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INSTRUCTION FOR USE

Device:
Injectable hyaluronic acid-based implants XELA REDERM, approaches

1. Injectable hyaluronic acid-based implant XELA REDERM 1,1% - in the 1 ml syringe - 1 pee,
package contents with needles 30G /4" (0.3 x 13 mm) - 2 pcs, tracking labels - 2 pcs;

2. Injectable hyaluronic acid-based implant XELA REDERM 1,1% - in the 2 ml syringe. - 1 pee,
package contents with needles 30G 14" (0,3 x 13 mm) - 2 pcs., tracking labels - 2 pcs;
3. Injectable hyaluronic acid-based implant XELA REDERM 1,8% - in the 1 ml syringe. - 1 pee,

package contents with needles 30G 4" (0,3 x 13 mm) - 2 pcs., tracking labels - 2 pcs;

4. Injectable hyaluronic acid-based implant XELA REDERM 1,8% - in the 2 ml syringe. - 1 pee,
package contents with needles 30G 14" (0,3 x 13 mm) - 2 pcs., tracking labels - 2 pcs;

5. Injectable hyaluronic acid-based implant XELA REDERM 2,2% - in the 1 ml syringe. - 1 pee,
package contents with needles 30G 14" (0,3 x 13 mm) - 2 pcs, tracking labels - 2 pcs;

6. Injectable hyaluronic acid-based implant XELA REDERM 2,2% ~ in the 2 ml syringe. - | pee,
package contents with needles 30G 72" (0,3 x 13 mm) - 2 pcs, tracking labels - 2 pcs;

Composition:

Active substance: sodium hyaluronate.

Other components: water for injection, sodium succinate, succinic acid, sodium chloride
The contents of the syringes are sterilized by steam.

The needles are sterilized with ethylene oxide.

Package contents:

» A syringe containing a sterile injectable implant XELA REDERM 1 ml or 2 ml -1 piece;

* Needles for hypodermic injections (0.3 x 13 mm), 30G 14" manufactured by Becton, Dickinson
and Company Limited - 2 pcs;

» Tracking labels - 2 psc. for tracing of injections to the patient. The tracking labels contain device
information (lot number -(LOT) and expiration date - (E!VIP).

Device description:

Hyaluronic acid is a natural polysaccharide and an important building block for the skin and
connective tissues.

Injectable implant XELA REDERM -is a gel, colorless, transparent, consisting of a sterile, apyretic
hyaluronic acid of non-animal origin with optimal pH.

Indications:

Implants are intended to restore skin moisture balance, improve skin structure and the elasticity of the
skin, and also for correction of facial wrinkles and folds, improving skin color. Implants should be
injected into the dermal layer of the skin, preferably into the deeper parts of dermis.
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traindications:
A REDERM should not be used:
other routs of administration, except for intradermal;
‘combination with peeling, laser or ultrasound procedures;
the patient has skin diseases, inflammation, infected areas in the procedure area or areas adjacent to
11;
- with a known hypersensitivity of the patient to hyaluronic acid, if there is a history of allergy or
anaphylactic shock;
- during pregnancy and breastfeeding;
- aged under 18 years;
- do not inject into blood vessels;
- when taking high doses of vitamin E, aspirin, anti-inflammatory products and anti-coagulants, less
than a week before the procedure;
- in the case of autoimmime diseases of the patient;
- for skin areas where the procedures of with implants (fillers) have been carried out, and
biodegradation of this implants (filler) has not yet occurred.

Precautions for Use:

1. Do not inject intravenously.

2. Do not use ifthe color and clarity of the solution deviate from those declared by the manufacturer.
3. Do not use if package integrity is compromised.

4. Use immediately after opening the package; Dispose the remaining unused implant.

5. Do not reuse. Only for single use in one patient during one procedure. After the first injection, the
implant remaining in the syringe is no longer sterile. The remnants of the implant cannot be reused
after the first use, due to a violation of sterility.

6. Do not re-sterilize. Repeated sterilization can lead to cross-contamination from the patient and the
doctor.

7. Do not allow air to enter the syringe.

8. Do not freeze.

9. It is not recommended to warm up in a microwave oven.

10. Do not take orally.

11. To keep from taking high doses of vitamin E, aspirin, anti-inflammatory products and
anticoagulants within one week prior to the procedure.

12. Do not use makeup for at least 12 hours after the procedure.

13. Avoid sudden changes in temperature (strong cold, sauna, etc.) within 72 hours after the
procedure.

Special instructions:

1 When using an injection implant, you must follow the aseptic techniques.

2. Local anesthesia in the injection areas is allowed.

3. Do not heat the injection site.

4. Avoid exposure to laser, chemical peelings or other similar means that can cause an inflammatory
reaction at the injection site, until the skin is completely normal after the procedure.

5. Since interaction with other known injectable products has not been investigated, XELA REDERM
should not be used together with other injections in the perimeter or in the immediate area of the
procedure.
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S(("effects:

A\p|™cation of an injectable implant can be unpleasant for patients, as well as any other applications of

,, InjJ®mons.

A"y the procedure, rashes on the skin (redness, swelling, swelling, bruising, itching) and minor
__-"wfdness at the injection sites may occur. These symptoms usually disappear within 72 hours after the

Injection.

In rare cases, there may be an injection site mass with a loss of skin sensitivity.

In the literature, extremely rare cases of necrosis, papilliform swelling of the tissue, formation of
granulomas, hypersensitivity reactions and the formation of abscess after the injection of products
containing hyaluronic acid are described.
Ifany of these undesirable effects occur, you should immediately contact your doctor and notify the
authorized representative in the Russian Federation or the manufacturer of the injectable implant.

Method of administration and dosage:
XELA REDERM injectable implants should be used only by medical specialists who have been
special trained in the safe and effective use of injectable dermal preparations. Before the procedure,
the patient's history should be carefully read and the patient should be warned about the expected
outcome of the procedure and the possible undesirable effects of the product.

