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Implant based on sodium hyaluronate "Sofiderm" sterile in syringes with needles or without needles «Sofiderm»
(hereinafter «Sofiderm»)

Manufacturer:

"Biological products Tehderm Hangzhou» / «<Hangzhou Techderm Biological Products Co., Ltd.
China, Hangzhou, Binjiang District, Jiangling Road 88, East Building 6, Floor 2
+ 86-571 871 655 26, info@techderm.com

2. The appearance and structure of the medical device.
2,1 Appearance «Sofiderm» Finelines 1.0 with needles.

PHOTO 1

Sealing ring plunger stopper needles Adapter
Luer-Lock

2.2 Appearance «Sofiderm» Finelines 2.0 with needles. PHOTO 2.
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2.3 Appearance «Sofiderm» Derm 1.0 with needles. PHOTO 3.

2.4 Appearance «Sofiderm» Derm 2.0 with needles. PHOTO 4.

2.5 Appearance «Sofiderm» Deep 1.0 with needles. PHOTO 5.
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2.6 Appearance «Sofiderm» Deep 2.0 with needles. PHOTO 6.

2.7 Appearance «Sofiderm» Deep 10.0 without needles. PHOTO 7.

2.8 Appearance «Sofiderm» Derm Plus 1.0 with needles. PHOTO 8.
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2.10 Appearance «Sofiderm» Derm Plus 10.0 without needles.PHOTO 10.

2.11 Appearance «Sofiderm» Derm Plus 20.0 without needles. PHOTO 11.

2.12 Appearance «Sofiderm» Derm Subskin 10.0 without needles. PHOTO 12.

2.13 Appearance «Sofiderm» Derm Subskin 20.0 without needles. PHOTO 13.
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Embodiments:

l. Implant based on sodium hyaluronate ”Sofiderm* sterile in syringes with needles
or without needles Finelines 1.0 with needles, composition:

1 Gel Sodium hyaluronate 20mg / ml in 1ml syringe -1 ps

2. The single-use sterile needle «<BD» 30G 1/2"(0,3mm x 13mm)- 2 units

3. Operating instructions -1 copy

4. The label information for the patient card - 2 pcs.

5. Consumer Packaging - 1 piece.

1. Implant based on sodium hyaluronate "Sofiderm" sterile in syringes with needles
or without needles Finelines 2.0 with needles, composition:

1 Gel Sodium hyaluronate 20mg / ml in the syringe 2 ml - 1ps .;

2. The single-use sterile needle «<BD» 30G 1/2"(0,3mm x 13mm) - 2 units.;

3. Operating instructions -1 copy .;

4. The label information for the patient card - 2 pcs.

5. Consumer Packaging - 1 piece.

1. implant based on sodium hyaluronate "Sofiderm" sterile in syringes with needles
or without needles Derm 1.0 with needles, composition:

1 Gel Sodium hyaluronate 20rag / ml inthe syringe 1ml- 1pc .;

2. The single-use sterile needle «<BD» 27G 1/2"(0,4mm x 13mm) - 2 units .;

3. Operating instructions -1 copy .,

4. The label information for the patient card - 2 pcs.

5. Consumer Packaging - 1 piece.

V. Implant based on sodium hyaluronate "Sofiderm" sterile in syringes with needles
or without needles Derm 2.0 with needles, composition:

1 Gel Sodium hyaluronate 20mg / ml in 2 ml-syringe 1pc .

2. The single-use sterile needle «<BD» 27G 1/2"(0,4mm x 13mm) - 2 units.;

3. Operating instructions - 1 copy .;

4. The label information for the patient card - 2 pcs.

5. Consumer Packaging -1 piece.

V. Implant based on sodium hyaluronate "Sofiderm" sterile in syringes with needles
or without needles Deep 1.0 with needles, composition:

1 Gel Sodium hyaluronate 20mg / ml in the syringe 1ml- 1pc .;

2. The single-use sterile needle «<BD» 27G 1/2"(0,4mm x 13mm)- 2 units .

3. Operating instructions - 1 copy .;

4. The label information for the patient card - 2 pcs.

5. Consumer Packaging - 1 piece.

VI. Implant based on sodium hyaluronate "Sofiderm" sterile in syringes with needles
or without needles Deep 2.0 with needles, composition:

1 Gel Sodium hyaluronate 20mg / ml in 2 ml-syringe 1pc .;

2. The single-use sterile needle «<BD» 27G 1/2"(0,4mm X 13mm)- 2 units.;

3. Operating instructions - 1 copy .;

4. The label information for the patient card - 2 pcs.

5. Consumer Packaging -1 piece

VII. Implant based on sodium hyaluronate "Sofiderm™" sterile in syringes with needles
or without needles Deep 10.0 without needles, composition:

1 Gel Sodium hyaluronate 20mg / ml in 10 ml syringe -1 ps .;

2. Instructions for use - 1copy .;
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3. The label information for the patient card - 2 pcs.
4. Consumer Packaging - 1 piece.

VIII. Implant based on sodium hyaluronate "Sofiderm" sterile in syringes with needles
or without needles Derm Plus 1.0 with needles, composition:

1 Gel Sodium hyaluronate 20mg / ml in the syringe 1ml-1pc

2. The single-use sterile needle «BD» size 25G 5/ 8"(0,5mm x 16mm) - 2 units

3. Instructions for use - 1 copy

4. The label information for the patient card - 2 pcs.

5. Consumer Packaging -1 piece.

1X. Implant based on sodium hyaluronate Sofiderm" sterile in syringes with needles
or without needles Derm Plus 2.0 with needles, composition:

1 Gel Sodium hyaluronate 20mg / ml in 2 ml-syringe 1pc .;

2. The single-use sterile needle «BD» size 25G 5/ 8 "(0,5mm x 16mm) - 2 units

3. Instructions for use - 1 copy .;

4. The label information for the patient card - 2 pcs.

5. Consumer Packaging -1 piece.

X. Implant based on sodium hyaluronate "Sofiderm" sterile in syringes with needles
or without needles Derm Plus 10.0 without needles, composition:

1 Gel Sodium hyaluronate 20mg / ml in the syringe 10ml-1pc .

2. Instructions for use - 1 copy

3. The label information for the patient card - 2 pcs.

4. Consumer Packaging - 1piece.

XI. Implant based on sodium hyaluronate "Sofiderm" sterile in syringes with needles
or without needles Derm Plus 20.0 without needles, composition:

1 Gel Sodium hyaluronate 20mg / ml in the syringe 20ml- 1pc .

2. Instructions for use - 1 copy .

3. The label information for the patient card - 2 pcs.

4. Consumer Packaging - 1 piece.

XI11. Implant based on sodium hyaluronate "Sofiderm" sterile in syringes with needles
or without needles Derm Subskin 10.0 without needles, composition:

1 Gel Sodium hyaluronate 20mg / ml in the syringe 10ml- 1pc

2. Instructions for use - 1 copy .

3. The label information for the patient card - 2 pcs.

4. Consumer Packaging - 1 piece.

XI1II. Implant based on sodium hyaluronate "Sofiderm" sterile in syringes with needles
or without needles Derm Subskin 20.0 without needles, composition:

1 Gel Sodium hyaluronate 20mg / ml in the syringe 20ml- 1pc

2. Instructions for use - 1 copy .;

3. The label information for the patient card - 2 pcs.

4. Consumer Packaging - 1 piece.

2.3 Description of the medical device.

«Sofiderm»- a gel of hyaluronic acid of non-animal origin in syringes with needles and without needles. It is a sterile,
pyrogen-free, nontoxic gel having a composition of chemically cross-linked polymer of sodium hyaluronate of non-animal
origin (biosynthesized) in phosphate-buffered saline, placed in a sterile glass syringe.

Types and composition.
Sterile intradermal implant based on hyaluronic acid "Sofiderm» has five different variants: Finelines, Derm,
Deep, Derm Plus, Derm Sub- Skin. Table 1 lists the composition of these products.

Type of Finelines Derm Deep DermPlus DermSubSkin
Concentration (mg / ml) 20 20 20 20 20
Filling (ml) i;2 1;2 1,2, 10 1;2; 10; 20 10; 20
Grain diametr (pm) 100-150 150-280 280-500 500-1250 1250-2000
The gel content in 1 ml
Sodium hyaluronate (mg) 20 20 20 20 20
Sodium Chloride (mg) 8.5 8.5 8.5 8.5 8.5
Disodium hydrogen phosphate (mg) 0.03 0.03 0.03 0.03 0.03
Sodium dihydrogen phosphate (mg) 0,126 0,126 0,126 0,126 0,126
Sterile water for injection AD 1 mL AD 1mL AD 1mL AD 1 mL AD 1 mL
1,4-butancdiol-diglycidyl ether (ppm) <2 <2 <2 <2

Table 1. The composition of the five types of products Sofiderm
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2.4. Scope of supplying.

«Sofiderm» supplied in a disposable glass syringe with sterile disposable needles or without needles in the

individual, consumer packaged with instructions for use and the label information to the patient card. Table 2 shows
the specifications of syringes, needles.

Information  Instructions consumer

Filling (ml Number of )
Type of g (mh syringes needle size Nur;lfber label for the for use packaging
atient card
(pcs.) needles pat
1 1 30 G1/2"(0,3mm x 2 2 one one
Finelines 13mm)
2 1 30G1 /2" (0,3mm X 2 2 one one
13mm)
1 1 27 G1/2"(0,4mm x 2 2 one one
Derm 13mm)
2 1 27G1/2" (0,4mm x 2 2 one one
13mm
1 1 27 G1/2"(0,4mm x 2 one one
13mm) 2
Deep ) . 27 G1 /2"(0,4mmx ) ) one one
13mm)
10 1 Not not 2 one one
1 1 25 G5/ 8"(0,5mm x 2 2 one one
Derm 16mm)
Plus 2 1 25 G5/ 8"(0,5mm x 2 2 one one
16mm)
10 1 Not not 2 one one
20 1 Not not 2 one one
Derm Sub 10 1 Not not 2 one one
Skin 20 1 not not 2 one one
Table 2. Technical characteristics of syringes and needles
2.5. Technical requirements
Analyzed indicator Specs
Description Implant is sterile, viscous, transparent, colorless, homogeneous. No
visible particles.
Nominal volume of the syringe 95-105% of the specified filling volume
Size distribution Qualified particles of at least 80%
Finelines- 7%-9%
Derm- 7%-9%
Degree of reticulation Deep- 8%-10%
DermPlus-9%-11%
DermSub-Skin - 10%-11%
Osmotic concentration 270 =350 mOcm/kg
Sodium hyaluronate concentration 90-120% of the specified value

Finelines - 35-50 Pa”'s
Derm - 40-60 Pa*s
Dynamic viscosity Deep - 55-75 Pa*s
DcrmPlus - 70-85 Pa*s
DermSub-Skin - 85-100 Pa*s

BDDE content (no more than) 2 mkg/g (2ppm)
pH (at 25°C £ 2°C) 6,8-7,5

Heavy metals content (no more than) 5 rakg/g
Particles No

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



Sterility

The content of endotoxins in finished products (not more than)

Protein content (not more than)
Hemolytic Streptococcal Hemolysin

The presence of materials derived from animal or human tissue,
as well as blood and human blood components

Peptides, amino acids, vitamins

Medicaments content

Plants extract content
Molecular weight of sodium hyaluronate (for all embodyments)

The mode of biodegradation

The retention time of the therapeutic effect

3. Appointment of a medical device.
3.1. Appointment.

Needle — Radiation
autoclaving

0,5 U/mg

(Gamma Radiation); finished product

0,1%
Without Hemolysis Ring
Doesn’t content

Doesn’t content

Sodium Hyaluronate No. CAS 9067-32-7, manufactured by
Bloomage Freda Biopharm Co., Ltd. (CEP certificate RO-CEP 2015-
201-red. 00; address: Jinan, Shandon, China), registry number #C -
001305 dated January 11, 2016, containing 1,4-butanediol diglycidyl
ether (BDDE) No. CAS 2425- 79-8, manufactured by Sigma-Aldrich
Ltd. - Sofiderm gel

Doesn’t content

2 500 000

FineLine is up to 5 months, Derm- up to 6 months. Deep- up to 9
months. DeimPlus- up to 11 months. DermSubskin- up to 13 months

FineLine is up to 7 months. Derm- up to 10 months. Deep- up to 12
months. DermPlus- up to 14 months. DermSubskin- up to 16 months

“Sofiderm” is intended for the correction of age-related changes of the skin of the face and body (wrinkles and
folds), atrophic defects (scars and cicatrix) after surgical interventions and injuries, as well as for use to change the
shape of the face, lips and cheekbones by creating additional volume.

After use, products cannot be reused. Products are sterile, pyrogen-fi-ee, non-toxic.

“Sofiderm” is used by trained and qualified doctors in the conditions of medical and medical institutions.
“Sofiderm” is 100% biodegradable in human tissues. Products of biodegradation are not toxic, are involved in
biochemical reactions taking place in the body. The duration of the correction depends on the following factors: the
type of defect (surface, medium or deep); skin tension and stress at the site of implantation; depth of implant
insertion inside the tissue; injection technique, etc.

3.2.1ndications. Introduction technique

To achieve the effect of a single procedure. The number of procedures is determined by a specialist to achieve the
desired effect. It must be remembered that with repeated corrections, the duration of the aesthetic result, as a rule,
increases as the newly introduced implant is layered on the remnants of the previous implant. It is recommended to
repeat the procedure no earlier than 2-4 weeks after the previous one. A linear-retrograde or bolus implant insertion
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3.21 "Sofidcrm” Finelines.

