DICA AG

TRB CHEMEDI|CA AG

Richard-Reitzner-Allee 1
Yol e 40188146 14 500 Q

al.. + -
Fax: + 49/ 89/ 46 14 83-84 Mr.Hans Kalkb

e : General Manager
14th June 2017
INSTRUCTIONS FOR USE

«OSTENIL viscoelastic solution
for injection into the joint cavity»
manufactured by
TRB Chemedica A.G., Germany/ TRB Chemedica SA, Switzerland
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. Product name:

OSTENIL viscoelastic solution for injection into the joint cavity» (sodium
{yaluronate 1.0%)

panufactured by TRB Chemedica A.G., Germany/ TRB Chemedica SA, Switzerland

|
1

:. Composition:

ml isotonic solution (pH 7.3) contains:

pctive substance - sodium hyaluronate 20,0 mg;
}\xcipients:
sodium chloride 17,0 mg,

lisodium phosphate 1,2 mg,

odium dihydrogen phosphate 0,1 mg,

ter for injections up to 2 ml.

3. Indications:
Pain and restricted mobility in degenerative and traumatic changes of the knee joint
and other synovial joints.

!4. Contra-indications:

{DSTENIL should not be used in patients with ascertained hypersensitivity to one of

the constituents.

. Precautions:

Caution should be exercised in patients with known hypersensitivity to drugs. The
eneral precautions for intra-articular injections should be observed, including
neasures to avoid joint infections. OSTENIL should be injected accurately into the
oint cavity, if necessary under imaging control. Avoid injections into blood vessels or
qurrounding tissues! As no clinical evidence is available on the use of hyaluronic acid
n children, pregnant and lactating women or in inflammatory joint diseases such as
iheumatoid arthritis or Bechterew disease, treatment with OSTENIL is not re
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sommended in these cases. Do not use if the pre-filled syringe or sterile pack are
famaged. Any solution not used immediately after opening must be discarded.

cherwise the sterility is no longer guaranteed.

Jse during pregnancy and breast-feeding

Results of toxicological studies of hyaluronic acid confirm the absence of risk for
other and fetus and absence of system absorption. Efficacy and safety of OSTENIL
ing pregnancy and lactation is not known, therefore it is recommended to use with
faution.
]
§. Undesirable effects:
;H:Jocal secondary phenomena such as pain, feeling of heat, redness and swelling/joint
ffusion may occur in the joint treated with OSTENIL. Application of an ice pack

nto the treated joint for five to ten minutes will reduce the incidence of these events.

. Interactions with other products:
No information on the incompatibility of OSTENIL with other solutions for intra-

gl

icular use is available to date. The concomitant use of an oral analgesic or anti-
ammatory drug during the first few days of treatment may be helpful for the

patient.

8. Dosage and administration:

nject OSTENIL into the affected joint once a week for a total of 3—5 injections.
everal joints may be treated at the same time. Depending on the severity of the joint
isease the beneficial effects of a treatment cycle of five intra-articular injections will
fast at least six months. Repeat treatment cycl;es. may be administered as required. In
ase of joint effusion it is advisable to reduce the effusion by aspiration, rest,
lication of an ice pack and/or intra-articular corticosteroid injection. Treatment
ith OSTENIL can be started two to three days later.

e contents and outer surface of the OSTENIL pre-filled syringe are sterile as long
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! the sterile pack is intact. Take the pre-filled syringe out of the sterile pack, unscrew
e Luer lock cap from the syringe, attach a suitable needle (for example 19 to 25 G)
ind secure it by turning slightly. Remove any air bubble, if present, before injection.

. Characteristics and directions for use
?'ynoviaf- fluid, which is viscoelastic due to the presence of hyaluronic acid, is found in
synovial joints where it ensures normal, painless movement due to its lubricating

i d shock-absorbing properties. It is also responsible for the nutrition of the cartilage.

.' lverload of the joint. As a rule this results in a decrease in pain and an improvement in

pint mobility which may last for several months after a treatment cycle of five intra-

iticular injections.

0. Presentation and package size: .
¢ pre-filled syringe of 20 mg/2.0 mt OSTENIL. in a sterile pack.

Ifhe devices are intended for use by a physician only.

{1. Storage, shelf life and disposal:

tore between 2 °C and 25 °C.

helf life is 3 years in the original packing. Any solution not used immediately after
ppening must be discarded. Do not use after the -expiry date indicated on the box. Do not
if the pre-filled syringe or sterile pack are damaged. Keep out of the reach of
thildren! '
Manufacturer assures the device quality throughout the shelf life.
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e device does not require special care, maintenance and repair.

er use the pre-filled syringes can be disposed with domestic waste.

ipment:

e devices are shipped by all modes of transportation in roofed vehicles according to the
legislation and rules of goods shipment applicable for each transport type, at 2 °C to
°C.

t revision date: May, 2017

2. Manufacturer:
RB Chemedica AG, Germany
JRB Chemedica SA, Switzerland

ddress of the manufacturer:
ichard-Reitzner-Allee 1, 85540 Haar/Munchen, Germany
emin St.-Marc 3, CH-1896 Vouvry, Switzerland.

uthorised company representative in Russia:

O «ORFE», 115477, Moscow, Kantemirovskaya street, 5:8
elephone: +7(495)234-04-01, 7(495)234-04-02, +7(495)53.4-04-03
ax: +7(495)234-97-98, +7(495)234-01-07

mail: orfeao@orfe.ru, website: www.orfe.ru
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hereby certify that the before-standing is the true signature executed in my
presence of

}Ar. Hans Kalkbrenner,

bom February 14™ 1969,

business address: Richard-Reitzner-Allee 1, 85540 Haar, Germany,
t_identiﬁed by his German Identity Card No. LF3NMM37F.

Upon examination of the commercial register of the local court of Munich of

!June 13t, 2017 | furthermore certify that TRB Chemedica AG with its registered
joffice in 85540 Haar, Germany, mentioned in the foregoing document is a legal entity
'6rganized and existing under the laws of Germany, registered at the local court of
Munich, HRB 114049 and Mr. Hans Kalkbrenner is authorized to sign documents on
behalf of said company as director and to individually represent the company.

