mocksa,
yn. OTpagHas, 4.2b, cTp.1, nomeweHve 3.11, oduc 51, atax 3; Ten +7(495) 137 4848

PeructpayunoHHoe ygoctoeepeHme Ne @C3 2009/03781 o1 21.05.2009 r/ Cpok AeCTBUS He OrpaHMYeH
Howmep PY MO3 YkpauHbl

Homep PY M3 Pecny6nuku benapycb
250 mn

Ote Pharma Sol B.V.
Vluchtoord 38
& 000 LMPMU (2] INFO@CIRMI.RU € WWW.GOSZDRAVNADZOR.RU

HwnaepnaHabl



Ob6pa3sel, MAPKUPOBKN YNMaKOBOYHOW KOPO6KK n3aenuns, obbem nakoHa 250 mi:
- 6e3 KOHTeliHepa A5 XpaHeHUS KOHTaKTHbIX JINH3

MAXIMA

YHUBepcanbHbliA MHOFOPYHKLMOHANbHbIA pacTBOp
ANS BCEX TUMOB MATKUX KOHTAKTHbIX JINH3
OunCTKa, yaaneHme 6enKoBbIX U INMNAHBIX OTNIOXKEHNIA, AE3MHDEKLMS, MPOMbIBaHME 1 XpaHeHe

YHuBepcaNbHblii MHOTO(YHKLMOHA/bHBIW pacTBOpP 4SS BCEX TUMOB MATKUX KOHTAKTHbIX /TIMH3
OumncTKa, yaaneHue 6enKoBbIX U TMMUAHBIX OTNOXEHWIA, e3nHBeKLNs, MPOMbIBAHME U XpaHeHWe

CocraB Cogepxumoe
MAXIMA - 6ydepHblii N30TOHNYECKWIA pacTBop, I X250 mn pacteopa MAXIMA
cojepXxallinii akTUBHbIW UHIpeaueHT Rempro. I XMHCTPYKLMA NO UCMONb30BAHUNIO

KoHcepBaHT: nosimrekcametuneHburyanng (MrMmeb) 0,0001%.

BHuMaTeNbHO MpounTainTe WHCTPYKUMIO W MpeaynpexaeHns Ans NpaBWIbHOrO MCMOMb30BaHWMSA pacTBopa
MAXIMA B couyeTaHMK C BalLMMWN KOHTAKTHbIMW NIMH3aMW.

MpepynpexaeHus

He wncnonb3yiiTe pacTBOp, ecnu NOBpexfeHa 3aluTHas nnomba. He cMellnBaliTe M He MCMONb3YiTe pacTBOp
MAXIMA ¢ ApYrUMKU >XUAKOCTAMW AN8 KOHTaKTHbIX JIMH3, €CKU 3TO He NPeAyCMOTPEHO WHCTPYKUMEel Mo
npumeHeHnto. 0643aTeNbHO  NPOKOHCYNbTUPYHTECH CO  CBOMM  O(hTalbMOMIOFOM  WAW  CNeuuanucToMm o
KOHTAaKTHbIM /IMH3aM, NPexje YeM MEepexofuTb Ha HOBble KOHTAKTHble NIMH3bI WM CPefCcTBa YXOAa 33 HUMM.
MA0THO 3aKpoiiTe (hnakoH cpasy nocne NPUMeHeHNS.

XpaHeHue

XpaHWTb B HEAOCTYMHOM AN151 feTel MecTe. XpaHWUTb pacTBOP B OPUIMHANbHOI YNaKoBKe Npu TemnepaType oT 4 Ao
°C. Ncnonb3oBaTb OTKPbIThIV (h1akoH He fonblue 4 mecaueB. He MCcnonb3oBaTb PacTBOP C UCTEKLWINM CPOKOM
rofHOCTW.

Homep cepuw/ lot number C HA

CM. [HO (hiakoHa

See base of bottle ]
25X:

Mo 3aKasy: NTOF
Makcuma OnTuke (FOkeid) Nlumutes, 409 MD
3 Bygcalig Naiin, JloHaoH, N12 8RB, 40°F
BennkobputaHus
ORDERED BY:
Maxima Optics (UK) Limited
3 Woodside Lane, London, N12 8RB,
Great Britain
MponsseneHo .,-I
aa/l  Ote Pharma Sol B.V. C € "
m /1  Vluchtoord 38, 5406 XP Uden, XXXX
Netherlands/ HngepnaHgbl
REF:
[JaTa nsrorTosnexHuns:
VimMnopTep 1 OpraHusauus Ans NpUHATWA npeTeHsuit: 000 «3ccunop-SIYMNC-OnTtuka», P®, 127273, r.Mocksa,
yn. OTtpagHas, 4.2b, cTp.1, nomeweHne 3.11, ouc 51, atax 3; Ten +7(495) 137 4848
PerncTpauunoHHoe ygoctosepeHme Ne @C3 2009/03781 ot 21.05.2009 r/ CpoK AeicTBrA He OrpaHunyeH
Homep PY MO3 YkpaunHsbl
Homep PY M3 Pecny6nukun Benapycb

250 mn

fS

Ote Pharma Sol B.V.
\/liirhtnnrd 29

@& 000 LIMPMI @WFD@QI{MIRU @& WWW.GOSZDRAVNADZOR.RU
HwupepnaHabl



O6pasel, MapKMPOBKM YMaKOBOUYHOW KOpPOOGKN n3aenms, o6bem nakoHa 100 ma:
- C KOHTEHepOM [/15 XpaHeHWs KOHTAKTHbIX IMH3

MAXIMA

YHuBepcanbHbli MHOTOPYHKLMOHAIbHbIV pacTBop
ANA BCeX TUNOB MATKUX KOHTaKTHbIX JINH3
OuncTka, yaaneHune 6€eNKOBbIX U TNNNAHbIX OT/IOXEHUN, lElGSI/IH(beKLI,I/IFI, npomMbiBaHUE U XpaHEHNE

YHuBepCcaNbHblit MHOTOMYHKLMOHANbHbIV pacTBOP ANA BCEX TUMOB MATKUX KOHTAKTHbIX TNMH3
OumCTKa, yaaneHue 6enKoBbIX U UMUAHLIX OTNOXEHWA, e3MH(EKLMS, NPOMbIBaHME N XpaHeHe

CocTaB Copepxumoe

MAXIMA - 6ydepHbIii U30TOHUYECKWNIA pacTBop, I X 100 mn pactBopa MAXIMA
CO/epXaLiuil aKTUBHbBIN MHIpeaneHT Rempro. | XKOHTeNHep AN XpaHeHUs NNH3
KoHcepBaHT: nonurekcametuneHburyanug (MrvMb) 0,0001%. | XUHCTPYKLMSA NO UCMO/b30BAHUIO

BHMMaTeNIbHO MNpoYWTaiTE MHCTPYKUMIO M MpefynpexaeHus s npaBUAbHOrO MCMOMb30BaHWS pacTBopa
MAXIMA B coyeTaHUK C BalLMMUWU KOHTAKTHbIMW INH3aMMU.

MpegynpexaeHus

He ncnonb3yiiTe pacTBOp, €CM NOBPEXJEHa 3aluTHaa naomba. He cmeluvBaiiTe M He MCNOMb3yliTe pacTBop
MAXIMA c apyryMy >XXWAKOCTAMWU AN KOHTAKTHbIX fIMH3, €CAnM 3TO He NPefyCMOTPEHO WMHCTPYKUMen no
npuMeHeHno. O6a3aTeNlbHO  NPOKOHCYNbTUPYNTECH CO CBOMM  O(TanbMOMOrOM WM  CREeuuanucToMm no
KOHTAKTHbIM /IMH3aM, Mpexie YeMm MepexofuTb Ha HOBble KOHTAKTHbIE JINH3bI WKW CPefCTBa yX04a 3a HUMW.
MA0THO 3aKpoiiTe NakoH cpasy nocne NPUMeHeHNs.

XpaHeHue

XpaHWTb B HEAOCTYNHOM Ans AeTeid MecTe. XpaHUTb PacTBOP B OPUTMHANIbHON YNakoBKe Npu Temnepartype oT 4 Ao
25 °C. Wcnonb3oBaTb OTKPbITbIA IaKOH He gosblie 4 MecsileB. He Mcnonb3oBaTb PacTBOP C UCTEKLIUM CPOKOM
rogHocTu.

Homep cepuu/ lot number

CwM. AHO thnakoHa
See base of bottle

Mo 3aka3sy:
Makcuma OnTtuke (KOkeid) lumntes.
3 Bygcaiig /13iiH, JToHgoH, N12 8RB, 40T
BenukobputaHus
ORDERED BY:
Maxima Optics (UK) Limited
3 Woodside Lane, London, N12 8RB,
Great Britain
MpounssegeHo .
Ote Pharma Sol B.V. wo-t- C € A
Vluchtoord 38,5406 XP Uden, XXX X
Netherlands/ HugepnaHasE
REF:
[JaTa nrorosneHus:
VimnopTep 1 OpraHusauns Ans NpuHATUA npeteHsuii: 000 «3ccunop-NTYMNC-OnTtuka», PP, 127273, r.Mocksa,
yn. OTpagHas, 4.26, ctp.l, nomeweHune 3.11, oduc 51, atax 3; Ten +7 495 137 4848

PeructpauunoHHoe ygoctosepeHne Ne @C3 2009/03781 o1 21.05.2009 r/ CpokK geiicTBMS He OrpaHuYeH
Homep PY MO3 YKpauHsbl

Homep PY M3 Pecny6nuku benapycb
100 mn

Ote Pharma Sol B.V.
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O6pa3sey, MAapKMPOBKM YNaKOBOUYHON KOPOOKM n3genns, obbem rakoHa 100 mn:
- 6e3 KOHTeHepa 419 XpaHeHNA KOHTAKTHbIX JINH3

MAXIMA

YHuBepcasibHbIi MHOTOPYHKLNOHAbHbIA pacTBop

Ana BCeX TUNOB MATNKMX KOHTAKTHbIX JINH3
OuncTKa, yaaneHue 6efKoBbIX U IMMUAHLIX OT0XEHWI, Ae3MH(EKLMS, NPOMbIBaHME N XPaHeHe

Y HUBEpCaNbHbI MHOTOMYHKLMOHANbHbI/ PacTBOP /15 BCEX TUMOB MATKUX KOHTAKTHbIX NINH3
OumnCTKa, YaaneHve 6enKoBbIX U IMMUAHBIX OTAOXEHUN, Ae3nHDEKLMS, NPOMbIBAHUE U XpaHeHWe

CocrTaB Cogepxxumoe
MAXIMA - 6ythepHblil U30TOHNYECKNMIA pacTBop, 1X 100 mn pactsopa MAXIMA
COJepPXKaLL il aKTUBHbLIN UHFpeaneHT Rempro. I XUHCTPYKLMA N0 UCNO/Mb30BaHUIO

KoHcepBaHT: nonurekcametmneHburyanug (Mrve) 0,0001%.