Sofiderm Finelines can be injected into the skin to effectively remove superficial wrinkles and moisturize the skin,
especially the crow's feet, superficial forehead and neck wrinkles (“rings of Venus”).
Use mainly linear-retrograde technique.

bl T

3.2.2. "Sofiderm” Derm.
Sofiderm Derm is indicated for the conection of atrophy associated with aging; Correction of  ptosis of facial
tissues, decolletage, omission of the comers of the lips.
Use linear-retrograde and bolus tehnique.

3.2.3: “Sofiderm" Deep.
“Sofiderm” Deep is used in injection cosmetology and plastic surgery with the purpose of augmentation of the
zygomatic region and chin, the formation of facial contours, filling of the nasolacrimal sulcus, replenishment of the
lost volume in the temporal region. It is also used to correct scars caused by acne and chickenpox, atrophic scars
caused by surgery, trauma and infections, as well as congenital or involutive atrophy of soft tissues.

Use mainly bolus technique.

3.2.4. “Sofiderm” Derm Plus and Derm Sub Skin.

“Sofiderm” Derm Plus and Derm Sub Skin is intended for the correction of age-related changes in the skin of the
face and body (wrinkles and folds), atrophic defects (scars and scars) after surgical interventions and injuries, as
well as for applying to change the shape of the face, lips, cheekbones by creating additional volume. Use the bolus
injection technique.

3.2.5. The maximum possible dose of administration in one procedure for each perfoimance;
On practice;
Fineline, Derm, - up to 10 ml; Deep, DermPlus - up to 30-50ml; Derm Subskin - up to 100 ml
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3.2.6. The ability to remove, replace the implant.
Not provided

3.2.7. Interaction with other implants or injected drugs

There is no data on the incompatibility of the hyaluronic acid gel with permanent implants with a correctly
performed procedure (i.e., if the integrity of the permanent implant is not violated).

The incompatibility between hyaluronic acid and quaternary ammonium compound, such as, for example,

benzylalkonium chloride, is well known. With this in mind, the implant should never be allowed to come into contact
with such compounds, as well as medical surgical instruments treated by it.

Incompatibility with other absorbable implants (for example, thread for lifting) is absent.
3.3. Contraindication$.

Sterile intradermal implant based on hyaluronic acid "Sofiderm» is contraindicated in:
« For patients with a history of hypertrophic or keloid scars

+ For patients with inflammatory diseases of the skin, the active streptococcal infection.
+ For patients with a history of anaphylactic reactions to.

« For patients taking anticoagulEmts and platelet aggregation inhibitors.

+ For use in areas containing foreign matter or nondegradable implants (e.g., silicone).
« for use in inflammatory and / or infectious process (acne, herpes and etc.).

* For use in conjunction with laser treatment, deep chemical peeling and dermabrasion.
+ For patients with autoimmune diseases receiving immune therapy.

* For patients with known sensitivity to hyaluronic acid.

« For patients with porphyria.

+ For patients with epilepsy.

+ For pregnant women and during lactation.

« For use in patients younger than 18 years.

3.4. Warning.

+ Check the integrity of the syringe and the expiry date before use

+ Do not use after the expiration date.

+ Do not use if packaging is damaged

+ Do not reuse

+ Do not inject into blood vessels and muscles.

* Expose resterilized.

» Do not modify the product; changes may affect the sterility and safety.
+ Do not use if the product may be damaged.

+ Do not use if the gel particles visible, changes in color or turbidity.

+ Do not mix with other products.

+ Do not use in the presence of symptoms of local inflammation of the skin
3.5. Possible side effects.

Patients should be informed about the side effects and possible after implants injection with hyaluronic acid, which
may occur immediately or after a delay.
These include, but are not limited to:

+ Redness, erythema, swelling at the injection site that can be associated with response to the injection and will stop
spontaneously without intervention within hours / days.

* Hematoma
+ Induration in site of injection.
+ Bad effect or little effect filling and loss of sensation at the injection site.

* There is a potential risk that the product may be introduced inadvertently entered the blood vessels of the dermis
that may cause occlusion of arteries, with the wave characteristic of consequences. No cases have been reported on
this product.

+ Treatment reactions generally occur within 24-48 hours. Other side effects are also possible within 2-4 weeks.

+ Patients should be advised to immediately report any evidence of any adverse effects not mentioned in this leaflet
doctor.

+ Any other undesirable side effects associated with the injection and fixed specialist should be communicated to the
authorized representative and / or directly to the manufacturer.
3.6 Procedure for the application.
> recommendations
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It is necessary to strictly observe the rules of asepsis. The product is ready for use. The implant should be injected
intradermally into the dermis under wrinkles, increasing the volume, thus filling it. When the correction of wrinkles
wrinkles line can remain visible even after its completion.

The result of the procedure depends on the use of appropriate injection method, which can only choose a qualified
medical professional.

Expected results of the procedure should be evaluated for each patient individually. Patients with unrealistic
expectations should not undergo this procedure.

Before the procedure should always check the patient's medical history to make sure there are no contraindications.

The patient should be informed about all of the indications, contraindications, warnings and precautions.

It should also identify the need for analgesics.

To obtain and maintain the maximum desired result the patient should be informed of the need for additional
procedures or procedures.

Needle and syringe assembly

To avoid separation of the needle from the syringe during insertion of the implant is necessary to make the
following manipulations:

- remove the cap from the tip, as shown in Figure A, and attach the needle from the kit as shown in Figure B and C.

Gently in the direction of counter-clockwise motion
unscrew the cap covering the Luer-Lock syringe
adapter.

Align the connector needle and the syringe Luer-Lock
adapter push and rotate the needle threading operation
(at clockwise direction) by a quarter turn

Make sure that the needle is securely locked in the
adapter. Remove the protective cap from the needle.

Preparing for using

The medical device can be used only by a medical personnel with appropriate qualifications and possessing technique of
intradermal injection.

In severe pain response in a patient may use a local anesthetic cream.

Skin injection site twice disinfect alcohol or other antiseptic solution to prevent the risk of infection in the course of
administration of the drug.

Do not enter the implant too deeply, as this will shorten the resorption of the implant, and thus - term effect of the procedure.
Do not enter the implant too close to the surface, as this may cause noticeable bumps and (or) a change in color.Slowly inject
the drug into the dermis, pulling the needle back.

Complete injection for a couple of millimeters to a needle insertion point to the skin to prevent leakage of the implant from the
injection point.

For each injection site recommended maximum dose in a 2 ml injection per session.

After insertion of the implant can be easily massage the skin, to evenly distribute the product.

If injectable implant was stored below room temperature, it is necessary to use the product stand at room temperature for at
least 30 minutes.

ATTENTION! Any adverse events should be reported to the authorized representative of the manufacturer or directly to the
manufacturer
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3.7 Conditions of use.

Sterile intradermal implant based on hyaluronic acid "Sofiderm» used in a medical health care institutions.

3.8 Precautions for use.

+ Sterile intradermal implant based on hyaluronic acid "Sofiderm» forbidden to use for patients with
contraindications.

+ Carefully check the integrity of the packaging of the syringe and needle, the shelf life and sterility marker before
using the product. Don’t use Sterile intradermal implant based on hyaluronic acid "Sofiderm» if the packaging is
damaged.

« Prohibited use medical device if the integrity of the blister pack is broken, if any visible signs of damage, if the tip
cap to the syringe Luer adapter loosely twisted, or damaged. The gel in the syringe is colorless and transparent, so when
you change the color or transparency of the contents of the syringe to apply the product is prohibited.

+ Use immediately after opening the package aseptically and precautionary measures applicable to traditional
methods of intradermal injections.

« Sterile intradermal implant based on hyaluronic acid "Sofiderm» should be used only as a means of intradermal
and should only be administered by qualified trained physicians or other medical personnel, in accordance with
applicable laws.

* Never mix Sterile intradermal implant based on hyaluronic acid "Sofiderm» » with other drugs.

+ Prohibited administered Sterile intradermal implant based on hyaluronic acid "Sofiderm» into the blood stream.

+ Prohibited administered Sterile intradermal implant based on hyaluronic acid «Sofiderm» directly next to the
permanent implant, as well as concurrently with other ongoing or planned procedures (laser, micro-current treatment
etc.).

+ Do Sterile intradermal implant based on hyaluronic acid «Sofiderm» patients who at the injection site there is an
infection or inflammation.

+ Do not enter the sterile intradermal implant based on hyaluronic acid «Sofiderm» pregnant or lactating women and
children.

* Note: The sterile intradermal implant based on hyaluronic acid «Sofiderm» can reactivate latent herpes virus or
cause angioedema shock.

« Warn patient that using them drugs acting on platelet function, such as antiinflammatory drugs or aspirin, the
patient may experience significant bleeding or bruising at the injection site.

« Studies on the application of sterile intradermal implant based on hyaluronic acid «Sofiderm» patients already
implanted medical products based on hyaluronic acid was conducted.

+ The impact of the product on the vision and the reaction rate has not been studied, so no special instructions for
drivers or people working with complex technological devices, does not exist.

+ The product is used in invasive procedures involving the risk of infection. You must follow standard safety
precautions associated with using sterile materials / products.

Information for patients.

+ Avoid taking aspirin, anti-inflammatory agent or vitamin C during the week preceding the injection.

* There may be a little bleeding after the injection.

+ Tell your doctor if you are undergoing anticoagulant treatment or if you are suffering from hemostatic disorders
(increased risk of hematoma).

+ Within ten (10) days, avoid overheating and damp places (swimming pool, gym, Turkish bath, Jacuzzi and so on.).

+ Within a few days, avoid any activity that puts pressure on the treated area.

« If there is pain at the injection site that lasts longer than a week, see your doctor.

Care after procedure.

. Patients are advised to avoid overwork, sunlight, bums or extreme temperature conditions for 24 hours.

. Patients were prohibited to apply makeup for 12 hours before and after treatments.

. Patients should impose ice or cold compress in the area of treatment in 24 hours after the procedure.

. Patients are advised to limit conversations, movements of the face and a laugh in a week after the
procedure.
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Procedure:
The method of application of the medical device
Preparing for use
The medical device can be used only by a medical personnel with appropriate qualifications and possessing
technique of intradermal injection.
In severe pain response in a patient may use a local anesthetic cream.

Skin injection site twice disinfect alcohol or other antiseptic solution to prevent the risk of infection in the course
of administration of the drug.

Do not enter the drug too deeply, as this will shorten Sterile intradermal implants based on hyaluronic acid
«Sofiderm», and therefore - term effect of the procedure.

Do not enter the implant too close to the surface, as this may cause noticeable bumps and (or) a change in color.

Slowly inject the implant into the dermis, pulling the needle back.

Complete injection for a couple of millimeters to a needle insertion point to the skin to prevent leakage of the
drug fi-omthe injection point.

For each injection site recommended maximum dose in a 2 ml injection per session.

After the introduction of Sterile intradermal implant based on hyaluronic acid «Sofiderm» can easily massage the
skin, to evenly distribute the product.

If Sterile intradermal implants based on hyaluronic acid «Sofiderm» stored at below room temperature, it is
necessary to use the product stand at room temperature for at least 30 minutes.

ATTENTION! Any adverse events should be reported to the authorized representative of the manufacturer or
directly to the manufacturer.

A Stop the procedure immediately if there is a possibility of vascular puncture.

If during the injection process there is considerable resistance to move the injection needle deeper implant to
facilitate precipitation. If the resistance persists, try the injection of another entry point. In the case of continuous
resistance may require replacement of the injection needle and / or syringe.

M Do not apply excessive pressure on the syringe at any time.
If there is an immediate blanching stop injection and massage the area as long as the color is corrected. If normal
skin color is not returned or renewed injection process.

A Surface injection or introduction of a large amount of gel can result in discoloration and the formation of
nodes.
Stop injection before pulling the needle out of the skin to avoid leakage of the gel from the injection site.
Repeat the procedure if you need more adjustment, but only after a careful assessment of the treatment and the
patient’s condition.
After completion of the injection region is important massaging treated after injection, to ensure uniform distribution
of the gel.
If there was overcorrection strongly massage the area to obtain optimal results.
Facials after injection;
Patients should be advised to avoid extreme activities, exposure to sunlight and sunburn or extreme weather
conditions within 24 hours.
Patients should be instructed to use a mask or ice cold compress to the treated area for 24 hours after the procedure.
Patients should be advised to limit talking, facial expressions and laughter within one week after the procedure.
Patients who have the procedure in the mouth, it is recommended to rinse your mouth with saline every 3-4 hours
was carried out within one week after treatment.
If necessary, you can use oral analgesics.
4. Labeling

4.1 Each consumer (individual) package is the following:

- product name and number and date of the registration certificate;

- Embodiment;

- Sterilization method;

- Special work instructions and warnings;

- the name and address of the manufacturer «Sofiderm»

- the name and address of the manufacturer of needles;

- the name and address of the authorized representative of the manufacturer;
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- date of manufacture;

- the date of the expiration date of the product;

- Lot code;

- storage conditions;

- the number of syringes and volume of «Sofiderm» in each syringe;
- the number of needles and their characteristics;

- sodium hyaluronate concentration in mg/ml;

- the inscription "sterile", "Non-toxic";

- symbols in 4.8

4.2 EachStickers for patient cards applied the following information:
- the name of embodyment

- the date of the expiration date of the product;

- Lot code;

- catalog number;

- the number of syringes and volume of «Sofiderm» in each syringe;
- symbols in 4.6

4.3. The needle marking includes the following information / symbols:
- model name;

- needle size (diameter x length);

- CE marking;

-marking "Sterile. Radiation sterilization ";

- number according to the catalog, series number, expiration date;

- “Use only once” symbol:

- Symbols in4.7

4.4. The following information is applied to each syringe:
- name and website of the manufacturer "Sofiderm";

- expiration date of the product;

- Lot code;

- CE marking

- Short name of embodiment

- Volume.

