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INSTRUCTIONS FOR USE
For Russian Federation

Trade name of medical device: Intra-articular gel OArt+

Purpose: For viscosupplementation of intra-articular synovial fluid in damaged joints and for
improving of viscoelastic properties.

Field of application:
The gel is used in specialized medical and medical-prophylactic institutions.
Only for use by physicians who have been trained to inject implantable gels.

Information about active ingredient (sodium hyaluronatc solution):

Intra-articular gel OArt+ is a clear sterile solution of sodium hyaluronate with different
molecular weights and concentration in phosphate buffer solution depending on dosage.

The active ingredient of the intra-articular gel OArt+ (OArt+ 10, OArt+ 44 and OArt+ 120) is
sodium hyaluronate. Sodium hyaluronate is obtained by bacterial fermentation of the natural
bacteria Streptococcus equi, no animal tissue/cells are used. Intra-articular gel OArl+ is
completely absorbed, serves as an analogue (implant) of synovial fluid produced in the human
body.

The gel gradually dissolves over lime. The time of complete biodegradation and excretion
from the body is 6 - 12 months and depends on the individual characteristics of the patient.

Indication for application of medical device:
* The gel is indicated for supplementation of synovial fluid in joints and to improve
viscoelastic properties of synovial fluid in case of OA.

Contra-Indications:
The product should not be used for patients
* with aknown hypersensitivity reaction to any of the components of the product;
e with septic arthritis;
« with infections of the skin or dermatological diseases at the injection side;
e given coagulation inhibitors.

Precautions for use:
e patient should be informed about particularities of gel application, contra-indications
and possible side effects;
» before use it's necessary to check that the packaging is not damaged and the expiry
date of the product;
« application is not recommended during pregnancy and lactation;
» application is not recommended in patients younger 18 years.

The product must not be used if:

e it'sexpired;

» the packaging is damaged.
Notice! During primary cleaning of site for injection do not use antiseptics containing
quaternary ammonium compounds:

It's recommended to avoid contact with products containing quaternary ammonium
compounds.
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»

Interaction with other medical devices:
Simultaneous application of other injectable gels is not recommended since no clinical data
related to compatibility of the product with analogue medical devices are available.

Biocompatibility:
Toxicological data show that the product is well tolerated and has low allergenic potential.

Guidelines:

the application of the medical device should be performed by physicians who have
been trained to inject implantable gels;
for areliable assessment of the feasibility and maximum efficiency of the application
of an intradermal implant, a preliminary assessment of the patient's condition is
necessary;,
the application should be performed in accordance with roles of aseptic and antiseptic
conditions;
the injection should be performed without efforts;
for injection of the gel following size of syringe needle for single use with Luer Lock
adaptor is recommended:
- Needle with size 21 (0 0.8 mm) is suitable for injection of Intra-articular gel
OArt+ 10 and OArt+ 44;
Needle with size 19 (0 11 mm) is suitable for injection of Intra-articular gel
OArt+ 120.
The product should be injected into the articulation. Intra-vascular or intra-tissular
injection should be avoided.
The local application of ice for 5 - 10 minutes may reduce side effects after the gel
injection.
Simultaneous intake of analgesics or anti-inflammatory drugs by oral route may be
useful during the first days after treatment.

Method of administration:

Remove air bubbles from the syringe before injection.
The skin is disinfected with local antiseptic.
The product is injected in the Joint, once a week, 1- 5 times. The beneficial effects of
the treatments are maintained during at least 6 months. In the case of intra articular
swelling, fiuid should be removed by aspiration before the hyaluronic acid injection.
Depending on the size of the Joint: 1, 3 or 5 injections of 1 ml, 2 ml or 4.8 ml may be
administered intra-articular.
The prefilled syringe of 1 ml is the volume adapted for small Joints.
- The prefilled syringe of 2 ml is the volume adapted for the knee, hip, shoulder and
ankle.
- The prefilled syringe of 4.8 ml is the volume adapted for the knee only.
The recommended treatment regimen with the mono dose of 4.8 ml for the knee is one
injection, which may be repeated 6 months later based on the clinical experience or
the pain relief obtained by the patient.
For additional injections the consultation of the physician is needed.
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Side effects:

Before treatment the patients should be clearly informed about possible side effects.
In rare cases immediately or during some period after injection following local side effects
may occur:
« inflammatory reactions (redness, swelling) which may be associated with pruritus,
pain if pressing. These reactions occur after injection and the duration is till 1week;
* mild bleeding, especially in the presence of bleeding disorders or taking drugs that
reduce blood viscosity;
* hardening or compaction at the injection site;
» skin discoloration at the injection site;
« skin pigmentation at the site of implant placement;
* hypersensitivity to the components of the gel, especially sodium hyaluronate.
The patient should be clearly informed to provide their doctor the information of any side
effects lasting more than one week. In this case, the doctor may prescribe the appropriate
treatment to the patient.
The information about all adverse and side effects related to gel injection should be provided
to the doctor.

Strongly prohibited!
» Intra-vascular injection and also off-label use;
» Dilution of the gel and injection with other substance in one syringe;
» Usage if packaging is damaged,;
e Re-sterilization;
» Use after expiry dale.

Storage and transporting conditions:

The device in packaging from the manufacturer should be stored at temperature + 2 °C to +
25 °C and relative humidity of 40 to 70 %, in ventilated warehouse, protected from light and
atmosphere effects, at distance not less of 1 m from heater in dry place. Avoid from organic
solvents, ionizing radiation or UV since it can lead to destruction of plastic. Avoid impact
effects.