The choice of concentration depends on the degree of skin photoaging and clinical picture of aging.

Degree of skin photoaging

according to R. Glogau Age
Degree 1 20-40
(minor damage) Yo
Degree I 40-50
(moderate damage) yo
Degree I11 50-60
(pronounced damage) Yo
Degree IV (very
pronounced damage) Over 60
yo

Morohotvoes of aging according to 11 Kolgunenko

Tired

XELA REDERM 11%
XELA REDERM 1.8%

XELA REDERM 11%
XELA REDERM 18%
XELA REDERM 11%
XELA REDERM 1.8%
XELA REDERM 2.2%

XELA REDERM 11%
XELA REDERM 1.8/o
XELA REDERM 2.2%

Deforraative
XELA REDERM 1.1%
XELA REDERM 1.1%
XELA rederm 18%
XELArederm 11%
XELA REDERM 1.8%

XELA REDERM 11%
XELA REDERM 18%
XELA REDERM 2.2%

Fine-wrinkled

XELA REDERM 18%

XELA REDERM 18%

XELA REDERM 1.8%
XELA REDERM 2.2%

XELA REDERM 18%
XELA REDERM 2.2%

In oily and combined skin, as well as in very dry and thin skin, it is recommended to use XELA
REDERM 1.1%, and XELA REDERM 1.8 and 2.2% in dry skin.

Method of administration of XELA REDERM: intradermal.

Zones of administration: any areas of face, arms, neck, and decollete.

The following methods (injection techniques) are used to inject the implants for all zones:

- Papule technique: the product is administered by microinjections until small papules with a diameter
of 1- 2 mm occur at a distance of 0.5 -1 cm from each other. The needle is introduced into the upper
dermal layer at a depth of 2 - 3 mm, with the needle cut facing upwards;

- Line technique (tunnelling and tracing) the whole length ofthe needle is inserted parallel to the
skin at a depth of 2 - 3 mm. The needle is moved along a straight line (tunnelling technique) or from
side to side (tracing technique). The needle is inserted into the derma then slowly retracted, injecting
the product gradually

into the skin.

As arule, it is necessary to perform 3-5 procedures with an interval of 1- 2 weeks between
procedures. Regular doses of additional injections will maintain the desired long-term effect.
Attention! The injection technique must be selected only by a medical specialist performing similar
procedures.
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imendatioDS for use and procedure:
ik the expiration date on the package. Do not use the product after the expiration date,
jk the integrity of the package. Do not use if the package is damaged.
:h the tracking label (with the product data: batch code and expiration date) to the patient's
?dl record, to whom the procedure is carried out.
fpen the sterile package.
----""1 Remove the plug from the tip of the syringe.
6. Put a hypodermic needle on the syringe. Make sure that the needle fits tightly on the syringe.
7. Perform the injections and follow the procedure according to the plan.
8. At the end of the procedure, dispose of the unused product and the device for its administration in
accordance with the requirements for disposal of medical devices.

Shelf life:
The product shelf life is two years provided in the original packaging, provided the storage conditions
are observed.

Storage and transport conditions:

Store at temperatures between + 5 ° C and + 30 ° C . Do not expose to direct rays of light and high
temperatures. Store in closed original packaging.
The expiry date is valid if the storage conditions in the original packaging are observed.

Implants are transported by all types of covered transport under the conditions of storage, in
accordance with the rules of transportation of goods, applicable for each mode of transport.
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Fig. 1 Operating procedures with syringe and needle after the package is opened

Ways and measures for disposal:

An unused medical product is classified as Class A waste used in Class B and must be disposed of by
local public law organizations in accordance with SanPin 2.1.7.2790-10 "Sanitary and
Epidemiological Requirements for the Management of Medical Waste".

A syringe and any unused materials should be disposed immediately after the procedure.

Any residues of materials after the procedure cannot be used, stored or re-sterilized for use in several
patients.

Needles are to be used once, and must be disposed immediately after use. Needles after application
carry a biological hazard.

After use, needles should be disposed of in a purpose made puncture-proof and moisture-proof
container with lid:
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1 pie puncture proof container should be collected and disposed by qualified professional sub-
eontactors.
not handle or touch needles once they have been disposed,
mcture proof needle containers should not be reused.

is prohibited:

N -To destroy and cut medical devices manually once they have been used;
- To remove the needle from the syringe manually after it has been used, recapping the needle after the
injection;
- To pour (overload) unpacked the needle from one container to another;
- Ram;
- To cany out any operation without gloves or necessary personal protective equipment and clothing;
- To use a soft disposable packaging for the collection of sharp medical instruments and other sharp
objects;
- To establish disposable and reusable containers for waste collection at a distance of less than 1 m
from heating appliances.

ATTENTION! ANY ADVERSE EVENTS SHOULD BE REPORTED TO THE AUTHORIZED
REPRESENTATIVE ON THE TERRITORY OF THE RUSSIAN FEDERATION OR DIRECTLY
TO THE MANUFACTURER.

WORLDWIDE DISTRIBUTED BY
INSTITUTE HYALUAL GMBH, RISCH, Birkenstrasse 47, 6343, Rotkreuz, Switzerland.
E-mail: info@hyalual.com, www.hyalual.com

MANUFACTURER: Diaco Biofarmaceutici S.r.l, Italy Via Flavia, 124, 34147 Trieste (TS), Italy

Manufacturing sites addresses:
- Diaco Biofarmaceutici S.r.l, Via Flavia, 124, 34147 Trieste (TS), Italy
- “Yuria-Pharm” Ltd, 18030, Cherkassy, str. Kobzarskaya, 108, Ukraine

Authorized Representative over Russian Federation territory:

Limited Liability Company "RedermaSwiss" (LLC “RedermaSwiss»), 105094, Russian Federation,
Moscow, Zolotaya str., 11 build. 1, suits 8A17; 8A22 phone (499) 653-71-12, e-mail:
info@hyalual.ru

Registration certificate No.