4.5. The following information is applied to each blister pack:

- Embodiment

-Volume

- Composition

- Sodium hyaluronate concentration

- Storage condition

- Sign “sterile” “non toxic”

- name and address of the manufacturer "Sofiderm"

- name and address of the authorized representative of the manufacturer in the EU;
- symbols of clause 4.8.

4.6. At each Stickers for patient cards applied the following characters:

4 6. Explanation of symbols on the label
The prohibition on re-use

The expiration date of the product shelf life

SHIILE 1 Sterilization method - steam or dry heat
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Lot eode

d Manufacturer
Catalog number
@ Do not re-sterilize

4.7. Explanatios of symbols oo the aeedle marking

Needle marking
J Manufacturer
@ i LOT number
method of sierikzation - Radiation
® EXP [
E The prohibition on re-use
( € CE marking
2460

4.8 Each consumer (individual) package is the following characters:
4.8. Explanation of symbols on the label and blister (EN 1SO 15223-1-2012)

. ® The prohibition on re-use
8 The expiration date of the product shelf life
Sterilization method - steam or dry heat
[srenes] » method of seriization - Radiation

Lot code
]
ol

date of manufacture
Manufacturer
EC |REP Authorized Representative in the European Community
Em Refer to the instructions for use
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Do not re-sterilize

Do not use if packaging is damaged
Avoid exposure to sunlight

Protect from moisture

C € CE marking and the technical expertise Record LLI Number Authority,
Certification according to MDD (93/42 / EEC)

Example Consumer labeling;
Sterile intradermal implant of hyaluronic acid «Sofiderm»
An embodiment of the Derm 1.0 with needles

___i/MSSE
Ib 2 1J Party No 180724-1

The date of manufacture 06.2018; ~  Use up to 06.2020
Registration certificate number date

Name and address of the manufacturer:

m | " Hangzhou Techderm Biological products Co.Ltd»

China, Hangzhou, Btnjiang District, Jiangling Road 88, East Building 6, Floor 2

STERILE
Needles: 2x27G 1/2"(0,4mm x 13mm)

Name and address of the manufacturer of needles:
m | Becton Dickinson France SAS
Becton Dickinson France SAS, rue Aristide Berges, 38801 Le Pont-de-Claix, Ccdex, France

Lendlink GmbH
EC REP Dorfstrasse 2/4, 79312, Emmendingen, Germany

Authorised representative: "TECHDERM" LLC.
107370, Russia, Moscow, Rokossovsky B-d, 6, Building 1, Apartment 26

Keep in the packaging at a temperature +2 ° Cto + 25 ° C,
and humidity of 10% to 80%, do not freeze.
STERILE! Non-pyrogenic! Non-toxic!
The concentration of sodium hyaluronatc 20mg / ml
.2645 -..-Sl/- <yn

N CeoCB ® ® , -

Example labeling for patient card:
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Derm Plus
1 syringe x 10 ml SffilE |

[rl £] 000120

HANGZHOU TECHDERM
BIOLOGICAL PRODUCTS CO.,LTD
China, Hangzhou, Binjiang District,
Jiangling Road, 88, East Building 6

Example consumer labeling for blister:

SOfIdeI’m Derm 1.0 with needles C€ 2460

Composition:  1syringe/l ml
Needles: 2x27G 1/2"(0,4mm x 13mm) - 2pcs
Sodium hyaluronate (mg) 20\ml

Authorized representative; «Techderra Russia», b-r Rokossovsky 6-1-26. 107370 Moscow Russia

H j HANGZHOU TECHDERM BIOLOGICAI. PRODUCTS CO., LTD
China, Hangzhou, Binjiang District, Jiangling Road, 88, East Building 6

Store in the manufacturer’s packaging at a temperature of+ 2 ° C to + 25 ®C,
and humidity from 10% to 80%, do not freeze.
STERILE! NOT TOXIC!

LRE 1 2cn EC REP

Lendlink GmbH
Dorfstrasse 2/4, 79312,
Emmendingen, Germany

5. Storage and shelf life

“Sofiderm” is kept in a clean, dry, dark place out of the reach of children in the manufacturer's packaging at a
temperature of from 2 to 25 and humidity from 10% to 80%. Do not freeze. Protect from sunlight. Transportation of
a medical product is performed by any type of covered transport in accordance with the requirements for
transportation and the current regulations for each type of transport at a temperature of 2 ° C to 25 ®C. During
storage and transportation it is forbidden to squeeze the package. Avoid direct sunlight, freezing, and condensation.
“Sofiderm” shelflife - 2 years from the date of manufacture indicated on the package.

6. Procedure for disposal and destruction

Empty syringes, packaging and «Sofiderm» in violation of the integrity and / or hermetically sealed, with a change
of color and / or texture, expired, not used after opening the package, be disposed of solid waste, in accordance with
all federal, state / provincial and local laws and regulations. Used products are disposed of as potentially infectious
class B medical waste.

7. Warranty

Manufacturer - ” Hangzhou Techderm Biological products Co. Ltd» China, Hangzhou. Binjiang District,
Jiangling Road 88, East Building 6, Floor 2
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suthorized representative of the manufacturer - "TECHDERM RUSSIA"LLC (107370 Moscow, B-d Marshall
Rokossovkogo, 6, Bldg 1, app. 26), provided that Sofiderm corresponds to the declared properties during shelf life
and conforms to the rules of storage, use and transportation.

Period of validity of 2 years from the production date printed on the package.

Monitoring activities afier the sale is carried out according 10 SOP QA-24 "Control afier the sale.”

8. The maintenance requirements and repairs of medical products. Service maintensace

Product after application cannot be used again, so that does not require the service, maintenance and repair.

9. Complaints
Organization authorized to accept complaints from consumers:
LLC "TECHDERM RUSSIA”, 107370, Moscow, B-d Marshall Rokossovkogo, 6, building 1, Apt. 26
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_ HOTAPUAJILHBIN AKT

Horapianbian XOHTOpa «WKKIUITHY ropoaa XaHukoy npos. Yaauasu Xe9381 (2020)

3amutens: 000 «Buoqomqecmc nponykThl TexmepM XaHwkoy», emuastit
EOMEp  COLHMANBHOIO KPEANTA NMUEH3HK HA BEACHHE XOMMEPYECKOH ACATENBHOCTH
{gvémikata): 91330108593055997P (1/1) , anpec: npos. Uxcaussan, Xanuxoy, paiton
bunsusy, vmus Laannus 88, BocTouHoe ananne 6, srax 2.

3axoxmeml npepcrasuTens: Yakt Caoxya, myxckolt mos, aata poxacuua: 19
€eszais 1978, yaocToseperne MWYHOCTH rpaxaanuna: 422127197802194618.

[Ipemver 3aBepeHAA: OTTHCK NEYATH, MOANUCAHHE

HacTosmpnd: HoTapRANBHEIM aKTOM YAOCTOBEpPAIO, uT0 Yalt Caoxya, Kak 3aKOHHEIM]
pencrasutens OO0 «Bronoruwecxue BPOIYKTHI ATexnep.\l Xanwkoy», 12-ro

nioks 2020 roza npmexwr B Eamry HOTApMaNbBHYIO KOHTODY, lEpell NaHHLIM

20TapHYCOM, OH NOMIHCANCH B BATOAILT NEYaTh B BuneykasaBHOH « MHCTpyKiuu »,

fipitoXeHAB nepeBoA BemmeVkajamHoM «MuCTpykumu» Ha pycckoM A3BIKe
COOTBETCTBYET OPHIHHANY Ha KETaliCKOM A3LIKE,
Horapsanphas konTopa «'bxunssu» ropoaa Xamwkoy mpos. Wonssn KHP

Horepuyc: Yxoy Jiyn

12 monz 2020

IV 3172621

& 000 LMPMK @] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
T




» S H
(2020) #7412 iE F 5 9582 &
FEA: MHNNBAEYHSERAE, TLHE (BF)
-f.:r—:——a"iéfs}ﬁm%: 91330108593055997P (1/1), & ff: Hi
£ HTRILR IR 88 5 6 0 2 AW,
C REREA: HNE, B, —AEAEZA+AHBA,
o RAMFE: 422127197802194618,
MEBT: #k5BRMH
KL BAW T 49 (2020) HiMZ L FH 9581 B (AEH) 4k
: XERNBESEMESHP X EAEE,

=46 AR 340 B I A 23 AE A
MNER 1
_,,»";‘:;. :« . ':"-._-' _
SO-ASARZ+IE:

"Q;; P
.:' * N - . .

A . v, -
WA i
‘.\\ {\t ""l 12

)

i IV 3172522

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

5



HOTAPUA/bHbINA AKT

HoTapuasbnsa xoKropa «UKnu3sH» ropoga XaHukoy npos. UxauzsaH Ne9582 (2020)

I 3assutenb, CKYO '»5HOMOrM4yeckme npoayKTbl TexaepMm XaH4WKoy», eAuHbIN
| coupanbHorc XxpeanTa NNLEH3NN Ha BeAeHNe KOMMEPYECKON [esTeNbHOCTM

OTkaTta): 9153010S583055997P (1/1) , agpec: nNpoB. WkaL3sH, XaHYKOoy, panoH
|. Brkebnizan, ynvua Lin~enaw BOCTOYHOE 34aHue 6, aTax 2.

[ 3aKOHHbI npe3rxkeTenb: Yaii Csioxya, MyXCKOW Mon, gata poxaeHus: 19

|
B)reEpanﬂ 1978, yaocTwwepeHme IMYHOCTU rpaxkaaHuHa: 422127197802194618.

=

I [peamer 3aBepeHa™-: Co3epxkaHMe nepesoja COOTBETCTBYET OpUTUHANY.
|L HacToawmm Hora™KWbsAblM aKTOM Y[OCTOBEpAl0, YTO COAep>KaHue mnepesoja Ha

pNeekuih - a3blk - NpejKTDsiaero «HoTapuanbHOro akta» HOTapuasibHOWM  KOHTOPbI
y <WXnussH» ropoga XaHwkoy npoB. YWkau3saH Ne9581 (2020r.) u copepXxaHue

) OpvirmHana Ha kuTaiicrasm ~0OblKe JaHHOrO HOTapuasibHOro akTa CoBNajaroT.

£
I o |
| 1
HoTtapuanbHas jxNicpa «hkuussaH» ropofga XaHwkoy npos. YUxaussaH KHP
HoTtapuyc: Yxoy JlyH
12 voHA 2020
na X
o/

1V 3172523
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Tlepe6oo ¢ kumaiicko2o u an2auticko2o A3bIKO8 HA PYCCKUT A3bIK

CEPTHO®HUKAT
( Jlororumn)
Kutaickuit KOMUTET COACHCTBHA Pa3BHTHIO MEXAYHAPOIHOH TOProBIIM
Kuraiickas Top roso-npoMbiLieHHas najaara
C1p.2
Kuraficxuii KoMUTET COIEHCTBHSA pa3BUTHIO MEXAYHAPOAHOK TOPTroOBIH

Kuraiickas Toproso-npoMbivieHHas najaara

CEPTU®UKAT
Ne203301A0/004818

HACTOAUIUM ITOATBEPXIAEM,YTO: nesars «QO00 «Bbuonornueckue
npoayktbl Texaepm Xanuxoy»/ «HangzhouTechdermBiologicalProductsCo., Ltd.
Ha NP UIaracMoM JTOKYMEHTE NMOANIHHHAA

Kuraiickaa Toproeo-npomsnusicsHas najsara

ODPULIMAJIBHAATIEYATD: Kutaiickas Toproso-npoMsbiiICHHAs 1aaTa
. Toanuce: Yaur bo

Hara: 12.06.2020roga

BebcaiiT ans nposepku ceprudukata: hitp://www.rzcepit.com/ validate. himl
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C1p.20
HOTAPHUAJIbHBIF AKT
Horapnansias xonTopa «'Diausan» ropoaa Xanwkoy npos. Ykouzan Ne 9581 (2020)
HA KHTaiCKOM A3bIKe ( 1epeBOA Ha pycckHit s13blk Ha cTpanuue 21)
Homcep 6nankalV 3172520
Cip.21
Ilepeson Ha p ycckuit a3slk crpannib: 20
Homep GnankalV 3172521
Crp.22
® HOTAPHAJIbHBIN AKT

HoTtapuansHas koHTOpa «bx31usan» roposa Xanwkoy npos. WhkaisayH Ne 9582
(2020)

Ha KHTaliCKOM A3bIKe { [IEPEBOA Ha pYCCKHMI A3bIK Ha CTpaHHUE 23)
Homep OnankalV 3172522
Crp.23
[lepeBon Ha pycckuii A3bIK CTpaHULBI 22

Homep 6nankalV 3172523
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WHCTPYKLMSA MO NPUMEHEHWIO
HA MEAVLVHCKOE U3AENNE

ABTOp: Ixn YeH
PeueH3eHT: Yan Caoxya
Or”eTcTBeHHbMA 3a yTBEPXKAEHME: . Yait Capxya
Bepcusa: A/3
Crartyc: CekpeTHO
[B.ta nocnegHero vaveHeHns_: 08.06.2020

2019 r.

HANGZHOU TECHDERM BIOLOGICAL PRODUCTS CO.,LTD
Kwutain, XaHwykoy, painoH BuHbu3sH, yanua L3aHanH 88, BOCTOUHOe 3aaHume 6, aTax 2

TenedoH/ Pakc 0086-571-87165526 Be6caliT; www.techderm.com
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1. HammeHoBaHMe MeAULVHCKOI0O N3A4enuns.

MmnnaHTaT Ha OCHOBE rnanypoHarta Hatpus «Sofidenn» CTepu/bHbIA B LWINPULAX C UT1AMU
nnn 6e3 urn (ganee «Sofidemi»).
®dunpma-npon3BognNTEND:

000 «buonornyeckme NpoayKTbl Texaepm XaHwkoy»/ «Hangzhou Techdcrm Biological Products
Co., Ltd.