Keep out of the reach of children!

Attention! Do not freeze!

The device is transported by all types of covered vehicles, except for unheated compartments
of aircraft, in accordance with the rules approved in the established manner for each type of
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transport. Transportation by sea must be carried out in accordance with the "Rules for the
safety of sea transportation of general cargo.”

Type of shipment - in containers or by other means as agreed with the consumer, at a
temperature of + 2 ° Cto + 25 ®C.

Shelf-life:

42 (forty-two) months from date of manufacturing (finish sterilization).

Manufacturer guarantees the stability of gel components until expiry date in case if
transporting, storage and application conditions were kept in accordance mentioned in the
Instructions for use.

Packaging (set of medical device):

10 ml or 2.0 ml of gel contained in glass syringe with nominal volume 2.25 ml and
4.8 mi contained in glass syringe with nominal volume 5.0 ml in blister and consumer
packaging - carton box with instructions for use. Graphic symbols applied on consumer
packaging are common for international circulation and allow explanation of necessary
requirements for medical device by visual demonstration - storage conditions, presentation,
etc.

Chemical composition of Intra-articular gel OArt+:

Specification acc. Product and filling

. to current edition Unit formula for
Ingredient volume
of European | ml Svringe
Pharmacopoeia yring

10.0 mg (1.0%) OArt+ 10(1.0 ml)
22.0 mg (2.2 %) OArt+ 44 (2.0 ml)

25.0 mg (2.5%) OArt+ 120 (4.8ml)
OArt+ 10 (1.0 ml)

Eur.Ph. 1472

Sodium hyaluronate current edition

| | Eur.Ph. 0193 8.50 mg OAIt+ 44 (2.0 ml)

Sodium chloride current edition
6.50 mg OArt+ 120 (4.8ml)

Disodium hydrogen Eur.Ph. 0602
phosphate dihydrate current edition 0.563 mg
Sodium dihydrogen Eur.Ph. 0194
phosphate dihydrate current edition 0.045 mg
Water for injection Eur.Ph. 0169 g sad 1ml

current edition

Technical characteristics of intra-articular gel OArt+:

Tests Specifications

Appearance Clear, colorless, particle free viscoelastic gel
Osmolality 270 - 400 mOsmol/kg

pH 6.8-7.4

Extractable volume > to nominal volume / syringe

Sodium hyaluronate 9.0-11.0 mg/ml (OArt+ 10, 1.0 %)

content 19.8- 24.2 mg/ml (OArt+ 44. 2.2 %)
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22.5-27.5 mg/ml (OArt+ 120, 2.5 %)
> 10 pm: 25000 per syringe

Particles > 25 um: 5000 per syringe
Sodium Hyaluronate 0.8 - 2.5 million Dalton (OArt+ 10, OArt+ 44)
Molecular Weight 12- 3.2 million Dalton (OArt+ 120)

> 10 000 mPas (OArt+ 10)

Viscosity at zero shear > 50 000 MPas (OArt+ 44)

rate > 200 000 mPas (OArl+ 120)
U.V. Transparency Conform
Bacterial endotoxins <0.5 U.l./ml

Gel is sterile. Sterilization is performed by moist heat (autoclaving).

Presentation:

Intra-articulargel OArt+ is presented:

1 Intra-articular gel OArt+ 10 as set:

- 1.0 % sodium hyaluronate solution, 1.0 ml in syringe.
- instruction for use -1 pcs.

2. Intra-articular gel OArt+ 44 as set:

- 2.2 % sodium hyaluronate solution, 2.0 ml in syringe.
- instruction for use -1 pcs.

2. Intra-articular gel OArt+ 120 as set:

- 2.5 % sodium hyaluronate solution, 4.8 ml in syringe.
- instruction for use -1 pcs.

Procedure for disposal:

Used syringes should be disposed as potentially infected devices related to Class B of medical
wastes. Product with damaged packaging or expired products should be disposed as medical
waste Class A in accordance with the Sanitary Rules and Norms 2.1.7.2790-10

Manufacturer: Albomed GmbH
Hildebrandstrasse 11, 90592 Schwarzenbruck, Germany
'Pel. +49 (0) 9183-95 69 82-0, e-mail: info@albomed.eii

Manufacturing site: Tronjestrasse 14, 44139 Dortmund, Germany
Tel. +49 (0) 9183-95 69 82-0, e-mail: info@albomed.eu

Distributor: Mercure Pharma Consulting, C/o A.A.C.l. 6 Avenue Du Pre Felin PAE Les
Glaisins - Annecy-le-Vieux 74000 Annecy France

Tel. + 33673 29 31 89, +33613 54 73 25, e-mail: vreje.iliozer@orange.fr,
stephan.chianea@yahoo.fr

Authorised representative on the Territory of Russian Federation: LLC Tirupharm

125424 Moscow. Russia Skhodnenskiy tupik 4, office 516
Tel: +7(495) 269 68 94, email; info@tirupharm.ru
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Urkundenrolle-Nr. 141/2020

Beqgiaubigungsvermerk:

Auf die Vorschriften des Datenschutzes hingewiesen, erklarte der Erschienene sein
Einverstandnis, die Daten EDV-mafiig zu speichern, zu verarbeiten und in Volizug
dieser Urkunde an Dritte zu ubermitteln.