‘Ebersberg, June 14, 2017

v

(Dr. Baumhof), Notary Public

- emlE aeEmlh S IR o i 2 TTOTES T

TAPOSTILLE
(Convention de La Haye du 5 octobre 1961)

1. Land: Bundesrepublik Deutschland

Diese sffentliche Urkunde

2. ist unterschrieben von dem Notar Dr. Christopher Baumhof

in Ebersberg
3. in seiner Eigenschaft als Notar in Ebersberg
4. sie ist versehen mit dem Siegel des Notars Dr. Christopher

Baumbhof in Ebersberg

-

Bestitigt

5. inMinchen 6. am20.Juni2017
7. durch den Prisidenten des Landgerichts Miinchen 1
1% unter Nr. 910 a— 1170/17

wgel 10. Unterschrift

[ Use &
Thomas Engel

N =g
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ITepegod ¢ Hemeykozo U anaiuiick020 A3bIKOE

ITfraMn «TPb XUMEJIAKA AT
TP XVUMEJIMKA AT (nosimuce)
Puxapn-Paitunep-Annee 1 I'-u Xanc KanpxGpennep
__, D-85540 Xaap/MioHXeH I'eHepanbHBIi JUPEKTOp
~ Ten. +49/89/46 14 83-0 «14» urons 2017r.

Dakc +49/89/46 14 83-84

UHCTPYKIHA 110 SKCIVTYATAITMH

AMNIaATAT BASKOYNPYrHii CTEpHAbLHBIH 418 BHYTPHCYCTABHBIX HHbLEKIH
«OCTEHWD»
NpoHu3BOIACTBA
TPE Xameauka A.I'., Tepmanus / TRB Chemedica A.G., Germany
TPB Xumenuka CA, Illseiinapus / TRB Chemedica SA, Switzerland

-m
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: 1. HauMenoBanne npoaAyKTa:

) «AMNNaATAT BA3KOYNPYTHi CTEPANLHBIE AN BHYTPHCYCTABHBIX HHBEKUHI

OCTEHWD» (ruanyposat Harpus 1 %)

mnpousBoacrsa TPb Xumenuxa A.I'., I'epmanus / TRB Chemedica A.G., Germany
TPB Xumemuka CA, Ilisetinapus / TRB Chemedica SA, Switzerland

2. CocTaBs:

2 Mt u3oTormueckoro pacrsopa (pH 7.3) conepxar:

aKTHBHOE BEIECTBO - rHaNlypoHara Hatpus 20.0 mr;

BCIIOMOTaTeIbHEIE BEIECTBA:

xnopuf Hatpus 17,0 Mr, r
rugpodocdar Hatpua 1,2 Mmr, )
maruapodocoar Harpus 0,1 mr,

BOJIA JUIE HHBEKIMH 10 2 MIL.

3. [Tokazanusa K NPHMEHEHHIO:

Boms u OrpaHMiICHHAasd IOABIDKHOCTE IIpH NETCHCPATHBHHIX H TPaBMAaTHYCCKHX
A3MCHCHHAX KOJICHHOT'O CYCTaBa H ,IlpyPPIX CHHOBHAJIbHBIX CYCTaBOB

4, IIpoTHBONOKA3AHHA:

OCTEHUH me pomken MCHONB30BATBCS GONBHBIME, CTPANAIOMIMME BHIPOXKEHHOMN
YYBCTBHTENLHOCTHIO K ONHOMY H3 KOMIIOHEHTOB.

5. Mepb! npeocTOPOKHOCTH:

Oco6oe BHIMaHHE HEOOXOAUMO TIALIEHTaM, CTPAJAIOIIMM TUIiepIyBCTBUTENLHOCTRIO
N0 OTHOmIEHMIO K JekapcTBaM. HeoOxomumo coOmomaTth o0miHe Meph
NpefOCTOPOXKHOCTH  [NA  BHYTpHCycTaBHeix mabeximmii. OCTEHIJI nomkeH
aKKypaTHO BBOINHTECA B IIOJIOCTH CycTaBa, ecim HeobxoguMo, TO IIOJ
HHCTPYMEHTANBHBIM KOHTpOoneM. HeobxonuMo He JONyCTHTH MIONaanNs Npenapara B
KpPOBEHOCHEIE COCYAbl WM oOKpyxaroume TKaHH! IIoCKONBKY HeT HHKaKuX
KNMHUYECKUX HJAaHHBIX OTHOCHTEIBHO MCHOJB30BAaHUS TI'HAIYPOHOBOH KHCIOTEL Y
neredi, OCTEHWJI ne pexoMeHAYyeTcs K HCIIONB30BaHMIO GepeMeHHBIMH KEHIMHAME
U KOpMSITMMM MartepsMH, a TakkKe OONBHBIMY, CTPAAAIOIUMU BOCIIATHTEILHEIME
3a0oneBaHUsAMH, HaIIpUMep, PeBMAaTOMIHBIM apTpuTOM mim Gonesnbio Bexrepepa. He
HCIONE3yiiTe mpenapaT B cliydae, €CIH 3apaHee 3aNlONHEHHEBIN INOPHI HIH
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CTepIIbHAs YIIAKOBKA ITOBPEKACHA.

Ilpumenenue npu GepeMEHHOCTH H B NEPHOJA IPYAHOI0 BCKAPMJIHBAaHHS

PesyneTaThl  TOKCHKOJIOTHYECKHX  HCCICAOBAHMH  THANYPOHOBOM  KUCIOTHI
IOATBEPXKPAIOT OTCYTCTBHE pHCKAa IJI1 MaTepH M IUIOZA, a TAKXKe OTCYTCTBHE
cucTeMHOM abcopOumu. DddexTuBHOCTE U Ge3omacHocTh mpuMeHenns OCTEHIUIA
npu GepeMEHHOCTH H B HEpHOJ JIaKTAUHH He M3Y4YeHBl, IT03TOMY PEKOMEHIyeTcsd
IIPAMEHEHHEe ¢ OCTOPOXKHOCTHIO.

6. Ilo6ounnie 3ddexTbi:

JlokanbHEIC BTOpHYHBIE SBJICHM, TaKue XaK OOJH, OIMyLIeHNne TeIvla, IOKPAaCHEeHUE U
onyxaHHe MOTyT HaOmoOAaThcAd Ha CyCcTaBe, B KOTOpHIA BEAcH OCTEHWIL
Hajoxenwe Jba HAa CYCTaB B TEUCHHE TATHIECATH MHHYT CHHMYT BCE ITOZOGHEIS
SBJICHUA.

