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Soft tissue filling gel based on hyaluronic acid
HYAL SYSTEM ACP

Instructions for use

Name and composition

Soft tissue filling gel based on hyaluronic acid HYAL SYSTEM ACP consisting of:

1 Pre-filled syringe containing 1 ml of auto-cross-link hyaluronic acid gel, 2.0% - 1pc.
2. Sterile needle 30G, 13 mm - 1pc.

3. Sterile needle 30G, 4 mm - 1pc.

4. Instructions for use - 1 pc.

5. Adhesive sticker indicating name of the product, lot number and expiry date - 2jpcs.

Composition

Each pre-filled syringe of HYAL SYSTEM ACP- contains:
Auto-cross-linked hyaluronic acid (ACP) 20 mg

Sodium chloride 9 mg

Water for injections up to 1,1 ml

Intended use

Soft tissue filling gel based on hyalurenic acid HYAL SYSTEM ACP; injected into mid to deep
dermis, is intended for a medium lasting.correction of minor soft tissuerdefects such as facial lines of
glabellar, periocular, nasolabial, perioral, chin and cheek areas, neck-and decolletage areas and in the
management of hypertrophic scars (pathological or not) resulting from bums, surgical wounds and
skin trauma due to volume replenishment, viscoelastic propertieS; dense structure, the natural
moisturizing function of a hyaluronic acid obtained using auto-cress-link technology (ACP200).

Product description and principle and mechanism of its operation

HYAL SYSTEM ACP is a sterile’biodegradable viscoelastic medical device for intradermal injection
based on low molecular weight (200 kDa) hyaluronic acid of enzymatic origin (bacterium- type:
Streptococcus Equi) obtained by internal binding technology (“auto-cross-link”, ACP200). ‘HYAL
SYSTEM ACP is suppliedsin,single-use pre-filled syringe/containing 1 ml of gel.

The crosslinking of the Auto-crosslinked polymer (ACP).occurs between HA molecules only and
achieved through a basercatalysed reaction consisting ofithe activation of HA carboxyl grotps by 2-
chloro-1-methylpyridinium iodide (CMPI) and subsequent nucleophilic acyl substitution by the
hydroxyl groups of HA in organic solvent. CMPIgives a “zero-length” crosslinking, in detail
promotes the formation of intra- and intermolecular ester bonds between the carboxyl and the
hydroxyl groups ofithe HA chains and avoided any-foreign bond incorporation into.the crosslinked
matrix of HA (the “crosslinking occurs between=HA molecules, thus, no residual content of
crosslinking agents).

Mechanism of ACP action:

— hyaluronic acid.interacts with CD44 receptarstinvolved in the processes of.adhesion, proliferation
and differentiation of fibroblasts and mesenchymal stem cells (MSC) contained’in adipose tissue;
— hydrolysis-af ACP attracts macrophages;-which secrete growth factors that stimulate the growth
of fibroblasts and the formation of a new extracellular matrix;

— hyaluronic. acid released from ACP, combining with CD44 receptors,_inhibits the formation of
collagenase"MMP-13 under the action oficytokine IL-1B.

The 200(kDa hyaluronic acid fraction is.released slowly (the bioresorption period is up to 9 days)
and, therefore, has a prolonged effect,‘'which allows you to improve and maintain the elasticity and
elasticity of the skin for a longer time.
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Main physico-chemical and biological characteristics

n/n Parameter Specifications

1  Appearance Pre-filled syringe equipped with plunger rod and
backstop. The syringe is filled with a colaurless,
odourless gel, free from foreign particles.

2. The origin of hyaluronic acid Bacterial fermentation (type  of (bacteria;
Streptococcus Equi)
3. Reticulation ratio 4.5+1,5% m/m

4. Average molecular weight of the 200 kDa
hyaluronic acid fraction as sodium

salt

5. Hyaluronic acid content 16-20.mg (2,0%)

7. Osmolality 250335 mOsm/kg

10. Dynamic viscosity 10000-25000 mMa c

11. pH 556-6.7

12, Extractable volume 1.0-1.2 ml/unit

13.  Sterility Sterile

14.  Bacterial endotoxins <0.2 EU/mlI

15.  Mass of the filled syringe 592 g+ 5%

16. Luer Lock adapter pull force Not less than 43 N

17.  Luer Lock adapter torque 10 Ncm or more

18. Leakage at the syringe tip/needle There must be no leakage.
hub

19. Cylinder The piston stop sheuld slide smoothly without

stopping.
20. Needle 30 G, 13o0r4(+1/-2)mm
Indications

HYAL SYSTEM ACP is indicated for a medium lasting correction of minor soft tissue defects such
as facial lines of glabellar, periocular, nasolabial, perioral, chin and cheek areas, neck and decolletage
areas and in the managementofhypertrophic scars (pathological or not) resulting from bums, surgical
wounds and skin trauma.

Application field
Application field; dermatovenereology, cosmetology,plastic surgery.

Potential users
The product is intended for use by qualified medical“personnel - doctors.

Injection area

Mid to deep dermis of such as facial lines of glabellar, periocular, nasolabial, perioral, chin and cheek
areas, neck and-decolletage areas and hypertrophic scars (pathological or not) resulting from bums,
surgical woungds and skin trauma.

Dosage and.administration

HYAL SY.STEM ACP is intended only forimid to deep dermis injection.

The techniques are reported in the paragraphs below according to the defect to be treated.

The amount injected will depend on the areas to be treated based on the experience and the injection

technique of the healthcare professional,

a. Treatment of soft tissue defects

Inject intradermally the gel, superficially, at mid-level or deeply, according to the aimed
results. The mode of administration, site of administration, and principal administration
technique (linear or fan) are at the discretion ofthe healthcare professional. Different injection
techniques could be used at healthcare professional’s discretion and in different facial areas.

It is_generally recommended a linear technique or multiple injections in the middle or deep
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dermis. For wide areas of the face, a linear crossed technique is suggested. Fine lines can be
treated with superficial injections, using linear and/or serial injection techniques.
Bring the product to room temperature
- Upon injecting the product, gently massage the treated area to spread it evenly into the'tissue
- Itis advisable to adopt individual-tailored treatment protocols to fit individual requirements.
Theamount of HYAL SYSTEM ACP usually administered in facial wrinkles as nasolabial, glabellar,
perioral, chin, cheek and decolletage area range from 0.1 ml up to a maximum of 2 ml.
Clinical data shows the effectiveness of the device, when a treatment cycle consisting of three
sessions of HYAL SYSTEM ACP administered two or three weeks apart is performed. It is possible
to repeat the treatment cycle if required after 4-6 months.

b. Treatment of hypertrophic scars
Infiltrate the scar with the product in the intra lesion dermal planes
Infiltrate the same amount of product in the'subdermal level
Repeat the procedure until complete searsinfiltration, using a maximumsef2 ml of product 25
cm” of scar area, up to obtain a transitoryjischemia indicated by the trapsition to a white colour
ofthe lesion
HYAL SYSTEM ACP is usually administered in one session of treatment ofhypertrophic scar using
a maximum of 2 ml of product for 25 cm? of scar area. Clinical data shows the effectiveness of the
device, when a treatment cycle consisting of two sessions of HYAL SYSTEM ACP, administered at
15 days interval is performed.

The expected duration of clinical effect is up to 4-6 months. HYAL SYSTEM ACP is 100%
biodegradable. HYAL SYSTEM (/ACP biodegradation period= depends on the individual
characteristics of the patient. Degradation products are completely eliminated from human tissues by
a natural metabolic pathway.

Directions for use

1. Bring the product to room temperature.
- Treatment of soft tissue defects

2. Remove the protective tip=cap of the syringe.

3. Insert one of the needles provided in the box. It issrecommended to institute personalized
treatments to fialfill patient’s needs. It is suggested to use the 4 mm needle to treat areas such as
the frontal, peri-ocular,)peribuccal and the mandibular supero-inferior line, while it:isspreferable
to use the 13 mm needle to treat other areas such as-the zygomatic antero-lateral region and the
whole subzygomaticarea.