Vorstehende, vor mir volizogene Unterschrift
des Herrn Peter Halfwassen, geb. am 13.04.1952
wohnhaft Bergweg 8 in 59427 Unna

-von Person bekannt -

handeind als einzelvertretungsberechtigter GeschaftsfOhrer der Albomed
GmbH mit Sitz in Schwarzenbruck, eingetragen im Handelsregister des
Amtsgerichts Nurnberg HR B 31852, was ich aufgrund elektronischer Einsicht
in das Register bestatige,

beglaj/bige ich hiermit.

Der MUtar fragte den Erschienenen, ob er Oder eine der mit ihm beruflich
verbunatenen Personen in einer Angelegenheit, die Gegenstand dieser Beurkundung
ist. aulie®baib des Notaramtes tiitig war Oder ist. Eine Vorbefassung wurde verneint.
Ich habe ule Urkunde nicht entworfen und war mit einer inhaltlichen Prufung nicht

beauftragt.

Unna. 01.

3o0acbll Whstl
-MWary
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APOSTILLE
(Convention do La Mayo rii; " nctobre 1961)

1 Land: Bundesrepublik Dci.i :,.;nd
Diesf? offcntlicho
2. ist unierschrieben von Y2

Notar M::lar/1-Yry® t,
3. in seiner - i*af-Eicjenschafl ahs

Notar

4. sie isl verseha: iri.l (*m Siectol cies (to )
Notaf/a mnn/i.A7(n [A .M 97Cr

Bestaligt

5. Dorttmind 6. am [/ Cf, (Q”"r. y t?

7. durch don Prasidenten dcg”Laridgerichts

8. untcr Nr. 9E4- 74 /ScV.

9. Siegel 10. Unlorschrift

in Verlretung
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VHCTPYKUMS MO NPUMEHEHWIO

[enb BHyTpUCycTaBHbli OApPT+

ANBOMEQN I'm6X,
Xunbpe6panawTtpacce U,
90592 WBapuenbpyk, FepmaHuns
Ten.; +49 (0)9183-956982-0
dakc: +49 (0)9183-956982-9

e-mail: info@ albomed.eu

OTBETCTBEHHOE /INL0 Mutep XandBacceH

A omKHOCTb PYKOBOAWTENb ANBOMEA TmM6X
YHHa 01.04.2020

(mecTo0) (pata)

<Mopanuce>
(noanuce)
Mevyatb: AAIBOMEL TMBX
XunnbaebpaHgwTtpacce 11
-90592 WBapuenbpyk
Ten.: +49 (0)9183-956982-0

®akc:+49 (0)9183-956982-9
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NHCTPYKUNA no NMPUMEHEHWIO

Oons obpauweHns Ha Tepputopun PP

HanmeHoBaHMe MeAULMHCKOro u3genunsa: lenb BHyTpucycTaBHbli OApPT+ (ganee no TekcTy refb
N usgenve).

HasHaueHuve: [MMpeAHasHayeH A/ yBENMUYEHUs 0GbEMA CUMHOBUASIbHONM >KUAKOCTU, Y/yulleHUs ee
BSAI3KOCTU W 9M1aCTUYHOCTU B NMOPAKEHHBIX CycTaBax.

O6nacTb NPUMEHEHUA MEAULMHCKOTO U3LeNuns:

F'efb NPUMEHSIETCA B CNELMa/IM3MPOBAHHBIX 1eYe6HbIX 1 NeueBbHO-NPOGUNIAKTUYECKIX YUPEXAEHMSIX.
Ons npyMeHeHus u3genma MoOryT ObiTb AOMNYLWEHbI TOMLKO Bpayu, MpoLewne cneuvasbHyo
NOArOTOBKY MO NPUMEHEHWI0 UMMNIAHTUPYEMBIX Teneli.

MHhopmauma 06 0CHOBHOM BellecTBe resist (pacTBOp HaTpuUA ruanypoHarta):

lenb bKyTpucycTasHbli OApT+ npeacTaBnseT coboli Npo3payHblil CTePU/bHbIA PacTBOp HaTpus
rmajsiypoHata, pasHOi MOJMEKYNAPHOA MacCbl U pa3HO KOHUEHTpauuu B  diocthaTHO-COMeBo.M
6ydhepHOM pacTBOpe B 3aBUCUMOCTU OT UCMOJTHEHUS.

OcHOBHbIM KOMMOHeHTOM [ena BHyTpucyctaBHoro OApT+ (OApT+ 10, OApT+ 44 n OApT+ 120)
SIBNAETCA HaTpusl  rvanypoHar. Hatpua rvanypoHar nosyvyalT MeToAoM  GakTepriasibHOM
hepmeHTaumn nNpupogHol 6akTepun Streptococcus equi, BELLEeCcTBa XWBOTHOTO MPOUCXOXAEHUSA He
ncnonb3ytoTcA. enb BHYTpUCyCcTaBHbIi OApPT+ ABNSETCA MNOSIHOCTbIO BCaCblBaeMbIM, aHa/IoroM
(MMnNaHTaToM) CMHOBMA/IbHOM XXWAKOCTU, BblpabaTbiBaeMoi B OpraHu3me YesioBeka.

lenb co BpeMeHeM MOCTENeHHO paccacbiBaeTcs. Bpe.ws nonHon 6uogerpajaumn n BbiBEAEHUS U3
opraHu3ma cocTtaenset 6-12 mecsAueB 1 3aBUCUT OT MHAMBUAYA/IbHLIX OCOOEHHOCTEN naumeHTa.