Symbol Title
Symbols on the secondary package
Prohibition of reuse
Do not reuse - only for single use in one patient during one procedure

Protect from moisture

Fragile, handle with care
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IMepeBof, C aHIIIACKOTO A3blKa Ha PYCCKUI A3bIK

Ctp./ - 8 Kpyrnas neyatb: /ToproBo-npoMbILL/IeHHas, peMec/eHHas U CeNbCKOX035MCTBEHHAN Masa-
Ta BeHeuwns-xynns/

« 03 »aBrycta2020r.
/mognucb/
(mecTO nognucaHus)

PacLumposka nognvcn: AnaH LieTTnH
[omkHocTb B KoMnaHum [lvako Buotapmayeytmnum
C.pn.: EAVHONMYHBIN yNpaBnsoLwmii

LLTamn:

AONAKO BUODPAPMAYEYTUYIN CPJ1
MHCTPyKLllMﬂ Nno NMPUMEHEHWUIO Buva ®naBua, 124 - 34147, Tpl/leCT

KO,CI, HajioronnatensLlimnka n HomMep cHeTa nna-
N3nenme: Tensbwmka HAC: 01221530320

MnnaHTaTbl MHBEKLUMOHHbIE HA OCHOBE raslypoHoBou Kucnotel XELA REDERM (KCEJA PE-
[OEPM), B BapnaHTax 1CMOJHEHWS

1 IMnnaHTaT MHBEKLMOHHBIA Ha OCHOBe rManypoHoBor kucnotbl XELA REDERM (KCEJIA PE-
OEPM) 1.1% - B wnpuue 1mn. - 1wrt., Komnnektaums urnamm 30G \é “ (0,3 X 13 Mm) - 2 wr.,
3TUKETKaMW CNEXeHWs - 2 LWT.;

2. IMnnaHTaT MHBLEKLMOHHbIA Ha OCHOBE rmanypoHoBol Kucnotel XELA REDERM (KCEJIA PE-
OEPM) 11% - B wnpuye 2 mn. - 1wr., komnaekraumua nrnamm 30G 2 “ (0,3 x 13 mm) - 2 wr.,
3TUKETKAMWN CNEXeHUs - 2 LT,

3. IMnnaHTaT MHBLEKLMOHHBIN Ha OCHOBE rmaypoHoBoii kKucnotel XELA REDERM (KCEJIA PE-
OEPM) 1,8% - B wnpuye 1mn. - 1wrt., Komnnektaums urnamm 30G ¥ (0,3 X 13 Mm) - 2 wr.,
3TUKETKAMWN CNEXEHUA - 2 LT,

4. IMnnaHTaT MHBEKLMOHHbIMA Ha OCHOBE rasypoHoBoi kKucnotel XELA REDERM (KCENA PE-
OEPM) 1,8% - B wnpuue 2 mn. - 1wr., komnaekrauus urnamm 30G 1% (0,3 x 13 mMm) - 2 wr.,
TUKETKAMW CEXEHUS - 2 LT,

5. IMnnaHTaT MHBbEKLUMOHHBLL Ha OCHOBE rManypoHoBoi kucnotbl XELA REDERM (KCEJIA PE-
OEPM) 2,2% - B wnpuye 1mn. - 1wrt., komnnektaumsa urnamm 30G M “ (0,3 x 13 Mm) - 2 wr.,
3TUKETKAMWN CNEXXEHNS W2 LT,

6. IMniaHTaT MHBLEKLMOHHbIN Ha OCHOBe rManypoHoBoi kucnotbl XELA REDERM (KCEJA PE-
OEPM) 2,2% - B wnpuye 2 mn. - 1 wrt., komnnektauma urnamm 30G 71 (0,3 x 13 Mm) - 2 wr.,
3TUKETKAMM CNEXEHUS - 2 LT,

Cocras:

[encTeytolLiee BELLECTBO: MManlypoHaT HaTpus.

[pyrue KOMMOHEHTbI: BOAA AN UHBLEKUWIA, CYKLUMHAT HaTpWs, SHTapHas KUCIoTa, X10pua HaTpus.
Copfep>xumoe LnpuLa cTepuin3oBaHo Napom.

Wbl CTepuin30BaHbl OKUCHIO 3TU/EHA.

Cogep>kaHue ynakoBKN:

 LUnpwnu, cogepXXallmin CTepUbHbIA MHBEKLUMOHHbIN nMmnnaHTat XELA REDERM (KCEJA PE-

OEPM) 1mnwvnm 2 mn - 1wt

e Wrnbl Ang NoAKOXHbIX MHbeKuniA (0,3 x 13 mm), 30G /1" npownssoacTBa BeKTOH AMKMHCOH 3HA
Komnanu Jinmntep, - 2 wir.

o OTUKETKW CNEXEHUS - 2 LT, ANA OTCNEXMBaHWS BBEAEHHBIX MHBEKUMI NauyeHTy. Ha aTuKeTKax
C/eXeHus HaHeceHa MHQopmayms o npogykre (Homep naptum (LOT) n cpok rogHocTn (EXP).

OnwucaHve usgenus:

"'ManypoHoBas KMCNoTa— NPUPOAHLIA NoAncaxapus v BaXKHbIA CTPYKTYPHBIA 31IEMEHT KOXU U CO-
eMHUTE/bHOMN TKaHW.