BH/MaTENbHO NpPOYMTaNTe WMHCTPYKLUMIO WM NpeaynpexaeHns Ans npaBUAbHOrO MCMOAb30BaHMS pacTBopa
MAXIMA B coveTaHU C BallMMN KOHTAKTHbIMU JIMH3aMW.

MpepynpexaeHuns

He ncnonb3yiitTe pacTBop, ec/in NoBpexeHa 3awmTHaa naomba. He cmellmnBalite v He UCMONb3YiTe pacTBop
MAXIMA ¢ Apyrumun XUAKOCTAMW ANA KOHTAKTHbIX JIMH3, €CAK 3TO He MPeAayCMOTPEHO WMHCTPYKUMel Mo
npuMeHeHuo. O64a3aTe/IbHO MPOKOHCYbTUPYTECH CO CBOMM O(TasbMOAOrOM WAU  CNeuuaincToM Mo
KOHTaKTHbIM NIMH3aM, Mpexae Yem MepexoAuTb Ha HOBble KOHTAKTHbIE IMH3bI UM CPefcTBa yxoja 3a HUMMW.
MN0THO 3aKpoiiTe (iakoH cpasy nocsie NPUMEHEHUs.

XpaHeHue

XpaHuTb B HEAOCTYNHOM fNs AeTeil MecTe. XpaHWUTb PACTBOP B OPUTMHAMLHOM YNakoBKe Mpu TemnepaType oT 4 [k
25 °C. /icnonb3oBaTb OTKPbIThINA (h1AKOH He fobLie 4 MecALes. He ncnonb308ath pacTBOP C UCTEKLLUM CPOKOM
rOAHOCTH.

LOT Homep cepun/ lot number

CMm. AHO hnakoHa
?  Seebase of bottle

Mo 3akasy:

Makcuma OnTuke (KOkeit) lumutes,.

3 Byacaiig NaiiH, JToHgoH, N 12 8RB,

BenvkobputaHus

ORDERED BY:

4 Maxima Optics (UK) Limited

3 Woodside Lane, London, N 12 8RB,

Great Britain
lMpounsseneHo ]-I
Ote Pharma Sol B.V. Ce "
Vluchtoord 38,5406 XP Uden, XXXX
Netherlands/ HugepnaHgbl

40*F

REF:

[aTa n3roTos/eHns:

VimnopTep 1 OpraHn3saLua Ans NpUHATAA npeTensuii: CHOO «3ccunop-1YC-OnTuka», P, 127273, r.Mocksa,
yn. OTpagHas, 4.2b, cTp.1, nomewweHmne 3.11, othmc 51, atax 3;Ten +7(495) 137 4848

PeructpaunoHHoe ygoctoeepeHme Ne dC3 2009/03781 o1 21.05.2009 r/ CpoK feiicTBMA He OrpaHuYeH

Homep PY MO3 YKpanHbl

Howmep PY M3 Pecnybnvku benapycb

100 mn

o)

Ote Pharma Sol B.V.
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Oo6pa3sel TpaHCMOPTHON MapKUPOBKK n3aenns, 06bem nakoHa 360 mn:

63

XXXX

‘mnEEn Tl emm/I T MU m
saam€XXTTaoB MAEBEK«eniinmiE nat
(b nBKT 06Lw*wiw 360N

PeruanpsuwtoHmMoByaoaL WwpawsT P C32009/03791 o1 2L05J009 tCpOKdiOcmmm T <vpMiveM

LOT  x00006:x000K REF.XOXOOKKX TY-AL

YNonHOMMOYeHHbI MPeACTaBATeNb MPOMN3BOA0TeNA Ha TepprTopny P®/ WILLIOPTEP

OO0 «3ccnnop —MYNC-Owmkar», 127273, r. Mocksa, yn. OtpagHas, 4. 26, cTp. 1,
nom. 3.11, othnc 51, atax 3; Ten."akc: +7 (495) 137 484S; e-maiL info”Juis-optica.nL

Plumu SdaVj>, ¥Ybebb>unr3t, 5406 XPUdm, N cthn I?
CHOPAPTCLLEE. B1174riol L1138, 5406XT TYX. Nacedmnll;nl:+31 (0413
257706, da: 31 (04UIs 316D

5T 90% 167Kk

+4*C MxIla

o ;/-.

t htesi  tLEFBL

Ole Pharma Sol B.V.
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O6pasel, TPAHCMOPTHON MapKNUPOBKK n3aennsi, 06bem rakoHa 250 mn:

XXXX

I mirn 4 Hu lmm-NWrf

O1AM«x TMBO» namkx eoKNKNbl X aako

oAustom 250 JT7
am2l.mjm9i.Cp(»> LLIOT PBHU4EM
LOT  moocoroc AT XXH0aX W r-uw [TIFMM

YNONHOMOYEHHBI NpeacTaBUTeNb 1hOH3BOAHTENS HA TeppHTOpHN P&/ LLILLIOPTEP

000 «3ccutop - NYWNC'Owuka», 127273, r. Mockaa, yn. OTpagHas, 4. 2b, ctp. 1
nom. 3.11, odmc 51, atax 3; Ten./thakc: +7 (495) 137 4848; e-maiL info@ Juis-optica.ni-

LLI PbiiiM Sol B.¥”, Vbddooid 3S, 3#4(%6eXPLUwWw, N ca» b

ANl (nadALTCWEB. Batuniolwy, 38, YA I8 LK 10)413

25 770" dpakc:-i-n 0713 252160
+23C 90% 106,74 B

44 ®C

x di

Ole Pharma Sol B.V.
\/lhirhtnnrd 2R

@ 000 LUPMH [ INFO@CIRMLRU @ WWW GOSZDRAVNADZOR RU

HwupaepnaHabl



Oo6pa3sel TpaHCMOPTHON MapKUPOBKU n3fenns, oovem nakoHa 100 mn:

XXXX

Haamowsane PACTMPY — pOfAblMIi Manwa
Tynd nas Mtx TLUMIO MATKUX KOXKMKAWX 1aT

thagkoHc www 100 nn

PakanpauuHumygoaTnspoam ®C320097791 cm il.05J009 r. Cpok ArACAMLL LI OrpBMMYKH

LOT  x0000X00K aep: XXXXXX TT W IYYYTMM

YNONHOMOYEHHBbI NpeacTaBUTe b NPON3BOANTENS Ha TeppHTOPIH Pd/ MIOPTEP
000 «3ccunop - jn-TIC-OnTHKa», 127273, r. Mocksa, yn. OTpagHas, 4. 26, ctp. |,
nom. 3.11, odwmc 51, atax 3; Ten./gakc; +7 (495) 137 4848; e-mail: info@Iuis-optica.fu.

m «¢QclMnwa SelaVj». YbkVikl 3S, 5406 XP LLIw, N edied ™

M LLI 0~ oAPMACONEE., BATIAMA, 38.5406XIMYa)al. Hrapprowwm; Tce +31 <0413
Ll 1/7§257TA:A31(P)4M252LL

+5RC o 10674k

H#C K 10%

Ote Pharma Sol B.V.

Vluchtoord 38
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16.YTIAKOBKA

MefuUMHCKOE un3fenve YHMBepcasibHbIA MHOTO(YHKUMOHANbHBIA pacTBop Maxima noctaenseT
CTEPWbHbLIM, ynakoBaHHbIM B M3 (MonnaTuneHosbie) dnakoHbl 06beMom 100 mn, 250 mn, 360 mn.
®1akoHbl YNakoBbIBAOTCA B KapTOHHYK KOPOOKY C WMHCTPYKUMENW MO WMCNOMb30BaHUKO WU B
COYEeTaHUN C KOHTEWHEPOM A5t XPAHEHUS NINH3 U UHCTPYKLMER N0 MCNOMb30BaHUIO.
TpaHCMNOPTHYO YMNakKOBKY 3aKpbloalwT WU (PUKCUPYIOT NWMNKOW NeHTOl. [lonyckaeTcsa ynakoBKa
HECKONIbKNX WU3A4eNNil B COOTBETCTBMM C rabapuTHbIMU pasMepaMmn TPaHCMOPTHOW YNaKOBKW.

Ana TpaHCNOPTMPOBaHWA 3aKOHCEPBUMPOBAHHOE U3JeNMe B YNakoBKE C WHCTPYKUMen Mo
NCNONb30BaHUID AOMKHO ObiTb YNIOXXEHO B ALLWKA U3 NNCTOBbLIX APEBECHbIX MaTepuanos no NOCT
5959 unn pgowarble. [ouiatble AWWKA AOMKHbI 6bITb BblIIOXEeHbl BHYTPU BOAOHENPOHULAEMBIM
matepuanom no NOCT 2697.

