BIONOLTRA S.A.

BHOHOJITPA AO B | 0 N 8 LT R A

Pro Anpuen-JlaweHans 26, Rue Adrien-Lachenal 26,
1207 XKenesa, lliseiiuapua. 1207 Geneve, Switzerland.
Tenedon: +41 22 508 38 68 Tel: +41 22 508 38 68
e-mail: info@bionoltra.com e-mail: info@bionoltra.com

DoTorpapuyeckue u300paxxeHus

o011ero BUAa MeJHUMHCKOr0 H3Ae/Ius
«Iuponpores cuHoBHaAALHOM *kuakocTH HOJITPEKCHUH (NOLTREXSIN®),
CTepHIbHbIH, B LINPHLE 0AHOKPATHOr0 NPHMEHEHHSI, B HCIIOJTHEHUSAX»

®ororpaduueckue N306pakeHns MEJULIMHCKOrO H3AEIHA B MEPBUYHON YNAKOBKE — CTEK/ISHHOM LUMPHLE;
dotorpaduueckue N306paxkeHHs MEAHLIMHCKOrO H3/Ie/INg B LUMPHULIE ¥ B HHAWBHAYANILHOH yrniakoBKe (KOHTeHHepe);
®otorpaduyeckue H3o0paxkeHHs obLIero BUAa MEAHLIHHCKOrO H3ENHS,

dororpapnueckue H3oOpakeHHs noTpeGUTENLCKONH YNakoBKH (KOPOGKH) MEAHLIMHCKOrO H3AENHS;
@ dotorpaduueckue H300pakeHUs TPaHCNOPTHOH yNakoBKH (ro¢poTapa) MEANLIMHCKOrO H3AENHA.

Hupexrop ®unuana buononrpa AO Marya 3.K.
08.08.2023

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCTIbITAHIA W PETUCTPALIMI MERHLMHCKUX H3ENHI



®oTorpamuyeckoe WobpaxXeHne MEAULUHCKOTO U34eNns B NEPBUUYHON YNAKOBKE - CTEKNAHHOM WNpuULe

JHgonpoTe3 cMHoBUanbHoOl Xxngkoctn HONMTPEKCUH (NOLTREXSIN'A), cTepubHbIAN B LUMPULE OAHOKPATHOIO NPUMEHEHUS, B UCMOMTHEHMSIX.

[na BapnaHToB vcnosiHeHns obbemom 2.0 Mn:

- JHponpoTe3 cMHoBManbHOM xugkoctn HOM'TPP.KCU! I(NOLTREXSIN' cTepunbHbIii, 06bemom 2.0 MA B LUNPULE 0ZHOKPATHOTO npumeHeHuns (PY Ne P3H 2013/764
nnm PY Ned C3 2011/11237).

- JHpgonpoTes cuHoBuanbHol xugkoctn HONTPEKCUWH (NOL. TRHXSIN") cTepunbHbIil, 06bEMOM 2.0 MA B LWINpULE OLHOKPaTHOro npumeHeHus (PY Ne P3H 2013/764
unm PY Ne® C3 2011/11237); uHbeKumoHHaa urna 19G x2" (1.1 x 50 mm) (PY Ne ¢ CP 2012/14167 nnn PY Ne @ C3 2007/00293).

A) Mpumep - B WNpuLle nponssoacTea bekToH AuknHcoH dpsHc C.A.C.". ®dpaHuus. Becton Dickinson France S.A.S.. 11 rue Aristide Berges, BP4,38801 Le Pont-de-
(ilaix. France. PY Ne ®C3 2011/11237

()sbem wnpuua 3.0 I, HanonHeHne 2.0 M

l«frite'j]W ANOLTREXSIN 2,0 ml

ip USE BY: 2023.09.09
: \_OT-

O6bem wnpuua 2.25 M. HanonHenune 2.0 Mn

NOLTREXSIN 2,0 ml
" I- - USE BY: 2023.10.14
\_OT- MM700T4SiB
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B) npumep komnnektaunyn wnpuua 3.0 ma (PY Ne P3H 2013/764 van PY Ne ®C3 2011/11237) HanofHeHVeM 2.0 MA1 € KOMMJIEKTaLMeR WTOKOM 3 M1 YCUAEHHbIMU ANs
CTEKMIAHHOTO Wnpuua v ynopom Ana nanabLeB yCUaeHHbIM (LBET CEpPbIA UAn npo3padHblii), nponssogctea OO0 «Anbga» (Poccus)