NHBbeKumoHHbIn nmnnaHtTaT XELA REDERM (KCEJ1A PELOEPM) - renb, 6eCLUBETHbIN, NPO3PayHbIiA,
COCTOSLLMIA U3 CTEPUBHOW, anNUPOreHHOM rManypoHOBOW KUCOTbl HEXXMBOTHOIO NMPOUCXOXKAEHWS C
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lNoka3aHnA K NPUMEHEeHWIO:

MnnaHTaTbl NpefHa3HayeHbl 415 BOCCTAHOBNEHUA KOXHOMO rugpobanaHca, YnyulleHUs CTPYKTYpbl
N 3MaCTUYHOCTU KOXKW, a TakKXKe A1 KOPPeKLUUW MOPLLUMH W CKNafoK, yny4lleHns LBeta Koxu. m-
MnaHTaThl CrefyeT MHbELMPOBATb B AepMasibHbIV COM KOXW, NpesnoyvTuTenbHO B 6onee rnybokue
YYaCTKN JepMbil.

lNpoTrBONOKAa3aHUA:

XELA REDERM (KCEJIA PEAEPM) He crnieayeT UCNONb30BaTh:

- 4Ns apyrux hopm BBeAEHUS, KpOMe KakK BHYTPUKOXHOIO;

- B COYETaHWM C NMUJIMHIOM, Na3epHbIMU UIN Y/IbTPa3BYKOBbIMUW MpoLeAypamu;

- NPV H/IMYUK Y NaLeHTa KOXKHbIX 3a60/1eBaHWi, BOCNaneHUA, MHPULMPOBAHHBIX YYaCTKOB B 30HE
npoueaypbl MM Npuerarwmnx K Heli obnacreil;

- NPU W3BECTHON rUNepyyBCTBUTENIbHOCTM NauMeHTa K rMaslypoHOBOM KWC/OTE, NPU HanyuMn B
aHamHe3e afineprum nnm aHagnnakTMYecKoro LLIOKa:

- Npn 6epeMeHHOCTU 1 FPYAHOM BCKapM/IMBaHUN;

- B BO3pacTe o 18 net:

- He BBOZAMWTb B KPOBEHOCHbIE COCY/bI;

- Npy Npreme BbICOKMX 03 BUTaMUHa E, acnnpuHa, NpoTMBOBOCNAINTE/IbHLIX NMPpenapaToB 1 aHTUKO-
arynsiHToOB. MeHee YeM 3a HeJle/ito 0 NpoLesypbl:

- B C/lyYae ayTOMMMYHHbIX 3a60/1eBaHWIA NauyeHTa:

- 0N YYaCTKOB KOXMW, rAe Oblnv NpoBeAeHbl MPoLesypbl uMnaaHTatamu (uniepamn) v ewle He npo-
n3owna buogerpagaumns aToro uMmnnaHtara (gpunnepa).

MepbIl NpPesoCTOPOXXHOCTU:

1 He BBOAMTbL BHYTPUBEHHO.

2. He ncnonb3oBath Npy OTKIOHEHUN LBETA W NPO3PaYHOCTM pacTBOpa OT 3adB/IEHHbLIX MPON3BO-
anTenem.

3. He ncnonb3osatb NpU HapyLleHWUN LIeNIOCTHOCTM YMaKOBKW.

4. cnonb3oBaTb cpasy Moc/e BCKPbITWS YNakoBKW; OCTaBLUMIACA HEUCMNO/b30BaHHbI UMMIaHTaT
YHUYTOXWUTb.

5. He ncnonb3oBaTb MNOBTOPHO. TOMLKO A/19 OJHOKPATHOIO NPUMEHEHMA Ha OHOM NauueHTe B
TeyeHWe 0fHOW npoueaypbl. Mocne nepBoi MHBLEKLMM OCTaBLUMIACA B LUNPULE MMMNNaHTaT 60-
Nlee He ABNAeTCA CTepu/bHbIM. OCTaTKM UMMNIaHTaTa Hefb3s UCNOo/b30BaTh NOBTOPHO NOC/e
NepBoro 1UCrosib30BaHNA, B CBA3N C HapyLUeHEeM CTEPUNbHOCTU.

6. He cTepunnsoBatb NOBTOPHO. [MOBTOpPHAA CTepUIN3aLNA MOXKET NMPUBECTU K NEPEKPECTHOMY
MUKPOGMONOrMYeCKOMy 3arps3HeHnIo OT NalueHTa 1 Bpava.

7. He ponyckatb nonafaHus Bo3gyxa B LUNPUL,

8. He 3amopaxwuBartb.

9. He pekoMeHayeTca NOAOrpesaTb B MUKPOBOJTHOBOI Meyu.

10. He npuH1maTth nepopasibHO.

11. Bo3pgepxkatbCs OT NpremMa BbICOKMX 103 BUTaMUHa E, acnvpuHa, NpoTUBOBOCNANIUTENbHbIX
npenaparoB 1 aHTUKOArynsHTOB B TeUeHWe O4HOW Hefenu [0 npoLesypbl.

12. He nonb30BaTbCs AEKOPATUBHOM KOCMETUKON B TEUYEHME, MO MeHbLUER Mepe, 12 YyacoB nocne
npoweaypsol.

13. Mi36eraTb pe3kux nepenagos TeMnepatyp (CUNbHbLIA X004, cayHa 1 T.M.) B TeUeHue 72 4acos
nocne npoLeaypsbl.

CneuvanbHble yKasaHUA:
1 Tlpu ncnonb30BaHNM MHBLEKLMOHHOMO UMMIaHTaTa He0bX0AMMO CO6MI0AaTL NMPUHLMIbLI acen-
TUKW.
[lonyckaeTcs UCnonb30BaHUe CPeCTB MECTHOM aHECTE3UM B 30HAX MHBEKLIWIA.
He HarpeBaTb MecTa MHbEKLMIA.
4. W36eratb BO3AENCTBUA N1a3ePOM, XMMUYECKMW NMUANHIAMU WX APYTUMU aHa10T MYHBIMM
CpefCcTBamMuM, KOTOpPble MOTYT BbI3BaTb BOCMA/IMTE/IbHYIO PeakLmio B MeCTax UHbEKLUWIA, A0

MOAHOA HONMANKRALIK COCTOSHUS KOXKI NOC/e MPoLeaypbl.
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5. TlockonbKy B3avMOAENCTBUE C APYTUMU U3BECTHLIMU MHBEKLMOHHLIMUA U3LENNAMM He Bblno
nccnepoBaHo, He pekomeHayetca npumeHatTs XELA REDERM (KCEJIA PEOEPM) coBmecT-
HO C APYTVMMUN MHBEKLMOHHBLIMW NpenapaTaMun B NepUMETPE UK Ha HENOCPELCTBEHHOM Y4acT-
Ke NpoBefeHns npoLeaypsbl.