MoKasaHus Ana NPUMeHeHUa MeANLMHCKOro U3aenuns:
e T[enb npeaHasHauyeH [/11 3aMeLLEeHVs] CYCTaBHOM CUHOBWA/IbHOW >KUAKOCTW, Y/ydlleHus ee
BSAI3KOCTU M 3M1aCTUYHOCTU Yy NaLMEHTOB C OCTEOAPTPUTOM.

MpoTMBONOKa3aHWs AN NPUMEHEHUS MEAULMHCKOTO U3Lenuns:

W3penvie He LOMKHO NPUMEHATBLCS NauyeHTamu:

* C W3BECTHOW peakuvei runepyyBCTBUTENbICTM K I060MY 13 KOMMNOHEHTOB U34ENUs;
e C CENTUYECKUM apTPUTOM;

*  CVH(EKUMSMI KOXW WK AePMATONOrMYECKUMM 3a60/1eBaHNSIMIA B MECTE UHBEKLINU;
* naumeHTam, KOTOPbIM Ha3HAYEeHbl HEMPSMbIE aHTUKOAry/sHTbI.

Mepbl NpefoCTOPOXHOCTU MPU MPUMEHEHUN MEAULMHCKOIO U3LeNNs:

* rauymeHT JO/MKeH  ObiTb  MPOMHAOPMUPOBAH 06  OCOGEHHOCTAX  MPUMEHEHUs  rens,
MPOTMBOMOKA3aHNAX K €ro NPUMEHEHMIO Y BO3MOXHbIX MOOOYHBIX AeACTBUSAX;

* nepepg MCNonb3oBaHMEM HeobXxoAMMO Yyb6eauTbCA B LIE/IOCTHOCTU  YNakKoBKM  Me[ULMHCKOro
M30enusi, aTak Xe NpoBepuTb CPOK ero rogHocTy;

* TMPUMEHEHNE BO BpemMs GEPEMEHHOCTU WM KOPM/IEHUS TPYAbI0 HE PEKOMEHAYETCS;

* MpUMEHEeHue y nauveHToB 0 18 fieT He peKOMeHyeTCs.

3aunpelgaercu ucnonb3oBaTb MeAULUHCKOE n3genue:
e C UCTEKLINM CPOKOM roaHOCTH;
* €C/n HapylweHa UenoCTHOCTb YNaKOBKW.
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BHnmaHwMe! I'Ipl/l noaAroToBKe MeCta MHBEKUUWN HE WNCMNOJIb30BaTb aHTUCENTUKMH, COﬂ'ep/KaLLI,VIC
YeTBEPTUYHbIE aMMOHUEBDLIE COMN:

PekomeHgyeTca un3beraTb KOHTakTa € MpPoOAyKTamu, coaepXawumu CoegvHeHUs 4YeTBepTUYHOro
aMMOHUA.

B3anmopgencTaume ¢ ApyrumMmm MeguUMHCKUMUN N3LeNTUAMA:

O[IHOBPEMEHHOE  MCMO/Ib30BaHME COBMECTHO C APYrMMW  BHYTPUCYCTaBHbIMW  TENAMU  He
PEKOMEH/IYETCS, TaK KakK K/IMHUYECKME WUCTbITAHWSI MO B3aVMOENCTBMIO C APYTUMU aHa/IOTMYHLIMU
MEAULMHCKUMMN N3LE/UAMMN HE NPOBOAN/IUCH.

BnocoBMeCTUMOCTb:
JaHHble TeCTpoBaHUA Ha TOKCUYHOCTbL CBUAETENLCTBYIOT, YTO re/lb XOPOLLO MEePEHOCUTCA U ABMAETCA
NPOAYKTOM C HU3KMMU asl/1ieprn4eCKnmMmmn CBOICTBaMMW.

MeToanyeckre peKoMeHAaLNN:

e AN NPUMEHEHVS U3AeNVsi MOTyT ObiTb AOMNYLLEHbl TOMIbKO Bpauy, Npolleawme creuuasibHyo
MOAroTOBKY MO NPUMEHEHUIO UMMNAHTUPYEMbIX reneil.

e [N [OCTOBEpHOl/ OLIEeHKU LENecoobpasHoOCTi M MOJyYeHUs MaKCMMasibHON  3thheKTBHOCTY
BBEAEHUA refs HeobxoayMa NnpeaBapuTe/ibHas OLEHKA COCTOSIHUS NaLMeHTa.

»  BBefeHVe TpebyeT TLATeIbHOTO COB/OAEHMSI NPaBUT aCENTUKN N aHTUCENTUKM.

»  BBE[EHVEe [O/KHO OCYLLECTB/SATLCA 6e3 YCUIUIA.

e [ONA BBOAA Trens  PeKOMeHAyeTCcs TMNPUMEHSITb Ccriedytlolye pasMepbl WM UHBEKLUMOHHbIX
O[HOKPATHOIO MPUMEHEHUs A4/1s WnpuUeB ¢ Jlyep-/1oK agantepom:

- Urna pasmepom 21 (0 0,8 mm) nNpegHasHaveHa g/1a BBegeHus Fenst BHyTpucyctaBHoro OApT+ 10
n OApT+ 44;

- Wrna pasmepom 19 (0 1,1 mMm) npegHasHadeHa gisi BBedeHus enst BHyTpucyctaBHoro OApT+
120.

e Tenb pomkeH ObITb BBeAeH BHYTPb cycTasBa. CrepyeT wu3beraTb BHYTPUCOCYAUCTOTO U
BHyTpUTKaE1leBoro BBeeHUs reng.