.WOL TREXSIN 2,0T!
USE BY: 2026.07.11 1
\ o1 bINM2304AS1B

NOL TREXSIN 2,0m 1

USE BY; 2026.07.11
\ QT-um"QAASAB

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



[ns BapnaHTOB UCNOMHEHUS:

- 3HponpoTe3 cuHoBManbHoi xuagkoctn HONTPEKCUH (NOLTREXSIN®) cTepunbHbliA, 06bémMoM 3,0 MA B LUNpMLe 0AHOKPAaTHOro npumMeHeHus (PY Ne P3H 2013/764
MIMPYNe ®C3 2011/11237).

- QHpgonpoTes cuHoBmanbHol xugkoctn HONTPEKCUH (NOLTREXSIN®) cTtepunbHbiii, 06b€Mom 3.0 M B WNpule 0gHOKpaTHOro npumeHeHns (PY Ne P3H 2013/764
nnn PY Ne ®C3 2011/11237); uHbekuuoHHasa urna 19G x 2" (1,1 x 50 mm) (PY Ne ®CP 2012/14167 vamn PY Ne ®C3 2007/00293).

A) Mpumep B Wnpuue nponssoacTea bekTon AnkuHcoH ®paHc C.A.C." PpaHuma. Becton Dickinson France S.A.S., // rue Aristide Berges. BP4,38801 Lc Pont-de-Glaix,
France. PYNe ®C3 2011/11237

O6bem wnpuua 3,0 ma, HanonHeHwe 3,0 mn

fIEfALTREXSIN 3,0 ml

USE BY; 2022.02.26
V_OoT
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B) Mpumep uinpuija 3.0 Mn (PYNe P3H 2013/764 Tu PY No ®C3 2011/11237). HanonHeHnem 3.0, C KOMMNJEKTaLUmMeld LU TOKOM 3 M1 YCUNEHHBIM A1 CTEKAAHHOIO Wnpuua un
ynopom Ans nanbLes ycuneHHbIM (UBET cepblit), npoussoacTsa OO0 «Anbha» (Poccus)

J NOLTREXSI!N 3,0ml

USE BY; 2026.07.11
VvOT e

noltrexs/n 3,0ml
USE BY-. 2026.07.11
VOTm
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doTorpagmueckoe n306padkeHne IHAONPOTE3A B LUNPULLE U B UHOMBUAYAJIbHOW yNakoBKe (KOHTelHepe)

3HponpoTe3 cuHoBUanbHo xxngkoctn HONMTPEKCKVH (NOLTREXSIN®), cTepubHbIiA, B LUMPULE OAHOKPATHOIO NPUMEHEHUS, B UCMOMTHEHUSX.

/(ns BapuaTtoB ucnonHeHus o6bemom 2.0 mn:

- 3HponpoTe3 cMHoBMaNbHOM xumakoctn 'HONTTPEKCUH (NOLTREXSIN') cTepunbHblil, 06bEMOM 2,0 MA B LUNPULE Of4HOKpATHOro npumeHeHns (PY Ne P3H 2013/764
nnm PY Ned C3 2011/11237).

— OJHponpoTes cmHoBManbHO xugkoctn [KOJTTPEKCUH (NOL1 JT[<KX8MbI') cTepunbHbIiA, 06bEMOM 2,0 M B LUNPULE OJHOKPaTHOTO npumeHeHns (PY Ne P3H 2013/764
nnm PY Ko ®C3 2011/11237); nHbekumoHHasa nrna 190x2" (1,1 x 50 mm) (PY Ne ®CP 2012/14167 nnuPY Ne @ C3 2007/00293).

VOLTREXS5

JGZ BY: I: I31.j.1-t
LOT NN?/ |14r-/B
1P
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2,0ml

USE BY; 202°.07.11

M»»e 0T 2z . tiine tirtxitk u HOTPEKCVH(NOLTREXSINj2.0mm @ MY |

n 2020-10 " 14S8S1B22023-t0 -M ' ITHItCHMHO

A BMOHONTPAAO,ProAapuB«-1»1w«0.nb2e 1207 XKekes3. LLernurp;;s.
Vecio NporaBofCIT rm oasa, 224 WCTOMETP a. " “oc*oschNi, par; W e 00K raxes