Mo60oYHble ahPeKThbI:

Mpoueaypa ¢ NCNoMb30BaHMEM MHBEKLMOHHOIO UMMIaHTaTa MOXET ObITb HEMPUSTHOM A4/151 NaLMeH-
TOB. KaK 1 Ntobble Apyrve npoueaypbl ¢ MCNOMb30BaHMEM MHBEKLMOHHBIX MPenapaTos.

Mocne npoueaypbl MOrYT BO3HUKATb BbICbINaHWS Ha KOXe (MOKPaCHEHWUe, NPUMyXiocTb, OTEK, CUHS-
KW, 3ya) U He3HaumTebHas 601e3HEHHOCTb B MECTaX MHBLEKLMA. 3TN CUMNTOMbI 00bIMHO MCYE3at0T B
TeueHne 72 4acoB NOC/e UHBLEKLUN.

B peakunx cnyvasx MOXeT BO3HUKATb YNIOTHEHME B MECTE UHBLEKLIMM C NOTepeli YyBCTBUTENBbHOCTY
KOXW.

B nuTepaType onucaHbl KpaiiHe pefKue ciyyan HeKpo3a, COCOMKO00Pa3HOro HabyxaHus TkaHu, 0bpa-
30BaHUA rpaHy/eM, peakumin rmnepyyBCTBUTENLHOCTI 1 (HOPMMPOBaHKSA abeLecca NOCNe MHLEKLMIA
NPOAYKTOB, COAEPXKaLLMX rMaslypoHOBYHO KUCMOTY.

Mpn nosiBneHUN N06Oro M3 NepevncrieHHbIX HexenartenbHbIX aQgeKToB cneayeT Heme1eHHO 06pa-
TUTLCS K Bpayy 1 YBeAOMUTb YNOHOMOYEHHOIO NPeAcTaBUTENs Ha TeppuTopumn Poccuiickoii defe-
paummn nnm Npou3BoANTENSI UHBEKLIMOHHOIO MMMIaHTaTa.

MeToz BBeAeHUSA U A03bl:

NHbeKunoHHble umnnaHtatel XELA REDERM (KCEJTA PEJEPM) MOryT 1UCMonb30BaTbCs TO/IbKO
MeAMLMHCKAMU CrieupanmcTamu, npoLueawnMm cneyyansHoe obyyeHme no 6esonacHoMy m atgek-
TUBHOMY MPUMEHEHMIO MHBEKLMOHHBIX epMasibHbIX npenapatos. Mepes npoueaypon credyer Tula-
Te/IbHO 03HAKOMMUTLCA C aHaMHe30M NauMeHTa U NpeaynpeinTh NalMeHTa o npeanonaraeéMoM 1Ucxoje
npouesypbl 1 BO3MOXHbIX HeXenaTte/lbHbIX afdpekTax npenapara.

BbI60Op KOHLUEHTpaLMW OCYLLECTBMSETCA B 3aBUCUMOCTM OT CTeNeHU (POTOCTapEHUs KOXM U KIMHUYe-
CKOW KapTWHbI CTapeHws.

CreneHb MopdoTunsl ctapeHuns no N.N. KonbryHeHko
(hoToCTapeHus
KOXXW BospacT o o .
Aviga no R Yctanblia [JethopmaLloHHbIN MeKOMOPLUNHUCTBIN
Glogau
XELA REDERM (KCENA
0
1(]2;?22:)" 2070 PEAEPM) 1,1% XELA REDERM (KCE/IA XELA REDERM
0, 0,
net XELA REDERM (KCE/A PEAEPM)1,1% (KCENA PELOEPM) 1.8%
PEZIEPM) 1.8%
XELA REDERM (KCENA XELA REDERM (KCENA
(yVI\I/l Zgi:i:;) 40-50 PEJIEPM) 1,1% PEAEPM) 1,1% YELA REDERM
0,
€T XELA REDERM (KCEJIA  XELA REDERM (KCEna  (KCE/IA PEAEPM) 18%
PEJEPM) 1,8% PEZIEPM) 1,8%
XELA REDERM (KCENA
0,
PENEPM) 1.1% XELA REDERM (KCENA  XELA REDERM (KCE-
0,
A cTeneHb 50-60 XELA REDERM (KCENA PEAEPM) 1.1% A PELEPM) 1.8%
1 Q0
(BbIpaXKeHHas) net PELOEPM) !,8% XELA REDERM (KCENA XELA REDERM (KCE-
0, 0,
XELA REDERM (KCE/A PELEPM) 1,8% NA PELEEPM) 2,2%
PEAEPM) 2,2%
XELA REDERM XELA REDERM (KCEJIA
(KCENA PEAEPM) 1,1% PEOEPM) 1,1% XELA REDERM
IV cTenens (KCENA PELIEPM) 1,8%
(oueHb Bbipa-  Crapwe  XELA REDERM (KCE/MIA  XELA REDERM (KCENA o7
XEHHas) 60 net PEAEPM) 1,8% PEAEPM) 1,8%

XELA REDERM (KCENA
PEOEPM) 2,2%
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XELA REDERM (KCENA
PEOEPM) 2,2%

XELA REDERM
(KCENA PEOEPM) 2,2%



B CNyyae XXMPHOW Y KOMOUHMPOBAaHHOM, a TakKXXe OYeHb CYXOM M TOHKOW KOXM PEKOMEHAYeTcs uc-
nonb3oBatb XELA REDERM (KCEJIA PEAEPM) 1,1%, npu cyxoit koxe - XELA REDERM (KCE-
NA PEOEPM) 1,8 n 2,2%.