FabapuTHbIEe pasmepbl NOTPeO6UTENbCKONM YNaKOBKMW:

- O6bem hnakoHa 360 Mn: rabapuTHble pasmepsl, (AXLXB) - 65x65x200+2 MM;

- O6beM hnakoHa 250 Mn: rabapuTHble paamepsbl, (AXLWXB) - 55x55x200+2 MMm;

- O6bem hnakoHa 100 mn: rabapuTHble pasmepbl, (AXLXB) - 60x45x150+£2 MMm.

17.KPUTEPNWN HETMTPNTOAHOCTW

Heo6x0AMMO cTPOro co604aTh MHCTPYKLMIO MO UCNO/b30BaHUIO N3AeNNns.

He ncnonb3yiiTe MeguLMHCKOe n3aenune npu nto6oM NoBpexaeHnmn ynakoBKu.
MHOroyHKLMOHaNbHbIA PacTBOP — 3TO Npo3payHas GeclyBeTHas XWAKOCTb; eCau COAEpPXMMOoe
(hNakoHa KaXeTcs MYTHbIM WM B HEM MNPUCYTCTBYHT KakMe-nMbo 4acTuubl, HE UCMONb3yiTe
pacTBOP ¥ COOGLLMTE KaK MOXHO CKOpee 06 3TOM MPOU3BOANTENIO.

18. TPAHCIMNOPTUPOBAHWE

MeauunHCKOe W3genue TPaHCMOPTUPYHOT BCeMU BMAAMM TPAHCMOPTA B KPbITbIX TPAHCMOPTHbLIX
CpefCcTBax B COOTBETCTBUM C TpebOBaHMAMWU W MpaBuaamMu NepeBO3KU rpy30B, AeACTBYHOLLIMX Ha
TpaHCcnopTe KaX4oro suga.

MeguumnHckoe nsgenve Npyu XpaHeHUM YCTOMUYMBO K BO3LEWCTBMUIO KIMMATUYECKUX (haKTOpPOB npu
TeMnepaTtypHOM pexume ot natoc 4 °C go natoc 25 °C npy OTHOCUTENbHON BNAXHOCTW BO3AyXa OT
10 go 90% wun atmoctepHoM pasneHun oT 84 po 106,7 kMa. B 3awuuweHHOM OT BO3AENCTBUS
NPAMbIX COMTHEYHbIX Iy4ei, Tenna u 3amopaxmnBaHus mMecTe.

MeguumnHckoe usgenve nNpu TPaHCNOPTUPOBAHWW YCTONYMBO K BO3AEWCTBMIO KAMMATUUYECKUX
(hakTOpOB Mpu TemnepaTypHoM pexume oT nawc 4 °C go nawc 25 °C npu OTHOCUTENbHOM
BnaKxHocTu Bo3ayxa ot 10 o 90% mn aTMocdepHOM AaBneHnn ot 84 o 106,7 KlMa 1 MexaHU4ecKnx
BO3JENCTBUIA Mpu BMOPALMOHHbLIX Harpyskax B fuanas3oHe 4yacTtoT oT 10 go 55 Iy, amnantypge
nepemeweHma 0,35 MM M yAapHbIX Harpyskax C MUKoBbIM YyckopeHuem 100 m/c™ (10g) npwu
ANUTENbHOCTU AeCTBUA YAAPHOT0 YCKopeHus 16 mc.

TpaHCNOpTHAA MapKWpPOBKa BbIMOJSIHAETCA C HaHEeCEHWEeM MaHUMYNAUUMOHHbLIX 3HaKoB «bepeub OT
Bnaru», «He gonyckarb BO34eiCTBNA COHEYHOTO CBETAx.

19.XPAHEHME W CPOK TOAHOCTW. YCNnoBUUA TPAHCIOPTUPOBAHWA.
YCJ/TOBUA SKCIMNYATALUNU

CpoK rogHoOCTV (COXpaHeHUs CTEPUNbHOCTW) YKasaH Ha (DakOHe W KapTOHHOW YynakoBKe W
coctaBnseT 4 rofa (48 mecsueB) C AaTbl M3rOTOB/EHUSA MPU COBGMOAEHUN YCNOBUIA XpaHeHUs ©
COXpaHEeHUs LLeNOCTHOCTM YMaKOBKU.

Ote Pharma Sol B.V.
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CPpOK roAHOCTM 1 YCNOBUSI XPaHEHUSI KOHTeNHepa ANSA XPaHEHNS KOHTAKTHbIX JINH3

He npumeHumo. KOHTeilHep He ABAAETCA CTepu/bHbIM un3genvem. [MpoBOAUTbL TEPMUYECKYHO
06paboTKy KOHTeiHepa (KMNSTKOM mnn napom) 1pas B 7 gHeli. KoHTeliHep HE06X0AMMO MeHsTb 1
pa3 B TpM mecsua.

N3rotoButens rapaHTMpyeT COOTBETCTBME W3AeNUMA  BCEM 3aAB/IEHHbIM XapakTepucTukamu,
yKa3aHHbIM B HACTOAWEM [OKYMeHTe npu cobnojeHun notpebutenem  TpeboBaHUi
3KCMyaTauMOHHON JOKYMeHTauUu (MHCTPYKLMM NO UCMO/Mb30BaHMIO).

MeguumnHCKoe n3fenve Npyu XpaHeHUM YCTOWYMBO K BO3AENCTBUIO KNMMaTUUYecKnx (hakTopoB npu
TeMnepaTypHOM pexume oT natc 4 ®C o nntoc 25 °C npu OTHOCUTENBHOW BNXKHOCTU BO3fyXa OT
10 go 90% wn atmocepHOoM fdaBneHun oT 84 go 106,7 klMa. XpaHMUTb B CyXOM, 3aljULLEHHOM OT
BO34EeNCTBMA NPSMbIX COTHEYHbIX NlyYeld, Tenaa v 3aMopaxXnBaHuns MecTe.

MeguunHCKoe un3fenne nNpu TPaHCNOPTMPOBAHUW YCTOMYMBO K BO3AEWCTBUIO KAUMATUYECKUX
(hakTOpOB Npu TemnepaTypHOM pexume oT nawc 4 °C go nnwoc 25 °C nNpyv OTHOCMTENLHOW
BNaKHocTu Bo3ayxa ot 10 o 90% u atmocgepHoM AaBneHumn ot 84 o 106,7 klMa M MexaHUYeCKnX
BO34eCTBUIA Npu BMOPaLMOHHBIX Harpyskax B AuanasoHe yacTtoT oT 10 go 55 Iy, amnautyfge
nepemeweHns 0,35 MM M yaapHbIX Harpyskax C MNuMKoBbIM YyckopeHuem 100 m/c™ (10g) npu
ANTENbHOCTW AeNCTBUA Y4aPHOI0 yCKopeHus 16 mc.

19.1 Tpe6oBaHUA NO OXpaHe OKpPYXKatoLLeh cpedbl.
JaHHOe MefuUWHCKOe wu3fenne nNpu UCMOMb30BaHWUU, TPAHCMNOPTUPOBAHUN U XPAHEHUM He
OKa3blBaeT HeraTMBHOIO BO3/eCTBMA HA YENOBEKA U OKPYXAIOLLY0 cpeay.

20. YTUNN3ALUWNA

YTunmsauma usgenns, B TOM YWUCNE HEUCNoSib30BaHHbIA pacTBOpP, UM C WCTEKLWMWM CPOKOM
rogHoOCTU A0/XKHa ocyllecTBnsdeTca cornacHo CaHlunH 2.1.3684-21.

CornacHo CaHlnH 2.1.3684-21 wu3genne OTHOCUTCA K Knaccy A -  3nuaeMuUoSIormyeckue
6e3onacHble 0TX0/bl.

YTunuszaumm Tak e NognexnT KOHTenHep 4189 XpaHeHUA KOHTaKTHbIX /IMH3 WU BCA YNakKoBKa, B TOM
yncne W TpaHCMOpTHad. YTunumsauum [LO/MKHbI NofABepratbcsi OTAeNbHO 6Gymara, [epeso,
NOSIM3TU/EH M NnacTMacca B COOTBETCTBUM C NpaBuiamun coopa, y4éra n yTunmsayum yrnakoBKu.

21. TAPAHTUNHBLIE OBA3ATE/IbCTBA

PacTBOp MHOTO(MYHKUMOHANbHbLIA ANS OYUCTKU, AE3UH(EKLUUN U XPaHEHWS KOHTAKTHbIX JINH3 -
CTepuNbHbIA pacTBop. Bcerga ucnosib3yinTe TOMbKO CBEXWUIA MHOTOMYHKLMOHANbHbLIA pacTBop.
Hwukorga He Mcnonb3yiiTe MOBTOPHO PacTBOP M3 KOHTeHepa NS XPaHEHUS KOHTAKTHbIX JIMH3.
MpeanpuATMe-U3roToBUTENb He HeCET OTBETCTBEHHOCTM 3a OC/IOXKHEHUSA, KOTOpble MOTyT
BO3HUKHYTb B pe3y/ibTaTe HenpaBuibHOro UCNONb30BaHUA U XPaHeHUS MeAULNHCKOro U3Lenus.

He ncnonb3yiite MefuMLUHCKOE U3fenue npu nto60M NOBPEXAEHUN YNakoBKW. V3genne jonxHo
MCMONb30BaTbCA B COOTBETCTBUM  C  MOKasaHMAMU. Bce  BOMpOCHI,  CBfi3aHHble C
(hYHKLMOHMPOBaHWEM W3JeNns, MOryT ObiTb aApecoBaHbl YMNOJIHOMOYEHHOMY MPeACTaBUTENIO
N3roToBUTENS.