4. Inject intradermally, the gel, superficially, at mid-level or deeply, according to the aimed results.
Different injection-techniques could be used at physician’s discretion and in different facial areas.
It is generally reecammended a linear technique or multiple injections in the middle or deep dermis.
For wide areas of the face, a linear crossed technique is suggested. Fine lines=can be treated with
superficial injeetions, using linear and/or micropomphi injection techniques.

5. After injection,;~gently massage the treated area to improve product distribution in the tissue.

-Treatment of hypertrophic scars

Remove the protective tip cap of the syringe.

Insert thes13 mm needles provided in the-box.

Infiltrate the scar with the product in the“intra lesion dermal planes.

Infiltrate the same amount of product.in.the subdermal level.

Repéeat the procedure until complete scar infiltration, using a maximum of two ml of product for
25=em*“ of scar area, up to obtain a‘transitory ischemia indicated by-the transition to a white color
ofthe lesion.

ook own

Interactions
HYAL SYSTEM ACP can be used with topical anaesthetics containing lidocaine.
HYAL SYSTEM ACP must not be used concomitantly with disinfectants containing quaternary

B N B Gaassvaluronic acid can precipitate in their presence.
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Contraindications

HYAL SYSTEM ACP is contraindicated in individuals with known hypersensitivity to;-any
component of this product.

HYAL SYSTEM ACP must not be implanted into blood vessels. Implantation of HYAL SY.STEM
ACP into dermal vessels may cause vascular occlusion or embolic phenomena.

HYAL SYSTEM ACP must not be used:

- in anatomical sites with infectious or inflammatory processes

- inindividuals with severe allergies manifested by a history of anaphylaxis, or history-or
presence of multiple severe allergies.

Use in specific populations

The safety and efficacy of HYAL SYSTEM ACP in pregnant women, lactating women who are breast
feeding, or in subjects less than 18 years of age have not been established and therefore its use is not
recommended in these populations.

Warnings and Precautions

- Healthcare professionals are encouraged to discuss all potential risks‘.of injection with their
individuals prior to treatment and ensure/that individuals are aware of/signs and symptoms of
potential complications.

- In order to minimize the risks of potential complications, this prodtct should only be used by
healthcare professionals who have appropriate training, experience,.and who are knowledgeable
about the anatomy at and around the“site of injection.

- Administer in aseptic conditions//As any other percutaneous treatment, application of HYAL
SYSTEM ACP may imply a risk of infection.

- A post-administration monitoring- time is recommended in_order to identify any potential
undesirable side effect.

- Use with caution in subjects‘ireated with anticoagulant and/Yor antiplatelet agents due to the
increased risk of ecchymoses-or haematomas in the inoculation site. It is to pay close attention to
areas with telangiectasia.

- Do notover correct the skin'defects.

- Until any initial swellingand redness have gone away exposure of the treated area toexcessive
sun, UV lamp exposure,/and extreme cold weather sholuld be minimized.

- Sunbathing, sunbeds and intense heat (such as saunas-and Turkish baths) should be avoided for 1
day after treatment.

- The product is supplied in blister packed pre-filled single-use syringes. The solution contained in
the prefilled syringesis sterile. The blister is a protective packaging and it is not meant to provide
a sterile barrier system. The needles provided inspackaging are sterile and single use. Do not
resterilise after use.

- The product isifor single use, that means it is intended to be used once only fora single subject
The assembled syringe must be discarded immediately after use, regardless ofwhether or not the
solution has:been completely administered. When multiple injections are performed to the
subject, thelneedle could be damaged; it is;advisable to substitute it with a'new needle.

- If this product is reprocessed and/or reused, Fidia Farmaceutici cannot guarantee performance,
functionality, material structure, or cleanliness or sterility of the product. Reuse could lead to
illness, infection and/or serious injury to the individual or user.

- Aftertuse, dispose according to applicable national practice.

- Do not-use if the package and, in particular, the syringe and needle blisters are damaged.

- Do not utilize the product after the‘expiration date reported on the packaging

- Keep'out of reach of children.

- No clinical data are available on possible interactions with other aesthetic correction treatments
(implant ofbiomaterials, lifting, botulinum toxin injections, laser, chemical peeling) or permanent
fillers.

- No clinical data are available on the use of HYAL SYSTEM ACP in patients affected by

autoimmune _conditions (LES, scleroderma, etc.), neoplasia or with ongoing immunosuppressor
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therapy; depending on the nature of the disease, the healthcare professional shall therefore choose
the administration and the associate treatment on an individual case-by-case basis.

Undesirable effects

The treated area may show reactions commonly related to the injection, such as redness,/minimal
hematomas, oedema, ecchymosis erythema and mild pain, that spontaneously resolve from/few hours
to few days after application.

Conditions of use, storage, and transportation

Store and transport at temperature between + 2 ° C and + 8 ° C and 60% relative humidity. The short
excursions oftemperature, such the one that could occur during transportation or storage, do not affect
the physico-chemical profile of the device.

Do not freeze.

When applied, the product is resistant to temperatures from 32 to 42°C, exposure-to biological fluids
and secretions of body tissues with which it comes into contact.

Delivery set

“Soft tissue filling gel based on hyaluronic acid HYAL SYSTEM ACP" is\delivered in a cardboard
package, containing a blister with 1 (one) pre-filled disposable syringe containing 1 ml of a gel and
2 (two) sterile needles, 30G, 13 mm and' 30G, 4 mm, individually “packed in plastic capsules,
instructions for use and 2 (two) adhesive sticker indicating name ofthe product, lot number and expiry
date.

Sterilization of the medical device

"Soft tissue filling gel based on hyaluronic acid HYAL SYSTEM AGP” is for single use only.
Pre-filled syringes are sterilized with:moist heat. Supplied needles‘are sterilized by radiation method.
Disposal

After use, the product should be disposed of in a dedicated container. It is forbidden to dispose of
together with household waste.

The used product should be disposed of as potentially hazardous (contaminated) medical waste<(class
B). An unused or expired product can be disposed of as normal (uncontaminated) medical waste
(class A). Refer to national guidelines and sanitary standards (SanPiN 2.1.3684-21) regarding medical
waste treatment.

Manufacturer:

FIDIA Farmaceutici S.p.A.

Via Ponte della Fabbrica 3/A
35031 Abano Terme (Padova) Italy
Tel.:+39 049 8232111

E-mail: info@fidiapharma.it

Warranty and-complaints

"FIDIA PHARMACEUTISI S.P.A" assumes.a warranty obligation to the end=user in respect of the
medical device "Soft tissue filling gel based_ on hyaluronic acid HYAL SYSTEM AGP" for the
absence of defects and compliance with the/characteristics declared by the-manufacturer within 36
months from<the date of manufacture, subject to the conditions specified in the instructions by
application:

In the event-of undesirable events contact/'the authorized representative-of the manufacturer on the
territory.0f the Russian Federation.

Authorized representative of the manufacturer on the territory of the Russian Federation
Limited liability company “FIDIA FARMA RUSSIA” (“FIDIA RUSSIA” LEG)

123610, Russia, Moscow, intracity territory of municipal district Presnensky, Embankment
Kxasnopresnenskaya, house 12, room 1/18.