KuTtaii, XaHuxoy, palioH BUHbLH, ynnua LizananH 88, gom 6, 3gaHuve 2, BOCTO'LLAssiCTOPOHaA
+86-571 871 655 26, info(@techderm.com

2. BHewWwH Bna 1 coCcTaB MeANLMHCKOro U3aenns.
21 BHewHwnii Bug «Sofidemi» Finelines 1.0 ¢ nrnamwm

®OTO 1
YNNoTHUTeNbHOE MpobKa nnyHsxepa bl ApanTep .
KO/bLIO Nyep-Jlok BrHTOBON
KO/Na4yoK
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2.2 BHewHwui Bng «Sofiderm» Finclines 2.0 ¢ urnamm

®0TO 2.
Ctp.5

2.3 BHewHnit Bug «Sofiderm» Derm 1.0 c urnamm

®OTOS.

2.4 BHewHwnii Bug «Sofiderm» Derm 2.0 ¢ urnamm
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2.5 BHewHwunin Bug «Sofiderm» Deep 1.0 c urnamm
Ctp. 6
®OTO 5.

2.6 BHewHwni Bng «Sofiderm» Deep 2.0 ¢ urnamu
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2.7 BHewHwni sng «Sofiderm» Deep 10.0 6e3 urn

®OTO 7.

2.8 BHewHui Bup «Sofidemi» Derm Plus 1.0 ¢ urnamm
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Crtp. 7

2.9 BHewHwnin Bug «Sofiderm» Derm Plus 2.0 ¢ Hrna.mMu

®OTO 9.

2.1 oBHewHwunn Bug «Sofiderm» Derm Plus 10.0 6e3 mrn
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2.11 BHewHwn Bua «Sofiderm» Derm Plus 20.0 6e3 urn

®OTO 11.

2.12 BHewHwuin Bug «Sofiderm» Derm Subskin 10.0 6e3 urn
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2.13 BHewHwuin Bua «Sofidenn» Derm Subskin 20.0 6e3 urn
Ctp. 8
®0TO 13.
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Baprantui ucnoanesun:

I. UMnaaurat Ha ocuoBe rnajayponara natpus «Sofiderm» Finelines 1.0 crepuabuntii B
MAPHNAX ¢ HIVIAMH, COCTAB:
1. Tens ruanyponara Hatpus 20mr/Mn B wnpuue Ima — | wr,;
2. Hraa crepunbhas oaxHokparHoro npuMenexns «BD» pasmep 30G 1/2 (0,3 MM x 13 mm)
-2 wr.;
3. Hucpykuus nno npumenensio — | 3k3.;
4. Hakneiixa nuopMallnoHHas Ans KapToOuKH HAUKEHTA - 2 [T,
5. IlotpeOurensckan ynakoeska- | wr.
Il. HMunanTaT sa ocnose ruasyponars nartpua «Sofiderm» Finclines 2.0 crepuanubiii B
IENPHUAX C HIVIAMH, COCTAB:
1. Fenn rnanyponara natpus 20mMr/mn 8 umpuue 2 Ma — 1 wr.;
. 2. Urna crepunsias oanokpaTioro npumenenns « BD» pasmep 30G 1/2 (0,3 mmx 13 Mm) -2
IUT.;
3. Huctpyxunsa no npumenicunio — 1 3k3,;
4, Hakneitka HH$OpMaLtHOHHAA U1 KapTO4KH MAl{HEHTA - 2 ILT.
5. Norpeburensckas ynakoska — 1 iur.
HI. Hmnsanrar na ochoBe rmanypouara navpwa «Sofiderm» Derm 1.0 crepuasnniii 8
IRNPHUAX ¢ HIVIAMHN, COCTAB:
1. Fens ruanyponara natpna 20mr/mn s wmpnue |mn— 1 wr.;
2. Uirna crepunbHas OQHOKpaTHOro npumenciua «BD» paimep 27G 1/2 (0,4 mmx 13 Mm) -2
IUT.;
3. HucTpyKuns no npuMcHeHuio — | Ik3.;
4. Haknelixa nudopmaunosHas ojis KapTOUKH laLIHeHTa - 2 ul.
5. [NotpebuTenpckas ymakoBka— | .
1V. HMnaanraT Ha ocHOBe rHanypoHata uatpusi «Sofiderm» Derm 2.0 crepuannsiii B
WNPHUAX € BIAIMM, COCTAB:
I. Fenb rnanyponara Hatpua 20Mr/Ma B npuue 2 M- | wr.;
. 2. Urna crepuibiias oaHoKkpaTHoro npumeticHia «BD» pasmep 27G 12" (0,4 mmx 13 MM) -2
T, ;
3. UHcTpyKLus o npuMeHeHnio — 1 3k3.;
4. Hakne#ika vHpopMaunoHHas Ana KapTOMKH allHEHTa - 2 WT.
5. INoTpeburenbckaa ynakoBka— | wir.
V. HMonantar Ha ocHoBe ruanypoHara Havpua «Sofiderm» Deep 1.0 crepuanuniii B
INPRUAX C HIJIAMH, COCTAB:
1. lens ruanyponata Harpus 20Mr/mi B prue Imn— 1 wr.; '
2. Urna crepunsian oHOKpaTHOTro npuMeHenna « BD» pasmep 27G 1/2 (0,4 MM x 13 MM) -2
T.;
3. Huctpykuus no npumMenennio — 1 3k3.;
4. Haxnefika vHPOpMaUHOHHAA VIR KAPTOYKH NALHEHTA - 2 WIT.
5. [Totpebnrensckas ymakoska— 1 wrr,
VI. HMIaauTaT Ha ocHOBe ruaaypoHara Hatpus «Sofiderm» Deep 2.0 crepunnusnsii B
IIPHUAX € HIJIAMH, COCTAB:
1. Tens ruanyponara Hatpua 20mMr/mn B umpuue 2 ma- | wr.;
2. Urna crepunbiias OAHOKPAaTHOrO npumeHenna « BD» pasmep 27G 12" (04 Mmx 13 MM) -2
wr.;
3. Huctpykuna no npuMeneHHio — | 3K3.;
4. Haksnefika stHpopMaltHOHHaA 41K KAPTOUKH 1IaLHEHTa - 2 LT,

S. [ToTtpeOuTensckan ynakoska— | wr
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VII. HvnaanTar na ocnose rnanyponara Hatpun «Sofiderm» Deep 10.0 crepuannniii B
WAPHUAX e3 HIJl, COCTAB;

1. ['ens ruanyponara rarpug 20mr/mn B winpuue 10Ma — 1 wrr.;

2. Uuctpykuna no npumeHennio — | 3x3.;

Crwp. 9

3. Haknciixa nndopmaunontas juis KapTOUKH NaumcHTa - 2 W,
4. [TotpeOnTensckas ynakoska - | wr.,
VII. HMinanTaT na ochoBe ruanyponara HaTpus «Sofiderm» Derm Plus 1.0 crepuns it B
WNPHUIX C HITTAMH, COCTABS
1. I'ens ruanyponata Hatpus 20Mr/Ma B mupuue Isn~ 1 wr.;
2. Urna crepunsnas oaHoKkpaTHOro npumcHenus «BD» pasmep 25G5/8° (0.5 MM X 16 MM) -2
u.;
3. Unctpykuusa no npumentcuuio — 1 sx3.;
. 4. Haksnciika nndopMauoHHas /11 KapTosKH nauHesTa - 2 wr.
5. lNoTpeOuTensckan ynakosxa— | w.

IX. HMnaanrar Ha ocHOBe ruanyponara HaTpun «Sofiderm» Derm Plus 2.0 crepunnubiii 8
WINPHUNAX ¢ HTJIAMY, COCTAB:
1. Tenb rnanypoxara HaTpua 20Mr/ma B waprue 2 Ma— | wr.;
2. Urna cTepunbHas OAHOKPaTHOrO NpuMeHenua « BD» pazmep 25G5/8 " (0,5 MM x 16 mm)
-2wr,;
3. Hnctpykina sto npumenennio — 1 3xs.;
4. Haknetika nudopMauHoRias Ui KapTOMKH HALKCHTA - 2 IIT,
5. lloTpeburcabckas ynakoska— | wT.
X. Hmnaantar ua ocHose ruaayponara narpua «Sofiderm» Derm Plus 10.0 crepnasuniit 8
wnpHuax 6e3 ura, cocras:
1. Tens rnanyponata Hatpua 20mr/mn 8 mmnpnue [0ma— 1w,
2. UHCTpyKIKs o puMenennio — | IK3.;
3. Hakneiika aHGOpMaLIHORHAS U151 KAPTOUKK NALHEHTA - 2 WT.
4. TloTpeburensckan ynaxkoska — | wr.
. X1 HMnnanurar Ba ocHoBe rnanyponara naTpus «Sofiderm» Derm Plus 20.0 crepunbuniit B
mapsuax 6e3 ura, cocras:
1. Tens ruanyposata Hatpua 20mr/ma B wnpuite 20mMa- 1 wr.;
2. Hactpykuus no npuMeHenuio — | 3k3.;
3. Hakneiika nupopMatHoHHaA 1A KapTOYKH [TAUHEHTA - 2 T,
4. IlotpeGurennckan ynakosxa— | wr.
XIl. Hmnaaurar uHa ocHoBe ruaayponara narpun «Sofiderm» Derm Subskin 10.0
cTepuab MLt B mnpunax 6e3 ura, cocras:
1. F'ens ruanyponara natpus 20mr/mMn B wpuue 10mi- 1 wr.;
2. Mucrpyxuna no npuMeHenHio — 1 3k3.;
3. Haxneiika nndopMalinoHHas V1A KapPTOYKHN NALHEHTa - 2 1T,
4. TTotpcOnTensckas ynakoska-— | wr.
XHIL HmunautaT Ba ocHOBe ruaayponara Hatpus «Sofiderm» Derm Subskin 20.0
CTepUALHLINA B IINpuuax 6e3 HrJ, CoCTaB:
1. 'ens ruanyponara Hatpua 20mMr/mn B wmpuue 20mn— | wer.;
2. HHCTpYKUYBA 110 NPHMEHEHRHIO — | 3K3.;
3. Hakneiika nHOpMaLMOHHAR 1A KAPTOMKH NAUUCHTA - 2 LUT.
4. [TorpcOnTensckas ynakoska-— | wir.
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2.3 OnucaHne mMeauLNHCKOro N3aenus.

«Sofiderm» — 3TO renb rManypoHOBOI KUCAOTbl HEXMBOTHOIO MPOUCXOXAEHUS B WINPULAX C
urnamm n 6e3 urn. MpeactaeBnset coboi CTEPUbHBLIN, HETOKCUYHbLIA renb, UMEKLWNI B coCcTaBe
XUMUYECKN NONEPEYHO CLUMTHIA MNOMMEPOM HaTpUA TManypoHAT HEXMBOTHOMO MPOUCXOXAEHUS
(buocmnnTesnpoBaHHbI) B hocthaTHO-6y(hepHOM CONEBOM pacTBOpe, MOMELEHHbI B CTEPUNbHbINA

CTEK/ISIHHBIV WNpuL.

TWHbI N cocTas.

«Sofiderm» mmeeT NAT" pasHbIX BapnaHToB UcnonHeHust: Finelines, Derm, Deep, Derm Plus , Derm

Sub Skin.

B Tabnumue 1ykasaH cOCTaB 3TMX NPOAYKTOB.

Tun Finelines Derm Deep Demi Plus Demi SubSkin
KoHueHTpauma (Mr/mn) 20 20 20 20 20
3anonHeHne(mn) 1,2 1;2 1,210 1;2; 10;20 10;20
[Juametp vactuy, (MKm) 100-150 150-280  280-500  500-I150 1250-2000
CofepxaHue rend B 1 mn
' ManypoHaT HaTpus (Mr) 20 20 20 20 20
Xnopug Hatpusa (mr) 8,5 8,5 N3 8,5
[vHaTpus rugpodocgar 0,03 0,03 0,03 0,03 0,03

avrugpat (mr)
Hatpusa gurugpodocdar (Mr) 0,126 0,126 0,126 0,126
CTepunbHas Boga ans uHvekumii  AD 1mn AD 1mn AD 1mn AD 1wmn

1,4-6yTaHANON-AUTTNLNANIOBGI <2 <2 <2 <2
3pvp (ppm)

Ta6bnuua 1. CoctaB nstv TMNoB «Sofiderm»
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2.4. CocTaB NoCTaBKMW.
«Sofidemi» nocTaBnseTcs B 04HOPA30BOM CTEK/ISSHHOM LUMNPULIE CO CTEPU/IbHLIMM OAHOPA30BLIMMU
nrnamm unm 6e3 urn B UHANBNAYanbHOM , MOTPe6U3e/LWCKOA yNakKoBKe C MHC3PYKLMENR HO MPUMEHEHMIO

N HaKNenKoli MH(hoPMaLMOHHOWM ANt KapTOUKM NauueHTa. B Tabnuue 2 npeacTaB/ieHbl TEXHUUYECKNE
XapaKTEPUCTMKM HO WNPULAM, UFaMm.