Cnocob BeeaeHns XELA REDERM: nHTpagepmanbHO.

30HbI BBEAEHMSA: Nt0ObIe y4acTKU LA, Len, JeKObTe N PyK.

[N BCex 30H BBeEHWS UMMIaHTaTa UCMo/b3yrTCA ceaytowmne MeToabl (TEXHUKN BBELEHUS):

- ManynbHas TeEXHUKa: BbIMOHAKT HECKOIbKO MUKPOUHBbEKLMIA [0 06pa3oBaHMs HeBObLUMX Nany/i
AnameTpoM 1-2 MM Ha paccTtosiHum 0,5-1 cm apyr oT apyra. Mrny npy 3ToM BBOASAT B BEPXHWIA CO
[EepMbl Ha rNyouHy 2-3 MM. Cpe3 Ur/bl 06paLlieH BBEpX.

- JInHeHaa TexHMKa (TpaccrpoBKa U TYHHEIMPOBaHMWE): Urna NPOBOAMUTCA MHTPaAepMasibHO Ha BCHO
AJIMHY NapasnnesibHO NOBEPXHOCTU KOXW Ha rnyouHy 2-3 MM. Virna npy aTom ABMXKETCS Mo NPsiMOii
(TYHHenb) nnm u3 CTOPOHbI B CTOPOHY (TpaccmpoBka). Cogepxxmumoe wnpuua Heo6Xo4umo BBOAUTL B
[iepMy MoCTerneHHo npy 04HOBPEMEHHOM Mef/IEHHOM W3B/IeYEHUN UMb,

Kak npasusio, nauueHTy Tpebyetcs oT 3 40 5 npoLueayp ¢ MHTepBasioM 1-2 Hefienim Mexay npoueay-
paMu. PerynsapHoe BBefieHVe fONOMHUTENbHBIX 403 MpenapaTta NoA4epXKUBaeT Xenaemblid AanTesb-
HbI 3qeKT.

BHumaHue! MeTof UHBEKLMW BbIONPAET MEAULIMHCKWIA CNELMANNCT, UMEHOLLMIA ONbIT BbIMNO/THEHUA
NMoL06HbIX MpoLesyp.

PekoMeHZaunmn no NPUMEHEHMIO U NOPALOK LENCTBUNA:

1 MpoBepbTe CPOK FOAHOCTU Ha YNakoBKe. He Mcnonb3yiTe npenapart no UCTeYeHUN CpoKa rof-
HOCTMW.

2. MpoBepbTe LeNoCTHOCTb YNaKoBKW. He ncnonb3yinTe npenapar B Cy4vae HapyLUEeHUS LeN0CTHO-
CTW YNaKOBKMW.

3. MpuKpennTe 3TUKETKY cnexeHuns (C JaHHbIMK NpenapaTa: KoAoM NapTun U CPOKOM FO4HOCTH) K
MeAMLMHCKON KapTe nauneHTa, KOTOPOMY BbLLOMHAKOT NPoLeaypy.

4. OTKPOINTE CTEPU/bHYHO YMAKOBKY.

5. CHUMUTE 3ar/yLUKy C HOCUKA LUMpuLa.

6. Hacagute Ha WwWnpuL, urny Ans NOAKOXHbIX MHBEKUWIA. Y6eauTech, YTO Urna NaoTHO CUAUT Ha
LUnpuLe.

7. BbIMOHNTE MHBEKLUMMN 1 NPOBEANTE NPOLEAYPY B COOTBETCTBUM C HAMEYEHHbLIM M/1aHOM.

8. o 3aBepLUeHUM NpoLeaypPbl YHUUTOXbTE HEUCMNO/b30BaHHbIN npenapat U NpMcnocobieHns no
ero BBeEeHWIO B COOTBETCTBMN C TPe6OBaHUAMUN MO YTUNNZALMN MELULMHCKUX U3LENNIA.

CpoK rogHocTtu:
CpoK rogHocT1 npenapata B OpUrMHasIbHOM YNakoBKe 2 roga npu co604eHNN YCNOBUIA XPaHEHNS.

YCnosusa XpaHeHUs 1 TPaHCNOPTUPOBKN:

XpaHutb Npu Temnepatype ot +5°C go +30°C. He gonyckaTb BO3AeNCTBUA NPAMbIX Ny4eil CBeTa 1
BbICOKMX Temnepatyp. XpaHuUTb B 3aKPbITON OPUTMHa/IbHON YNaKOBKe.

CpoK rofHoCTV AelCcTBYeT Npu COBMOAEHNN YCIOBUIN XPaHEHWS B OPUTMHA/IBHOW YMaKOBKE.
VIMnnaHTaTbl TPAHCMOPTMPYIOTCS BCEMU BUAAMM KPbITOro TpaHCnopTa npu cob6/104eHUN YCI0BUIA
XpaHeHus, B COOTBETCTBMU C MpaBuIaMmn TPaHCMOPTUPOBKM MPY308B, AeACTBYOWMMUN 418 K&XKA0ro
BUAa TpaHcnopTa.
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Puc. 1TopsaoK AeiCTBIiIA CO LLINPULIOM 1 UT/ION NOC/e BCKPbITUS YNAKOBKM

Cnocobbl 1 Mepbl yTUAN3ALUK:

Hewncnonb3oBaHHOe MeAULIMHCKOE M3fenne 0THOCUTCA K oTXogam Knacca A. UCnonb30BaHHOE -
Knacca b v JO/MKHO yTUAN3MPOBATLCA MECTHBIMU MY6/IMYHO-NPABOBLIMU OPraHn3aLMsaMn B COOTBET-
ctBum ¢ CanlNuHom 2.1.7.2790-10 «CaHuUTapHO-3NnAeMNONOrMYecKne TpeboBaHMs K 06paLLeHNIo C
MeAULMHCKMMMN OTX04aMM».