Tel.: +7 (495) 249-54-95, E-mail: claims@fidiapharma.ru
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Symbols used on labels

s Consult instructions for use

2 Use by
1 1 Batch code

mfUli H Sterilized using steam

STERILE R Sterilized using irradiation

(@ Do not use if package is damaged

Temperature limitation

Do not reuse

Name and Address of the manufacturer

d
O Single sterile barrier system
A Caution

The list of the international documents / standards applied to the medical device

Directive  93/42/EEC, (/9ISO 9001:2015, EN ISO 13485:2016/A11:2021, , EN ISO
14971:2019/A11:2021, ISO/TR 24971:2020, EN 1SO: 14630:2012, Reg 1907/2006,Commission
directive EC 2003/94/EC. (2003), European Pharmacaepoeia (Ph. Eur), current edition,;1SO 14644-
1:2015, EN 556-1: 2001 / AC:2006, EN I1SO 17665-1:2006, ISO/TS 17665-2:2009,(EN ISO 11737-
1:2018/amd 1:2021, ISO 11138-1:2017, EN I1SO 11138-3:2017, EN I1SO 14161:2009; EN 285:2015
+ Al 2021, Ph Eur2.6.14, Ph Eur 2.6.1, EN 1SO 80369-7:2021, ISO 80369-20:2015, ISO 11040-4:
2015/Amdl:2020,SO 11040-5:2012, ISO 11040-8:2016, 1ISO 11607-1:2020/A11:2022, EN ISO
11607-2:2020/AF%:2022, CPMP/QWP/122/02, rev.l (2007), ICH Q1A(R2), EN ISO 10993-1:2020,
EN ISO 10993-2;2022, EN ISO 10993-3:2014, 1SO 10993-5:2009, ISO 10993-6:2016, EN 1SO
10993-9:2021,/EN 1SO 10993-10:2023, EN ISO 10993-11:2018, EN ISO 10993-12:2021, EN 1SO
10993-16:201%,-EN 1SO 10993-17:2023, EN1SO 10993-18:2020/Amdl:2022, ISO 10993-23:2021,
ICH Q3D, ICH Q3C, EN ISO 14155:2011,MEDDEV 2.7/1 rev.4, EN(1SO 15223-1:2016, EN
1041:2008 +A1:2013, MEDDEV 2.7/3 rev:3, MEDDEV 2.12/2 rev.2, IEC 62366: 2015+ Amdl:
2020, IEC/TR 62366-2:2016.

The listof the national standards applied to the medical device

GOST-.31214-2016, GOST R 52770-2016, GOST ISO 10993-1-2021, GOST R ISO 10993-2-2009,
GOST ISO 10993-5-2011, GOST ISO 10993-6-2021, GOST ISO 10993-10-2011, GOST ISO 10993-
11-2021, GPA.1.2.4.0005.15, GOST R 52770-2023, MG 1856-78, MR 1436-76, MGC 4.1.3171-
14, MGC 4.1.3166-14, GOSTRIEC 62366-1-2021, GOST ISO 11607-1-2018, GOST R ISO 15223-
1-2023, GOST R ISO 14630-2017.

TFisleaflelyasslastwevisedsin February 2024
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enb AN5 3aN0NHEHUSA MATKUX TKaHeli Ha OCHOBe FMasypoHOBOW KUCIOTbI
HYAL SYSTEM ACP

WHCTPYKLMA MO NPUMEHEHUIO

HanmeHoBaHuWe n cocTas

enb ANs 3anonHeHMs MArKUX TKaHel Ha OCHOBe ruanypoHoBoi kucnoTel HYAL SYSTEM ACP B
cocTaBe:

1 MpeaBapuTenbHO HAMOMIHEHHbIA LWINPUL, COAEpPXawuin 1 M rens rnanypoHOBOA KUCNOTI,
MONYYEHHOW N0 TEXHONOTMMN «ayTO-KPOCC-NHK», 2,0% - 1 wwT.

2. irna ctepunbHas 30G, 13 mm - 1 wr.

3. Nrna ctepunbHas 30G, 4 mm - 1 wT.

4. IHCTpYKLMA NO NPpUMEHEHUIO - 1 WT.

5. Hakneilka ¢ ykazaHVemM HanMeHOBaHWA WU3LeNns, HOMepa Cepun U CPOKa roLHOETN - 2 LWT.

CocTtaB

Kaxblii npeABapuUTeIbHO HaMOMHEHHbIN LWMPUL, MaTepuana CoOAepXuT:

- TnanypoHoBas K1cnota, nofiyyeHHas no TeXHOMOrnN «ayTo-Kpocc-MMHK»(ACP) 20 mMr
- Xnopug Hatpusa 9 mr

- Bopga ans nHbvekuunin o 1mn

HasHaueHwne

lenb Ans 3an0ONHEHUs MATKMX TKaHeil=Ha OCHOBe rmanypoHoBoi Kuenotel HYAL SYSTEM ACP,
BBOAUMbIA B CpefHue K rnyb6okue Cnon Aepmbl, NpegHasHavyeH AAS CpefHECPOYHON KOppeKuuu
He3HaUNTeNbHbIX Ae(heKTOB MATKMX, TKaHel, TakMX KaK MOPLMHBI Ha fiMue B MeXOPOBHOW,
NepuoKyNAPHOM, HOCOryBHOM, NepuopanbHOn, NOAGOPOLOUYHON W LLEKOBOM 061acTaX, Ha Lee n B
obnacTn [ekonbTe, a TaKXe OAf NeYeHUd runepTpouyecknx- pyouos (NaTosormMyeckoro u
HEenaTo/IorMyecKoro xapakrepa), BO3HMKaOLWMX B pe3ynbTaTe QXOT0B, OnepaLMoHHbIX paH 1 TpaBM
KOXW, 3a CYeT BOCMONHEHMA 06beMa, BASKOYNPYTrUX v yBAaXKHAOLLNI CBONCTB BXOASLLEA B.COCTAB
rens rmanypoHOBON KWUCNOTblN0YYEHHOW NO TEXHONOTMU «ayTO-KpocC-NnHK» (ACP).

OnwncaHune, NPUHLUN N MEXaHN3M JeiCTBUSA

Mlenb HYAL SYSTEM ACP" — 3T0 cTepunbHOe 6uoferpagmpyeMmoe BsA3KOYnpyroe meguiinHcKoe
nsgenne Ond  BHYTPUZEPManbHOro BBEAEHWUA Ha (OCHOBe HWU3KOMONEKynapHoi (200 kAa)
rMasypoHOBOW KUCNOTbI-(DepMeHTaTUBHOIO NpoucxoxaeHus (Tun 6aktepun: Streptococcus Equi),
MONYYEHHOW NO TeXHOMOrMm BHYTPEHHEro CBA3bIBAHMA («ayTo-Kpocc-MHK», ACR200). [lenb
HYAL SYSTEM ACP=nocTasnsetcsa B 04HOPa30oBbIX=NpeaBapnTesibHO Hano/IHEHHbIX CTEKMSAHHbIX
wnpuyax oo6vemom 1-ms.

BHyTpeHHee cBA3biBaHMe ACP200 npoucxoauI nocpefcTBOM  KaTaiv3upyemol OCHOBaHMWEM
peakuun HenocpeacTBEHHO MeXAy MONeKynaMu _TUanypoHOBON KUCNOTbl: KapOOKCUIbHbIE TPYNbI
rManypoHOBOW -KUCNOTbl aKTUBUPYHOTCA WOAUAOM  2-xnop-1l-metunnupuguHus (CMPI) nu
nocneayroLmM -HyK1eo(hU/IbHbIM 3amelleHNneM atnuna rmapoKCUIbHbIMU TpyAnaMu rnanypoHOBOWA
KMCNOTbl B OPraHuyeckom pactBoputene. €MPI obecneumBaeT CLUMBKY /HYneBOA [LNWHBI™Y, B
4aCTHOCTM, COOCO6CTBYeT 06pa30BaHUIO BHYTPU- U MEXMONEKYNAPHbIX CAOXKHOI(MMPHBLIX CBA3EN
MeXay KapbOKCUIbHBIMU W TUAPOKCU/BHBIMK  Fpynnamu Lenel rvManypoHOBOW KWUCIOTbl 1
npegoTepallaeT BKAOYEHME NO6bIX NOCTOPOHHMX CBA3EM B CLIMTYH MaTtpuuy rvmanypoHOBOM
KMCNOTbI(ClUMBKA NPOUCXOAUT MEXAY~MONeKynamm rnanypoHOBON “KUC/OTbI, Clief0BaTesbHO,
OCTaTOYHQE cojepXaHue CLUMBAKOLWNX AreHTOB OTCYTCTBYET, YTO MO3BONAET COXPaHUTb YUCTOTY
npoayktaw ero 6M0OCOBMECTUMOCTb).