* MecCTHOe npunoxeHue nbga Ha 5 - 10 MUHYT CNOCOGCTBYET YCTPaAHEHMIO MOBGOYHbIX 3¢heKToB,
BO3HMKAIOLLMX Noc/e BBEAEHUN rens.

* B nepsBble gHM nocne BBeAEHUS Tens LenecoobpasHo NpUMEHeHne 06e360/mBatowmx  Wim
NMPOTUBOBOCM&/IUTESIbHBIX CPEACTB.

Mopsapgok pa6oTsbl ¢ I34Cviliem:

» [epep BBEeOeHNEM rensa yganvre nysbipbKy BO3A4yxa U3 Lwnpuua.

e (Ob6paboTaiiTe KOXY MECTHbIM aHTUCENTUKOM.

» Tenb BBOAAT B CyCcTaB OAUH pa3 B HeAesnto, Kypc MCMNonb30BaHUSA cocTaBnseT 1 - 5 MHbeKuuid.
MonoXunTenbHbIn 3PdIEKT COXpPaHSIETCA B TeYEeHWe MO MeHblueli Mepe 6 mecsueB. B cryvae
CKON/EHMA XNOKOCTU B CycTaBe, A0 BBEAEHUS MMaslypOHOBOM KUCNOTbI XUAKOCTb PeKOMEeHAyeTCs
yaanuiTb NyTem acnupauun.

* B 3aBMCMMOCTM OT pa3mepa cycTaBa BO3MOXHO BHYTpUCycTaBHOe BBefeHve 1, 3 uam 5 uHbekuuii
no 1mn, 2 mn win 4,8 mn.

- MpepgBapnTenbHO 3anoNHEHHbIV WNpUL 06beMoM 1 w1 npeaHasHaveH 419 He60/bLUNX CyCTaBOoB.
- MNpepBapuTenbHO 3ano/THEHHbINV LWNPUL, 06beMoM 2 M NpedHasHayveH ans KoneHa, 6eapa, nieya
N NOOBIDKKU.

- MpegBapuTeNbHO 3anoNHEHHbIN LWNPpUL, 06beMoM 4,8 M NpefHa3HayYeH TOMbKO 419 KOIEHHOro
cycTaBa.
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PekomeHyeMoli cxeMoli BBeAeHUs1 MOHO-A03bl 4.8 M B KOJIEHHbI CYCTaB SIBMISIETCA OAHOKpaTHas
MHBEKLIMS,, MOBTOPHOE MPUMEHEHME KOTOPOI MOXEeT ObiTb Hasl[adyeHo Yepe3 6 MecsLeB Mo
pe3ynbTatam KAVHUYECKUX UCCNeA0BaHUin UK B C/lyYae BO3HWKHOBEHWSI 601 Y MaLMeHTa.

N5 nonyyeHns NOBTOPHbIX MpoLeAyp Heo6XoAMMa KOHCy bTaumsi cneupanmcTa.

Nopanok cbemMa 3alUTHOro Konnayka 1 yCTaHOBKU UT/bI:

v D

Hicffip
T

Bo3MoxHble No60YHbIE IPEKTLI NPU NPUMEHEHUN MEAULUHCKOTO U3Lenus:

Jo Havana neyeHnss naymeHT JOo/MKeH ObiTb NPOMH(OPMUPOBAH O BO3MOXHbLIX MOBGOYHbLIX 3ddeKkTax.
B pegkux cnyyvasx HemMeLsIeHHO WM 3aMef/IEHHO MOryT HacTynartb Crefylolime HexenaresibHble
peakuun B 061acTn BBEAEHMS:

BOCMa/IMTE/bHbIE peakummn (MOKpacHeHre, OTeK), KOTOpble MOTyT CONPOBOXAATLCS 3yA0M, 607160
npyv HagaB/MBaHWM. OTW peakuuyM BO3HMKAIOT MOC/E WHBEKUMM W MOTYT NPOA0/MKATbCA [0
Heaenu;

NErkoe KpoBOTEYEHVEe, 0COGEHHO MPU Ha/IMUMKN HapYLLUEeHWIA CBepTbIBae.MOCT KPOBM WK Mpreme
npenapaToB, CHMXaLWMNX BA3KOCTb KPOBY;

oTBepAeHne Unn ynaoTHEHUS B MECTE MHbEKLUMK;

M3MEHEHVE LiBETA KOXW B MECTE MHBEKLMN;

MUIrMEHTaLMSI KOXW B MECTE BBEEHUS rensi;

a/INIepryeckme peakuym Ha KOMMOHEHTbI Npenaparta, B YaCTHOCTU, HATPUSA rMasypoHar.

CnefyeT npouHbopmMupoBatb MNauyeHTa O HeobXxoAMMOCTU COO0OWMTbL CBOEMY Bpayy O J0ObIX
No6GOYHbIX AeNCTBMAX, Npogo/mkatowmxcs 6onee ogHON Hepenn. B Takom criydae Bpad MOXET
Ha3HaYUTb NaLMEHTY COOTBETCTBYIOLLEE fleHeHMe.

O60 BCex HexenateslbHbIX U NMOBOYHbIX 3AhdieKkTax, CBA3aHHLIX C WUCMOMb30BaHWEM rens, creayet
coobLLaTb CBOEMY Bpauy.