3anonHeH  Kon-Bo Kon-80 Nudopmewmo  VHCTpykumn  MoTpedbuTens
7 Pasvep wurn MHaA no CcKas
ne(mn) WNpULIOB urn o
(W) (W) Hak/enka And  MNPUMEHEHNID  YMNakKoBKa
KapThbl
1 1 30GT/2"(03 2 2 1 1
Finelines MM x 13 MM)
2 1 30G1/2 "(03 2 2 1 1
MM X 13 MM)
1 1 27G12"(0,4 2 2 1 1
Derm MM X 13 MMm)
___________ 1 27G17'2"(0,4" 2 2 1 1
MM X 13 MMm)
21G1y2"0,4
1 1 MM x 13 MM) 2 2 1 1
Deep
27G1/2 "(0,4
2 1 MM x 13 MM) 2 1 1
10 1 HeT HeT 2 1 1
1 1 25 G5/8" 2 2 1 1
Demi Plus (0,5 mm x 16
MM)
2 1 25 G5/8"(0,5 2 2 1 1
MM X 16 MM)
10 1 HeT HeT 2 1 1
20 1 HeT HeT 2 1 1
10 1 HeT HeT 2 1 1
Derm Sub 20 1 HeT HeT 2 1 1
Skin

Ta6nuua 2. CocTas NOCTaBKW B 3aBMCMMOCTM OT UCMOMHEHNS

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



2.5. TexHuyeckune TpeboBaHUA

AHanM3npyemblii Nokasartesb Cneundgukaymm

OnucaHue MmnnaHTaT npefcTaBnseT co60M CTepUIIbHbINA, BAKUNA,
Npo3payHbIiA, 6eCLBETHbLINA, OAHOPOAHbIM
6e3 NOCTOPOHHUX BUANMbIX HYaCcTULY

HomuHanbHbI 06beM LWNpULA 95-105% yka3zaHHOro 06LeMa 3anosIHeHNS
PacnpegeneHuve no pasmepy KBanugpunuyupoBaHHble YyacTuubl He MeHee 80%
CreneHb PeTUKYNALUU Finelines 7%:9%

Derm T/0-9%

Deep 3%-10%

DemiPlus

DermSub-Skin 0 %-11%

OcMOoTHYEeCKas KOHUeHTpauns 270 - 350 mOcm/Kr

KOHLeHTpaumsa rmanypoHaTa HaTpust 90-120% yKa3aHHOr0 3Ha4YeHus

JnHammnyeckas BA3KOCTb Finelines 35-50 lMa*c
Derm 40-_6p Ma*p.
Deep 55 -75 Ma*c
DemiPlus 7.0-85 ,Ua*C.

DermSub-Skin 85-100 Ma*c

CopfepxaHue BDDE (He 60nee) 2 MKr/r (2ppm)

pH(Nnon25X+2"C) 6,8-7,6

CopaepxaHue TshKenbIx MeTanios (He 60ee) 5 MKr/t

CTtepunbHOCTb Wrna -Pagnaunsa(ramma nsnyyeHue); rotosblii NPoaYyKT -
aBTOK/NaBMpPOBaHUE

Coaep>XaHune 3HA0TOKCMHOB B FOTOBbIX NpoaykTtax (Hc 0,5 ea/mr

6osee)

CopepxaHue 6enka (He 6onee) 0,1%

"eMONNTNYECKOM CTPENTOKOKKOBBIA remMosin3unH be3 KosbLa remonmsa

MpucyTcTBUE MaTepranoB, NONYUYEHHbIX U3 TKaHN He copepxut

XMBOTHLIX WX YEN0BEKA, a TaKXXE KPOoBU U
KOMMNOHEHTOB KPOBW Y€/10BEKA

Hannuwe nentnaos, aMMHOKWUC/IOT, BUTAMUHOB He conepxXut
M'manypoHat HaTpusa Ne CAS 9067-32-7,
Hannuwne npenapartos nsrotasnnsaetcs Bloomage Freda Biopharm Co., Ltd.

(cepTnnkatCEP RO-CEP 2015-201-pca. 00; agpec:
>knHaH, WaHaoH, KuTait), HoMep peecTpoBoi 3anmncu
®C -001305 ot 11.01.2016 roga, cogepxawmin 1,4-
6yTaHanon auramumannosslii agmp (BDDE) Ne CAS
2425-79-8, narotaenuecletca Sigma-Aldrich Ltd. -Tenb
Sofidenn;

Hanunune a3KcTpaKToOB pacTeHNiA He cogepxut
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MonekynapHas macca HaTpua rmanypovara, da (s 2 500 000
BCEX BapUaHTOB MUCMONMHEHUS)

PeXXnM 610N10rMYecKoro pasnoxeHus FineLine - go 5 mec. Derm- go 6 mec. Deep- 0 9 mec,.
DermPlus- go 11 mec. DermSubskin- o 13 mec

Bpemsa coxpaHeHWA TepaneBTUYECKOro agekTa FineLine-go 7 mec, Derm-go FOmec. Deep-go 12mec,.
DermPlus-go 14mec. DermSubskin-go 16mec

Ctp. 11

3. HasHauyeHune MeANUMHCKOro n3genus.
3.1. HazHauyeHwue.

«Sofidemi» npefHasHayeH AN15 KOPPEKLMWU BO3PACTHbIX U3MEHEHUM KOXM nuua 1 Tena (MopLmH
N CKNafoK), atpomyecknx gethektos (LUpamoB U pyobLL0B) NOCE XUPYPTrMUYECKUX BMELWATEIbCTB
N TpaBM, a TakXe ANA NMPUMEHEHUSA C LeNbl U3MEHEeHUS oBana nuua, popmMbl ryb, ckyn nyTem
cOo3faHnsa AONONHUTENBHOIO 06beMa.

Mocne npuMeHeHUS W3LENUSAMU  Henb3a MO0M1b30BaTbCA MOBTOPHO. W3gennsa cTepusbHble,
HETOKCUYHbIE.

«Sofidemi» nNpuMeHAT npoweawmne cnewmansHoe obyyeHue KBaNUOUUMPOBAHHbIE Bpayu, B
YCNOBUAX MEAULMHCKMUX U Ne4eBHO-MPOPUNAKTUYECKUX YUPEXKLEHWNA.

«Sofidemi» 100% 6unoperpagupyeTt B TKaHAX opraHusMa 4vesnoseka. MNpoaykTel 6uogerpagaymnm
He ABNAIOTCA TOKCUUYHbIMW, YUYACTBYIOT B BMOXMMUNYECKNX peakLmnsax, NPOXoaAWwmnx B opraHusme.
MpoAo/MKNTENBHOCTL  KOPPeKUMM  3aBUCUT  OT  CliedylolWwmnx (akTopos: Tun  fedekTa

(MOBEPXHOCTHbIN, CPeAHUIA UMK TNYBOKWIA); HATSXKEHNE KOXMN W CTPecCc B MecTe MMMNaHTaLWK;
rny6uHa BBEAEHUS MMMNIaHTaTa BHYTPM TKaHW; TEXHWKA UHBEKLUUMN U T.[4.

3.2. MokasaHng. TexHnKa BBefeHUA

Ons  pocTmkeHma  apdekTa  [OCTaTOMHO  OA4HOM  npoueaypbl.  Konmyectso npouegyp
onpegensieTca cneynanmcToMm 413 4OCTUMXKEHNA HEOOX04MMOTro apdeKTa.

Heob6xoAMMO MNOMHWUTbL, 4YTO NPU MNOBTOPHbLIX KOPPEKUMUAX AANTENbHOCTb 3CTETUYECKOro
pesynbTaTa, KaK MpaBWU0, YBENNYMBAETCA, TMOCKO/bKY BHOBb BBEAEHHbLIA MMNAaHTaT

HacnamMBaeTCca Ha OCTaTKM Npeablayuiero MmnnaHtata. MoBTOPHY Npoueaypy peKoMeHAyeTcs
BbINO/IHATL HC paHee Yem 4epes 2-4 Hefenu nocne npegblayLien.

MpeaycMoTpeHa NMHERHO-peTporpagHas UM 60n1CHas TeXHMKa BBeleHUS MMMaHTaTa

JInHeliHo-peTporpagHas TexHuka bontocHaa TexHuka
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Ctp. 12

3.21 «Sofiderm» Finelines.
«Sofidemi» Finelines MOXHO BBOAUTbL B KOXY AN 3 PEKTUBHOIO YCTPaHEHNSA MOBEPXHOCTHbIX
MOPLWMH W YBAKHEHUS KOXW, 0COBEHHO «TYCMHbIX /TaHOK», MOBEPXHOCTHbLIX MOPULIMH nb6a u

wel («konbua BeHepbl»).
Mcnonb3yoT NPpenMyL,eCTBEHHO IMHEAHO-PETPOTrPaAHYO TEXHUKY.

3.2.2. «Sofiderm»Derm.
Sofidcnn» Derm nokasaH 4719 KOPPEKLMN aTpoduin, CBA3aHHOM CO CTapeHUEM; KOPPEKLMN NTO3a TKaHe

nnua, 061acTn AeKonbTe, onyLleHne Yronkos ry6.
Mcnonb3yoT NMHENHO-pC'horpagmyto 1 601H0CHY0 TEXHUKY

3.2.3: «Sofiderm» Deep.
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«Sofidcrm» Deep MCMOMb3YHTCA B UHHEKLMOHHON KOCMETOIOMMW M MIaCTUYECKOW XMPYPIUN C LENbio
ayrMeHTaL MM CKy/0BbIX 0611acTeli U Noa6opoaKa, (hopMMPOBAHNI OBasa MLA, 3aro/IHEHNSI HOCOCIE3HOWA
60p034bl, BOCMO/IHEHUS YTPaYeHHOro 06beMa B BMCOYHOIN 061acTu. OH Takke MPUMEHSETCA Ans
KOPPEKLUMMN LWPaMOB, BbI3BaHHbIX aKHe W BETPSHKOW, aTPO(PUUECKMX LIPaMOB, BbI3BAHHbIX

XUPYPrnYeCcKUM BMELIATE/TLCTBOM, TPABMOI M MHEKLNIA, a TaKXKe BPOXKAEHHOW NAN MHBOMOTUBHOWM
aTpohnmMM MSATKUX TKaHei.

Mcnonb3ytoT MNpenmyuiecTBeHHO 60/TFOCHY TEXHUKY.

3.2.4. «Sofidcrm» Derm Plus n Derm Sub Skin.

«Sofiderm» Derm Plus n Derm Sub Skin npegHasHayeH A1s KOpPpeKuumM BO3PacTHbIX M3MEHEHUIA KOXMW
nmua nTena (MOpWMH M CKNagokK), aTpouyeckmx geteKTos (LUpamoB 1 py6L,0B) nocse XUpypruyecknx
BMeLLaTeNIbCTB UTPABM, a TaKxKe A1 NPMMEHEHUA C Liefblo M3MEHEeHNs oBana nua, Popmbl Fy6, cKyn
nyTem co3faHus AOMNOTHUTENIbHOTO 06beMa.

icnonb3ytoT 60NHOCHY0 TEXHUKY BBEEHUS.
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3.2.5. MakcuMmanbHO BO3MOXHAA f03a BBeAEeHUA 3a O4HY NMpoLefypy AN KaXA0ro UCNOMHEHUS,
Ha npaktuke:

Fineline, Demi, - no 10mn,

Deep, DcrinPlus - go 30-50mn

Derm Subskin - go 100 mn

Ctp. 13
3.2.6. BO3MOXHOCTb U3B/IEYEHUS, 3aMEHbI MMMaHTaTa.
He npegycmoTpeHa

3.2.7. B3aumopaencTemne ¢ gpyrumm MMnaaHTamm 1amn BBeeHHbIMU NeKapCTBEHHbIMM
cpeacTeaMmu

JaHHbIX 0 HECOBMECTUMOCTU refis rManypoHOBOM KUCAOTbI C MOCTOAHHBIMW MMMIaHTaTaMu npu
NpaBu/IbHO BbIMOSIHEHHOW Npoueaype HeT (T.e. eCIN He HapyLwaTb Lef0CTHOCTh MOCTOAHHOIO
VMMaaHTaTa).

X0Opowo M3BeCTHA HECOBMECTMMOCTb MEXAY rMasypoHOBO KUCNOTOM U conamu
YeTBEPTUYHOTO aMMOHUSA, TAKUMU, HaNpUMep, Kak Xxnopuz 6eH3anKoHUsA. Y UnTbiBas 37o0,’
HMKOTrda He cnefyeTt AonyckaTb KOHTakTa MiMniaHTatac TakKMMnM COegUHEHUAMU, a"TapKe
MEeAULUHCKUM AUPYPruvecKMM MHCTPYMeHTapmnem, 06paboTaHHbIM UMW,
HecoBMecTMMOCTb C APYTMMIK paccacbiBaloLMMNCA UMMNaHTaTaMmu (HanpumMep, HUTAMMA
NMMTUHTA) pTCY A BYET.

3.3. [poTuBONOKa3aHms.

«Sofiderm» npoTuBONOKa3aH:
« 1N nayneHTOB, MMEIOLWMX B aHAMHe3e runep3pourueckne nnn Kennonaunsie pyoubi

+ N nauMeHTOB C BOCMANUTENbHbIMW 3a60N1€BaHNAMMN KOXMW, aKTUBHOA CTPENTOKOKKOBOM
NH(EKLUWNER.

+ NS naymneHTOB C aHahUNaKTUYECKMMM peakunsamm B aHamHese.

« [1NS NauMneHTOB, MPUHUMAIOLMX aHTUKOArY/ISHTbl U UHTMOUTOPLI arperaumm TpPOM60OLNTOB.
« Ans ncnonb3oBaHWA B yyacTKax, coepxalWnux NHOPOAHbIE TeNa UNW HeAerpagnpyemble
MMNaaHTaTbl (Hanpumep, CUNKOH).

« Ona ncnonb3oBaHUA B 061acCTU BOCNaNMTENbHOIO U/ UM MHGEKLMOHHOTOo npouecca (akHe,
reprnec nT. 4a.).

» Ona ncnonb3oBaHUS 0AHOBPEMEHHO C /la3epHOM 06paboTKoM, rNyB6OKMM XUMUYECKUM
NMUANHIOM U aepmabpasueid.