KomMmnaHua-n3rotoBuTeNb rapaHTUpyeT KOPPEKTHOE (DYHKLMOHMPOBaHWe U3LeNns B TeYeHne BCEro
CpOKa rofiHOCTU Mpu CO6MAEHUN YCNOBUIA XpaHeHus. Mo Bonpocam KayecTBa WU3genus cnefyet
obpawarbcs K opuumanbHOMY NpeacTaBuTeNl0 U3rOTOBUTENA.

CpoK rofHOCTW M34enus cocTaBnsieT 4 rofa C faTbl M3rOTOBMIEHWSA NpU COBNOAEHMU YCNOBUIA
XPaHEHUS N COXPAHEHUS LLeJIOCTHOCTM YNaKOBKMU.

BCKpbITbIA (DnakoH xpaHuTcA He 6Gosnee 4 MecAues, NOCNe Yero yTUAU3MPYeTCH, He Tpebyer
HUKaKMX cneuunanbHbiX Mep Nno yTuamsauum.

MpoBOAUTL TEPMMYECKYD 06paboTKy KOHTeiHepa (KUNATKOM uav napom) 1pas B 7 fHEN.
KoHTeliHep Heo6xoaumMo MeHATb 1pa3 B Tpu MecsLa.

Ote Pharma Sol B.V.
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22. ACEMNMTNYECKAA OBPABOTKA

Ctepunusaumio nsgenus 014 ocyulectsnsetca GunbTpoBaHMeM 4vepes GpuabTpbl 1,2 Mkm n 0,22
MKM. B xofe BanugaLum npon3BoaATCSa TPpU pasHble NapTuy U TECTUPYIOTCA B TeUeHMe NATU pas no
pasnnMyHbIM NapameTpam.

Mpouecc cTepunn3aunm NpoBepseTca ABa pasa B roj ¢ NoMoLLbio Meanadaiina.

OnucaHve nmnpouecca, YCMOBUA W TEXHUYECKUE XapaKTepucTukum Obliv  onpefefieHbl  Ans
MHOTOYHKLMOHANBHOrO  pacTeopa. 3dTanbl  MPOU3BOACTBA OMWUCLIBAIOTCA B OTAENbHbIX
npouegypax, a napaMeTpbl Mnpouecca 3a4arTcA B COMNPOBOAMTE/IbHBIX 3anucax napTuin. ITu
LOKYMEHTbI KOHTpOnpytoTcs Cuctemoin meHegykMeHTa Kadectea Ote Pharma Sol B.V., fOKyMeHT
SOP640-02.

Mpouecc NPoW3BOACTBA M YNAKOBKW YHUBEPCAbHOrO MHOTOMYHKLMOHAILHOIO PacTBOpPa MOXHO
pasfennTb Ha 4 aTana, KoTopble 6ofiee NoAPOGHO ONMUCaHbI HUXKE:

Cm. Takxe fokymeHT DHF04.035.01, 8§ 6.1.7.1 BnoK-cxema BbICOKOI0 YPOBHSA C 4 aTtanamu.

Jran L

B3BelwunsaHue:

B3BelwnBaHne WHrpeLMeHTOB MPOU3BOAMTCA B KOHAWUMOHMPOBAHHOM nomeulieHUn Knacca D ¢
KannbpoBaHHbIM BECOBbLIM 060pYyA0BaHMEM M LINGPOBOI PerncTpaumMoHHONn nporpaMmmoii Scada.

JTan 2:

PacTtsop:

PacTBOpeHMe NHIPeaneHTOB B pesepByape Ha 5000 n. Ecnu obuiee KONMYECTBO NapTum nNpesbnnaet
5000 5, TO KOHUeHTpaT pacTeBopa PacTBOPAKOT B pe3epByape emkocTbto 5000 5, a 3arem
nepekaumBaeTcsa B pesepByap emkocTbto 15000 f1. B pe3sepByape 15000 5. pacTBop pasbaBnsercs o
KOHEYHOW KOHUeHTpauuun. Ecnm obuwee KONWYeCTBO MapTuM cocTaBnseT MeHee 5000 n, 1O
OKOHYaTe/lbHas KOHLEeHTpaunsa pactsopa onpegenseTca B pesepsyape eMKocTbio 5000 n.

Jran 3:

3anofiHeHwue:

PacTBOp 3anofiHsAeTcA M3 pe3epByapa emMKocTblo 5000 n wunm 15000 n 4yepe3 fgBa abCOMOTHBIX
¢unbtpa (1,2 MKM 1 0,22 MKM) BO (hnakoHbl. ONs KaX[ON napTMM 3anoNHSAETCA TONbKO OA4MH
pasmep (nakoHOB. 3anpaBoyHOe 060pyAOBaHME pasMeLlaeTca B Cpefe kKnacca A, KoTopas
MOJIHOCTbLIO MOMeELLaeTCa B YNCTYH0 KOMHATY Kacca B.

JTan 4:

MapKupoBKa:

MapKknpoBka (NakKOHOB BO3MOXHa Ha JIMHWW, HeMNoCPeACTBEHHO MoOCne 3anofiHEHUA B
HeobyCnoBMeHHON cpefe. Takxe BO3MOXHO, 4TO (IaKOHbl MapKUPYHTCA OTAENbHO OT
Hano/IHEHWA; MapKUPOBKa NyCTbIX (h1akoHOB. Ecnu (hnakoHbl npojatTcs ¢ Kopobkow m IFU, 1o
cbopKa NpoMcxXoanT B HEOOYCIOBNEHHO Cpeje.

Huxe npuBoaMTCS 0630p PasfMUHbIX 3TanoB MPOLECCa U YPOBHS 3KOIOTMYECKOT0 KOHTPONS Ans
Ka)k[0ro aTtana.

ATansl npouecca ISO 14644-1 Knacc GMP Grade
B3BelwnsaHue 8 D
PacTtBsop 7 C
3anonHeHue 5/6 A/B
MapkupoBka

Ote Pharma Sol B.V.
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MOHWUTOPMHI OKpYXaloleld cpefbl OCYLLECTBASAETCA MNYTEM YacTbiX W3MEPeHWi Yactul u
MWUKPOOHbIX W3MEpeHWn, a YPOBHW NPUEMNEMOCTU YCTaHaB/IMBAKOTCA B COOTBETCTBUMM C
BbllLeyKa3aHHbIMW  TpeboBaHUAMU, OMpegeneHHbIMUM B cTaHgapte ISO  14644-1 pana
COOTBETCTBYHOLLEro 3KO/I0rMYeCcKoro Knacca.

23.MPOBEPKA U3AENVNA/BANNAALNA

23.1 CrTeHfOBble UCNbITaHUA

[Ona OueHKN Npon3BOANTENbHOCTU MHOTOMYHKLMOHANLHOro pacteopa. B PactBope OTE 6biin
OLleHeHbl crnefytoume xapakrepuctkn (DHF 5.1.1 1 6.1.10/11/12):

A(PeKTUBHOCTb KOHCepBaHTa B OTHOWEHUN 3MPEKTMBHOCTM Ae3nmHpekumnn nuHsbl (EN 1SO
14729, USP/NF)

A PeKTUBHOCTbL  KOHCepBaHTa B OTHOWEHUW 3PEPEKTUBHOCTM  MUKPOOBMONOTrNYeCKO
CTabWMNbHOCTW pacTBOpa MocC/ie BCKPbITUS B TeyeHWe NpenrnonaraeMoro BpemMeHW CTabuibHOCTU
(EN 1SO 14730)

- CpokK rogHocTu/xumuyeckas ctabunbHocTtb (WI1731-02)
- COBMeCTMMOCTb pacTBopa U maTepuana 1MH3bl

Ha ocHoBaHWWM pe3ynbTaTOB MCMbITaHMI 3QNEKTUBHOCTM KOHCepBaHTa B cooTBeTcTBMM ¢ EN 1SO
14729 n USP/NF n EN ISO 14730 B co4yeTaHun ¢ yBenndeHmem PHMB pans ygoenetBopeHus
TpeboBaHW K KOHLEHTpPauunm KOHEYHOro MpoAyKTa, WMeeTcA [OCTaTo4Has MHpopmauus,
no3BonstoLWas caenatb BbIBOA, YTO TeKyllas cneungukaymsa npoaykKTa ¢ BbICOKON BEPOATHOCTbIO
COOTBETCTBYET 3KCNNyaTaUMOHHbIM XapaKTepucTUKam.

23.2 bunonornyeckas 6e30nacHoOCTb

OueHka 6ronormyeckor 6e30nacHOCTM MHOroyHKLMOHaNLHOro pacTBopa 6bina MpoBefeHa B
cooTBeTcTBMM ¢ EN ISO 10993-1 u FDA - MemopaHgym Blue Book # G95-1 wu
3a0KyMmeHTMpoBaHa B JlokymeHTe DHF 04.004.xx.

Puck 6nonormyeckoit 6e30MacHOCTU MHOTOGYHKLMOHANbHOIO pacTBOpa OLEeHMNBAICA C MOMOLLbIO:

- OUEHKN XMMUYECKON XapaKTepuCTUKN MHOFO(YHKLMOHANbHOIO pacTBopa M MPOAYKTOB €ro
pasnoXxeHus.

- AHanusa nnTepaTypHbIX faHHbIX MO acnekTam 06e30MacHOCTW 3KBWUBANIEHTHbIX YCTPOMCTB
n/Mn KOMNOHEHTOB.

- AHanusa pe3ynbTaTtoB WCMbITAaHWA Ha 6GMoONOrMyeckyro 6e30MacHOCTb B COOTBETCTBUU C
meTogamy  ucnbiTaHumid  I1ISO 10993 ¢ uenbld  OUEHKM 6GUoNornveckoid  6e3onacHoOCTM
MHOrO()YHKLNOHANbHOIO peLleHns ans ero npegnonaraemoro UCnoib30BaHNUA U NPUMEHEHUS.