Karteropuyeckn 3anpeLyeHo!

BBOAUTL resib B KPOBEHOCHbIE COCY/bl, @ Takke UCNo/b30BaTb He N0 Ha3HAYeHWIo;

N3MeHATb BA3KOCTb MyTEM €ro pasBefeHns WM BBOAMTb B OAHOM LUMpULe C ApYyrumu
BeLLlecTBaMu;

1CNOMb30BaTh NPU NOBPEXAEHHOW OPUTMHa/ILHON NEePBUYHOW YNaKOoBKeE;

MoagsepraTb NOBTOPHOIN CTepun3aLuu;

Mcnonb3oBaTh C UCTEKLLMM CPOKOM FOAHOCTM.

Ycnosus TpaHCNoOpTUpPOBaHNA N XpaHeHNA MeaANUUHCKOro n3genna

V3penve B ynakoBke NpennpuaTus-n3roToBUTENA OO/HKHO XpaHUTLCA Npu Temneparype oT +2 °C go
+25 °C oTHOCuTEeNbHOW BRaxHocTn oT 40 go 70 %, B NPOBETPMBAEMbIX CKIAACKMX MOMELLEHUSIX,
3alUMLLEHHbIX OT COMMHEYHbIX Nydeli N aTMOCHEPHBbIX BO:LLENCTBUIA, Na paccTosAHUM He MeHee 1 M OT
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OTOMUTENbHLIX MNPUGOPOB B CYXOM TEMHOM MecTe. He pgonyckaTb BO3AEWCTBUSI OpraHUYecKmx
pacTBopuTeneli, MOHM3UPYIOLLEro M3/yYeHUsa WU YNbTPaduoneToBbIX Nydyeld, Tak Kak 3TO MOXeT
NPVBECTM K Nopye NNacTMKoB. Bepeub OT yaapHbIX BO3AENCTBYIA.

XpaHuTb B MecTax, HefJOCTYMNHbIX /151 AeTei!
BHumaHune! He nogsepratb 3aMopadkuBaHuio!

3penve TpaHcnopTupyeTcsa BCEMU BUAAMM KPbITbIX TPAHCMOPTHLIX CPEACTB, KPOME He
oTan/iMBaeMbIX OTCEKOB CaMO/IETOB, B COOTBETCTBMM C NPaBuIaMun, YTBEPXKAEHHbIMN B
YCTaHOB/IEHHOM MOPSAKE O/19 KaXXA0ro Buaa TpaHcnopta. TpaHCnopTUpoBaHME MOPCKA.M
TPaHCNOPTOM [AO0/DKHO NPOM3BOAUTLCS B COOTBETCTBUM C «[paBunamu 6e30MacHOCTM  MOPCKOA
NEPEBO3KN reHepasibHbIX FPY30B».

Bua oTnpaBkM - KOHTEMHepamuM WM WMHbIM CMNOCOG0M MO COr/lacoBaHU0 C MOTpebutenem, npu
Temnepatype ot +2 °C go +25 °C.

CpoK rogHocTu:

42 (copok ABa) Mecsua ¢ AaTbl U3roToBNeHUs (PMHULLIHOW cTepunmMsauun).

Mpou3BoguTenb rapaHTUpyeT CTabuibHOCTb KOMMOHEHTOB refs A0 OKOHYaHWA CpoKa rogHOCTU npu
COGOAEHUN YC/TOBUI TPAHCNOPTUPOBAHUS, XPaHEHUS U NPU.MEHEHWS, YKa3aHHbIX B UHCTPYKLUUN.

ToproBas popma BbiNycKa (KOMNNeKTaums MeguLUMUHCKOro n3aenns):

Fens o6bemom 1,0 ma unam 2,0 M B CTEKNSAHHOM LUNPULE HOMUHA/IbHbIM 00bEMOM 2,25 M1 WUnn
refib 06LEMOM 4,8 M/1 B CTEK/IAHHOM LUMNPULE HOMUH&/IbHbIM 06beMOM 5,0 M1 B 6/IMCTEPHOI yNakoBke
HaxogmMTca B MNOTPEOUTENIbCKON Tape - KapTOHHOW KOPOOKe, CHabXaeTcsa WHCTPYKUuen o
npuMeHeHnto. 1"padmueckme CUMBOJIbI, HAaHOCUMblE Ha MOTPEOMUTE/IbCKYID YNAaKOBKY, MPUHATLI B

MeX/yHapoAHOM 00pallleHun W MNO3BOMSIOT HarNsaaHO O06bSCHWTL HEo6XoAuMble TpeGoBaHMA K
U3OENNI0 - XPaHeHWe, ynakoBKa 1 T.A,

Xnmunueckuin coctaB 'ena BHyTpucyctaBHoro OApT+:

Cneuudomkaums B

COOTBETCTBUM C TEKyLLEel CocTtaB f03bl O6beM HanosIHeHVs Wnpuua
VHrpegmeHTsl
peaakuneii EBponeickoit B 1Mmn n n3genus
hapmakonen (EP)
10,0 mr(1,0%) OApT+ 10 (1,0 mn)
Hatpus E®d 1472 Tekywiero
22,0 mr (2,2%) OApT+ 44 (2,0 mn)
rmasnypoHar n3gaHns
25,0 mr (2,5%) OApT+ 120 (4,8 mn)
OApT+ 10 (1,0 .wn)
E®d 0193 TekyLiero 8,50 mr
Hatpua xnopupg, OApT+ 44 (2,0 .M0)
n3aaHns
6,50 mr OApT+ 120 (4.8 .mn)