« AnA nayneHToB C ayTOMMMYHHbIMU 3a60neBaHNAMMN, nonydyawuwmnx MMMYHHYIO Tepannio.
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* JIns nauKeHTOB ¢ H3BECTHON MYBCTBHTENABHOCTBIO K I'HANYPOHOBOI KHCUTE.
* Jing nauneHToB, CTpanalowmx nopdupue.
* Ana nauneHTOB, CTPARAIOLIAX JTHACNICHEH.
* JIna GepeMeHHBIX XKCHIIMH 1 B TIEPHO/ IAKTALHH.
* [l Henonb30BaHNA y NALMEHTOB MOJIOXKe 18 et

3.4. Ilpeaynpexaenun,

* IIpoBeprte LCAOCTHOCTD IINPHLIA K AATY HCTCYCHHA CPOKA NeHCTBHA NEPen HCIONB30BAHHEM
* He ncnomssyiite nocae HeTeyeHus cpoka roaMoCTH.

*He HCHOAL30BATD, €CNIH YNAKOBKA NMOBPCXKICHA
* He ucnons3osath HHOBTOPHO

* He BBOANTD B KPOBEHOCHBIE COCYAB H MbILILIBL.

* He noasepraiite noBropHoii crepuansaumnn.

* He Moaudmunpyitte ninenne; usMeHeHUA MOTYT HOBIMATS HA €10 CTEPHILHOCTD W
6e30nacHoOCTb.

* He ncuosnu3yiite, ecan Bo3MOXKHO NOBpex;ieHHE YCTPOHCTRA.

* He ncnionssyiite, ecnu B resc BUAHL! HaCTHLLI, H3IMEHEHA OKPACKa HAK MYTHOCTb.

* He cMcumBaiiTe ¢ ApyruMu ApoayKTaMH.

* He npuMeHATH NPH HATHYHH CHMITTOMOB MCCTHOTO BOCIIA/ICHHSA KOXK

3.5. Boamoxusie nobounbie neficvamn.
MauscTs gomxHE! 66T NPoHHOPMHPOBaE 0 NOGOMHBIX D PekTax, BOIMOKHEIX NOCIC
MHBEKUMH HMILIAHTATOB C FHANYPOHOBOR KHCA0OTON, KOTOPLIC MOT'YT BOSHHKATH HEMEICHHO MK
€ 3aJCPKKOM.

. K HHM 0THOCATCA, HO HE OrpaHHYHBAIOTCA:
* [lokpactenue, 3pHTEMA, OTEK B MECTE HHBEKIIHH, KOTOPbie MOTYT GLITH CBA3AHLI ¢ peakuueii Ha

HHBEKIUHIO i KYTTHPYIOTCA CAMOTIPOH3BONLHO, 663 IONOIHHTCNBHOrO BMEWIATENLCTBA B TEUCHHE
HCCKONBKKX Yacos/ AHCIA.

* [emaToMbl

* YnnoTHeHME B MECTC HHBEKUUR.

* [Lnoxoii y3dpdext nau cnabouiii 3pdekT HANONHEHNA H NOTEPR MYBCTBHTEALHOCTH B MECTE
HHDBEKLHH.

* CyliecTBYeT NOTSHUHANBHDIH PHCK, YTO NPOAYKT MOKET OLITh BBEACH HENpeAHaAMEPEHHO
BBCACH KPOBEHOCHBIC COCYAb! ACPMBI, YTO MOXET BHIIBATH OKKIIIO3HIO KOHEUHbLIX apTEPHI, ©
BO/IHOM XapakTepHbix nocacacTamii. Hu osuoro cayvan He 6bin0 3aperucrpupoBato
OTHOCHTEJIBHO 2TOI'O NPOAYKTA.

* Peakuu Ha jieyeHue oObIYHO NPOABNAOTCA B TeueHne 24-48 yacos. Jpyrue noGounbie
3t pexTe BOIMOXKHDI B TEUCHHE 2-4 HeaeNb.,

* ITanueHTaM CeAYET PeKOMEHAOBATD HE3aAMEATHTENBHO coobUIaTh O TIOOBIX CBHACTENbCTBAX
Kakoro-mnoo HeGraronpuATHOro Bo3aeHcTBNA, He YNIOMAHYTOro B 3TOH Opounope neyamemy
Bpauy.
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+J1t06ble Apyrne HexenatenbHble NO6OYHbIE 3PEKTbI, CBSA3aHHbIE C UHbEKLMEN U
3a)KCMpPOBaHHbIE CNELLNATMCTOM [O0/MKHbI CO06LaThCA YNOMHOMOYEHHOMY MPeaCcTaBUTENIO U
/ nnn HenocpeACTBEHHO NPOM3BOAMTENIO.

Ctp. 14
3.6. TopsagokK NpMMeHeHus.

> PekomeHpaummn

Heobxoaumo cTporo cob6ntogaTe MpaBuMna acenTuku. Wsgenme NOMHOCTbIO TOTOBO K
NpuMeHeHMWo. MimnnaHTaT cnefyeT BBOAUTL BHYTPUKOXHO B AepMy MO MOPLMHKON, YBETNYUNBAS
06beM, TeM cambiM 3anofiHAa ee. [pu KoppekuMm MOPLLUMH UHUA MOPLMHBI MOXET 0CTaBaTbCs
BUAMMOW faxe nocne ee 3anoHeHns.

Pesynbtat npouegypbl 3aBUCUT OT MCNOMb30BaHWS COOTBETCTBYHOLWLEro MeToAa MHBLEKUWUN,
KOTOpbI/i MOXET Nofo6paTh TONbKO KBaIMMULMPOBAHHbLIA MeAULVUHCKUA pabOTHUK.

Oxupaemble pesynbTaTbl Mpoueaypbl cnegyetr oOueHMBATb A1  KaXAOro nayumeHta B
WHAUBUAYANbHOM nopagke. MNauueHTbl e HepeannermnyHbiMU OXUAAHUAMWU He JO/MKHbI MPOXOANTH
3Ty Npoueaypy.

[o nposefeHMA npouenypbl crneayet BCerfa npoBepsATb UCTOPUIO 60ME3HU NaLUeHTa, YToObI
y6eamTbca B OTCYTCTBUM NMPOTMBOMNOKAa3aHUIA.

MayneHT AO/MKEH ObITb MPOMH(OPMUPOBAH 060 BCEX MOKasaHMAX, MPOTMBOMOKAa3aHUAX, a
TakXe npegynpexaeHnax n mepax npesocTopoXXHOCTH.

CnepyeT TakxXe onpefenntb He06X04MMOCTb B MCMO/b30BaHNN aHaNbreTUKOB.

Ona nonyyeHnsa n nopgepXXaHWs MakCMManbHOrO >Xenaemoro pesynbtata MNauuMeHT AO/DKeH
6bITb MPOVMHMOPMMPOBAH O HEOGXOAUMOCTW MPOBEAEHUSA [LOMOSHUTENBHOW MpOoUeaypbl WK

npoueayp.

C6opka nrabl 1 wnpuua

UTo6bl M36exaTb OTAENEHUS UMbl OT WNPULLA B NPOLECCe BBEAEHUS MMMIaHTaTa He06X0ANMO
NMpoun3BecTy cneayolyme MaHUNYNALUN:

- CHUMWTE KONMa4yoK C HAaKOHEYHMKA, KaK MOKa:lWHO Ha PUCYHKe A, U NPUCOEANHUTE UTNY W3
KOMM/eKTa, Kak NokKasaHo Ha pueyHke B u C.

AKKYpaTHO, MO HanpaBfeHU  [ABWXKEHUS
MPOTWB YacoBOI CTPESIKM OTBEPHMUTE KOJINAYOK,
3aKpbIBalOLWNIA JTyep-aganTep Wwnpuua.

CoBMecTUTE pasbeM Wbl W Jlyep-agantep
wnpuua, NPYXKMUTE UTY 1 MOBEPHUTE MO XOAY
pe3b6bl (N0 HanpaBAeHWUID [ABMXKEHWSI YacOoBOWA

{£E1 % CTPeNKM) Ha YeTBepTb 060poTa

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



Yb6eauTech, UTO Ura HafeXHo 3aKcmpoBaHa
B agantepe. CHMMMUTE 3alUTHbLIA KOMMNA4oK C
Ubl.

MoAroTtoBKa K NPUMEHEHUIO
MeanLUMHCKOe n3fenme MOXXeT NCM0J1b30BaTbCHA TOMbKO MEAULIMHCKUM MEPCOHANOM, UMELW UM

COOTBETCTBYIOLWY KBaIM(PUKALUIO 1 BAALEHOWNM TEXHUKON BHYTPUKOXHbBIX NMHBEKLMWNA.

Mpw BblpaXKeHHOW 60/1eBOY peakLMn y NaLneHTa BOSMOXHO MECTHOE NPUMEHEHMe Kpema C
aHecTeTUKOM.

Koxy mecTa BBefleHUA ABaXKAbl NPOAE3INHPULMPYINTE CNMUPTOBLIM UAN APYTUM aHTUCENTUYECKUM
pacTBOpPOM AN NpefynpexaeHns pucka BOSHUKHOBEHNA MHGEKLUN B X04€ BBEAEHWS Npenapara.

He BBOAMTE Npenapart eNNWKOM rny60Ko, NOeKOMbKY 3TO COKpPaTUT CPOK pe3opbumnm umnnaHTara, a
cnefoBaTeNIbHO - CPOK adheKkTa npouesypbl.

He BBOAUTE NpenapaT CAULWKOM 6/IM3KO K MOBEPXHOCTU, MOCKOMbKY 3TO MOXET MPUBECTU K
BO3SHWUKHOBEHWIO 3aMeTHbIX OYrOpKOB U (U1N) N3MEHEHUIO LiBETa KOXMW.

MepneHHO BBOAMTE Npenapart B A4epMy, OTrarnBas Uray Hasag.

3aBeplwnTe UHBHEKLMIO 3a Mapy MUANMMETPOB A0 TOUKM BBOAA UT/bl B KOXY, YTOObI NpeaoTBpaTuTb
BbITeKaHWe npenaparta U3 TOUKMU UHDBEKLUN.

[ns KaXXAoro yyacTka MHbEKLMN PEKOMEHAYETCA MCNOMb30BaTh MAaKCUManbHY f03Y B 2 M/ 3a O4HY
CECCMI0 MHBEKLUMN.

Mocne BBeAEHUSA UMNIaHTaTa MOXHO /IErKO NOMAcCUpPOBaTb KOXY, 418 PaBHOMEPHOTO pacnpegeneHuns
nsgenms.

Ecnn nmnnaHTaT MHbEKLUMOHHBIV XpaHW/ICA Npu TeMNepaType HMXXe KOMHATHOW, TO He06X04UMO [0
NCMO/b30BaHUA BblAEPXKaTb M3henre NpyM KOMHaTHO TemnepaType He MeHee 30 MUH.

BHUMAHWE! O nwobbix HexenaTeNbHbIX SBAEHUAX credyeT coobuiaTb YMNOAHOMOUYEHHOMY
npeacTaBUTeNo npowussoanTens unm HernocpeacTBEHHO NnpPou3BOAUTENIO.
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Crp. 15

3.7. YcaoBuA NPpAMCHEHNS.

«Sofiderm» NPUMEHAIOT B YCNOBUAX MEAMLIMIICKHX N1CHCOHO-NPOPHIAKTHICCKHX YIPOKICHHIA.

3.8 Mepui npeaocTOPOAXHOCTH TPH NPHMENCHRY,

* «Sofiderm» 3anpelicHO MPUMCHATH NAMMCHTAM C NPOTHBONOKAZAHHAMH.

* BHEMaTCABLHO MAPOBCPHTH LCAOCTHOCTh YNAKOBKH IINPHUA W HIJ, CPOK FOJAHOCTH H MapKep
CTEPHNBHOCTH NepeR NpUMeHeHUeM usnenna. «Sofiderm» He npuMeHserca ecnH ynakoska
HOBpeXAeHa.

* 3anpeieHo IPUMEHATL MEAHUMHCKOE M3JENHC, CCAH LENOCTHOCTL GINCTEpHON YNaKoBKH
HapylleHa, ecii eCTh BUANMbIE MPH3HAKH NOBPCKIACINA, €CAi KpHILIKa HaKOHeuHuKa Ha Jlyep-

. alanTepe WINPHLA 3aKpy4YeHa HeNJIOTHO WK noBpexaena. [esb B wunpnuc g8atcTca GccUBETHRIM H
NPO3PauHbIM, NOITOMY NIPH HIMEHEHHAX UBETA WM IIPO3PAYHOCTH COACPKHMOro MINPHUA N3aenne
NPHMEHATS 3aNPELICHO.

* Hcnonu3oBath cpasy Nocie BCKPbITHA YIIAKOBKM € COOMOACHHEM MPABMAI CENTHKH H MEp
NPEAOCTOPOKHOCTH, HPHMEHAMBIX K TPAAHUMOHILIM METOAAM BHYTPHKOXKHbIX HHBCKLIHIA,

* «Sofiderm» nomKeH NCNOAL3OBATHCA TONBKO B KaY€CTBE BHYTPHKOKHOrO CPEACTBA H AOMKEH
BBOMTLCA TONLKO KBAIHPHLUUPOBAHHBEIMH CNCHHANLHO OGYYCHHBIMM BpauaMH HAM APYTrHMH
MEARLMHCKHMHE PaGOTHHKAMH, B COOTBETCTBHM C \CHCTBYIOLMM 33KON0JATENECTBOM.

* 3anpeuieno cMelnBaTh «Sofiderm» ¢ Apyrumu npenapaTaMy.

* Janpemieno BBoaANTL «Sofiderm» B Tox kKpoBH.