LLInpwny, 1 nobble HeMCnonb30BaHHbIe MaTepuasibl CNeayeT YTUAU3MPOBaTb Cpasy Nnocse npoueaypbl.
HuvKakve ocTaTKu matepranos nocse NpoBefeHns NpoLesypbl HeMb3s UCNONb30BaTh, COXPaHATL UK
MOBTOPHO CTEPUIN30BATb A4/11 UCMO/Mb30BaHUA HAa HECKO/bKMX MaLyeHTax.

Wrnel nogniexxar o4HOKPaTHOMY NPUMEHEHWIO, U AO/MKHbI 6bITh YTUIM3MPOBaHbI Cpasy nocse npume-
HeHus. VIrnbl nocsie NpUMeHeHNs HecyT 61MON0rMYecKyo OnacHoCTb.

Mocne mcnosib30BaHUSA, UI/bl NOANEXaT cOopy B CreunaibHble NpefHa3HayeHHble 418 3TOro Herpo-
Ka/lblBaeMble BN1arOCTONKNE KOHTENHEPBI C KPbILLKOW.

1.HenpokanbiBaeMble KOHTeHEPbI AO/MKHbI 3a61PaThCs U YTUNN3MPOBATLCA C MOMOLLbIO KBATMBULM-
POBAHHbIX CY6MOAPSAAUNKOB;

2. He 6epnTe 1 He NpUKacaiiTech K UrnamM nocne yTunmsaumu.

3. HenpokanbiBaeMblii KOHTEHEP He CrefyeT UCMob30BaTh NMOBTOPHO.

3anpeuiaerca:
- BPYYHYI0 paspyLuartb, paspe3aTb UCMob30BaHHOE MeAULNHCKOE U3AeNVe;

- CHUMaTb BOVYHVIO UV CO LUMDKLA NOC/ie eEro UCrnosb3oBaHA, HafeBaTb KOAMa4oK Ha Urny rocne
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VHBEKL MW

- nepecbTaTb (NEPerpy>katb) HeynaKoBaHHbIE UT/bl U3 O4HON EMKOCTU B APYTYIO;

- yTpamb60BbIBaTb;

- OCYLLLECTB/IATH NIHOObIe onepauumn 6e3 nepyaTok niM Heo6XoaNMbIX CPeACTB UHAVBUAYANbHONW 3allu-
Tbl 1 CNELOAEXADI;

- UCMONb30BaTb MATKYH O4HOPA30BYH YNaKOBKY /15 C60pa OCTPOro MeAULMHCKOr0 UHCTPYMEHTapus
W WHbIX OCTPbIX NPEAMETOB;

- yCTaHaB/MBaTb 0HOPa30Bble Y MHOIOPa30Bble EMKOCTM 11 C60pa OTXOAO0B Ha PaccTosHMM MeHee 1
M OT HarpeBaTe/IbHbIX NPU6GOPOB.

BHVIMAHWE! O JTIOBbIX HEXENTATE/IbHbBIX ABNEHNAX C/IEAYET COOBLUATbD YTIO0/1-
HOMOYEHHOMY TPEACTABUTE/NO HA TEPPUTOPUN POCCUNCKOW ®EOEPALINA
1N HEMOCPEACTBEHHO MPON3IBOAUTEJIHO.

BCEMWPHOE PACIPOCTPAHEHNE AVORLDWIDE DISTRIBUTED BY
WHCTUTYT T’MANYAJIb T'm6X. PULL. BupkeHwTpacce 47. 6343, PoTkpoiiy,. LLseiapus /
INSTITUTE HYALUAL GMBH. RISCH. Birkenstrasse 47. 6343, Rotkreuz. Switzerland
e-mail: info@hyalual.com, www.hyalual.com

MPOM3BOAWNTE/Ib: Diaco Biofarmaceutici S.r.l, Italy /nako Buotapmayeytnum C.p.n.. Utanns
Via Flavia, 124, 34147 Trieste (TS). Italy /Bua ®nasua. 124. 34147 Tpuect (TC). Utanns

Afpeca MeCT Npoun3BOACTBa:

- Diaco Biofarmaceutici S.r.l,, Via Flavia. 124, 34147 Trieste (TS). Italy / Anako BrodapmayeyTnum
C.p.n.. Bna ®nasua, 124, 34147 Tpuect (TC), Ntanna

-O00 «HOpusa-dapm», 18030. r. Uepkacchl, yn. Kob3apckas. 108, YkpanHa

YNONHOMOYEHHbIV NpeAcTaBuTe b Ha TeppuTopun Poccuiickoi depepaunn:

OOLLECTBO C OrpaHMYeHHO 0TBETCTBEHHOCTBIO «PeaepmaCauce» (000 «PegepmaCaucc»), 105094,
Poccuiickas degepaumsi. Mocksa, yn. 3onotas, .11 ctp.1, nom. 8A17; 8A22, Ten. (499) 653-71-12
e-mail: info@hvalual.ru

PerucTpauyoHHoe yaocToBepeHye Ne

CumBon HawnmeHoBaHe
CVMBO/Ibl Ha BTOPUYHOW YNaKOoBKe
3anpeT Ha NOBTOPHOEe NPUMEHeHue
® He ncnonb3oBath MOBTOPHO - TOMLKO A15 O4HOKPATHOr0 1CMosib30Ba-
HWSA Ha O4HOM MauneHTe B TeYeHVe O4HOW npoueaypsbl
bepeub OT Bnaru

I Xpynkoe, 06palLlaTbCs OCTOPOXKHO
He fonyckath BO3/e/CTBMA COMHEYHOTO CBETa

ANNPOreHHo
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CTtepunusaumnsa oKUCbIO aTUEHa

m v

TCHLE @@,
3Hak obpaLlLeHnsa Ha pbluke EC 1 HoMep Yrno/HOMOYEHHOr0 opraHa ro
cepTuunkaumnm