MexaHuU3m fencTeuns:

- TManypoHoBas KMCNoTa B3aMMoOfeicTByeT ¢ peuentopamu CD44, yyacTBylOWwMMKN B npoueccax
aaresuun, nponudepaunn n auddepeHumaunn hunopobnacTtoB U Me3eHXUMasbHbIX CTBOMOBbLIX
kneTok (MSC), cofepXalinxcsi B XXMPOBOW TKaHW;

- rmgponn3 ACP npusnekaeT makpoaros, KOTopble BblAeNAOT PakTopbl poCcTa, CTUMYINPYIOLLMe
pocT (hnbpobiacToB M 06pa3oBaHNe HOBOIO BHEKNETOYHOIO MaTpUKCa;
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—T1anypoHoBas K1Ucnota, Boigenawowaaca n3 ACP, coegmHasck ¢ peuentopamu CD44, nHrnbupyer
o6paszoBaHue KonnareHassl MMP-13 nopg gelictBueM UnToKMHa IL-1(3.

®pakums rmanypoHoBoi Kucnotbl 200 k[a BbicBOOOXAaeTCH Mea/seHHO (nepuog 6ropesopbumm -
J09 fiHei) u, cnefoBaTenibHO, 061afaeT NPOIOHIMPOBaHHbIM AEACTBMEM, YTO MO3BONAET YAYHILINTD
NNOALEPXKMBATb YNPYroCTb M 31aCTUYHOCTL KOXWN 60nee ANTeNIbHOE BPEMS.

OCHOBHble (hM3MKO-XUMUYECKME N BUONOTNYECKME XapaKTePUCTUKM

n/n TMokasaTtenb Cneumntukayms
1 BHewwHWi BUA MpeaBapyTeNbHO HAMOIHEHHbIV LINPUL, CO-LUTOKOM 1
610KMpaTOPOM 06pPaTHOro XoAa.
LLinpuy 3anonHeH 6ecuBeTHbIM refem 6e3-3anaxa, 6e3
MOCTOPOHHUX YacTuL,.
2. MpoucxoxaeHve  ruanypoHoBoli bakTepuanbHoe (Tun 6aktepun: Streptococcus Equi)
KWUCNOTbI
3 CTeneHb peTukynauum 4,5£1,5% m/m
4 CpegHsAa  monekynapHad macca 200k[da
(hpakLMM rnanypoHOBON KUCMOTbI
B BW/€e HATPUEBOW €O

5. CopepxaHune rmanypoHoBoi16-20 mr (2,0%)
KWUCNOTbI

6. OcMonsnbHOCTL 250-335 mOcMm/Kr

7. JnHamunyeckasa BA3KOCTb 10000-25000 mMac

8. pH 5.5-6.7

0. 3Bnekaemblit 06beM 1.0-1.2 mn/eguHnua

10. CTepunbHOCTb CTtepunbHo

11. CogepxaHue 6akTepnanbHbix <0.2 E3 /mr
3HL,0TOKCUHOB

12. Macca Hano/HEHHOro WmpuLa 5921+ 5%

13.  Ycunue Ha oTpbiB agantepa Luer He meHee 43 H
Lock

14.  KpyTawmin momeHT agantepa Luer He meHee 10 H em
Lock

15. YTeuka B HaKoHeYHMKe wnpuua / He LOMKHO BbITb YTEUKMN.
CTynuLe urisbl

16. UwnnuHgp CTtonop MOPLWHS [AO/MKEH CKOMb3UTb ~FNafko 6e3
0CTaHOBOK:
17. Wrna 30 G, 13 MM unu 4 mm (+1/-2) mm
MokasaHnga

lenb HYAL SYSTEM ACP nokasaH [Ana “BHYTPUKOXHOTO BBeAeHWA [pW CpefHEeCcpPOYHOW
KOPPEKLUN HE3HAUNTENbHbIX Ae(eKTOB MAMKUX-TKaHein, Taknux MOPLUHbI Ha e B MeXOPOBHOM,
NepuoKyNApPHOW, HOCOryBHO, nepnopanbHOit;~No0L60POA0YHON N LLEKOBON/06N1acTAX, Ha Liee U B
obnactu fpekefibTe, a TakxXe ANA NeyYeHWUS TunepTpoPuuecknx pyouos -(naTtonornyeckoro wu
HernaTo/IorMYecKoro xapakrepa), BOSHUKaKMWNX B pe3yibTaTe 0XO0ros, OMepaLyoHHbIX paH 1 TpaBM
KOXW.

ObnacTb APUMEHEHMNSA
O6nactb NpUMeHeHNA: 4epMaToOBEeHepOoIor s, KOCMETO/ONUSA, NiacTuyeckas Xmpyprus.

MoTeHUManbHble NOTPEGUTENN
3penve npeAHa3HayeHo ANS WCMOMb30BaHUS KBANU(ULMPOBAHHBIM MeAULMHCKUM MEepcoHanom -
Bpavamu.
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O6nacTb NHBEKLNN:

CpegHue 1 rny60oKue cnov fepMbl B MeXOPOBHOM, NepuOKYAPHON, HOCOryBHOM, nepnopanbHoil,
noA60pOJOHHON W LLLEKOBOW 061acTax, Ha Lwee 1 B 06nacTn AeKonbTe, runepTpoduryeckme pyoéusb
(naTonorMyeckoro M HeMaTtoNOrMYeckoro xapakTepa), BO3HMKalolMe B pe3y/nbTaTe _0XOros,
OMNepauyoHHbIX paH U TPaBM KOXMW.

LJo031poBKa, NOPALOK U TEXHUKN NPUMEHEHNSA
lenb HYAL SYSTEM ACP npegHasHayeH TONbKO [N8 BBEAEHWS B CpeaHue U rnyooKue criou
LepMbl.
MeTofbl ONUCaHbl B MYHKTaX HUXe B 3aBUCUMOCTM OT AeeKTa, NOANMEXALLero KoppekLnn.
BBogumoe KonuuyecTBO 6OyfeT 3aBuceTb OT 06/1acTeil, noanexawmx Koppekuumn, 0T OnbiTa
MeLULUNHCKOro paboTHNKA U TEXHUKWN BBEAEHWS,

a. Koppekuus fedeKToB MArKNUX TKaHewn
- BBeauTte renb BHYTPUKOXXHO, MOBEPXHOCTHO, B CpeAaHue wunum rnyobokue=cnov [epmbl, B
3aBUCMMOCTU OT >Kenaemoro pesynbTata. Cnocob BBeAeHUS, MeCTO BBELEHWUS 'Y OCHOBHOM MeTO/
BBeAeHMS (IMHEWHbIA WM BeepHbll) OCTaldTCA Ha YCMOTpPEeHWe nevallero<spaya. PasnnyHble
TEXHUKN BBeAEeHUS MOTyT MPUMEHATHCA MO YCMOTPEHUIO MeAULMHCKOro paboTHMKa U B pasHbIX
obnactax nuua. OObIYHO peKOMeHAyeTCs JIMHelHas TeXHWKa WM MHOTOKpPaTHble WHBbEKUUN B
cpegHve unu rnybokme cnou fAepmbl. JAsS WMPOKMX YYaCTKOB fuua ‘fpeanaraercs AMHenHas
nepekpectHas wmeTtoauka. Menkune MOPWUHLI MOXHO JIeYnTb C T[OMOLLLI0 MOBEPXHOCTHbLIX
NHBEKLMIA, NCNOMb3YA TEXHUKW NUHENHOFO UK NOCNef0BaTeNbHOr0 BBEAEHUS.
- Joseante nsgenue nepes NpUMeHeHVEM 1O KOMHATHOW TemnepaTypbl.
- Mocne BBeLeHNA rens akKypaTtHO nomaccupyinTe o6paboTaHHbIA y4aeToK, YTOObl OH PaBHOMEPHO
pacnpegenuncsa no TKaHu.
- Llenecoobpa3Ho MpuUMeHATb WHAMBUAYa/IbHbIE MNPOTOKO/bI <. Je4YeHNnss B COOTBETCTBUM C
UHAMBUAYAIbHBIMW NOTPEOHOCTAMM,
Konunyectso rengd HYAL SYSTEM-ACP, 06b14HO BBOANMOTO NPW MUMUYECKMUX MOPLLMHAX, TaKUX
KaKk HOCOry6Hble, MeXOPOBHLIE; MepuopanbHble, MNOAO0POAOK, LEKM W 06NacTb [EKONbTE,
Bapbupyetca ot 0,1 Mn 4O MakKCuUmMym 2 M.
KnnHnyeckne AaHHble NMOKas3biBalOT 3(MEKTUBHOCTL W3LENUS NPU MPOBELEHUN LUKNA NIEYEHUS,
COCTOSALLLEro U3 Tpex ceaHcoB. fpumeHeHnsa rena HYAL SYSTEM ACP, BBogMMOro ¢ MHTepBaIoOM B
ABe unu Tpu Hegenun. MNMpy HEOO6XOANMOCTU LMK/ NeYeHNA MOXHO NOBTOPUTL Yepes 4-6 MeCHLeB.