* 3anpeuieno BBoauTh «Sofiderm» HCNOCPCACTBCHHO PAKOM C MOCTOAHHLIM HMIUTAHTATOM, @
TAKXKE OAHOBPCMCHHO € APYTMMH TCKYLUHMM WJAH  32ILUIAHHPOBAHHBIMK  NpONEAYPaMH
(1azeporepanus, MHKpOTOKH M ap.).

* 3anpemeno «Sofiderm» mauueHTaM, y KOTOpbIX B MeCTE HIBEKUHH Habmoaaerca nudexuns

. WJIN BOCDATICHHe.

* 3anpemtero BBoauTh «Sofiderm» GepeMetHbIM, KOPMALIMM FPYABIO XKEHLIKHAM H ICTAM.

» Obparute BHHMaHIte: «Sofiderm» Moker pcaKTHBHPOBATH JATEHTHBIA BHPYC repneca HiIH
BbI3BaTh aHI'HOHEBPOTHUYECKHI ILOK.

» [lpeaynpeauTe NALMEHTa, YTO NPH HCNONL30BAHHM MM JICKAPCTBEHHLIX CPEACTB,
Bo3felicTByloMX Ha TpoMOOUMTapHYIO (YHKUMIO, HaNpUMep NPOTHBOBOCHANHTCIBHBIX
NPEenaparoB MAM aclHPHKA, Y NAaUMEHTa MOryT HabGnioaaTbCA 3HAUMTENBLHBIC TEMATOMbl MIH
KPOBOTEUCHHE B MECTAX NHBEKUMIA.

* Hccnenosaunii no npumeHennio «Sofiderm» y naumeHTOB ¢ yxe HMMNAHTUPOBAHHBIMK
MEAULHHCKHMH U3EIUAMHY KA OCHOBE I'HAJlypOHOBOH KHCAOTH HE NPOBOHIOCE.

« BauaHue u3enHa Ha 3peHHE M CKOPOCTb PEaKUHH HE H3Yy4anochb, MOITOMY HHKaKHMX
CNEUHANBHBIX YKa3aHMA n  BoauTeacii uaM  moaeid, paboTalOWIMX €O CAOKHBIMHA
TEXHOMIOrHYECKHMH YCTPOHCTBaMH, He CYIUECTBYeT.

* H3penue nNpMMEHsETCA NpH HHBa3HBHLIX NpoLEAypaX, CONPOBOXKAAIOWMXCE PHUCKOM
nudunuposaHua. Heo6xoauMo cneaoBaTs CTAHAAPTHLIM MEPaM NPEAOCTOPOIKHOCTH, CBA3AHHEIM C
NPUMCHCHHEM CTEPHIILHBIX MaTEPHANOB/HIACANH,
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Hudopmauus aan nansentos.

* H3beraiiTe npuema acnupHna, NpoTHBOBOCHIAIMTENLHOIO Cpe;IcTBa HAK BUuTaMHiia C B TcucHne
Henenu, NPCaWecTeyowed HHbeKUUuH,

* MoXxeT BO3HHKITYTb He(0/1bII0E KPOBOTEHCHHE NOC/E HHBEKLUH.

* Coobuwnte cBoeMy Bpauy, eciu Bbi NPOXOAMTE AHTHKOAI'YARHTHOE MEueHHE MM el Bbi
CTpPafaeTe OT reMoCTaTHUECKOTO PAcCTPOHCTBA (NOBBILICHHBIA PHCK BOSHIKHOBCHUA IFEMATOMBI).

* B teuennc 10 (necarn) aueit usberalite neperpesa u BnaxubIX MecT (6acceiinut, croprians,
Typeukue bauu, xakysn 1 1. [1.).

* B TeucHune neckonbkux aHei nizberalire moboi akTHBHOCTH, KOTOpaA OKa3bLIBACT AaBNEHHE Ha
obpaboTannyio obnacrs.

* Ecnu ects Oonb B MecTe MIIBLEKUMH, KOTOPbIC HpodomKalorca Gonee neaeny, oGparutecs K

Bpauy.

Yxoa nocae onepaunn

. [MauuenramM pCKOMEHAOBAHO H30eraTh MEpPeHaNPMKEHUA, BOIACHCTBUA CONHEHHOrO
CBCTA, 0XOF'OB MJIM IKCTPCMANLHBIX TCMAEPaTYpILIX YCIIOBHTT B Teucline 24 4acos.

. IauncrTam 3anpeiuciio HAHOCHTD MAKHSK B TEUCHHC |2 4acoB 20 ¥ NOC/e NPOLCAYPSH!.

. MauncHTaM ciacayeT HaNOKHTh JICIIHOR WM XOnoAHbI Kommpecc B obnactu
BBECHMA B TeueHHe 24 4acoB Nocie npoucaypsl.

. [MausentaM pexkOMCHNOBAHO OrpaHHYMHTb PasrOBOpbl, NBHXKCHMA JAMUA H CMEX B

TeYeHMC HENENH NOCIIE LIPOLCAY b
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Cp. 16

IIposeacnune nponeaypsl
Cnocob npuMeHeHHA MEAMIMHECKOT0 H3RETHR
IloaroToBKa K NPUMEHEHNIO

Mezanuuickoe H3ACTHE MOXKET HCMOABIOBATLCA TOABKO MEAUUMHCKIHM NEPCOHANIOM, HMEIOLIMM
COOTBETCTBYIOLNYIO KBATH(HKALNIO ¥ BAAACIOWINM TEXHHKON BHYTPHKOKHLIX HHBEKUMIA.

Ipn BhpaxeHHol GoneBoli peakuiK y MAUMEHTa BOIMOXHO MECTHOE NPHMEHEHHE KpeMa C
AHECTETUKOM,

Koxy MecTa BBeACHMS ABaXAbl  NPOAE3HHOMUMPYHiTE CUHPTOBHIM HAH  JPYrUM
AHTHCENTHYECKHUM PacTBOPOM JUIA LIPEAYNPERKICHHS PUCKA BOSHHKHOBEHHA HHpEKUNK B Xoae
BBEICHHA Npenapara.

He BBOaAMTC mpenapar cauukoM rayB6oko, MOCKONBKY 3T0 cOKpatHT cpok «Sofiderm», a
CNEAOBATENBHO — CPOK YhiekTa nponenypsl.

He sBoauTe npenapat cnuiukom GAH3KO K NOBCPXHOCTH, MOCKOMBKY 3TO MOXKET IPHBECTH K
BO3HUKIHOBCHHIO 3aMETHBIX OYTrOpKOB H{MAM) H3MCHCHUIO LIBCTA KOXKH.

. Mennerro sBBOAMTE Npenapar B AepMYy, OTTATHBAA UTAY HA3M.

3aBepiiMTe MHBLEKUMIO 3a Napy MIUIMMETPOB 10 TOYKH BBOAA MIJB B KOXKY, 4YTOGW!
NPeACTBPATHTE BLITEKAHHE NPENnapaTa U3 TOYKH HHBEKUNH.

Jins kaXxaoro y4acrka HHBCKUHH PEKOMEH/IYETCR MCIONbL30BATL MAKCHMANLHYIO O3y B 2 M
33 OJIHY CECCHIO HHBCKIIMH.

[locne sBeaenna «Sofiderm» MOXHO serko 110MAacCHPOBATL KOXKY, JUIA PABIIOMEPHOTO
pacnpeacneHua H3ACIHA.

Ecan «Sofiderm» Xpauuscs npu Temncparype HHXe KOMHATHOH, TO Heobxommmo a0
HCNOML3OBAHHA BLIJIEPIKATE HACAKRE NPH KOMHATHON TeMilepatype He MeHee 30 MuH.

BHUMAHMHE! O moGuX HexenarenbHbiX ABJICHHUAX CERYeT cO00IMATH YNIONIIOMOYCHHOMY
NPEACTABHTCIIO NPOH3IBOAUTENA MAM HEMOCPCACTBCIHO NPOHIBOAUTENIO.

A OcTalloBHTE NPOLEAYPY HEMCIVICHHO, CCAM CYIUECTBYET BEPOATHOCTL COCYIHCTOM
NYHKUHH,

. Ecnnt Bo Bpemsa npouecca MHBCKUHH BOSHHKACT 3HaUUTE/IbHAA PE3UCTCHTHOCTD, 1IEPCMCCTUTE
HTAY A8 HBEKUHI rayOxe, 9ToObl obnerunTh ocaxuaenue nMnaanTara. Ecau conpornsnenue
coxpaHaercs, NONpobyiiTc BLINONHHTL MHLEKUHIO M3 APYroil ToukH Bxoaa. B caywae
HENPEPLIBHOIC COMPOTHBACHHA MOXET HOTpcHOBATHCA 3aMEHA HHBEKUMOHHON HIALL H / HNH
WMpHLAa.

He npumensiiTe upesMepHoe AaBjeHMe Ha LINpUU B 1106oe BpeMa.
Ecnn npoucxoaut Hememnexnoe Oneanenne, NpeKpaTHTe BBOAHTL B MacCHpPOBaTh 061acTh Ao
TeX NOp, Noka UBET HE CTAHET HOpMATbHLIM. EciH HOpMANbHBIA LBET KOXH HE BO3BPAILaeTCA,
He BO30OHOBAANTE NPOLIECC HHBEKUMH.

A ToBepXHOCTHAR HHBCKIUA HIIH BBEACHKC GOJIBILOIO KOJIMYCCTBA MEAs MOXKCT NPHBECTH K
obecuseunBaHuio H 06pa3oBaHHIO YIIOB.

IpexpaTTe HHBEKUHKIO, MPEAKAS UEM BLITALMTS HITY U3 KOKH, YTOOb! H30CKATh YTEUKH reid H3
MeCTa HHLEKLIHH.

[NosTOpHTE NMpOUCAYPY, €CAH HEOOXOAMMA JONONHUTENLHAA KOPPEKUKA, HO TOJALKO NOCHe
TUIATEAbHON OLeRKY 001aCTH NEYCHNA ¥ COCTORHHUA MALNCHTA.
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Mocne 3aBepleHNS UHBEKLUMW BaXKHO MaccupoBaTb 06N1acTb, 06paboTaHHYIO NOCNe UHBEKL NN,
4ns obecrneyeHNs PaBHOMEPHOT O pacnpefenieHus rens.

Ecnv  npousowna Nepekoppekums, CUAbHO  Maccupylite 06nacTb, 4TO6bl  MONYYMUTH
OMTMMaNbHbIE Pe3y/NbTaThbl.

Yxoq 3a NNL,O0M NOC/e UHbeKL MU
MauneHTam cneayeT PeKOMeHAoBaTb M36eraTb 3KCTPeMasbHOW aKTUBHOCTW, BO3AelCTBUS
COMTHEYHbIX NyYeld 1 3arapa WUam 3KCrpeMasibHbIX NOTOAHbIX YC/0BUIA B TeueHMe 24 Y4acos.

MauneHTam cnefyeT AaTb YKasaHWe NPUMEHATb NeASHYH MackKy WM XONOA4HbIM KOMMNpecc Ha
06paboTaHHOI 06n1acTU B TeyeHMe 24 yacoB NOCNe MPoLeaypbl.

MauneHTaM cnefyeT MOCOBETOBATb OFPaHUYUTL Pa3roBOPbl, MUMUKY U CMeX B TeYeHUe OAHOM
HeAenu nocne nNpoueaypsbl.

MaumeHTam, KOTOpbIM 6blna MpoBefeHa npoueaypa B 061acTu pTa, peKOMeHAyeTcs MoM0CKaTh
POT CONEBLIM PacTBOPOM Kaxkable 3-4 yaca B TeYeHMe OAHOI NeAenn nocne neveHus.

Mpn HEO6GXOAMMOCTM MOXHO MCMO/b30BaTh OpasibHble aHaNbreTUKM.

4. Mapkunposka

4.1 Ha Kaxayro noTpedbuTenbCkyo (MHANBUAYaIbHYIO) YAKOBKY HAHOCAT cnefytolme cBefeHuns:
- HaMeHOoBaHWe U3Lenns, HOMep U 4aTy PerucTpaLMoHHOr0 Y40CTOBEPEHNS;
- BapuaHT UCMOMHEHNS;

-MeTOo/, CTepuam3aLmu,;

-cneumanbHble paboyre MHCTPYKUUWN M MPeLoCTepexLyLLs;

- HauMeHoBaHMe 1 agpec nsrotosmTens «Sofiderm»

- HaUMeHOBaHWe W aipec U3roTOBUTENS WUITT;

- HaMMeHOBaHMe 1 aipec YNoJIHOMOYEHHOTO NMpeACcTaBuUTeNs MPOU3BOAUTENS;
- [laTa Npowv3BOACTBa;

- [laTa OKOHYaHMA CPOKa rofHOCTU N3LeNus;

- Kog, naptuu;

- YCNOBUSA XpaHeHWS;

- KONIMYECTBO LWnpumues 1 obbem «Sofiderm» B KaXK4oM LINPULE;

- KO/IMYECTBO UTJT N UX XapaKTEPUCTUKMN;

- KOHLIEHTpaLua Har-va rnanypoHara B mr/mi;

- Hagnucm «CTepl/IIIbHO», «HeTOKCUYHOY;

- CMMBOSbI N. 4.8

Crtp. 17

4.2 Ha Kaxayto Hakneliky MHHhOPMaLMOHHYI0 A8 KapTOUKM NauMeHTa HaHOCAT CeaytoLme CBefeHNs:
- HaMMeHOoBaHM e 1 agpec nsrotoeutens «Sofiderms»

- HaUMEHOBAaH e BapMaHTa UCTOMHEHWS;

- [laTa OKOHYaH1A CpoKa rogHOCTU N3LeNus;

- KO napTuu;

- HOMep Mo KaTasory;

- KOMIMYeCTBO Wnpuues 1 obbem «Sofiderm» B KaXXA0OM LUNPULE;

- CMMBOJIbI 1. 4.6.