Hatpusa rugpodocchart E® 0602 TekyLlero

0,563 mr
aurnppart n3gaHuns
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HaTpusa
E® 0194 Tekyuwero

anrnapodocdar 0,045 mr
n3gaHvs
avrvapat
E® 0169 Tekywero
Boga ans nHbekuwii g.s. 8o 1wmn
n3gaHns

TexHnueckne xapakTepuctmkun Menda BHyTpucyctaBHoro OApT+:

Mokasartesnb Cneundukaums
OnwucaHve Mpo3payHblii, 6ecUBeTHbIN, BA3KO-YNPYIUid reflb, CBO60AHbIV OT
yacTtuy,
OCMONANBIICTb 270 - 400 mOcm/Kr
pH 6,8 - 7,4
13BNneKkaemblii 06beM > HOMVHa/IbHOTo o6bema/ Wwnpuua
CopepxxaHune HaTpusi 9,0 - 11,0 mr/mn (OApT+ 10, 1,0 %)
rmanypoHara 19,8 - 24,2 mr/mn (OApT+ 44, 2,2 %)

22,5 - 27,5 mr/imn (OApT+120, 2,5 %)
YacTtumubl > 10 mkm: 25000 wt/wnpuy
> 25 mkm: 5000 wit/wnpu

MornekynapHas Macca HaTpyst 0,8 - 25 mrH da (OApT+ 10, OApT+ 44)
ryaslypoHara 12- 3,2 wiH da (OApT+ 120)
BsskocTb npu HyneBoi ckopoct > 10000 mMa*c (OApT+ 10)
capura > 50 000 mlMa*c (OApT+ 44)
> 200 000 mIMa*c (OApT+ 120)
Y® npoHLaemMoCTb CootBeTcTBYET
BakrepuasibHble 3HAOTOKCUHDI < 0,5 ME/Mn

F'enb cTepunbHblil. CTEPUAM3aLMSA OCYLLECTBSAETCS BIAXHbLIM TEMIOM (aBTOK/1aBMPOBaHUEM).

BapuaHT kKomnnekrauum:

lenb BHyTpUCycTaBHbIi OAPT+, B CNeAyoLWMX UCNONHEHUSX:

1 enb BHyTpUcycTaBHblii OApT+ 10, B cocTase:

- 1,0 % pacTBop HaTpusa rmanypoHata, 06bemMom 1,0 M B LMpULE.
- UHCTPYKLMSA MO NPUMEHEHWNIO - 1 UT.

2. 'enb BHYTpUCYyCTaBHbI OApPT+44, B COCTaBe:

- 2,2 % pacTBOp HaTpus rmanypoHara, 06beMoM 2,0 M B LLNPULLE.
- HCTPYKUMA NO NPUMEHEeHuIo - 1.

3. 'enb BHYTpUCycTaBHbIM OApT+ 120, B cOCTaBe:

- 2.5 % pacTBOp HaTpusa rmanypoHata, 06bemMom 4,8 M B LUMNPULLE.
- HCTPYKLMS NO NpUMEHeHuo - 1w,
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YTunnsauna UCMNo/ib30BaHHbIX KOMMOHEHTOB:  VICMO/Ib30BaHHble  LIMNPULbl  OO0/MKHbI  ObITb
YTUIM3MPOBaHbl  KakK MNOTEHUMaslbHO  WHAULUMPOBaHHbIE  U3[e/ns, OTHOCALUMECA K Kiaccy
MeAMUMHCKUX 0TXofoB B. M3genvs ¢ HapyleHHON ynakoBKOW WM C UCTEKLIUM CPOKOM FOAHOCTU
[O/KHbI ObITb YTUIM3MPOBaHbI KaK 0TXo4bl kiacca A B cootseTcTeuu ¢ CaHlnH 2.1.7.2790-10.

Mpounssogutens: Albomed GmbH,
Hildebrandstrasse 11, 90592 Schwarzenbruck, Germany.
Ten. +49 (0) 9183-95 69 82-0, e-mail: info@albomed.cu

MecTo npousBogcTea: Tronjeslrasse 14, 44139 Dorimund. Germany
Ten. +49 (0) 9183-95 69 82-0, e-mail: info@albomed.eu

OvcTtpubbiotep: Mercure Pharma Consulting, C/o A.A.C.1. 6 Avenue Du Pre Felin PAE les Glaisins -
Annecy-le-Vieux 74000 Annecy, France, Ten. + 33673 29 31 89, +33 613 54 73 25, e-mail:
vreje.iliozer@orange.fr, stephan.chianea@yahoo.fr

YNONMHOMOUYEHHbIA NpeacTaButens Ha Tepputopumn P®: OO0  «Tupydapm», Poccus,

125424, r. MockBa, CXO4HEHCKMIA TynuK, 4. 4, odmc 516
Ten: +7 (495) 269 68 94, e-mail: info@tirupharm.ru

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



YpoctoBepuTenbHaa Haanuck HoTapuyca

B cooTBeTCcTBMM C NpaBunamMmu 3awuTbl aHHbIX, 06paTVIBLLIeeCH Nnnuo 3adaBUIO O CBOEM cOrsilacnm Ha XxpaHeHue, 06p660TKy
n nepepavyy faHHbIX B COOTBETCTBMM C HaCToOAW MM OOKYMEHTOM TpeTbUM nuuam.