b. Koppekuuna rungprpouryeckux pybLos
- 3anonHute pybel, refeM-B AepmasibHON NNOCKOCTU BHYTPU 04ara nopaxeHus.
- BBefuTe Takoe Xe KOMMYeCTBO refif B MOAKOXHYIO TKaHb.
- MoBTopATe Npouedypy A0 MOMHOrO 3aN0NHEHUS py6ua, Ucnosb3ysa He 6onee 2 MA-FeNs Ha 25 cM“
nnowaan pybua, f0BO3HUKHOBEHUS TPAH3UTOPHOM UILEMUKN, HA YTO YKa3blBaeT NobeneHne pyobua.
lenb HYAL SYSTEM ACP 06bl4HO BBOAAT 3a OfWH CeaHC SiedeHna runepTpogumieckoro pyobua,
NpUMeHss He 6051ee 2 M NPoAyKTa Ha 25 cM” nAowaan pybua. KnmHuyeckme fadHble NokKasbliBaloT
3 (eKTUBHOCTb «M34eNNA NPU NPOBEAEHUN LWKIa JfieYeHUs, COCTOALero/ M3 [ABYX CeaHCOB
npumeHeHus reas HYAL SYSTEM ACP, BBogumoro ¢ nHtepsanom 15 aHel.

OXxupaemas RPOAOMKNUTENBHOCTbL KNMHMYECKOT0 adhekTa: A0 4-6 mecsueB- fens HYAL SYSTEM
ACP Ha 100% saBnsetca 6uoperpagupyemeim. lMepuog 6uoperpagaumn~HYAL SYSTEM ACP
3aBUCUT QT “UHAMBMAYaNbHbIX 0COGEHHOCTe nauymeHTa. MpofyKTbl {4erpajaymm MNOMHOCTLHO
BbIBOAATCA M3 TKaHel YenoBeka eCTeCTBEHHbIM MeTab0NNYeCKUM MyTeM.

Y KazaHud No NnpuMeHeHuto
1. floBeanTe n3genve 40 KOMHaTHOW.TEMNepaTypsbl.

- Koppekuuns feeKToB MArKUX TKaHelh
2. CHUMUTE 3alMTHbIA KONNAYyoK Co Wnpuua.
3. BcTaBbTe OfHY M3 UrN, HaXOAALWMXCA B YNaKoBKe. PekoMeHayeTCsa NPOBOAUTL MHANBUAYANIBHOE
nevyeHune ANs yL0BNETBOPEHMA NOTPeOHOCTEl NayneHTa. MpeanaraeTca MCNonb3oBaTh Uy 4 MM 4NS
KOoppekuunn Takux obnacteil, Kak No6Has, NepuoKynsapHas, OKOJOLWeYHas M BEPXHAS U HWDKHASA

JUHUAA. HIDKHEA _UanocTi, B TO BpemMa KaK npeanoyTuTenbHO WCNONb30BaTb wUrny 13 MM aona
Perucrparmma MU B Pocagpasramzope
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KOppeKUMn apyrux obnacteli, TakMx Kak nepegHe-ckynoBasi 06nactb, natepanbHas 061acTb M BCS
MOACKYNoBas 0611acTb.

4 Bsegute refb BHYTPUKOXHO, MOBEPXHOCTHO, B CPeAHWA wunu rny6oKui cnov [epmbl, B
3aBMCMMOCTM OT XKenaemoro pesynbtata. PasfiMyHble TEXHUKWU BBeLeHWA MOryT NMPUMEHATHCH Mo
YCMOTPEHVIO MeAMUUHCKOro paboTHWKa M B pasHbix 0b6nactax nuua. OBbIYHO pPEKOMEHAyeTCH
NMHENHaA TeXHWKa WA MHOrOKpaTHble MHbEeKUMM B CpefHMe uau rnybokue cnown gepmbl. [ns
LUIMPOKMX YYacCTKOB NuULa npegnaraetca NuMHelHas nepekpecTHas MeToAuka. Menkue ‘MOopLyUHBbI
MOXHO /1e4NTb C MOMOLLbIO MOBEPXHOCTHbIX WHBEKUWIA, MCMNONb3YA TEXHWKN NUHEMHOro wu/mam
noc/ief0BaTe/lbHOro BBEAEHUS.

5 Tlocne MHBLEKUWM OCTOPOXHO MNomMaccupylite o06paboTaHHyt o06nacTb, 4TOBbl YAy4lWUTb
pacnpefeneHve rnpenapara B TKaHAX.

- JleyeHune runepTpouryecknx pyobu,os

2. CHUMMTE 3aLMTHbIM KOMNa4yoK CO LWnpuua.

3. BcTaBbTe urnael 13 MM, Haxogsdlimecs B ynakoBke.
4. 3anonHnTe pybeL, refeM B AepMasibHOM MAQCKOCTU BHYTPU O4ara nopaxeHus:
5. BBeAnTe Takoe Xe KOIMYecTBO rens B NOAKQXKHYH TKaHb.
6. MoBTOpPATE NpoUeAypy A0 NOMHOIO 3anofHeHUs py6ua, NCnonb3ys He 60aee 2 M rens Ha 25 cu
nnowaau pyoéua, 40 BOSHUKHOBEHUA TPaH3UTOPHOW ULWEMUW, HAa YTO YKa3biBaeT nobeneHune pyobua.

B3anmogencTeums ¢ LpyruMmm n3gennamiu

lrenb HYAL SYSTEM ACP MoOXeT, MCnonb3oBaTbCs C TOMUYECKUMKU 06€360/1MBaAKOLLMMMN
cpeacTsamu, cofepXawmMmn nMLoKanH:

He wucnonb3oBatb renb HYAL SYSTEM ACP BmecTe € Ae3uHUUUPYIOLIMMKU CpeacTBaMu,
coAepXalumMy YeTBepTUYHbIE aMMOHWEBbIe COMWM, TaK KaK OHW. MOTyT BbI3BaTb BblMageHue
rManypoHOBOI KMUCNOTbI B OCaf0K.

MpoTrBONOKAa3aHuA

Fenb HYAL SYSTEM ACP npoTuBonokasaH AN NPUMEHEHUS' Y NUL, C U3BECTHOM NOBbILLEHHOW
YYBCTBUTE/IbHOCTbIO K SII06OMY-KOMMOHEHTY 3TOr0 MU3genus.

lenb HYAL SYSTEM ACPR_Henb3s BBOAWTL B KPOBEHOCHble cocynbl. BeegeHue rens. HYAL
SYSTEM ACP B KOXHble cocy/ibl MOXET Bbl3BaTb OKK/O3UK'COCY 0B U 3IMOONNYECKNE-ABNIEHNS.
HYAL SYSTEM ACP Henb3s NpUMeHATb:

- B aHAaTOMMYECKMNX YHACTKAX C UH(PEKLMOHHbIMN UM BOCHANUTENbHBIMUN MpoLieccamu;

-y UL C TAKenol anneprven, nNposBnsflowWwencs aHaGunakTU4eCKUM LOKOM, B aHaMHe3e Wau
NCTOPUEN U HANIMYMEM. MHOXECTBEHHbIX TAXE/bIX affeprui.

MpumeHeHne y 0cobblX rpynn HaceneHns
besonacHocTb 1 adpekTMBHOCTL renss HYAL SYSTEM ACP y 6epeMeHHbIX XXeHWMH, KOpMALLNX
XEHWMWH, WIn Yy=aul Mosioxke 18 net He /CTaHOBJIEHbl, WM MO3TOMY ero.fpuMeHeHue He
PeKoOMeHAyeTCa AAG 3TUX rPynn HacefeHus.