7. Bzaumonencreue ¢ APYTrHMH JIeKapCTBeHHBIMH Cp€ACTBaMH.

Ha ceroguaniamii JAeHbp HET HMKAKMX CBEAEHWI OTHOCUTEIHHO HECOBMECTHMOCTH
OCTEHWJIA ¢ ppyruMH pacTBOpaMH U1 BHYTPMCYCTaBHOTO HCIONB3oBaHMA. Jis
obnerueHus cocrosuMs OONBHON MOXET NpUHMMATh OpaNbHEIE 00€300IMBaIONIHE
CPEACTRA WIH NPOTHBOBOCTIAIUTENBHEIE JIEKApCTBA B TEHEHHUE HECKOIBKUX NEPBEIX JHEH

IPOLEAYD-

8. Jo3upoBka H cnocol0bl NPHMEHEHHS !

Mupexipm OCTEHUJIA penatores B GOMBHOM CycTaB pa3s B HEASIIO, HO Beero He Gonee
3-5 nnnexuuid. OMHOBPEMEHHO MOXHO JISYMTH HECKOJIBKO CYCTaBOB. B 3aBHCHMOCTH OT
cepbesHOCTH 3a00JIeBaHusA CYCTABOB, IIONOXHTENBHEL 3(BdeKT or NeuebHOro UMKiIa,
BKJIIOYAIOINETO [ITh BHYTPHCYCTaBHEIE HHBEKUMH, JUIHTCA B TEUCHHME, N0 KpaliHei Mepe,
INeCTH MecAUeB. [TOBTOPHEE LUMKIBI JIEYCHAS MOTYT LIPOBOAMTECSA MO TpeGoBaumio. B
Cllydae HATMYWS BHINOTA B CYCTaBe PEKOMEHAYETCA YMEHBIIUTH €ro o0BeM NyTeM
yIaleHus XHUAKOCTH U3 IOJIOCTH, o*r,ubrka_., IIPHMEHEHMS JIbJa W/ BHYTPUCYCTaBHOM
HHBEKIHE KopTHKocTepousa. Jleuerne OCTEHWIIOM Moxer OBITH HadaTo 4epes fisa
— TPH JHA.

ComepxMOe M BHELHSAA IIOBEPXHOCTH 3apaHee  3allONHEHHOrO  IINIpUIA
OCTEHWJIA coXpaHAIOT CTEpHIBHOCTD O TeX IOop, NOKa He GyZeT pa3opBaH IaKeT.
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BeIHbTe 3apaHee 3allONHEHHBIA WIMPHI, M3 YNAKOBKH, CHUMHMIC Koimadok Luer co
Inpuia, HaACHRTe HY)XHYI0 KaHiomo (Hamprmep, 19-25 G) u 3akpenmre ee, cierka
noBepHyB. [lepen nAbeKipell BLITYyCTATE My3bIPEKH BO3AyXa U3 MINpHLIA.

9. XapakTepucTHKH H cnocol AelicTBHnA:

CHHOBUAIBHAA KHUAKOCTb, KOTOpas SABIIETCS BAKOYHNPYIOM H3-3a IIPUCYTCTBHA
THANYPOHOBOK KHCNOTHL, OOHapyxeHa BO BCeX CHHOBHUANBHBIX CyCTaBaX, e OHa
olbecrieunBaeT HopManbHOe Ge30oNe3HeHHOe NBIDKEHNE U3-33 CBOMX CMA3BIBAIOIIUX M
aMopTH3Npylomux cBolicTBax. OHa Taike OTBEYaeT 3a IWMTAHUE Xpsma. B cmydae
PacCTPOMCTB, CBI3AHHBIX C [IOBPEe)XKACHHBIMH CYCTaBAMHM, HAIpHMeEp OCTE0apTpo3ax,
BT3KOYTIPYIOCTh CHHOBHAJBHOM JKMAKOCTH 3HAYMTENHHO CHHXKEHA, 4TO yfwem,maer
CMasBIBAIOIME H aMOPTH3MpYIOUME (YHKIHM. OTO NPHBOAUT K YBENHYECHHIO
MeXaHM4eCKOH Harpyskd Ha CycTaB H pa3pylleHHe Xpsllla, YTO, B KOHEYHOM cCHeTe,
npuBogUT K ©OOMM M OrpaHW4eHHOH MOABIDKHOCIH HOBpPEXIEGHHOIO CycTraBa.
JobaBiieare CHHOBHANBHON MMIKOCTH TpPH [TOMOIM BHYTPHCYCTABHBIX HHBEKLIMIA
BBICOKOOUHMITICHHO! I'MaypOHOBOH KHUCIOTHl MOXKET ITOBBICUTEH BA3KOYNPYTHE CBOMCTBA
CHHOBHANBHON >KMAKOCTH. ITO TOBHIIAET CMAasBHIBAIOIINE H aMOPTH3HPYIOIHE
GyHKIMH ¥ yMeHBIIAeT MEXaHMJIECKYI0 HArpysKy Ha cycrtaB. Kak mnpasmio, 310
MPHBOAMT K YMEHBIICHMO OONMM ¥ MOBBIIICHUIO NMOABMKHOCTH CyCTaBa, KOTOpas MOXeT
IJIMTECS. B TeUeHUe, Mo KpakiHeil Mepe, HECKONBKNX MECAIEB IOCE JIe4eOHOro MUKNa,
BKIIOYAIOIIETO IiSTh BHYTPUCYCTaBHBIX UHBEKLIUH.

10. Hpencrasiieane H pasMep YHAKOBKH:

Omun 3apanee 3amonmenHsni mmpuyd 20 mr/ 2,0 mn OCTEHWIA B crepHiabHOH
ynakoBxe. J[JI HCIIONB30BaHHs HCKIIOYNTENBHO BPpauoM.

11. XpaHeHnHe H CPOK roAHOCTH:

Xpanuts fipn TeMnepatype oT 2 °C go 25 °C B OpUrHHaNbHOH yIIaKOBKE.