ANna  OoueHKM puUCKOB 6MONMOrMYeckol 6e30NacHOCT MHOFOMPYHKLMOHANBHOIO pacTBopa MU
pa3paboTkn cTpaTernu 6Monornyeckolt 6e30NacHOCTN AN YCTPaHEHUA BO3MOXHbIX PUCKOB Oblan
NPeanpUHATLI CNeayoLMne Wwarn:

a) OLeHKa pucKa 1 OLeHKa:

- oeHTndumKaLms noTeHUManbHbIX NPUUYNH 0TKa3a, yrpo3 6Monornyeckor 6e30nacHoCT U pUCKOB
Ha OCHOBE KOHCTPYKLUWUW, XapaKTepUCTUK, NpeanonaraeMoro MCnonb30BaHUA W MNPUMeEHeHUs
npoaykra.

6) KOHTPONb PUCKOB:

- XMuyeckas xapakTepucTuka u ctabunbHOCTb

- O630p nuTepaTypsl

- O630p pe3ynbTaTOB MUCMbITaHNIN BrMoNornyeckoi 6esonacHoctn ISO 10993

c) Obuwas oueHKa pucka 6MONOrM4ecKoin 6e30NacHOCTM U 3aK/I0YEHNMe.

YHuBepcanbHblii  MHOTO(PYHKLMOHANMbHBIA pacTBOP Knaccuuumpyetcs B COOTBETCTBUM C
rapMoHuM3nMpoBaHHbIM cTaHgapTom EN ISO 10993 n KO A - MemopaHaym Blue Book #G95-1
cnegyowmm o6pasom:

Ote Pharma Sol B.V.
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- NOBEPXHOCTHOE YCTPOICTBO
- B KOHTaKTE CO C/IN3UCTON 060104YKOW N KOXKel
- NPOAO0/MKNTENbHOCTb KOHTaKTa: <24 yaca (MOBTOPHOE UCMNONb3oBaHue,> 30 aHelk).

MpvHUMasa BO BHMMaHWe KaTeropumio NpoAyKTa MeAULMHCKOro M34enns MHOTO(YHKUUOHaNbHbIV
pacTBop, TUN W NPOAO/MKUTENbHOCTL BO3AENCTBUS  MHOFOMPYHKLMOHANLHOIO pacTBopa B
cootBeTcTBMM ¢ EN ISO 10993, 6biiM NPUHATBI BO BHUMaHWe crefytowime (akTopbl
6ronornyeckoin 6e30MNacHOCTU: XUMUYECKOe pasfioXeHue W CTabuIbHOCTb, LMTOTOKCUYHOCTb,
ceHcMbunmsaums,  pasgpaxeHue, OCTpas  CUCTEMHAs  TOKCMYHOCTb,  TEHOTOKCUYHOCTb.
MuporeHHocTb  (onocpefoBaHHad  maTepuanom),  logocTpas/XpoHMYyeckas  TOKCUYHOCTb,
KaHLeporeHHoCTb, MeCTHas MepeHoCMMOCTb (BOCCO3jaHWe TOKCUMUYHOCTM), OCTaTKu (hTanata
(ynakoBka).

[laHHble XUMWYECKOW XapaKTepuUCTUKM U CTabUNbHOCTM MNoKasanu, 4TO XMMUYECKWii COCTaB
MHOTO(hYHKLMOHANbHOTO pacTBopa CYLECTBEHHO He W3MeHsieTCs B TeyeHWe YKa3aHHOro cpoka
rOAHOCTHM.

[laHHble 0 TOKCMYHOCTW KaX[Aoro OTAeNbHOr0 MHrpeaueHTa 6binn co6paHbl U OLIEHEHbI MO
OTAeNbHbIM Yrpo3am 6e30MacHOCTW. B LENOM MOXHO CAenaTb BblBOA, YTO BCE KOMMOHEHTSI
6e3onacHbl ANs WX NPeAnonaraéMoro MCrnofib30BaHWs U NPUMeEHEHWs. HecMoTps Ha To, 4TO
HEKOTOPbIe WHTPEAMEHTHI MOTYT UMETb Pasfpackaroluii UM CEHCUBUNM3MPYHOLWMIA NoTeHUMan
Npv KOHTAaKTe C rnasamMu, OfHAKO M3-3a WX HU3KOW KOHEYHON  KOHLEHTpauum B
MHOTO(YHKLMOHAIbHOM PacTBOpPe WM TOro (hakTa, YTO 3T WHIPEANEHTbl YXe WCNOoMb3ylTcs B
NpoAaBaeMoM MpOAYKTe C aHanorMyHbiM MCMOMb30BaHWEM W MNPUMEHEHMEM, PUCK CyuTascs
HU3KWIA.

Ha ocHoBaHWM [aHHbIX O TOKCUYHOCTW, LOCTYMHbIX ANA KaXXLOro OTAENbHOr0 KOMMOHEHTa B
coyeTaHUM ¢ Tem (PaKTOM, UYTO OOMbLMHCTBO WHIPEAUEHTOB MCMONb3yKTCA (M 0f06peHbI) B
TeYeHWe [eCATMNeTUA B NPOAYKTaX C aHanorMyHbIMKW BUAaMW MPUMEHeHUs (NOBTOPHOE
MCMONb30BaHME MPU KOHTAKTe C rfasamu), AenaeTcs BbIBOL, YTO HWU OAWH W3 WUHTPeAUEHTOB He
BbI3blBAET OMaceHWini B OTHOLEHMM 6GeszonacHOCTM (Cy6)oCcTpoil, Cy6XPOHMYECKON CUCTEMHOI
TOKCMYHOCTW,  FEHOTOKCMYHOCTW,  KAaHLEPOTreHHOCTM N PEnpoAyKTUBHOM  TOKCMYHOCTMW.
VHpopmaumnsa Ha ynakoBKe nokasana oTCyTCTBMe (hTanaTos.

HecmoTps Ha TO, 4YTO MHOrO(YHKLMOHaNbHbIA pacTBOp cuMTaeTca 6Ge3onacHbIM [ANd  ero
npegnofiaraemMoro WCNonb30BaHUA W MPUMEHEHUA MO MpPUMYMHAM MOMHOTHI, AOMO/MIHUTEeNbHAA
MHpopMaLms o0 6MONornyeckoin 6e30nNacHOCTV KOMOMHALMWM WHIPEAWEHTOB, NPUBOAALLEA K
MONYYEHUIO MHOTOPYHKUMOHANBHOIO pacteopa, Oblfa LOMONHUTENbHO OueHeHa. [10CKOJIbKY
pasgpakeHue W CeHcubunmsaumsa npeacTaBnsnM 0COObIA WUHTEPec, UCMbITaHWMA NPOBOAUNNCHL B
CoO0TBETCTBUM € TpeboBaHnsaMn EN I1SO 10993, yacTb 5 1 yacte 10.

OTBneKascb OT peLeHnsa XYALWero cayyas, NpoBOAAT TECT Ha pasfpaXKeHne U LUTOTOKCUYHOCTb W
nony4arT pe3ynbTaThl;

TecT Hapasgpa>keHue:

B cooTBeTCTBUM C YCNOBUAMU JAHHOrO MCCeA0BaHUA PpacTBOP COOTBETCTBYET TpeboBaHMAM TecTa
Ha pasfpaXeHue rnas B COOTBETCTBMU C NpoOLEeAYypoit, onucaHHol B ISO 10993-10.

TecT Ha UMTOTOKCUYHOCTD',

PassefeHuns pacteopa 50%, 25%, 10% u 5% oTBeuvatloT TpeboBaHUAM TecTa. IMPOUEHT YMEeHbLUIEHUA
KNeToK He npesblwaet 30% Ans BceX NPOTECTMPOBAHHbLIX pas3BeAeHWii. B cooTBeTCTBUMM C
YCNOBMSIMW [JAHHOTO MCC/eA0BaHUA pacTBOP COOTBETCTBYeT TpeboBaHUSM TecTa Ha pasgpakeHue
rna3 B COOTBETCTBUM C NpoLeAypoOii, onncaHHoi B 1ISO 10993-5.

Ha ocHOBaHUN AaHHbIX (*)I/I3I/IKO-XI/IMI/IH€CKOI7I CTabuNbHOCTU © AOaHHbIX O 6e3onacHocTu oTAeNbHbIX
KOMIMOHEHTOB W/MAN KX WCNONb30BaHWUS B npoaykKTtax C aHanormyHbiMm TUNaAMU BO3,U,€VICTBVIFI
MOXHO CAenaTtb BbiBOA O TOM, YTO PUCK 6ronornyeckoin 6esonacHoCTH MHOI'O(*)yHKLI,VIOHaﬂbHOI'O

Ote NiarTa Sol B.V.
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pacTtBopa AnAa ero npegnonaraeMoro  MCMonb30BaHUA W MPUMEHEHUS  He3HAuuTeNleH W,
cnefoBatefibHO, MPUEMSIEM.

IMOCKONbKY A8 HEKOTOPbIX OTAENbHbIX MHrpeaneHToB B MSDS mny HayuHbIX [aHHbIX YKa3aHo,
YTO OHM MOTYT OKa3blBaTb pasgpaxaroLiee UM CeHCUbUNM3npylollee aencTeme, peKoMeHayeTcs
yKasblBaTb OTAe/IbHble UHIPEAMEHTbI Ha MapKUpPOBKe M [06aBNAThL 06Llee npeaynpexaeHne tem
Nno/sib30BaTeNsAM, K KOTOPbIM 3TO MOXeT OTHOCUTLCS.

23.3 MexaHunyeckasi 6e30MacHOCTb
HenpumeHnmo.

23.4 3nekTpo6e30nacHOCTb
HenpumeHumo.