HacToAwmnm A HOTapuasbHO y[0CTOBEPA NOAMNUCHL, NpeACcTaB/IeHHYI0 MHe
rocnoguHom Mutepom XandsacceHom, 13.04.1952 roga poxaeHus,

npoxwusawuwmnm no agpecy: bepreer 8, 59427 YHHa,
- MNY}I0CTb ero ycTaHoB/ieHa

AeicTBYlOWEro B Ka4yecTBe yMNpas/isiloWero C nNpaBoOM eAWHONMYHOrO npegcTaBuTenscTea Gupmbl An6omes Tm6X,

Haxopgsuwelics B LUBapueH6pPYK, 3aperncTpmpoBaHHoii B ToproBoM peecTpe 3a HoMmepom HR B 31852, 4uTo s noATBEpXAato
Ha OCHOBAHWW 3N1eKTPOHHOW BbINUCKWN U3 peecTpa.

HoTapuyc cnpocun, geiicTtBoBan N1 OH WAW KaKOi-NM60O ydyacTHUK ero upmMbl, B MHOM KauecTBe, KpoMe HoTapuyca, no
BOonpocy, ABNAKLEMYCS NpeiMeTOM HacTosWero fokyMeHTa. OTBET Ha BONpPOC 6bi/1 OTPULATENbHbIM.

A He ABNAKOCb aBTOPOM [OKYMEHTa U MHe He 6blna nopy4dyeHa nposepka cogepxaHuns,

YHHa. 01.04.2020 ropa

/nognunce/
Moaxum BacTnb

HoTtapuyc

PuchneHas kpyrnas repbosas nevyaTsb:
*MOAXWUM BACT/Nb *

* HOTAPNYC TOPOJOA YHHA
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AMNOCTWNNb
(Faarckass KOHBeHUUs OT 5 okTAGpA 1961 roga)

1. CtpaHa: ®egepaTtuBHas Pecnybnuka NepmaHunsa

HacTtoawwnii odpuymanbHblii LOKYMEHT

2. 6bi71 NOANNUCAH HOTApPUYCOM - FOCMOANHOM Moaxumom BacTnem
3. BbicTynawwum (ei) B kauectse: HOTapuyca

4. ckpenneH neuyatblo/wTamnom: HoTapuyca BacTns ropoga YHHa

YpoctoBepeHo

. bAopTMyHIe 6. farta: /4.04.2020 roga
. MpefcenaTenem OKpPy>XHOro cyfa

.3aNe 9E4-/, TOM 87

. MevaTtb/wrtamn: 10. Mognuce:

© oo N 0

McnonHsiowmnii 0693aHHOCTU:

/nognuce/
(doH pep beek)
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MepeBoa AaHHOro TeKCTa BbINO/IHEH NepeBoAYMKoM EropoBoit J/iMHON AnekceeBHOI

noanncob

Poccuiickaa degepayms
Nopog MockBa
BocemHajuaToro gBe TbicA4uM ABajLATOro roga

A, MuneBckast AHHa AHBapOBHA, BPEMEHHO MCMOMHAKOWAA 06s83aHHOA M Napii~pB~poga M (BBbI
[ynapeBa AnekcaHgpa BnagymuvpoBuya, CBUAETENBbCTBYIO MOQY\OaHOCTL noanucu' epeso”nlka
EropoBit AniHbI ANEKCEEBHbI.

Moanuckb caenaHa B MOEM NPUCYTCTBUM. v
JInuyHOCTb NoAnMcaBLLIErO AOKYMEHT YCTaHOB/IEHA.
3apervcTpuposaHo B peectpe: Ne 77/178-H/77-2020-
B3bICKaHO rocyapCTBEHHO NOLLMHBI (Mo Tapudpy): 100 py6. % A
YnnayeHo 3a okasaHue ycnyr NpaBoBOro 1 TEXHNYECKOro xapakrepa: 300 py6"
noAnncCh Mep6oBasa neyartb Mep6oBasa nedaTb
HoTapuyca r. MocKBblI HoTapuyca r. MocKBblI
Adynapesa A.B. dynapesa A.B.
A. A, Mun

Bcero npoLUHypoBaHO, MPOHYMEPOBaHO 1 CKPEI/IEHO NeYaTbio nuct(-a,-0B).
BPWO Hotapuyca: noannmcob

Poccuiickaa degepauns
MNopog MockBa
BocemHaguaToro Mmas gBe Tbica4u ABajLarToro roga

A, Munesckass AHHa AHBapOBHA, BPEMEHHO WCTIONMHALWEAA 00513aHHOCTU HoTapuyca ropoga MOCKBbI
[ynapesa AnekcaHapa Bnagymvposuya, CBUAETENLCTBYHO BEPHOCTbL KOMWUWM C MPEeACTaB/ICMHOLIO MHe
[JOKyMeHTa.

3aperncTpuposaHo B peectpe: Ne 77/178-H/77-2020- 'Z™ 2

B3bickaHO"CyaapcTB MHOW OWAMHbI (Mo Tapudy): " pyo.
Yrnaue''b 3atokazaliie yoryr N*BOBOI0 1 TEXHNYECKOTO XapaKrepa: >Yo.

A. A. MuneBckasi

Bcero npoLLHypoBaHo, MPOHYMEPOBAHO U CKPEM/IEHO Neyatbio _AncT(-a,-0B).

BPWNO Hotapuyca:
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