Cpok XpaHeHMs 3 rofa Np¥ XpaHeHWH B OPHTHHAJIBHOH ynakoBke. PactBop, He
McnoNs3yeMslii cpasy ke Iocie BCKPHITHS, Heo0xoauMo BEIOpocHTE. He nenonesyiire
IOC/Ie: HMCTEYEHMA CpoKa TOAHOCTH, -yKa3saHHOIO Ha KapTOHHOH mnagke. He
HCIONB3YiTe mpemapaTr B cCiy4yae, €CIIM 3apaHee S3anoMHEHHBIH MNpHI WX
CTEpIIBHAS YIIaKOBKA TIOBPEXKASHBI. XpaHUTE B MecTe, HEJOCTYITHOM s AeTeii!
[Tpou3BOAUTENH FAPAHTHPYET KAUECTBO U3/ACIHSA B TeXeHHE BCETO CPOKa FOAHOCTH.
Usnenue He TpebyeT crienHaabHOIO yX04a, TEXHUYECKOr0 00CTyKHBaHNSA H PEMOHTA.
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[locne WCNONE30BaMHA MBACAHME IIMPHIEI TOMIEKAT YTHIM3ALUH COBMECTHO C
ApYruMH OBITOBEIMH OTXOJIaMU.

TpancnopTapoBKa
Hsnemnst TpaHCNOPTHPYIOT BCEMH BHIAMU TPAHCIOOPTAa B KPBITBIX TPaHCIIOPTHEIX
CPEACTBaX B COOTBETCTBHH ¢ MECTHBIM 3aKOHOJATEILECTBOM M MPABHNAMH [IEPEBO3KA

TPY30B, ZEHCTBYIOIIAMH Ha K&XKAOM BHAE TPAHCNOPTa, NMpH TeMmepatype ot 2 °C ao
25 °C.

Tlocnemuaa pepaxuia: Mai 2017 roxa.

12. ITpou3BoauTENb:

TPB Xumemuka AI', lepmanms / TRB Chemedica AG, Germany
TPB Xumemuxa CA, Hlisitnapus / TRB Chemedica SA, Switzerland

Afipec H3roTOBHTEJIS

T'epmaiins, 85540 Xaap/Mronxen, Puxapa-Paiinsep-Amnee 1/

Richard-Reitzner-Allee 1, 85540 Haar/Munchen, Germany

Ileetinapus, CH-1896 Byspu, Xemun CB. Mapxka, 3/ Chemin St.-Marc 3, CH-1896
Vouvry, Switzerland.

IIpeacrasuTens npoussoauTens B Poccnu:

AO «OP®E», 115477 Mocksa, yi. KantemupoBckas, A.58
Tenedon: +7(495)234-04-01, +7(495)234-04-02, +7(495)234-04-03
Maxc: +7(495)234-97-98, +7(495)234-01-07

3. noura: orfeao@orfe.ru, www.orfe.ru
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Homep HoTapuaannoro peecrpa Ne 1131/2017 b

HacrosimuM CBUAETENIHCTBYIO- NOJIMHHOCTE COBEPLUICHHBIX B MOSM MNPHCYTCTBHM
moammceit

r-na Xanca KanpxOpensnepa,

14.02.1969 r.p.,

cIyxe6HEIH agpec: Puxapn-Paiimep-Amnee 1, 85540, Xaap, I'epManns,
U3BECTHOTO Ha OCHOBAHHH yHoctoBepenus uuHocty Ne LFANMM37F.

Ha ocHoBaHM 03HAKOMJICHHS C TOPIOBBIM PEECTPOM ydacTKOBOrO cyia I. MioHxeHa
13 moua 2017 roma cBUNeTensCTBYIO, 4T0 kommaHusa «TPb Xwumemmka AD», ¢
3apPerucTpUpOBaHALIM oducoM B Xaape 85540, I'epmannd, sBisteTcs IOPHIMUECKAM
JHIOM, YIPSXAEHHBIM U JeHCTBYIOIIMM B COOTBETCTBHH C 3aKOHOAATEIBLCTBOM
TepMaHHy, 3aperuCTPUPOBaHA B YyYacTKOBOM cyjie I. Mionxena 3a Homepom HRB
114049 u r-m Xauc KanskOpeHHEp YIIOMHOMOYEH IOANUCHIBATE NOKYMEHTHI OT
HMEHN YKa3aHHOH KOMIIaHMiI B KadecTBe [lupeKropa M e€QMHOJIMYHO MIpPEACTABIATH
VHTEpECH KOMIIAHHM,

6epchepr, 14 wrons 2017 rona
(Iloonucs)

baymxod, HoTapuyc
Ilexvams nomapuyca

ATIOCTHIIb
(I"aarckas Koneenrus ot 5 oktabpa 1961 r.)

1. Crpasia;: ®enepatusHas Pecmybnuxa I'epmanns
Hacroamuii oppiiaanbHeH JOKYMEHT
2. IMTommucat: JI-m Kpuctodepom baymxodom, HOTapHycoM T. 36epc6epra
3. BricTynalom#M B xadecTBe: HoTapuyca r. O6epcbepra
4. CxperureH neuatsio J-pa Kpucrodepa bayxoda, Hotapuyca r. 36epcbepra

YIOCTOBEPEHO

'S. B MIoHXeHe 6. 20 mons 2017

roaa

17. IlpeacenateneM 3eMensHOrO Cyxa r.-MiornxeHa I1

8.3aNe 910 a—- 1170/17 .

9. Ileuats: 10. TIonmmvce:
Ipencenatens 3eMenbHOTO cyaa r. MionkeHa I1 (mozmuce)
baBapusa ) . Tomac Durens
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lepeeod 0anno20 mexcma ¢ KeMeyKoz0 U GH2RRECKO20 AINKOS HE PYCCKU AINK COCRAK MROH,
OunnOMUPosannsImM nepecodyurom Ceménoswm Andpeem Hearnoeunem, 6pHoCcms nepecooa

@ = (Comanob  Mugger Usouonuss

Poccuiickar Dedepanus

Fopoo Mocksa

Hdecamozo wionn 0ee myicaun cemnadyamozo 200a

A, Tpuurco Muxaur Anexcandpoeus, PEMERHO UCTOTHAIOWUT DORIARKOCIU HOMAPUYCA
20poda Mocxew Kysneyosa Bavecnaea Huxonaeeuua, ceudemensCmsyio ROOGRURROCTD NOORUCH
nepesoovuxa Ceménosa Andpes Hearosuua.
Ioonuce coeaana e Moem npucymcmsuu.
Jluunocme ezo yemaroenena.