0050
OcTopoxxHo! O6paTUTECh K MHCTPYKLMM NO NPUMEHEHNIO
3anpeT Ha NOBTOPHOE NPUMEHEHNE.
He ncnonb3oBatb MOBTOPHO - TOJ/ILKO 4151 OL4HOKPATHOrO MCMO/b30Ba-
HMS Ha OAHOM NauMeHTe B TeYeHMe OAHOIN npoueaypbl
y MpowussoguTtens (M3rotoButens)
CpOK rogHoCTK, UCNONb30BaTh A0.
Kog naptun
LOT 'u' p
REF Homep no katanory
Pa3mepbl Urnbl
Diaco Biofarmaceutici S.r.l COD.60-031/A

Via Flavia 124.34147 Trieste- Italy
MepBsoe n3ganHne 2015-07
MepecmoTp 2020-08

Mpot. Ne 19203/2020 Mpor. Xo 122/202C
Kpyrnas nevatb: TOpProBo-npoMblILL/IeHHas, peMeC/IeHHasa 1 CeNlbCKOX03AMCTBEHHan nanata BeHeuua-Axynus
NIOrOTUIN «Toproo-NpoMbILLeHHasA, pEMEC/IEHHAs W CeNbCKOX03ACTBEHHAas nanata BeHeunsa-xynunsa»

TOPIrOBAA MANATA BEHEUUMA OXXYNNA
HacToswum y0CcTOBEPSETCA, YTO /L0, NOANMCABLIEE JOKYMEHT,
MMeeT NPaBo CTaBUTb MOAMMUCK Ha JOKYMEHTax NpeanpusTUA/KOMNaHN, KOTOPbIE ABAAIOTCA AeACTBUTENbHBIMU B
OTHOLLIEHMAX C 3apyBEXHbIMU CTPaHaMU.
FEHEPA/IbHbI CEKPETAPb
KAPNTIOTTA NMANbYNY /nognucek/
Kpyrnas repboBast nevatb: /TeppuTopranbHblil oprad npasutensctea lMNpedektypa r. Tpuecta/

TPVECT, 06/08/2020 AMOC TN
["aarckas KOHBeHUUs 0T 5 okTAb6pa 1961 roga
lep6osas Mapka: MUHMCTEPCTBO 3KOHOMUKM I. CtpaHa; UTANIbAHCKAS PECNYEB/INKA
v (purarcos FEPBOBAS MAPKA HacToswwuin ohuLnanbHbli LOKYMeHT
ATeHTCTBO Ha/oroBbIX noctynneHuit 16,00 espo 2. noAnmMcaH KapnoTTa Manbuuy
LWECTHAALIATB/O0 3. BbICTYMAtOLLEN B Ka4ecTse YNONHOMOYEHHbIM CNyXKallei

4.cKpenneH neyaTbto/LITamnom TOproBo-NpoMbILWNEHHON’, PEMECNEHHON U CeNb-
CKOXO03SMCTBEHHOWN ManaTbl BeHeyms-xynus

YnocTOoBEpPEeHDO
5. BT. Tpuecre 6.6 aBrycta 2020r.

7. TeppuTOpManbHbIM OpraHoM npaBuTenbcTBa MpedekTypoli r. Tpuecta
8. 32 Ne2020-37799
9. Mevats/wramn 10. Mognuck
YNOJITHOMOYEHHOE AOJ/HKHOCTHOE NNUO
AHXENA YMO®N  /Mopnuc!

Kpyrnas rep6oBasi neyatb: /TeppuTopnanbHbIi OpraH npaBuTenscTBa MpediekTypar.
Tpuecta/
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Poccuiickas denepauns
"lopop MockBa
TprHaaLaToro aBrycra e TbicauuM ABajLaToro roga

A, MNoHelw KOnus CepreeBHa, BPEMEHHO UCMONHSIOLLAs 06513aHHOCTY HoTapuyca ropoaa MocCKBbl
CmupHOBOIi Onbr BnaamMmpoBHbl, CBUAETENLCTBYH NOMIMHHOCTL NMoAnMcK nepesoaUnka O6onau-
HoI EBreHunmn CepreesHbl. Mognuck caenaHa B MOEM NPUCYTCTBUN. JIMYHOCTb MOAMNMCABLLErO A0KY-

MEHT YCTaHOBJ/IEHA.

3aperucTpupoBaHo B peecTpe: Ne 77/774-H/77-2020-NN
B3bICKaHO rocyaapcTBeHHON nownHbl (No Tapudy): 100 pyo6.
YnnayeHo 3a oKasaHwve ycnyr npaBoBOro 1 TexHM4yeckoro xapaktepa: 300 pyo6.

FO.C. lMNoHew

Bcero npoLHypoBaHo, NPOHYMepoBaHO U
CKpern/eHo neyatblo 16 (LuecTHaguaTb)
NINCTOB

BPWO HoTapuyca:
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Poccuiickas ®Pepnepauus
["opoa Mocksa
TpuHagLaToro asrycra iBe TbicA4M 4BaALATOrO roja

A, MoHew KOnma CepreeBHa, BPEMEHHO MCMOMHAOLWAsA 0653aHHOCTY HOTapuyca ropoga
Mocksbl CMUPHOBOI Onbrn BnagyMmnpoBHbl, CBUAETENLCTBYH BEPHOCTb KOMWK C
npeacTaBneHHOro MHe [JOKYMeHTa.

3aperncTpupoBaHo B peectpe: Ne 77/774-w/ 77-2020- "
B3bickaHo rocyaapctii® o1t nol&;u? sl (no Tapugy): 250 pyo.
YnnayeHo 3a okasne yCliyr'hpaBo”\sp 1 TexHuuyeckoro xapakrepa: 125C pyo6.

FO.C. IMoHeLww

Bcero npoLuHypoBsaHo,
NPOHYMepPOBaHO U CKpensieHo
neyatbto 17 (CeMHaguaTb) NMCTOB
BPWNO HoTapuyca:
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