Mepbl NPefoCTOPOXXHOCTU U NPeaynpexXaeHnsn
- MegmumHckum paboTHUKAM pPeKOMeHAyeTCca.06CyXaaTb BCE MOTEHLMAbHbIE PUCKU, CBA3AHHbIE C
NHBEKUMNAMU, €O CBOMMM NaLMeHTaMun L0 Hayania IeYeHns U ClefuUTb 3a TeM, YTo6bl NH0AM 3HAIN O
Nnpu3HaKax 4 CuMnToMax NoTeHLUanbHbIX QCM0XHEHWIA.

- YT06bl ~CBECTN K MWHUMYMY PUCK ' /OOTEHLMANbHbIX OCMOXHEHUR, 3TO wu3fenve [OMKHO
MPUMEHATLCA TONbKO MeAULUHCKUMU PabOTHUKaMU, UMEKLW VMW COOTBETCTBYIOLLYIO NOATOTOBKY,
ONbIT N-3HAKLWMMN aHATOMUIO B MECTE UHBEKLUWN U BOKPYT HErO.

- [enb cnefyet BBOAWUTb B aCENTMYECKMX YcoBuAX. Kak n noboe APYyroe YpecKoXHoe feyeHue,
npumeHeHune rend HYAL SYSTEM ACP MOXeT 6bITb CONPSXXEHO C PUCKOM UH(ULMPOBAHNS.

- PekomeHayeTCcsA HEKOTOPOe Bpems Habnto4aTh 3a NaLMeEHTOM NOC/E BBEEHUA refs, YToObl BbISBUTb
nobble NOTeHLMaNIbHbIEe HEXenaTe/lbHble N060YHbIEe 3PEKTHI.

- C OCTOPOXHOCTbIO MNpUMeHANnTe Yy NauueHToB, MNPUHUMAKOLWNX AHTUKOArynaHTbl  U/unun
aHTMTpomMbOUMTapHble Mpenaparbl, M3-3a MOBbILEHHOTO PUCKa 3KXMMO30B WIN remMatoM B MecTe

MHOKYyNnAaLunn., ctount O6paTI/ITb npucTasibHOe BHUMaHWE Ha y4aCTKN C TENNEAHTNIKTa3nAMN.
Peructparmuma MU B Pocagpasragzope
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J

CobntofaliTe yMepeHHOCTb NpW BBEAEHUU Tens.

[o Tex nop, nNoka nepBOHaya/bHblA OTEK M MOKPACHEHWe He WCYe3HYT, cnefyeT CBECTM K
MUHUMYMY BO3[eliCTBME Ha 06paboTaHHY 061acTb YUpe3MepPHOro COMHLA, BO3AeicTBUS Y P-aamMnbl
M3KCTPEMa/IbHO XO/I0AHbLIX NOrOAHbIX YC/IOBUNA.

-Cnepyet nsberatb CO/IHEYHbIX BaHH, CONAPMEB U BO3AENCTBUA CUIBHOTO Tenna (HanpuMEp; cayHbl
UTypeLKoi 6aHKn) B TeueHne 14HA NOC/e feveHuns,
i *13e/1Me NocTaBNAeTCA B NpeABapuTeIbHO HamMO/HEHHbIX O4HOPA30BbIX LWINpULAaxX B 6INCTEPHOMN
myrakoBke. [enb, cogepxawuiica B npefBapuTeNibHO 3ano/IHEHHOM LWNpuue, ctepuseH. Bauctep
npeacTasnsieT COO0M 3alWMTHYK YNaKOBKY W He npefHasHayeH Ans obecneyeHus sCTEPULHON
GapbepHO/ CUCTeMbl. WIrnbl B YyMakoBKe CTepPU/bHbI W NpeAHasHayeHbl A5 OAHOKPaTHOro
npMMeHeHus. He cTepunnsoBaTb NOBTOPHO NOC/e UCMONb30BAHUS.
-W3genve npefgHa3Ha4yeHo Ana OAHOKPATHOrO MCMOMb30BaHMA, YTO 03HAYaeT, YTO OHO MOXET ObITb
NPYMEHEHO TO/MILKO OAWH pa3 TONIbKO Y OAHOro nauveHta. Co6paHHbIA WOPKAL, HEOH6XOANMO
yTUAN3MpOBaTb cpasy MNoc/ie WUCNOoNb30BaHWA, "HE3aBUCMMO OT TOro, Obln [<BBeAeH pacTBOp
MONMHOCTbIO. B cnyyae nNOBPeXAeHUS Wbl APW BBEAEHUN NALMEHTY HECKONbKUX WHbEKLMiA
enaTesbHO 3aMeHUTb ee HOBOW MTNOM.
- Ecnn ato u3genve 6ynet NofBepXXeHO nepepaboTke u/vnm MoBTOPHOMY (Uenonb3oBaHuUto, Fidia
Farmaceutici He MOXET rapaHTMpOBaTb COXPAHHOCTb PabounX XapaKTepuCTUK, PYHKLNOHAIbHOCTH,
CTPYKTYpbl MaTepuana, a TakKe YNCTOTbl MAN CTEPUNBHOCTU M3fenns. NMOBTOPHOe MCNONb30BaHue

A MOXeT MpuBeCTM K 3ab0/neBaHWIO, 3apPaKEHUI WU/MAKN  Cepbe3HbIM, -TpaBMaM 4YefloBEKa WM

rnosib3oBatens.
- Mocne ncnonb3oBaHUs YTUAN3UPYIATE B COOTBETCTBUM C NPUMEHUMONA HaUMOHaIbHOW NPaKTUKOW.

- He npumeHsinTe npy NoBpeXAeHUN YNAaKOBKN W, B YaCTHOCTW, BANCTEPOB WNPULA U U/bI.

- He ucnonb3yiiTe nsgenve nocne UcTedeHUs cpoka rogqHoCTH, yKasaHHOro Ha ynakoBkKe.

- XpaHuTe B HeJOCTYNHOM A/11 LeTe-MecTe.

- OTCYTCTBYIOT KAWHWYECKME AdHHble O BO3MOXHOM B3aMMOAEACTBMM C APYTMMW MeTOAaMu
3CTETMYECKOM Koppekumn (umnaHTaums 6uomatepuanos, AMPTUHT, UHBEKLMUM 60TYNOTOKCUHA,
nasep, XMMUYECKUI NMUAWHT) AKX TIEPMaHEHTHbIMU uanepamun.

- OTCYTCTBYIOT KMHUYeCKUe AaHHble 0 npumeHeHun rend HY AL SYSTEM ACP y naumedTtoB C
ayTOMMMYHHbIMWU  COCTOSIHMAMM  (CMCTEMHAaA KpacHas BONYaHKa, CKiepogepmus U =ap.),
HOBOOGpa3oBaHUAMM UK MPU_NPOLOMHKAKOLWENCA UMMYHOCYMPECCOPHON Tepanuun. TakuMm ab6pasom,
B 3aBMCMMOCTM OT XapakTepa 3aboneBaHUs MeAULUHCKUIA PaBOTHUK JO/HKEH Bbl6GMpaTb HazHayeHme
M CONyTCTBYIOLLEe NleyeHne B UHANBUAYAbHOM NOPALKE.

HexenaTtenbHble peakyum (Mo6oUHbIE peakLmn)

B o6nactn BBefeHWA MQryT MpOsiBNATLCS peakuuu, 00bIYHO CBSiI3aHHbIE C MHBLEKUWEN, Takne Kak
NOKpPacCHeHWe, MWHMManbHble remMaTOMbl, OTEK, 3KXWMO3Has 3JpuTeMa W ferkas 601b, KOTopble
CMNOHTAHHO MPOXOAAT B NEPNOJ OT HECKO/IbKMX YacOB. 10 HECKONbKNX AHEW nocne BO3ZHNKHOBEHNS.