YT
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Mpumep 6ancTepa gna wnpuua 3,0 Mn, HanonHeHnem 2,0 M1 B KOMNNEKT auny WTOKOM 3 M YCUNEHHBIM AN8 CTEKAAHHOTO Wnpuua nynopom AN nanbleByCUNEHHbIM
(uBeT cepblil AN 6ecuyBeTHbIN) nponssoagcTea OO0 «Anbtha» (Poccus)

NOLTRBXStN 2,0m1
USE BY; 2026.07.11

\_oT-.rgam'r3onAans

wvcm. TREXSIN 2, Om»
OO0C o |- mli
\_OT-NM23041S1B

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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SHoopoTEs cvHOeVArbHOVKAAKOLL HYTTPEKCOVH(NOITREXAIN 20Mmin

WiiE
H 2023-07'5"NN230Q41S1B 22026-G7 H HeTtouHo X

uJ BVOHOMPAADP0 AMvien-TaleHans36 ,1207 XKenesa, e ipovs.
IMecTo mpovaopcTBa; I.IVbcksa. 22-i1 KinoveTp Kiesaroro L, i Mookosoad, Agng, 4. CTp. 2, 6ok I atax 5

(PoTO KpbIWKN 6AMcTepa (KOHTeHepa) ¢ MapKMpoBKoii ans wnpuua 3.0 Ma HanoaHeHnem 2,0 MA
B KOMMNMEKTaLNUN LUTOKOM 3 M/ YCUNEHHBIM A1 CTEKNAHHOIO LWnpuua
MYNnopom AN nanbliesycuneHHsiM, nponssoacTsa OO0 «Aubdar)

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



3HgonpoTe3 cuHoBManbHon xungkoctn HONTPEKCUH (NOLTREXSIN®), cTepunbHbIA, B LWINPULLE OAHOKPATHOIO NPUMEHEHUS, B UCMONTHEHUSIX.

Ona BapnaHTOB UCMONIHEHUS;

- JHponpoTe3 cnHoBManbHoM xumakocTn HONTPEKCUH (NOLTREXSIN®) cTepunbHblii, 06b€MoM 3,0 MA B LUNpULLE OA4HOKpPaTHOro npumeHeHus (PY Ne P3H 2013/764
mnnm PY Ne d C3 2011/11237).

- 3HpgonpoTes cuHoBmanbHom xugkoctn HONTPEKCUH (NOLTREXSIN®®) cTepunbHblii, 06bémMom 3,0 MA B LUNpuLe of4HOKpaTHOro npuMeHennsa (PY Ne P3H 2013/764
nnu PY Ne ®C3 2011/11237); nHbeKuMoHHas urna 19G x 2" (1,1 x 50 mm) (PY  ®CP 2012/14167 nnn PY Ne ®C3 2007/00293).

TiSBXSIN 3,0ml

mmtra USE BiV, 2026.07.11

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU 12



NOLTRBiXS =3, il
ueEQV -.2026.07.11

AHponpotes ¢/rmes/3nbrok xmaroci HOMTPEKCYH (NCMEXSIN) 3,0mn

Cj 2023-G" 1»"1' nN23041S1d » 2026-07-11  HeToKc4HO ISTEIIT

N BNOHOMTPAAO.Pto ApaleH-JlaweHsanb26,1207 XXeHesa, LLBeliuapus

MecTo npcu3BoAcTB3: r.Moc” 33, 22-i1 KnunomeTtp Knesckoro ., n, MOCKOBCKuiA, aena. 4, CT0. 2, 610K ™ 373 5

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Mpumep 6nncTepa ansd wupuya 3.0 N martonmeHnem 3.0 Ma B KOMUNEKMULLMW LTOKOM 3 1N YyCTUENNbIMI AN CTEKASHHOTO MMLMLLA MYMOPOM Ans NaybLeB YCU LWNHBIM
(uBeT cepblii nnn oectfeemubiu), nponssogcTsa OOO B/Inba»

w bl
T NOLTREXSIN 3,071
USE.BV-.2026.07.11
Rér NOL.IACAAN'* L 6
.