23.5 PagunaumnmoHHas 6e30nacHoOCTb
HenpumeHumo.

23.6 TpoBepka nporpaMmMHOro obecneyeHus (ecnm NPUMEHUMO)
HenpumeHnmo.

23.7 TlpoBepKa ynakoBKu

®nakoHbl, KpbNMNKM U KanenbHULbI Nponssogatca komnanmen HPT, Hochwertige Pharma Technik
GmbH. bIPT cHauyana npoBepuna mMatepuanbl U OTNpaBuia CepTUdMKaT, COOTBETCTBYHOLL U
cneuynpukaumm Kaxagor naptun. KMcnonb3yembie MaTepuanbl  He  CcogepXaT  (pTanaTtos.
Ctepunmsaumns OyTbINOK, KONMAYKOB M KanenbHWUL, BbLIOAHAETCA Synergy B.V. ®nakoHbl 6yayT
CTEpWMNN30BaHbl CTEpUNM3aLMe 3NEKTPOHHbIM ny4yom Synergy Germany, a KoAnaykum u
KanenbHUUblI 6yAyT cTepunm3oBaHbl ramma-usnyyeHmem Synergy Netherlands. OHu nogteepaunu
MCNONb30BaHHYH A03Y paguauuy 1 0TNpaBuAM cepTUMUKAT C KaXKA0N napTuei.

YTBepX/AeHne: ynakoBKa COOTBETCTBYET YCTAHOBMEHHbLIM CreunpuKkaumam cepTU(UKATOB U He
COZlEPXWT (hTanaTos.

23.8 Banunpaumns AcenTnyeckoin 06paboTKu

Mpouecc cTepuam3aunn ansa Kaxnon npovusBoACTBEHHOM MHUKM MepBOHAYabHO NPOBepseTCa Tpu
pasa. [lBa pasa B rog acenTUYeCKUA NpoLecc NpoBepseTcs NyTeM BbINOAHEHUS MeAnadaiina.
E>xerogHas npoBepKa acenTn4yeckoin 06paboTkm npoeoguTcs B Plannexpert. Pe3ynbTaTbl neyaTHOM
KOMWUWN XPaHATCA B OTAE/1e KOHTPO/IA KayecTBa Banmgaumnm KapTel nog Homepamn 1648 n 0056.

Ona Kaxpon napTum NpojyKTa OTAen KOHTPONA KavecTBa MPOBepsieT HECKO/IbKO MapaMeTpos,
BK/OYas CTEPUNLHOCTL M GMOHArpy3Ky. PesynbTathl XpaHaTcsa B BMR, KOTOpbI yTBEpXKAaeTCA U
apxvMBUpyeTCcAa OTAENOM KOHTPONsA KadvecTBa. Kaxpjas nNpou3BOACTBEHHAs NapTvsa UMeeT OAWH
BMR.

YTBepXAeHNe: ypoBeHb 06ecneyeHuns npowuecca v CTEPUILHOCTN ABNSETCSA rapaHTUen Ana Kaxaon
NPOW3BOACTBEHHON NapTmn.

Ote Pharma Sol B.V.
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23.9 Banupauyus cpoka TFOAHOCTM UM WUCCNeAoBaHUs CcTabWNbHOCTM «B  MpoLecce
MCMONb30BaAHUA»

CpOK FOAHOCTU MpPW XpaHeHWU MOATBEPXAAETCA M3HauYalbHO Ha TpU mapTum. O6pasilbl XpaHATCS
NPV KOMHATHOI TemMnepaType 1 aHann3nMpyTCa Kaxable TPy MecaLa.

WccnepoBaHne cpoka rofHOCTY Ans Gonee AWTENbHOr0 Cpoka FOAHOCTW, YeM 4 rofa, Bce elle
0XWAaeT NCCNef0BaHNs CTabUIbHOCTY B MPOLLECCE UCMO/Mb30BaHMS.

YTBepXKAeHNe: Ha [aHHbIi MOMEHT CPOK rofgHocTu u3genus 014 cocTaBiseT YeTblpe rofga Ha
OCHOBaHMW pPe3yNnbTaToB MPOBEPKMU.

24 KNnnHmnyeckas oLeHKa

24.1 OCHOBHbIe

UTo KacaeTcsl KAMHWUYECKNX XapaKTepUCTUK YHUBEPCAIbHOTO MHOFO(YHKLMOHANIbHOTO pacTBopa,
TO B KayeCTBe  OCHOBHbIX  3KCMAyaTaUWMOHHbIX  XapaKTepUCTUK  YHWUBEPCasbHOrO
MHOTOYHKLMOHANLHOrO  pacTBopa pacCcMaTpUBaeTCsi OYMCTKA, YAaneHWe  MPOTEMHOBbIX
OT/IOXKEHUIA W NUNUAOB, AE3NH(EKLUN, YBNAXKHEHWE, XPAHEHUS KOHTAKTHbIX /IMH3, CUMTAOTCS
OCHOBHbIMM 3KCMAyaTaLMOHHbIMU XapakTepUCTUKaMM MHOTO(YHKLMOHANIbHOIO pacTBopa.

Co3gaHve MakcMManbHO KOM(OPTHON cpefbl AN HOLIEHUS KOHTaKTHbIX /IMH3 U, KaK CleAcTBue,
yXoA 3a [fa3aMu  paccmaTpuBaeTCs  KaKk  BTOpMYHAs  KAMHMYEcKas  XapakTepucTuka
MHOTO(hYHKLMOHANbHOI0 pacTBopa.

Ona  OUEHKM  KAMHWYECKOW  3(hPEKTMBHOCTM  MHOFO(YHKUMOHANbLHOro  pacTtBopa  Oblnn
pacCMOTPEHbI KakK NepBUYHbIE, TaK 1 BTOPUYHbIE IKCMyaTaUMOHHbIe XapaKTePUCTUKMN.

MnaH KnMHWYecKoW OUEeHKN Y HMBepCcalbHOT0 MHOTO(YHKLMOHANLHOT0 pacTBopa 6bls1 OCHOBaH Ha
cTtaHgapTtax EN ISO 14155-1/2 n MEDDEV 2.7.1 1 3a0KyMeHTUpPOBaH B pasfenie KnnHnueckas
oueHKa «MHOrotyHKLMNOHa/bHbIA PacTBOP W KAWHWMYECKUE AaHHble, MHOTrOMYHKLMOHaNbHbIN
pacTBop».

AN NOATBEPXAEHMS KNWHWYECKOW 6e30MacHOCTU U 3(EKTUBHOCT MHOFOQYHKLUOHANBHOIO
pacTBopa GbIN PacCCMOTPEHbI CNefytoLMe aTanbl:

- O630p NUTEpaTypbI;

- KnuHnueckoe nccnegoBaHme;

- MOoCTPLIHOYHOE KNMHUYECKOe HabnoaeHne/ MoCTPbraoUHbIi Haa3op.

YT100bl ONpefennTb, HEOOXOAUMO N K/IUHMYECKOe WCCNefoBaHWe W, ecnu fa, NpefoCcTaBuUThb
MHpopmauuio Ans o60CHOBaHWA ee Heo6XOAUMOCTW WM CO3[aHWA OMTMMaNbHOW CXeMbl TaKoro
KMHNYEeCKOro uccnefgoBaHns uam o6beKTUBHOIO 0630pa OnyO6/IMKOBAHHBLIX U APYTUX HayUHbIX
[LaHHbIX MOCTPbLIHOYHOTO K/MHUYECKOro HabntofeHMAa/NoCTPbIHOYHOIO Hag3opa. lMepBoHa4vasbHO
Obln NpoBeAeH 06bEKTUBHbLIA 0630p ONMYOIMKOBAHHBIX U APYTUX BOCTYMHbIX AaHHbIX, KaK 0nnMcaHo
HKe.

24.2 KnnHunyeckas oueHka
KnnHunyeckoe nuccnefoBaHue 66110 NPOBEAEHO C Le/bO:

- OnpegennTb 1 06CcyanTL NOGOLIE NUTEPaTYPHbIe AaHHbIE O CPeACTBaX MO YXO0A4Yy 3a KOHTAKTHbIMM
NNH3aMW, MpeaHa3HavyeHHble AN aHaOTMYHOW WMHAMKALMW U OCHOBaHHble Ha aHanornyHbIX
peuenTypax MHOFOMYHKLMOHaNbHOrO  pacTBopa, KOTOpble  MOATBEPXAalT  TpeboBaHWA
6e30MacHOCTU N 3 (PEKTUBHOCTU MHOTOYHKLUNOHANBLHOIO pacTeopa.

- Oﬂpep,em/lTb n 06cy,q|/|Tb noobble nnTepatypHblie AOaHHblE O No6bIX Apyrux npoagykrtax,
OCHOBaHHbLIX Ha aHaA0rn4yHbIX pelenTypax, Kak MHOFOd)yHKLI,VIOHafIbeIVI pacTtBop, WAN Ha
Ote Pharma Sol B.V.
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aHanorMyHbIX NpPUHLMUNAX AEWCTBUSA; U €CNN TaKue NPoAYKTbl HaiaeHbl, 06CYANTb, MOTYT NN 3TK
faHHble  ObiTb  9KCTPAMONMPOBaHbl B  OTHOLIEHWW  K/IMHWYECKO  6Ge3omacHocTh W
3KCMNyaTaLMOHHbIX TPe60BaHMI MHOTOYHKLMOHANLHOTO pacTBopa.

Onpegenntsb 1M obcyanTb  Nwobble  nuUTepaTypHble  fAaHHble 06  WMHrpeAueHTax
MHOTO(YYHKLMNOHANbHOIO pacTBopa, KOTOpble MOATBEPXAAKT TpeboBaHMA 6e30MacHOCTU W
NPOu3BOANTENBHOCTU MHOTO(YHKLMOHANBHOMO pacTBopa.