YCcnoBma XxpaHeHUs, TPaAHCNOPTUPOBKN U NMPUMEHEHNSA

XpaHUTb ¥ TpaHCNOpPTUPOBaTh Npy Temnepatype oT +2°C [0 +8 °C 1 OTHOCUTENbHOM BNaXHOCTK
60 %. HenpogoaXuTtefnbHble U3MEHEHUS TEMMEPaTypbl, BO3MOXHbIE BO BpeMs. TPaHCMOPTUPOBKHK
NN XPaHEHUSA ~HE BNNAIOT Ha (PU3NKO-XMMUYECKME XapaKTepUCTUKN U3Lenns.

He 3amopaxmBaTb.

Mpn nNpUMEHeHUM wu3aenMe YCTOMYMBOS K Temnepatype oT 32 Ao~ 42°C, BO3[AeNCTBUIO
BMONOrMYeCKMX XNAKOCTENR 1 BblJeNeHNA TKaHel opraHn3ma, ¢ KOTOpbIM{QHO KOHTaKTUpyerT.

KomMnneKT mocTaBKn
«[enb A4S 3aN0NHEHUS MATKUX TKaHel Ha OCHOBE rmanypoHoBoi kucaoTel HYAL SYSTEM ACP»

MocTaBAAeTCA B KaPTOHHON YyMakOBKE;: KOTopas cofepXuT 6auctep ¢l (04HMM) npeaBapuTesibHO
HaNOMHEHHbIM OAHOPA30BbIM LUNPULEM, COAepXawwmnm 1 Mn rena un 2 (4ByMs) CTEPUSIbHbIMU UTNamm
- 30G, 13 mMm 130G, 4 MM - NHAMBUAYANBHO YNaKOBaHHbLIMW B NMIACTMKOBbIE Kamncy/bl, MHCTPYKLUIO
Mo NPUMEHEHNIO U 2 (4BE) HaKMEWKUN C yKa3zaHWeM HauMeHOBaHWUS M3f4enns, HOMepa Cepumn 1 cpoka
rogHocTu.

Perucrparma MU B Pocagpasramzope
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CpoK rogHocTH
CPOK roAHOCTN MeULMHCKOro n3genusa: 36 mecaues. He ncnonb3oBaTb M3genne nocjie UCTEYEHMA

CpOKa rogHoOCTHN, YKa3aHHOIro Ha yrnakoBKe.

Crepunnusaumnsa MeguLmnMHCKOro nsgenmsa

«[efb ANa 3an0/HeHN MATKUX TKaHel Ha OCHOBe rnanypoHoBoli kucnotel HYAL SYSTEM ACP»
AB/IAETCA OAHOPA30BbIM MeANLUHCKUM U3Lennem.

MpenBapuTeNbHO Hano/IHEHHbIE LUMPULbI CTEPUIN3YIOTCA B/IaXKHLIM TensoM. [locTaBaseMble UTNbl

CTEPUNN3YIOTCS PafnaLUOHHBIM METOA0M.

YTnnusauusa

Mocne ncnonb3oBaHUs n3genve cnegyet yTUAN3MPOBaTb B CreumasnbHblii KOHTEHep. 3anpeLieHo
YTUNN3NPOBaTb COBMECTHO C BbITOBBIMU OTXO4aMMU.

Vcnonb3oBaHHOe v3genvie crefyeT YTUAIW3MPOBATL Kak MOTEHLMaNbHO OMacHbIe (3arpsisHeHHbIe)
MeAuUMHCKMe oTxodbl (knacc B). Hencnonb3poBaHHOe n3fenve unv usfenve € MUCTEKLIUM CPOKOM
rOAHOCTU MOXHO YTUNN3NPOBATb KaK 06bl4HbIe-(He3arpsasHeHHbIe) MeAULIMHCKIAE OTXO0AbI (Knacc A).
O6paTnTech K HauMOHaNbHbIM PYKOBOACTBAM (U caHUTapHbIM cTaHgapTam (CaHlMuH 2.1.3684-21),

KacaloLWmnmcs nepepaboTKn MeaULNHCKNX OTXOA0B.

lNMponsBognTeNb:

PNOANA dapmaueyTtucn C.n.A (FIDIA Farmaceutici S.p.A.), Ntanus
Via Ponte della Fabbrica 3/A

35031 Abano Terme (Pd) - Italy

Ten.:+39 049 8232111

E-mail: info@fidiapharma.it

MapaHTWMiiHble 0683aTe/IbCTBA U PEKNamMaLnm

KomnaHus «PNANA PAPMALEYTUNCK C.n.A» npuHMMaeT Ha €e6a rapaHTUiiHOe 0653aTeNbCTBO
nepes KOHEYHbIM MOJIb30BATE/IEM B OTHOLIEHUM MeAULUHCKONO un3fenns «lefb gng 3anosiHeHus
MSATKUX TKaHeil Ha ocHoBe (rwanypoHoBoi kucnotel HYAL SYSTEM ACP B cocTaBe» no
OTCYTCTBMIO Ae(heKTOB Y COOTBETCTBMIO 3aAB/IEHHBIM NPON3BOAMTENEM XapaKTepnUcTUKam B TeHeHne
36 MecsLeB CO [HA W3rOTOBNEHMSA, MPW COOGMOAEHUN YEAOBWIA, YKa3aHHbIX B WHCTPYKBMM MO

MPUMEHEHUIO.
Mpy BOZHUKHOBEHMMN HEXenaTeNbHbIX SBAeHWI 06pallaTbCs K yNoNHOMOYEHHOMY MpeAcTaBUTeNto

NMPou3BOANTENSA Ha TeppuTopun Poccuinickon depepauui.

Y NO/THOMOYEHHbIN NPEACTaBUTE b NPOU3BOAUTENS Ha Tepputopun PP

OO6LLeCTBO C OrpaHWHEHHON OTBETCTBEHHOCTbIO «Dumana Papma Pawa» (000 «dumama Palwa»),
Poccusa, 123610 /~f. MockBa, BH.Tep.r MyHWUMNanbHbIA  OKpyr  [MpeCHeHCKuin, Hab.
KpacHonpecHeHckas, 4. 12, nomely. 1/18.

TenedoH: +7 (495) 249-54-95

E-mail: info@fidiapharma.ru, claims@ fidiapharma.ru

CumMBONbI, NCMOMb3yeMble HA MAapPKUPOBKE

1 .
06paTI/ITer K MHCTPYKUMKX MO NPUMEHEHNIO

Vicnonb3oBatb A0

GEI Kog naptun

«vne | CTepunusauus napom
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STERILE R PagnaumnoHHaa ctepunmnsaumnsa

(@ He ncnonb3osaTh npn nospexxaeHnn ynakoBku

TemnepaTypHbIA AnanasoH

3ar|peT Ha NMNOBTOPHOE NPUMEHEHNE

MN3rotoButesnb
d
O Cuctema € 0fMHapPHBIM CTepU/ibHbIM 6apbepom
A OCTOpOXHO
lNepeyeHb  MeXAyHapOAHbIX  HOPMaTUBHbIX JOKYMEHTOB / CTaH4ApTOB, KOTOpPbIM

COOTBETCTBYET MeJULNHCKOE N3Le/ne
OuvpektnBa 93/42/EEC, ISO 9001:2015, EN ISO 13485:2016/A11:2021, EN ISO
14971:2019/A11:2021, ISO/TR 24971:2020, EN 1SO 14630:2012, PernameHT 1907/20086,
OnpekTuea komuccum EC 2003/94/EC (2003), Tekyuiee nsgaHne Esponeiickoli thapmakoneun, 1SO
14644-1:2015, EN 556-1: 2001 /"AC:2006, EN ISO 17665-1:2006, ISO/TS 17665-2:2009, EN 1SO
11737-1:2018/amdl:2021, 1SOC11138-1:2017, EN ISO 11138-3:2017, EN I1SO 14161:2009, EN
285:2015 + Al 2021, EBporelickas ¢apmakones 2.6.14 bakTepuanbHble 3HAOTOKCUHBbI.
EBponelickas apmakones 2.1:6.1. CtepunbHocTb, EN ISO 80369-7:2021, I1ISO 80369-20:2015, ISO
11040-4: 2015/Amdl:2020,(1SO 11040-5:2012, 1SO 11040-8:2016, ISO 11607-1:2020/A11:2022,
EN ISO 11607-2:2020/Al 1;2022, CPMP/QWP/122/02, pea.1 (2007), ICH Q1A(R2), EN I1SO 10993-
1:2020, EN ISO 10993-2:2022, EN 1SO 10993-3:2014, ISO 10993-5:2009, ISO 10993:6:2016, EN
ISO 10993-9:2021, EN SO 10993-10:2023, EN 1SO ,10993-11:2018, EN I1SO 10993-12:2021, EN
ISO 10993-16:2017, EN.ISO 10993-17:2023, EN 1SO" 10993-18:2020/Amdl:2022,1SO 10993-
23:2021, ICH Q3D, ICH Q3C, EN ISO 14155:2011, MEDDEYV 2.7/1 pepf.4, EN 1SO;15223-1:2016,
EN 1041:2008 +AH2013, MEDDEV 2.7/3 pen.3, MEDDEV 2.12/2 pep.2, IEC 62366:.2015+Amdl:
2020, IEC/TR 62366-2:2016.