3apezucmpuposano e peecmpe: No J2-,285% .
Baucxano 2ocyoapemeennoii nownune(no mapugy): 100 pyo. 2

P;v\gg‘&)/ )
R & @lr,,‘y :f-
s ’é

Sl

BPHO nomapuyca

. — e ———— —
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g— TRB CHEMEDICA AG
Richard-Reitzner-Aliee 1

D - 85540 Haar / Minchen

Tel.. + 49789746 14 83-0

Fax:+49/89/ 46 14 83-84

. Hans Kalkbrenner
General Manager

@ 14th June 2017

INSTRUCTIONS FOR USE

«OSTENIL MINI viscoelastic solution
for injection into the joint cavity»
manufactured by
TRB Chemedica A.G., Germany/
TRB Chemedica SA, Switzerland
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 Product name:

OSTENIL MINI viscoelastic solution for injection into the joint cavity» (sodium
yaluronate 1.0%)

hanufactured by TRB Chemedica A.G., Germany/ TRB Chemedica SA, Switzerland

!

. Composition:

m] isotonic solution (pH 7.3) contains:

\ctive substance - sodium hyaluronate 10,0 mg;

:f(cipients: ¥
ium chloride 8,5 mg,

isodium phosphate 0,6 mg,

?diumr dihydrogen phosphate 0,05 mg,

yater for injections up to I ml.

E Indications:
ain and restricted mobility in degenerative and traumatic changes of small synovial

pints.

F
. Contra-indications:

\
)STENIL MINI should not be used in patients with ascertained hypersensitivity to one

l

!f the constituents.

r
. Precautions:

aution should be exercised in patients with known hypersensitivity to drugs. The

eneral precautions for intra-articular injections should be observed, including
&easures to avoid joint infections. OSTEN{L MINI should be injected accurately into
e joint cavity, if necessary under imaging control. Avoid injections into blood vessels
rsurrounding tissues! As no clinical evidence is available on the use of hyaluronic acid
fl children, pregnant and lactating women or in inflammatory joint diseases such as

heumatoid arthritis or Bechterew disease, treatment with OSTENIL MINI is not re
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ommended in these cases. Do not use if the pre-filled syringe or sterile pack are

ged. Any solution not used immediately after opening must be discarded.

erwise the sterility is no longer guaranteed.

se during pregnancy and breast-feeding

esults of toxicological studies of hyaluronic acid confirm the absence of risk for
other and fetus and absence of system absorption. Efficacy and safety of OSTENIL
INI during pregnancy and lactation is not known, therefore it is recommended to use

ith caution.

. Undesirable effects:
ocal secondary phenomena such as pain, feeling of heat, redness and swelling/joint
ffusion may occur in the joint treated with OSTENIL MINI. Application of an ice pack

nto the treated joint for five to ten minutes will reduce the incidence of these events.

, Interactions with other products:

o information on the incompatibility of OSTENIL MINI with other solutions for intra=
icular use is available to date. The concomitant use of an oral analgesic or anti-
iflammatory drug during the first few days of treatment may be helpful for the patient.

. Dosage and administration:

nject OSTENIL MINI into the affected joint once a week for a total of 1-3 injections.
|everal joints may be treated at the same time. Depending on the severity of the joint
isease the beneficial effects of a treatment cycle may last at least six months. Repeat
reatment cycles may be administered as required. In case of joint effusion it is advisable
 reduce the effusion by aspiration, rest, aﬁglication of an ice pack and/or intra-articular
orticosteroid injection. Treatment with OSTENIL MINI can be started two to three
lays later.

he contents and outer surface of the OSTENIL MINI pre-filled syringe are sterile as
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kng as the sterile pack is intact. Take the pre-filled syringe out of the sterile pack,

inscrew the Luer lock cap from the syringe, attach a suitable needle (for example 19 to
G) and secure it by turning slightly. Remove any air bubble, if present, before

'| degenerative joint disorders such as osteoarthritis, the viscoelasticity of the synovial
fuid is markedly reduced thereby decreasing its lubricating and shock-absorbing

!

inctions. This increases mechanical loading of the joint and cartilage destruction which

|
fltimately results in pain and restricted mobility of the affected joint. Supplementing

nd shock-absorbing functions and reduces mechanical overload of the joint. As a rule
lhis results in a decrease in pain and an improvement in joint mobility which may last

or several months after a treatment cycle.

0. Presentation and package size:
Ine pre-filled syringe of 10 mg/1.0 ml OSTENIL MINI in a sterile pack.

he devices are intended for use by a physician only.

Il Storage, shelf life and disposal:

tore between 2 °C and 25 °C.

bhelf life is 3 years in the original packing. Any solution not used immediately after
ing must be discarded. Do not-use after the expiry date indicated on the box. Do not
se if the pre-filled syringe or sterile pack are damaged. Keep out of the reach of children!
anufacturer assures the device quality throughout the shelf life.
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fhe device does not require special care, maintenance and repair.
use the pre-filled syringes can be disposed with domestic waste.

ipment:

e devices are shipped by all modes of transportation in roofed vehicles according to the
fpeal legislation and rules of goods shipment applicable for each transport type, at 2 °C to
gec.

Chemedica AG, Germany
B Chemedica SA, Switzerland

dddress of the manufacturer:

fichard-Reitzner-Allee 1, 85540 Haar/Munchen, Germany

fhemin St.-Marc 3, CH-1896 Vouvry, Switzerland.

juthorised company representative in Russia:

40 «ORFE», 115477, Moscow, Kantemirovskaya street, 58

felephone: +7(495)234-04-01, 7(495)234-04-02, +7(495)234-04-03  :
ax: +7(495)234-97-98, +7(495)234-01-07

ifmail: orfeao@orfe.ru, website: www.orfe.ru
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URNr. 1134/2017 B
| hereby certify that the before-standing is the true signature executed in my

presence of

Mr. Hans Kalkbrenner,

born February 14%. 1969,

business address: Richard-Reitzner-Allee 1, 85540 Haar, Germany,
identified by his German Identity Card No. LF3NMM37F.