- OueHNTb pe3ynbTaTbl UCNbITaHWUIA 3WMEKTUBHOCTKX in Vitro, NOATBEPXAAKLWNX KAMHUYECKYIO
3 (PeKTUBHOCTb MHOTOMYHKLMOHA/ILHOTO pacTeopa.

- Monyuntb HeoGXOAMMYK MHGDOPMAUMI0 ANS  OUEHKM KJAWHUYECKUX MPENMYLLECTB K
MPOTrHO3MPYEMbIX PUCKOB MHOTO(YHKLMOHAaNbHOIO pacTBopa.

- O6ocHoBaTb H606XO,U,VIMOCTI> npoeegeHNAa KNMHWYECKOro mnccneposaHna wmanm nNoCTPbIHOYHOIO
K/IMHWYECKOT0 HabntoaeHus.

Pe3ynbTatbl uccnegoBaHus npegcrasneHsl B JokymeHTe DHF04.002.xxX «OT4YeT 0 KAMHUYECKOM
oueHKe MHOroyHKLNOHaNLHOIo pacTBopay.

OCHOBbIBaACH Ha;
- yChewHble [aHHble UCNbITAHWMIA  3PPEKTUBHOCTM in  vitro KoHcepBaHTa PHMB B
MHOFo)yHKLMOHaNLHOM pacTBope (CMm. Takxke pasgen 5.1);

- IUTepaTypHble fJaHHble 0 6e30MacHOCTU U 3IKCM/IyaTaLuMOHHBIX XapaKTepUCTUKaxX OTAENbHbIX
KOMMOHEHTOB B 3aBMCUMOCTUN OT UX PO B MHOTO(YHKLMOHANIbHOM PacTBOpeE:

a) 060CHOBaH MeXaHW3M OUYMUCTKW, yAaneHna NPoTenHOB N ae3nHdekummn Monokcamepa 407/188 u
PHMB,;

6) o60CcHOBaHa ponb pH AN oNTUMM3aL MK BHELLIHeR cpegbl.

- UTepaTypHble flaHHble 0 6e30MacHOCTM U 3M(HEKTUBHOCTU peann3yemMbiX Ha pblHKe U3AeNnii ans
KOHTaKTHbIX /IMH3, CPEACTB MO yxo4y 3a rnasamMu W Apyrux BWAOB WM3Aennid, OCHOBAHHbIX Ha
aHanorMyHbIX NPUHUKMNAX AeACTBUSA, HaLeNeHHbIX Ha aHaNorMyYHble NOKasaHWs M OCHOBAHHbIX Ha
Tex e (KOMOWHMPOBAaHHbLIX) KOMMOHEHTaX, YTO M MHOTrO(YHKLMOHaNbHbI/ pacTBOp, KOTOPbIE
MOryT  paccMaTpmMBaTbCsl  KaKk  MPUMEHUMble AN KAWHWUYECKOW  3(h(eKTUBHOCTM
MHOTO(YHKLMOHaNLHOIO pacTBopa.

- [aHHble TOCTPbIHOYHOrO0 HabNOAeHWs, MoATBEPXKAalollMe 6e30MacHOCTb U 3 (eKTUBHOCTb
4 MHOTFO(YHKLMOHANLHOTO pacTBopa U 0TCYTCTBIE NOBGOYHbIX 3DHEKTOB.

MOXHO cfienaTb BbIBOA, YTO 6€30MacHOCTb U 3PPEKTUBHOCTb MHOTO(YHKLMOHaNLHOTO pacTBopa
MOryT OblTb FapaHTUpPOBaHbl B COOTBETCTBMM C ero TpeboBaHWAMW M MPU WCMNONb30BaHWUW B
COOTBETCTBMU C YKA3aHUSAMMW.

Ha OCHOBAaHMM KAMHWYECKUX [AaHHbIX O 6€30MacHOCTM U 3M(PEKTUBHOCTU, MNOMYUYEHHbIX W3
nuTepaTypbl, U OTCYTCTBUS MOBGOYHBLIX 3(HEKTOB, COOGLIAEMbIX AN NOCTYMalLWKUX B NPOAaxy
MPOAYKTOB, COAEPXKALLUX CXOAHbIE KOMMOHEHTbI, KOMOUHAL UM KOMMOHEHTOB U X KOHLEHTpaLuu,
MOXHO cAienatb BbIBOA O TOM, YTO HE CYLLECTBYET NPOrHO3MPYEMOI KNMHUYECKO ahPeKTUBHOCTY
WA PUCKOB 6€30MacHOCTH A5 MHOTO(hYHKLMOHANbHOTO pacTBopa

N3-3a M3BECTHbIX 6e30MacHbiIX M 3PEHEKTUBHLIX XapaKTEPUCTUK OTAENIbHbIX KOMMOHEHTOB M
nocTynawwmnx B Npojaxy MNPOAYKTOB, COAEpXaljuMX aHaliorMyHble KOMMOHEHTbI, KOMOUHaLuu
KOMMOHEHTOB M UX KOHUeHTpauuu, Ote Pharma Sol BV 3aaBnseTt, 4To KnMHU4Yeckas 6e30MacHOCTb
M 3MPEKTUBHOCTb MHOTO(YHKLMOHANLHOrO pacTBOpa B COOTBETCTBUM C  3aABEHHbLIMYU
TpeboBaHMAMMN [OCTATOYHO 06OCHOBaHbI M MO3TOMY COOTBETCTBYIHOT OCHOBHbIM TpeboBaHUAM
6e3onacHoCcTU U apgekTUBHOCTU MMpunoxeHun | MDD. Moatomy Ote Pharma Sol B.V. npuwna K
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BbIBOAY, YTO MNpPOBefeHVe KAWUHUYECKUX WUCCNef0BaHWUA WAN  MOCTPbIHOYHBLIX KAUHUYECKMX
HabnaeHNn He TpebyeTcs.

Ana koHTpona 6e30nMacHOCTM U 3((EKTUBHOCTA YHUBEPCANbHOrO MHOTOMYHKLMOHANLHOIO
pacTBopa Mpu ero WCnosb30BaHWW Ha PblHKe Obl/I0 MPOBefeHO uccrefoBaHne [OCTPbIHOYHOIO
HabnogeHus (Post Market Surveillance).

24.3 TpepnpofaxHoe KAMHUYECKOE uccnefoBaHue

Ha ocHOBaHMM ucCnefoBaHWUA KAMHWYECKOW NuTepaTypbl Obin cAenaH cnefyroulunin BbiBog (CM.
pasgen 24.2 STED);

M3-3a M3BECTHbIX XapaKTepuUCTMK 6e30MacHOCTU U 3MEKTUBHOCTU OTAE/bHbIX KOMMOHEHTOB U
MocTynawLWmnx B MNPOAaxy MPOAYKTOB, COLEPXalUX aHanornmyHble KOMMOHEHTbl, KOMO6MHauuu
KOMIMOHEHTOB M UX KOHUeHTpaumu, Ote Pharma Sol BV 3adBnseT, 4To KAnMHMYeckaa 6e30nacHoOCTb
N 3PPEKTUBHOCTb MHOTO(YHKLMOHANLHOrO pacTBopa B COOTBETCTBMW C  3asB/IEHHLIMU
Tpeb6oBaHMAMU [LOCTATOYHO 0OOCHOBAHbI M MO3TOMY COOTBETCTBYKOT OCHOBHbIM Tpe6oBaHWUAM
6e3onacHocTU n apdekTBHOCTK MpunoxeHun | MDD. Mostomy Ote Pharma Sol B.V. npuuina K
BbIBOAY, UTO MNpOBEAEHME K/MHUYECKUX WCCNeA0BAHUA WM MOCTPbIHOYHbLIX KAUHUYECKUX
HabnoAeHNn He TpebyeTcs.

Ans npoBepkn 6€30NacHOCTU U 3 (HEKTUBHOCTM MHOFO(YHKLMOHANLHOTO pacTBOpPa BO BPEMS €ro
MCMONb30BaHMS Ha PbiHKe 6blf0 NPOBEAEHO UccnefoBaHMe MOCTPbIHOYHOIO Haa3opa (CM. pasgen
24.4 STED).

24.4 T1OCTPbLIHOYHbIA Haa30p

[aHHble MOCTPbIHOYHOIO HabndeHMsa, noaTeepxjatrowme 6e30NacHOCTL U 3NGHEKTUBHOCTb
YHMBEpPCasibHOr0 MHOTO()YHKLUMOHANIbHOrTO pacTBopa W OTCYTCTBME MOGOYHLIX 3(PHeKTOoB
(nogpo6bHee cMm. fokymMeHT DHF 04.002.xx «OTyeT 0 K/IMHUYECKOM OLEHKe pacTBopa
006/007/014/016/025/036/042/043).

Ha ocHoBaHumK 3Tux pesynbTaToB Ote Pharma Sol B.V. 3aaBnseT, 4to KNnHU4Yeckas 6e30nacHOCTb
M 3PEHEKTUBHOCTb MHOrO(YHKLMOHANLHOTO pacTBopa B COOTBETCTBMM C  3aB/IEHHbIMU
TpeboBaHMAMY  [OCTATOYHO 06OCHOBAHbl W, CfefoBaTe/lbHO, COOTBETCTBYHOT OCHOBHbIM
Tpe6oBaHNAM 6e30NacHOCTM U 3P(HEKTUBHOCTU, U3N0XKEHHbIX B MpunoxeHun | MDD.

Ons o6ecneyeHns 6e3onacHoCTV M 3HEKTUBHOCT MHOFO(YHKLMOHANBHOTO pacTBOpa BO BpPeMms
ero WCMNofb30BaHMS Ha PblHKE, PEKOMEHAYeTcs MPOAO/XWUTb MccnenoBaHue [OCTPbLIOYHOTO
Hag3opa.