4.3. MapKu1poBKa WUr/ibl BKNOYAET CNeayoLyo NHHopMaLmo/CUMBOSbI:
- Ha3BaHVe Mogenu,

- pasMep Urnbl (gruamerp x 4nHa);

- mapkumposka CE;
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- Mapkuposxa «CTepuiibHO. PaauaunonHas creprnsauns»;

- HOMCP 110 KaTAJIOTY, HOMCP CCPHH, 1aTa HCTEIEHUs CPOKa FOIHOCTH;
- cumBoa «Mcmonb30BaTe TOABKO O/IHH pas».

- cUMBONBI 1. 4.7,

4.4 Ha xaxabiii WNpHL HAHOCAT CASAYIOMIME CBEACIHHA:
- HaMeHoBaHKe 1 BeG-caiiT wirorosirrenn «Sofidermn;
- AaTa OKOHYaHIA CPOKA 1'OAMOCTH HIACAKA,

- KOJ1 IapTHH;

- mapkuposka CE;

- KPATKO€ HAUMEHOBAHHE BAPHAHTA HCNVIIICIINS,

- obbem.

4.5. Ha xaxayo GaHCTepHYIO yaKoBKY HAHOCAT CISAYIOWHE CBEACHHA:
- BAPMAHT HCTIONTHEHNA;
. - obbem;
~ COCTAB M3ACNA,
- KOHUCHTPALMA THATY POHATA HATPUA,
- YCIIOBHA XPaHEHNS,
- Haanuck «Crepuision, « HeTokcH4HOY.
- CHMBONN 1. 4.8,

4.6. Ha kaxkay1o HakneHKy HHOOPMALBOHYIO JUIA KapTOYKH HAUHCHTA HAHOCAT C/Ieayloune
CHMBONDI:

4.6 Pacisnposra cHMBoOioB Ha HaKeiixe

3anper Ha NOBTOPHIOC NpiIMEHeHNne

JaTa OKOHYAHHA CPOKA I'OHOCTH TOBApa
MeToa crepumisaLmy - NEpOMIWIA CYXHMAKIPOM

Koa naprun

ponssoumrens

Howmep no xatanory

T10BTOPHO HC CTCPHIKIOBATH

EELQIEDG@
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4.7. PaclwwnpoBKa CUMBOJIOB Ha 3TUKETKE Uikl

O

LOT

STERILE R

EXP

2460

MapKnpoBKa Ha ynakoBKe UIbl
lNpownssoguTens

Homep nota
MeTog cTepunmsaLmMmn paguaumonmblii

Mcnonb3oBath A0

O[HOPa30B0e MCMO/b30Ba HE

3Hak CE

4.8 Ha Kaxayto noTpe6uTensckyto (MHAVBUAYIbHYH) YNAKOBKY HaHOCST CrieflytoLie CUMBObI:

PacwuntpoBka cMMBOIOB Ha aTUKeTKe 1 6nuctepe (EN ISO 15223-1-2012)

STERIIt

STERILE R

LOT

EC REP

C®
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3anpeT Ha NoBTOPHOE NPUMEHEHMe

[laTa OKOHYaHMs CPOKa rofIHOCTU TOBapa

MeToz CTepUIN3aLMKA - NapOM WM CYXMMIKapOM

Merog, crepi umiai LWy -paguaaro! nibl

Ko naptum

[ata npoussoacTea

MpounssoanTens

YnonHomoucwi b/ npegctasutens B EBponeiickom cooblecTse

O6paTUTECh K MHCTPYKLMMN MO NPUMEHEHNIO

TemnepasypHble OrpaHNyYeHus
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TIOBTOPHO HE CTCPHUNHIOBATE

He nenonb3o8ats, CCH ynakoska nospexaeHa

He JonycKaTh BO3ACHCTBHA CONHEUHONO cBeTa

Bepeus oTBBarM

CE MapkHpoBKa H HHACHTHOHKAUNOHHLEE HOMED OpTaHa
TeXHUYECKOH KCHepTH3Ll. CepTHhUKAIUA B COOTBETCTBHH C
MDD (93/42/EEC)
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Cip. 19
Mpv Mep NOTPe6UTENbCKOV MapKUPOBKN:

MMmnnaHTat Ha OCHOBe rnanypoHara Hatpusa «Sofiderni» cTepunibHbIl B
wnpuyax ¢ urnamu nnm 6es nin

Derm 1.0 ¢ nurnamun
1wnpnu/l mn ky[II[l |

[*-~T|napTtuaNe 180724-1

[Jarta nsrotosneHnsa 06.2018; H  Wcnonb3osats 10 06.2020
PeructpaumoHHoe yaoctosepeHue No oT

HanmeHoBaHWe 1 afipec N3roToBUTENS:

m 1 OOO «bunonoissueckme NpoAyKrbl Texgepm XaHuxoy»
KuTtaid, XaHuxoy, paioH BuHbL3aH, ynnua LisaHnvH 88, aom 6,34aHuWe 2, BOCTOYHas
CTOpPOHa

STERILE

Nrnbl: 2x27G 1/2” (0,4MM X 13 MMm)
HanmeHoBaHWe v agpec N3roToBUTENS UM

m | Bekron AuknHcoH dpaHc C.A.C.
Becton Dickinson France S.A.S., rue Aristide Borges, 38801 Le Ponl-de-C'laix, Cedex, France

NangnuHk TmM6X
Dorfstrasse 2/4, 79312, Emmendingcn, Germany

EC REP

YNONHOMOYEHHbI npegerasutens: OO0 «TEXAEPM»
107370, Poccusa, ropog Mocksa, Bynbsctp POKOCCOBCKOrO, oM 6, Koprnyc 1, KBapTupa 26

XpaHuTb B yNakKOBKe U3roToBUTEeNS Npu TcawepaTtype ot +2°C fo +25°C,
1 BnaxHocTu oT 10% fno 80%, He 3amopaxmBartb.
CTEPWU/IBHO! HETOKCNYHO!

KoHueHTpaums Haspus rmanypoHata 20 mr/mn

C n/.26‘Cc
- T
Ctp. 20

MpviMep HakNeKn NHPOPMALMOHHON A4S KAPTOUK'M NaLueHTa:

Derm Plus
1 wnpuy x 10 mn STERILE |

BEF 000120

LOT

000 «buonornyeckue
NPOAYKTbl TexaepM XaHuXoy»
Kutaii, XaH¥Koy, paiioH BUHbL3SH,
ynuua LisaHnuH 88, gom 6, 3haHue 2,
BOCTOYHas CTOPOHa
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SOfiderm Derm 1.0 c urnamu C€ 2460
lwnpT;/1 mn H

bl 2x27G 1/27(0,4Mm x 13 Mm)
KoHueHTpauusa Mmanyponat HaTpus (mr) 20

STERILE

YNonHoOMOuYeHHbI npeactasutenis: 000 «TEXAEPM »
107370,Poccumsa, ropog Mocksa, bynbBap POKOCCOBCKOro,40om 6, kopnyc 1, ksaptupa 26
m | 000 «Buonornyeckne NPoAyKTbl Tcxaepm XaH4xoy»

KwuTait, XaHuxoy, paiioH BuHbLgan, ynuua LisaHnnH 88, gom 6, 3gaHme 2, BOCTOYHas CTOpOHa

XpaHWUTb B YMakoBKe N3roTOBUTENA NMpu TemnepaTtype oT+2°C po +25°C,
v BnaxxHoctn ot 10% po 80%, He 3amopaXkMBaTb.
CTEPWJIbHO! HETOKCMYHO!

NsHAAMHK T'M6X
SlER EC REP  Dorfstrasse 2/4, 79312,

Emmendingen, Gennany

5. XpaHeHune, TpaHCNOpPTMPOBaHNE U CPOK rO4HOCTH

«Sofiderm» XpaHAT B HeAOCTYNHOM [A/1A AeTeil YMCTOM, CYXOM, TEMHOM MeCTe B YMaKoBKe
npoussoauTens npu temnepartype oT nmoc 2 °C go 25 °C u snaxHoctn ot 10% go 80%. He
3amopaxkuBatb. bepeub OT COMHeYHbIX fy4yeid. TpaHCNOPTUPOBaHWE MeAMLMHCKOro W:2aenms
BbIMOJTHAETCA /IH0O6bIM BMAOM KPbITOr0 TPAHCMOPTa B COOTBETCTBUM C TPE60BAHMAMUN K TPAHCTOPTUPOBKE
N [eNCTBYIOLLMM periiaMeHToOM [1s KaXXA0ro Buaa TpaHcrnopTa npv Temnepartype ot 2 °C o 25 °C.

Mpwn XpaHeHUM 1 TPAHCNOPTUPOBAHMM 3aMpPeLLEHO CAABMBATL YMAKOBKY.

WM3beratb nonafaHmMa NpsiMmoro COLLIEeYHOro CBETW, 3aMOPaXK1BaHWUs, 06pa3oBaHMsA KOHAEHcaTa.

Cpok rogHoctu «Sofidemi» - 2 rofa ¢ gatbl M3rOTOB/EHWS, YKA3aHHOM Ha YMaKOBKe.

6. MopsAA0K OCYLLEeCTBNEHNA YTUIN3ALMU U YHUUTOXKEHUS

MMycTble wWNpuupl, ynakosky u «Sofiderm» ¢ HapylweHWEM UENOCTHOCTU W/WNN TepMETUYHOCTHU
YKYMOPKW, C W3MEHEHHbIM LBETOM WWIN KOHCUCTEHUMEN, C WCTEKLWMM CPOKOM TOAHOCTW, He
NCMO0/Ib30BaHHbIM NOC/e BCKPbITUS YNMAaKOBKW, YTLWILW3MPYIOT BMECTE C TBEPAbIMU ObITOBLIMM OTX04aMM,
B COOTBETCTBUM CO BCeEMU (hefepasibHbIMU, PermoHa/IbHbIMM / NPOBLULLNASIbHBIMU U MECTHbILLL 3aKOHaMK
1 npasuiamu.

cnonb3oBaHHbIE U3AENNS YTUNM3NPYHOTCA KaK NWX/LMAILHO UHQULMPOBaHHbIE MEAVLIMHCKUE 0TXOpbI
Knacca b.

7. T apaHTU MHblE 065A3aTeNbCTBA

Mpoussogutens - OO0 «buonornyveckne npoayktbl Texgepm XaHuwxoy»/ «Hangzhou Techderm
Biological Products Co., Ltd. KuTaii, XaH4yxoy, paiioH BUHbLU3SH,ynrua LizariumH 88, aom 6, 3gaHue 2,
BOCTOYHAsA CTOPOHa
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Floor 2, East building 6, No.88, Jiangling Road, Binjiang District, Hangzhou, P.R.China
yHORHOMOYMEHHRIA npercTasuTesb npoussoaurens — Q00 « TEXJTEPM PALLIA» (107370 Mocksa,
6yasBap Mapmanna Poxoccoskoro, 4. 6 kopn. 1, k8. 26), o6ecnewsmator, 410 «Sofiderm» cooTBeTcTBYeT
33ABNECHHBIM CBOHCTBAM B TEYEHNE CPOKA NOAHOCTH ¥ COOTBETCTBYET NPABH/IUM X PAHCILUA,
HCNIOABL3OBAHHA # TPAHCIIOPTHPOBKH.

Cpox roocTH— 2 roaa ¢ AaThi M3rOTOBICHIA, YKA3ARHOH HA YNIAKOBKe.

AearensHocTs N0 KOHTPOIIIO NOCAC BPOAAXKH ocyntecTBAseTCR cornacno SOP QA -24 «Konrpons nocne
npoaaxai».

Cmp. 21

8. TpeGoBauus k TeXHHECKOMY 06CAYAHBAHNIO H PEMOHTY MEAHUMHCKOTD W3ACAHA. CepBHCROS
obcayxusanmne

Hinenuem nocne mpyuMeHenns Helb3a NOJb30BATHCA NMOBTOPHO, BCUCACTBHE 4ero He Tpebyerca
CEPBHCHOTO, TEXHUHCCKONO OCITYAHBAIIIA it PEMOHTA

. 9. PekiaMauun
Oprauu3aunsd, ynonHOMOYEHHAR IPHHMMATL TPCTCHIAY OT noTpebHTenCH:

000 «TEXJAEPM» (107370 Mocksa, 6yassap Mapiuama Pokoccoskoro, A. 6 kopn.l, kB, 26

Nevars: 000 «Buoneruyecksie npoxykrul Texaepm Xanwxoy» «HangzhouTechdermBiologicalProductsCo., Ltd/
3301060099825

[oannuce
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MepeBoj fAaHHOTO TeKCTa BbIMO/HEH NEpPeBOAYNKOM KpannanHbiM JeHUCOM ANeKCaHAPOBMUYEM

fopoa Mocksa.
MaTHaguartoro UOAA ABe TbiCAYN ABafLATOrO roga.
A, MNMpokoweHKoBa EneHa EBreHbLesHa, HoTapuyc ropoga MOoCKBbI, CBUAETENLCTBYIO

NoA/IMHHOCTL Nognucy nepesogumnka KpannnHa feHnca AnekcaHaposmnya.
Mognuck coenaHa B MOeM NMPUCYTCTBUMN.
JInyHoCTb NoANucaBLIero 4OKYMEHT YCTaHOB/EHA.

3apernctpmnposBaHo B peectpe: Ne 21/87 7.0-

B3bICKaHO rocyfapcTBeHH : 10pghy6. 00 kon.

YnnayeHo 3a okasaHueMmyr np; AMoTo XMW kTepa: 300 py6. 00 kon.
MpolwHypoBaHo, w o nnct(-a,-0B).
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