Upon examination of the commercial register of the local court of Munich of

1June 13, 2017 | furthermore certify that TRB Chemedica AG with its registered

office in 85540 Haar, Germany, mentioned in the foregoing document is a legal entity
organized and existing under the laws of Germany, registered at the local court of
Munich, HRB 114049 and Mr. Hans Kalkbrenner is authorized to sign documents on
behalf of said company as director and to individually represent the company.

s

(Dr. Baumhof), Notary Public

s ST T T po YO

Ebersberg, June 14, 2017

APOSTILLE
{Convention de La Haye du 5 octobre 1961)

1. Land: Bundesrepublik Deutschland
Diese dffentliche Urkunde

2. ist unterschricben von dem Notar Dr. Christopher Baumhof
in Ebersberg
3. in seiner Eigenschaft als Notar in Ebersberg
4. sie ist verschen mit dem Siegel des Notars Dr. Christopher
Baumhof in Ebersberg
Bestiitigt

Np Miinchen 6. am 20, Juni 2017
fifn darch den Priisidenten des Landgerichts Miinchen II
8 “@ug{ﬁ Nr. 910 a—1173/17

A G S| 10.U hrift
’) ,~ f ‘
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1Iepesod ¢ Hemeyro20 U AH2AUUCKO20 AZLIKOB

IIramMn «TPb XUMEJIIKA AT'»

TPB XUMEJVKA AT (monmmcs)

Puxapa-Patinnep-Asutee 1 I'-a Xanc KanskGpernep

D-85540 Xaap/MionxeH I'eHepasbHBI THPEKTOP
~ Ten. +49/89/46 14 83-0 «14» mions 2017r.

Pakc +49/89/46 14 83-84

MHCTPYKIMS IO DKCIUTY ATALAN

Amnaanrat Ba3koynpyrui cTepHabHBII Al BRyTPHCYCTABHEBIX HHBEKIMI
«OCTEHWI MAHN»
NPOM3BOACTRA
TPB Xuamepuxa A.I',, I'epmannsa / TRB Chemedica A.G., Germany
TPB Xameauka CA, lIseiinapusa / TRB Chemedica SA, Switzerland
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1. HauMeHOBaHHEe NMPOAYKTA:

«AMNIaHTAT BA3KOYNPYrHH CTePH/BHLIH AJA BHYTPHCYCTABHBLIX HHbEKUHH

OCTEHHJI MHHM» (ruaxyponar Hatpua 1 %)

npousBoacTea TPB Xumeanka A.I'., I'epmanus / TRB Chemedica A.G., Germany
TPB Xumenuka CA, HIseiinapus / TRB Chemedica SA, Switzerland

2. Cocras:

1 Mn1 u3oTORMUEcKoro pacTBopa (pH 7.3) comepxart:
aKTHBHOE BEILIECTBO - rAaypoHaTta HaTpua 10.0 mr;
BCIIOMOTATEJILHEIE BEIECTRA:

XJIOpHJ, HATpHA 8,5 MT,

ruapodocdar Hatpus 0,6 Mmr,

maruapodocoar marpus 0,05 mr,

BOJa A HHBEKIMH 1o 1 M.

3. Iloka3zaHHsA K NPAMEHEHHIO:

bom u OrpaHH4eHHasl] HNOABHXKHOCTH IIPH nerenepamno-nncrpo@mecm H
TPAaBMAaTHICCKUX H3MCHCHHSIX MEJIKHUX CHUHOBHAILHEIX CYCTABOB.

4. IipoTHBONOKA3AHHS:

OCTEHHUJI MMVHW =me nomxen HCIONb30BaThCd OONBHBIMH, CTPafAOIIBMU
BEIDKEHHO} TyBCTBUTEITBHOCTEIO K OHOMY U3 KOMITOHEHTOB.

5. Mepbl npeoCcTOPO;HOCTH:

Oco0oe BHUMaHWE i-IeOGXOI[KMO DAIHEHTaM, CTPAJAIONIHM I'ATIepUyBCTBUTEIEHOCTHIO
Mo OTHOIICHHIO K JekapcTBaM. HeoOxomumo coOmopmath oO0umpe Mepsl
TIPEeOCTOPOKHOCTH AN BHYTpUCYycTaBHbiX Hubekuuit. OCTEHA MMHU nomxen
aKKypaTHO BBOHWTLCS B IONOCTh CycTaBa, ecH HeOGXOIEMO, To IO
HHCTPYMEHTANBHEIM KOHTposeM. Heo0XoauMo He DOMyCTHTS NONAagaHud Mpenaparta B
KPOBEHOCHEIE COCYABl MWIH oOkpyxaronme TKaAu! [lockonbkky HeT HHKaKuX
KNUHPYEeCKNX HAHHBIX OTHOCHTENBFHO HCIIO/b30BaHUS TIHANypPOHOBOH KHCHAOTHL Y
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T

mereii, OCTEHWJI MHWHI Be peKOMEHIYeTCcA K HCHOONB30OBAHHIO OepeMEHHBIMH
KCHINVMHAMM ¥ KOPMMAIMMM MaTepsAMH, a Takxke OONBHBIMH, CTpaJaloMyMHI
BOCIANNTENEHEIME  3a00/I€BAHUAMY, HaIpUMep, PEeBMATOMIOHBIM AapTPHTOM WM
Gonesubio bexrepeBa. He wcnonesyliTe mnpenapaT B cliydae, €CIH 3apaHee

3aMOJMHSHHBIM IpyUL U CTCPHIIbHAA YITAKOBKA IIOBPCKACHEI.

IpuMeHeHn¢ NpH GepeMeHHOCTH H B IEPHOAR TPYAHOT0 BCKAPMJIHBAHHSA

Pe3ynbTaThl ~ TOKCHKOJOTMYECKHX  HCCNENOBAaHMM  THAJIYPOHOBOH  KHCIIOTEL
MOATBEPXKAAIOT OTCYTCTBHE PHCKA ANA MaTepd M IUIOfA, a TAKKe OTCYICTBHE
cucreMHoO# abcopbimu. DddexruHocTs M 6e3onacHocTs Mpumenennss OCTEHUIIA
MHWHU npz 6GepeMeHHOCTH H B IEpHOH JIAKTALIMM RE M3YYeHSI, ’ HOITOMY
pexoMeHAyeTCsl IPUMEHEHUE C OCTOPOXKHOCTHIO.

v

6. Hob6ouubie 3PpdexTni:

JlokanbHEIE BTOPUYHBIE SBJICHUA, TaKHEe Kak 0OJIH, OIMyIICHNHE TEIUIa, TOKPACHEHUE H
OIlyxaHHe MOTYT HabmopaThes Ha cycraBe, B kotopbni sBegen OCTEHII MHUHNA.
HanoxeHue Jpaa HAa CYCTaB B TeUSHHE MATH—AECATH MUHYT CHHMYT BCe IOZOOHEBIC
ABJICHUI.