25.CBEAEHNA OB YNO/THOMOYEHHOM MNMPEACTABUTENNE/MMIOPTEPE

000 «3ccunop - NNYNC-Ontuka», 127273, r. Mocksa, yn. OTpagHas, 4. 26, ctp. 1, nom. 3.11,
ogmc 51, atax 3; Ten./dakc: +7 (495) 137 4848; e-mail: infQ@Iluis-optica.ru
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26.CCbINNKN
4 Homep oTueta DHF 04

47.1 KOHT pO/bHbI CNCOK OCHOBHbIX TpeboBaHuii DHF 04.013.xx

551 MnaH ynpasneHnsa puckamu DHF 04.030.XX

5.5.2 OTueT NoynpasieHno puckamm DHF 04.031.XX

6.1.5 OTueT 0 6uocosmecTUMOCTHU (ObLLEE pe3toMe, BKKOUan DHF 04.004.xx
KaHLeporeHHoCTh, PENPOAYKTUBHOCTb)

6.1.10.3  OTueT 0 CpOKe rofHOCTU MPU XPaHEHUN DHF 04.050.XX

7.6 HopmaTuBHbIe pa3peLLeHuns DHF 04.052.XX

BHyTpeHHne CTaHpapTHble OnepaTtuBHble MNpouesypsbl

WI1751-01 [wn3aiiH / nsmeHeHue cneyupuKkaunm neyatu

SOP640-02 lMporpamMmma 3Ko/I0rM4ecKoro MOHUTOPUHra

WI1731-02 VccnepoBaHue cpoka rogHocTu nsaenunin Ote n n3genni,
MPOM3BEAEHHbIX TPETLUMU NLLAMM NOJ OTBETCTBEHHOCTLIO Ote
Pharma Sol.

BHyTpeHHMe opmbl
FOR750-04 Banngauuns a-cenTUYeCcKOro 3anonHeHns ¢ nomouwbto Media Fill

27.NMEPEYEHb MEXAYHAPOOHBIX HOPMATUBHBLIX CTAHOAPTOB

CraHpapT CopfepxxaHue

EN 1SO 13485:2016 N3pgenua meguunHckme. CUCTEMbl MeHELKMEHTA KayecTBa.
TpeboBaHUSA K PErynnpoBaHuIo

MDD 93/42/EEC, npunoxeHue I, MegnuynHckne npnbopbl, ycTpoiicTea, o60pyfoBaHune

I, IX

UNI EN 556-2:2015 CTepunusaums MeauUMHCKUX n3gennini - TpeboBaHMA K
MeANLUHCKUM n3penuam c yKazaHuem Kateropuu
"CTEPUNBbHbIE® - YacTtb 2: TpeboBaHWS K MeAULUUHCKUAM
N34eNnnam, U3roTOB/IEHHbIM B aCENTUYECKUX YCNOBUAX

EN ISO 14729 OnTuka opTanbmMonornyeckas. CpepcTBa yxoga 3a
KOHTaKTHbIMWU NMH3aMKu. Mukpobuonornyeckne TpeboBaHua u
MeTOAbl WMCNbITAHWIA 3TUX CPELACTB U CXEMbl TUITUEHUYECKOIA
06pabOoTKN KOHTaKTHbIX MH3

EN ISO 14730 OnTuka orasb.mMonoruyeckas. Wsgenud no  yxody 3a
KOHTaKTHbIMU NNH3aMW. McnbiTaHne A PeKTUBHOCTHU
aHTUMHKPOOGMONOrayeCKMX KOHCEPBAHTOB U  PYKOBOAALLME
yKa3aHus no onpejeneHnto cpoka rogHocTu

UNI EN ISO 980:2008 CumBOfbI, KUCMONb3yeMble ANA  MapKUPOBKM  MefULUHCKUX
n3aenni

UNI EN ISO 10993-1:2009 + Buonormyeckas oueHka MeAWUMHCKUX wusfgenuii - Yactb 1

AC:2010 OueHKa M wuccnegoBaHMe B paMKax npouecca ynpaBneHus
prckamu

UNI EN ISO 10993-3:2014 Buonormyeckas oueHka MeAWUUHCKUX wu3genuii - Yactb 3:

WccnepoBaHne  reHOTOKCUMYHOCTM,  KaHLUEPOTEHHOCTM U
TOKCMYECKOro AeNCTBUS Ha PENPOAYKTUBHYHO PYHHOLLIO

UNIEN ISO 10993-5:2009 Buonormyeckas oueHKa MeauMUMHCKMX wu3genuii - YacTtb 5:
McnbiTaHUs Ha LMTOTOKCMYHOCTL: MeTOobl in yitro

UNI EN ISO 10993-10:2010 OueHKa 6MONOrNYecKoro [encTeus MeAULMHCKUX W3genuii -
YacTtb 10: MccnepoBaHus pasgpaxatoLlero n
CEHCUOBUNN3NPYIOLLErO AEACTBUA.

UNI EN ISO 10993-11:2015 N3pgenna wmegmumHckme. OueHKa 6GMONOrMYeckoro AencrTeums.
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CtaHpgapT

UNI EN ISO 14155:2011

MEDDEV 2.7.1
EN 1SO 14971:2012 (v IEC
62366)

[pyruve npymMeHMMbIe CTaH4apTbI
CraHpapT

UNI EN ISO 9001:2015
UNI EN ISO 11138-1:2006

UNI EN ISO 14644-1:2015

( UNI EN ISO 14644-2:2015

UNIEN ISO 14644-3:2005

UNI EN ISO 14644-4:2001

UNI CEI EN I1SO 15223-1:2012

i
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CopepxaHune

YacTtb 11. NccnegoBaHust 06LLETOKCUYECKOTO AeCTBUS
KnnHunyeckmne nccnefoBaHms MeANLNHCKNX n3nenui,
MPOBOAMMbIX C y4yacTMeM 4yenoBeka - Hagnexatas KiMHu4eckas
npakTukKa

PYKOBOZCTBO MO K/IMHNYECKOIN OLEHKe

MeguunHckne nsgenns - lNpuMeHeHne MeHe[)KMeHTa pucka K
MEeAMULUHCKUM U3LEeNNAM

CopepxaHue

CucTeMbl ynpaB/ieHUs Ka4yecTBOM - TpeboBaHUs

CTepunuzayms MeLUUMHCKOW  NpoayKuun.  Buonorunyeckme
nHavkaTopsl - Yacte 1. O6wme TpeboBaHus

UucTble MOMELLEHMA W CBA3AHHbIE C HUMU KOHTPOMpPYeMble
cpegbl - Yacte 1 Knaccuumkauus 4MCTOTbl BO3gyXa Mo
KOHLEHTpaLumn yacTuy,

Uunctble MOMeELLEHNA U CBA3AHHbIE C HUMW KOHTPONMPYeMble
cpegbl - Yactb 20 MOHUTOPUHI KOHLUEeHTpauuum vacTuy Ans
NOATBEP>KAEHNA XapaKTEePUCTMUK YWCTOro MOMELWEHUA no
yncTOoTE BO3AyXa

UucTble MOMeLWeHna N CBA3AHHbIE C HUMMW KOHTPOMpYyeMmble
cpepbl - Yactb 3. MeToAbl UCNbITaHUIA

UncTble NMOMELLEHUA W CBA3AHHbIE C HUMWU KOHTpPONMpPYEMble
cpegbl - YacTb 4.I1poekTunpoBaHe, CTPOUTENLCTBO M BBOA B
aKcnayaTaymio

CuMBO/BI, NPUMEHAEMbIE MPU MAPKUPOBAHUN HA MefULUHCKUX
n3gennax, 3STUKeTKax U B CONPOBOAMTENLHON AOKYMEHTaUum -
O6uume TpeboBaHNA

7Y
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UepTex 2

u iS F
MepeBogyKa3aHHOro JOKYMEHTa C aHIIMIACKOTO W HUAEPNAHACKONO A3bIKOB Ha PYCCKMiA 13bIK BbIMONHEH
4 nep~ogunkom YurpuHosoii KOnueit AnekcaHapoBHOW. MepeBos ABNSeTCA NPaBUbHLIM, TOYHbIM 1 NOHbIM.
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Poccuinickaa ®epgepaymns
CaHKT-MeTepbypr
JBaguaTtb WecToro anpensa ABe TbiCAYM ABajLaTb BTOPOro roga
A, TlapuH Wropb Bnagumuposuy, HoTapuyc CaHKT-lNeTepbypra, cBUAeTeNbCTBJO
NOA/IMHHOCTb MoANUCK NepeBofumnKa UnrpmHoBoin KOnmu AnekcaHpOBHbI.
Moanuck caenaHa B MOEM MPUCYTCTBUMN.
JInyHOCTbL NoAgNMcaBLWEero JOKYMeHT yCTaHOBJ/1eHa.
3aperunctpupoBaHo B peectpe: Ne 78/63-H/78-2022-17-203.

YnnayeHo 3a CoBeplUeHNe HoTapuanbHoro geicteua: 500 py6. 00 kon.

N.B. lMNapuH
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Poccuiickas ®egepayms
CaHKT-lMeTepbypr
[dBajuaTb WeCTOro anpena ABe TbiCAYN ABaALATbL BTOPOro roga
A, FapuH Wropb BnagumupoBuuy, HoTapuyc  CaHKT-leTepbypra, CBUAETENLCTBYHO]
BEPHOCTb KOMWWN C MPeACcTaBNeHHOro MHe JOKYMEeHTa.
Nnctel 1-38 NpefoCTaBNEHHOIO JOKYMeHTa ABASAKTCA KCEPOKOMuei.
3apeructpupoaHo B peectpe: Ne 78/63-H/78-2022-7-1607.

YnnayeHo 3a cOBepLl eH™ HOTapuanbHoOro aerictens: 6160 py6. 00 kon.

n.B. lapuH
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