CooTBeTCTBME CFaHAapTam Poccuiickon depepaunm

FOCT 31214-2016, TOCT P 52770-2016, FTOCT MCO 10993-1-2021, TOCT R CO 10993-2-2009,
FOCT NCO 10993-5-2011, FOCT MCO 10993-6-2021, TOCT NCO 10993-10-2011, FOCT NCO
10993-11-2024, O®C.1.2.4.0005.15, FOCT-P) 52770-2023, MY 1856-78,~MP 1436-76, MYK
4.1.3171-14:MYK 4.1.3166-14, TOCT P M3K 62366-1-2021, FOCT MCO"11607-1-2018, FOCT
P NCO 15223-1-2023 TOCT P NCO 14630:2017.

3Ta NHCTPYKLMA npoLuia NocnegHoo pegakumo B gpespane 2024 r.
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«Pngmna» (Fidia)

WHCTPYKUUS NO MPUMEHEHUIO MEAULIMHCKOTO 1U3aenms
enb ANa 3aN0fIHEHUS MSATKMX TKaHeid Ha OCHOBE rMasypoHOBON(KNCIOTbI
HYAL SYSTEM ACP

YTBEPXAEHO

Kapno Muuuokapo (Carlo Pizzocaro), NpesnaeHT,
«PNOANA dapmauyeyTucn C.n.A.» (FIDIA Farmaceutici S.p.A.)

<noanbICb>

/nevatb/: HUKOJTAC MAPKOTNHA
(NICOLAS MARCOLINA),
HOTAPUYC I'. MAAYA

<nognucb>

«buama papmaueytucu C.n.A.» (Fidia famiaceutici S.p.A) Bua MoHTe genna ®ab6puka, 3/A, 35031 A6aHo Tepme (npos.
Magys), Utanua (Via Ponte della Fabbrica 3/A, 35031 Abano Terme (PD), Italia)— Ten. +39 049 8232111 — dakc +39 049
810653 — info@fidiapharma.it
AQpec cepTudmUMpOBaHHOM 3M1EKTPOHHONM nouTbl: DL@pec.fidiapharmapec.it— www.fidiapharma.com— Ne peructpauun B
peectpe npegnpuaTuid 1. Magys/kof Hanoronnatenslwmka/kog ynnatel HAC: 00204260285. Kog nonydatensi: SNACSRI —
aKUMOHepHbI  KanuTas:: 36 120 000 eBpo (NMOMHOCTbHO  BHECEHHbIV). Ne pernctpaumMm B TOProBO-PEMEC/IEHHON 1
CEe/IbCKOX03AMCTBEHHOM NanaTte r. [aaysa: 80793

Perucrparma MU B Pocagpasramzope
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S HWKenognucaswmiiess a-p HNKOTAC MAPKOJIMHA (NICOLAS MARCOLINA), Hotapuyc r. Magys,
3aperncTprpoBaHHbii B HoTapranbHo/ nanate okpyra [Mafyst (Collegio Notarile del Distretto’ di Padova),

HactoAwym YAOCTOBEPAKO, yto:
*r-H KAPJIO MULIOKAPO (CARLO PIZZOCARQ), pogvsLumiica B I. MunaH (Utanns) 9 asrycta 1969 roga,

SBMFETCA NpeaceaaTesieM CoBeTa AMPEKTOPOB W 3aKOHHbIM MpeacTasuteneMm «®UANA ®APMALEYTUCKU
CIMNA» (FIDIA FARMACEUTICI S.p.A.), KOMMaHW1, YYPeXAEHHOW W AeACTBYHOLLEA B+ COOTBETCTBUM C
3aKOHOJATEeNbCTBOM UTanun, othnumanbHO 3aperncTppoBaHHOM B KayecTBe HOPMAMYECKORO NMua MO afpecy:
A6aHo Tepme (Maays, Ntanus), Bua MoHTe genna dabbpuka, Ne 3/A (Abano TerTe (Padua —ltaly), Via Ponte della
Fabbrica n. 3/A), 3aperncTprpoBaHHON B PeecTpe KOMMaHwii T. Mafysi ¢ perncTpaumoHHbIM HOMEPOM U KOAOM

HanoronnatenbLpmka 00204260285.
JIN4HOCTb YCTaHOB/IEHa, 3aHMaemast JO/HKHOCTb 1 MPaBo MOANMCY YA0CTOBEPEHbI MHOM, 0'YeM cAenaHa 0TMeTKa B

HVDKHE YacTy CTpaHULbI BbILLEYKa3aHHOI0 AOKYMEHTa;
r. Magys, 9 despansa 2024 roga.

<noanmcy>

/Meuats/: HUKOJTAC MAPKOJIMHA (NICOLAS MARCOLINA), HOTAPUYC I. NALYA

/Mevats/: HUKONAC MAPKOJ/IMHA (NICOLAS MARCOLINA), HOTAPUYC I. NAAYA

Perucrparma MU B Pocagpasramzope
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MepeBo/ aHHOTO TEKCTA BbIMOMHEH NEPeBOAYMKOM MaxTyHOBbIM AnekceeM Bnagumuposuuem

noannmcob

Poccuiickaa degepayms
Nopog MockBa
JecaToro anpensd ABe TbiCAYM ABafUaTb YeTBEPTOro roga

A, Kopcuk Mapus AnekcaHApoBHa, HoTapuyc ropoga MocCKBbIl, CBUAETENbCTBYIO NOAJIMHHOCTL NOAMUCH
nepesofuvKa NaxTyHoBa Anekcesa BnaguMmmpoBuya.

Mognuck caenaHa B MOEM MPUCYTCTBUN.

JInyHOCTb MoANMCaBLLEro JOKYMEHT YCTaHOB/IEHA.

/\0 N

3aperucTpupoBaHo B peecTpe: Ne 77/2139-H/77-2024-

YnnayeHo 3a CoBepLUeHMEe HOTapuasibHOro gercteus: 400 py6. 00 kon.

NoANnCb MepboBas nevartb MepboBas neyarTb
HoTapuyca r. MockBbl HoTapuyca r. MockBbl
Kopcnk M A, Kopenk M.A.
M.A. Kopcuk

Bcero/mpoLUHypoBaHo, NPOHYMEPOBAHO
1 CKpPETIeHo nevartbio 17 imct(-a,-0B).

Hotapuyc: noannmchb
Pocculickas degepauus

MNopog MockBa
[ecaToro anpena gs™MMer™uam geaguatb HeTBepToty7y

4, Kopcnk Mapua AnekcaHApoBHa, H )ropo,qa MOCKBB!, CBa/,C\I,/ETe}'Ib%TBy}-O’f Bep» Konuwn ¢
MpeacTaB/ieHHOro MHe JOKyMeHTa.  / n
3apeructpuposaH” N2139-1"M7-2024=40 3
mr

Y \' '0

Ynnade, Aenctans:+1800 py6. 00 KO\O/
1/ 4\
* 8

M.A. Kopcuk”

Bcero npoLLHypoBaHo
11 CKpeneHo rnevatb

HoTapuyc
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