7. BzauMopeiicTBHE ¢ APYTHEMH JIeKAPCTBEHHBIMH CPEACTBAMH:

Ha cerogmsatiiHuii AeHP HET HHKAKHX CBEACHHM OTHOCUTEIBHO HECOBMECTHMOCTH
OCTEHWJIA MUHM ¢ npyriMA pacTBOpaMK I BHYTPHCYCTaBHOTO HCIIONB30BAHIS.
Jinsa ofnerdenus cocrosHus GOMBHOM MOXKET NMPUHUMATE OpallbHBIE 00€300/MBaroLIye
CPeACTBA WK MPOTHBOBOCTIAINTENBHEIE JIEKApPCTBa B TeUSHHE HECKOMBKUX MePBBIX JHEH

TIPOLEAYP.

8. lo3upoBKa H cnOcO0bI NPHMEHEHHA:

Unpexun OCTEHUIIA MUHMU penarores B 6onbHOHM cycTaB pa3 B HEACMIO, HO BCETO
He Gomee 1-3 mmpexkuyii. OQHOBpEMEHHO MOJKHO JI€UMTh HECKOJNBKO CycTaBoB. B
3aBHCHEMOCTH OT CEpbe3HOCTH 3a00NeBAHWS CYCTABOB, MONOXWTENBHBI 3(@exT oT
Jeue6HOr0 MUIKIIA, BKJFOYAIOMIErO TP BHYTPHUCYCTaBHBIe HHBEKLMY, JJIUTCA B TCYECHHE,
IO KpaiiHeii Mepe, miecTr MecsLeB. [TOBTOpHEIE IUKIIBI JIEUSHHA MOTYT IIPOBOAUTECS IO
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Tpebopanmo. B caywae Hamu4MA BHIIOTA B CYCTaBe PEKOMEHIYETCS YMEHBIIHTH €ro
o0BeM IyTEM YHATEHHS XXHAKOCTH M3 IIOJIOCTH, OTABIXA, NPUMEHEHWI Jbla Wim
BHYTDHCYCTaBHOH  MHBEKIMH  KopTHkocTepouna. Jlewemme OCTEHHJIOM
MMWHU mMoxer OBITh HA9aTO 9epe3 ABa = TPU JHA.

ComepxumMoe ¥ BHEIIHAA IOBEPXHOCTh 3apaHee  3alONHEHHONo  IINpPHLA
OCTEHWIA MHWHH coxpaHsIoT CTEPIIBHOCTh A0 TEX IIOp, MoKa He OyAeT pa3opBaH
nakeT. BHIHBTe 3apaHee 3alIQHEHHEIHN ITIPHI] 13 YIAKOBKH, CHAMUTE Konmna4yok Luer co
IIIpHila, HafeHbTe HYXHYI0 KaHiomo (Hanpumep, 19-25 G) u 3axpermre ee, cierka
noBepHyB. Ilepea mEbeKIMeti BEITyCTATE ITy3HPEKU BO3AYXa U3 IIPHULIA.

9. XapaKkTepHCTHKH H CIIOCO0 JeHCTBHA:

CrHOBHaNbHAA JKHAKOCTH, KOTOpas ARIACTCA BA3KOYIPYIOH H3-3a npnl:ymmm
THANYPOHOBO# KHCIOTHI, 0OHapyXeHa BO BCeX CHHOBHAIBHBIX CYCTaBax, B YaCTHOCTH B
MEJIKHX CYCTaBax, Iie oHa obecriednBacT HopMabHoe 0e300lIe3HeHHOS ABIDKEHHE U332
CBOMX CMasBIBAIOIMFX W aMOpPTH3HMpYIONINX cBoiicTB. OHa TakKe OTBEYAacT 3a IUTaHUe
Xpaa. B cioydae paccTpoiicT, CBA3aHHEIX ¢ MOBPEXACHHBIMH CyCTaBaMH, HalpUMep
0CTE0apTpPO3aX, BA3KOYNPYIOCTh CHHOBHANBHON JKUAKOCTH 3HAYUTENIFHO CHIDKEHA, YTO
YMEHBIIAET CMAa3bIBAIOIMEe H AaMOpPTH3HpyloLe (YHKIMH. OJTO NPHUBOAKWT K
YBEIUYICHUIO MEXaHW4yecKol Harpy3ku Ha CycTaB H paspyIIeHyIo Xpslla, Y10, B
KOHEUHOM C4YeTe, IPUBOAUT K GONM M OrpaHUYeHHON MOABIKHOCTH MOBPEXACHHOIO
cycraBa. JlobaBneHue CHHOBHAIBHONM J>KHAKOCTH OpPH IOMOIM BHYTPHCYCTaBHBIX
UHBEKIUH BEICOKOOYUILEHHON THATYPOHOBOM KUCIIOTBI MOXKET IIOBBICHTH BA3KOYTIPYTHE
CBOIICTBA CHHOBHAJIGHOM JKHAKOCTH. JTO MTOBLIMAET CMA3bIBAIOLIYE H aMOPTH3HPYIOIHE
¢yHKIAM ¥ yMEHBLIAeT MeXaHMYeCcKyl0 Harpysky Ha cycraB. Kak mnpasuio, 310
NPUBOJKUT K YMEHBIICHUIO 60 H NOBHINISHHIO IOJBIDKHOCTH CYCTaBa, KOTOPAs MOXeET
JUINTECA B TeYEHME, MO KpakiHell Mepe, HeCKONBKIX MECALEB Iocle Je4efHOro IHKIa,
BKJTFOYAIOITIETO TPU BHYTPHCYCTaBHBIC MHHEKLHH.

10. ITpeacrasienne n pasMep YNNaKOBKH:

Onpue 3apaHee 3afioneHHbIi mmpmn 10 mr/ 1,0 mn OCTEHWWIA MVHHU B
CTEPUNBHO yrakoBke. J[Jif HCHONB30BaHUA HCKIIOUUTENHHO BpadoM.
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11. XpaHeHHe H CPOK FOAHOCTH:

XpanuTs npu Temuepatype ot 2 °C a0 25 °C B OpHIMHANBHON YIIaKOBKE.

Cpok xpaHeHuMs 3 roja IpH XpaHCHHH B OpHTHHA/BHOM ymaxoBke. PacTeop, He
HCTIONE3YEeMEIH cpasy e IociIe BCKpEITHA, HeoOxoxuMo BeiGpocuTs. He ncnoneasyiite
HOCNe KCTEICHHUS CpPOKa TOAHOCTH, YKa3aHHOTO Ha KapToHHO#M mauke. He
HCHIONB3YHTe TpemapaT B CIydae, €CJIH 3apaHee 3amOJIHCHHBIH IMpPHL] HIH
CTepHWIbHAA YIIAKOBKA MOBPEXACHE. XPaHATE B MECTe, HEAOCTYITHOM JUIA JeTei!
ITpon3BoAUTENs rapaHTHPYET Ka4eCTBO M3/ICNA B TEICHHE BCETO CPOKa FOXHOCTH.
Hspenne He TpeOyeT CNELAAIBHOIO YX0a, TEXHAYESCKOTr0 00CITyXMBaHUS H PEMOHTa.
[Tocne HCHONBE30BAaHUA M3AENME MNPUNBI MOMNESKAT YTHINH3AIMHM COBMECTHO C
JpYTrMME OBITOBBIME OTXOJaMH.

.
i
L

TpaHcnopTHPOBKA

Wsnenus TpaHCIOPTHPYIOT BCEMH BHIAMH TPAHCIOPTZ B KPHITHIX TPAHCHOPTHBIX
CpeACTRaX B COOTBETCTBHHM ¢ MECTHBIM 3aKOHOJATENLCTBOM U NPABUIIaMH NEPEBO3KHA
IPY30B, AHCTBYIOUIMMA Ha KaXXAOM BHAE TPaHCIIOPTa, MpH Temmepatype ot 2 °C 1o
25 °C.

[Tocnennsas penakous: Mait 2017 roza.

12. ITIpou3BoANTEIb:

TPB Xumemuxa AI', 'epmanus / TRB Chemedica AG, Germany
TPB Xumemuxa CA, Illsiinapus / TRB Chemedica SA, Switzerland

Afpec H3IroOTOBHTEASN:

FepMmanns, 85540 Xaap/MiouxeH, Puxapn-Patiunep-Amnnee 1/

Richard-Reitzner-Allee 1, 85540 Haar/Munchen, Germany

IIseitnapus, CH-1896 Byspu, Xemun Cs. Mapka, 3/ Chemin St.-Marc 3, CH-1896
Vouvry, Switzerland.

IlpencraBuTenb ipoussoauTensa B Poccun:

AO «OP®By, 115477 Mocksa, y1. Kautemuposcxas, 1.58
Tenedon: +7(495)234-04-01, +7(495)234-04-02, +7(495)234-04-03
Dakc: +7(495)234-97-98, +7(495)234-01-07

3. noura: orfeao@orfe.ru, www.orfe.ru
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/ Homep HoTapuajinHoro peecrpa Ne 1134/2017 b

HacrosmuM CBHAETENBCTBYI0 HOAJHHHOCTE COBEPIICHHBIX B MOEM IIPHCYTCTBUH
TNOAITHCEH

r-Ha Xaxca KansxOpennepa,

14.02.1969 r.p.,

ciyxebHbIx anpec: Puxaph-Paitimep-Annee 1, 85540, Xaap, I'epmanns,
H3BECTHOTO Ha OCHOBAHHH YAOCTOBepeHMA JIHIHOCTH Ne LF3NMM37F,

Ha ocHOBaAMH 03HAKOMJICHHS C TOPrOBBIM PEECTPOM y4acTKOBOro cyza r. MionxeHa
13 mona 2017 roza cBHUAETENBCTBYIO, 9TO Kommanusi «TPBb Xumeauxa Al'», ¢
3aperucTpupoBaHHEIM oducoM B Xaape 85540, 'epMaHnd, ABIAETCA IOPUIUIECKUM
JIALOM, YIPEXICHHEIM ¥ ACHCTBYIOIUM B COOTBETCTBHH C 3a8KOHOMATEIBCTBOM
I'epManuy, 3aperHCTPHpPOBaHA B yYacTKOBOM cyAe r. MioHxeHa 3a moMepoM HRB
114049 u r-u Xanc KampxGpeHnep ynoJHOMOYEH MONMMCHBATh JOKYMEHTHI OT
HMCHHU yKa3aHHOH KOMIAHHMM B KadecTBe [{MpekTOpa M €AMHOJINYHO NpPEACTABIATEH
HHTEPECH KOMIIAHUH.

36epcOepr, 14 mona 2017 roxa
(IToonucy)

Baymxod, HoTapuyc
Heuame nomapuyca

9, ITeyats: 10. TTognuce:

ATTIOCTUJIb
(T"aarckas KonBeHuus ot 5 okta6ps 1961 r.)

1. Crpana: ®eneparusnas Pecnybnuka I'epmManus
Hacrosumit opuLHaNsHEI JOKYMEHT
2. Tlogmmcan: JI-m Kpucrodepom baymxodom, HoTaprycom I. D6epcbepra
3. BeicTynaronmM B KadecTBe: HoTapuyca I. D0epcOepra
4. Ckpernnen medatsio JI-pa Kpacrodepa Bayxoda, HoTapuyca . D6epcbepra

YAQCTOBEPEHO
5. B MioHxeHe 6. 20 urons 2017
roaa
7. IlpepcenmarenemM 3eMeIBHOTO CYAa I’ MmeeHa I
8.3aNe910a—-1173/17

[Ipencenarens 3eMensHOro cyfa r. Mionxena Il (tiommucs)
baBapus Tomac JHrens
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Iepeso0 0ann020 meKCma ¢ HEMEUKO20 i AH2ARNICKO20 ATNKO6 HA PyCeKuli RINK coeran Muold,
ounnomuposannvm nepesoouurom Ceménossim Auopeem Hearoeuuen, eeprocms nepeeooa

% ~ Catopens Japel Uearonase

Poccuiickan Pedepauns
Iopod Mocxea

Hecamozo wions 0ee mMcauu CeMRAOUAmMozo 200a
A, Tpuuno Muwxawn Anexcandpoeirs, 6DeMERRO UCNORHAIOWU 0OR3aUIOCTIY HOMAPUYCa

20pooa Mockew Kysneyosa Bauecnasa Huxonaesuua, ceudemenscmeyio NOOTUHKOCHTL NOONUCY
nepegoduuxa Ceménosa Auopes Heanoeuua.
IToonucy coenana 8 Moem npucymemsu.
Juunocmy e2o ycmanoenena.

3apezucmpuposano e peecmpe: Ne /7 -7 24546
Bsuickano 2ocyoapemsennoii nowmunsi(no mapugy): 100 pyb.

M A. Ipuwwxo

Y6aH0, NPOHYMEPOBAHO
wio _7Z. aucm(a)(os)
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