USE BY; 2026.07.11
UOT-MW23041S18B

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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SHpprpoTes cLuBmarbkodKaarocTM HTTPEKCYH (NOLTREXSIN) 30 min caaaa
ird 2023%7 {17K23041S1Bg 2026°7-11  HeToKkoHo SIME]

m | BOHOTIPA AO.ProAmpureH-/3leHarnb2 6,1 207 enesa ,LLIBEMLAPNA
IMecTo npoiseqacTea: I.Mockea. 22-/ KnnoveTp Kiesckoro L, i, Mockosck, gang, 4, ¢p, 2, 6nok I ataxk 5

(PoTO KpbIWKK 6AMCTepa (KouTeHepa) ¢ MapKUpoBKOoi ana umpuifa 3,0 mn Hanonanenvem 3,0 MA
B KOMNNeKTauum WTOKOM 3 M/l YCUNEHHbIMU AN CTEKUYSHHOrO LWnpuua
MynopoMm Ans NanbLes ycuneHHbIM, npoussogcTsa OO0 «Anbdar)

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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doTorpadunyeckoe nsobpakeHue oGiiiero BMga MeanLMHCKOro n3genns, noTpebuTenbCcko ynakoBkn (KOPO6KN) U TPAHCNOPTHOW YNaKoBKMU
(rotppo !apa) B cCOOTBe rc rBun ¢ BapaHTamMm UCMOSHEHUA MeAULNHCKOrO n3genus

I. O6wmnin BuA MegNULNUHCKOTO n3aenmsa IHA0NPOTe3 cMHoBManbHoOW Xxugkoctn HONTPEKCUH (NOLTREXSIN®) cTepunbHbIiA, B Wwnpuue ogEKOKpaTHOro NnpUMeHeHUs,
B UCNOMHEHUAX. BapnaHT ucnonHeHunsa: JHAonpoTe3 cuHoBuanbHol xungkoctm HONTPEKCUH (NOLTREXSINA) cTepunbHblii, 06bEMOM 2.0 MA B WINpuULe
O0AHOKpaTHOro npumMeHeHus (PY Ne P3H 2013/764 nnn PY X» ®C3 2011/11237).

KomnnekTayua: aHgonpoTtes cuHoBmnanbHol xxungkoctm HONTPEKCUH (NOLTREXSIN®), cTepunbHbIil, 06b8MoM 2.0 MA B LNpuLe 04HOKPATHOIO MPUMEHEHUS

(PY NeP3H 2013/764 unu PY X» ®C3 2011/11237); UHCTPYKLUA MO NPUMEHEHMNIO; NAEHTUPUKALUOHHbIE 3TUKETKN (2 WT.).

SR

NOLTREXSIN 2,0mi

USE BY; 2026.07.11
H L, n n T P E K N n H LOT; NN23041S1B

[na KapTbl MaLweHTa

NOLTREXSIN 2,0fni

. USE BY: 2026.07.11
Ao YDHAOMPOTES CUHOBUANbHOW XUAKOCTU e m-¢ |aonv LOT;NN23041S1B

LLPA KapTh! MaLyieHTa

E"30mpotes cuHoBMarbHOM »xuatocT HNMTPE<C, M (NOLTREXSINI20 Mi jSTt» Ej T] W’\
("No02Z2-05RNIN22008S2B 22025N-27  Herorenro

BVMIOHOJ/TTPA AO.6 nnacae3 O *ve.1207 YXeHesa. LLIBeliuapus MecTo Npov3BoACTBa;

108811, r.MockBa, 22-i1 Kunometp Kueseroro wocce, n. MockoBckuiA, fonesnag. 4. cd. 2, 6nok I, 3Tax 5 g ; iy 1 A L
| 167 ,i/e.nrjn‘,;

av
E i

QAT V3

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU 16



A) Mpumep - B Wnpuue nponssogetsa bekToH AukuHeon dpsHec C.A.C.", dpaHums. Becton Dickinson 1tance S.A.S., 11 rue Aristide Berges, BP4,38801 Le Pont-de-
Glaix, France. PY  ®C3 2011/11237

O6bem wnpuua 2.25 M. HanonHexnne 2.0 mn

NOLTREXSIN 2,0m.

USE BY: 2026.07 11
LOT:NN23041S1B

LiNB KapTbl NaLyeHTa

NOLTREXSIN 2.0ml

USE BY: 2026,07,11
LOT:NN23041S1B

[ns KapTbl MauveHTa

n ~ 1Ltrex " ilv
inni virdnarai
UOL TA™ 'SIN ?,0rrrl wrv r*
uScer "CL3.07.11
&t nb

bl .MMAPOTI, rn,.«-M. TKH-.li . h,.k« mUK U 1
. " 1",bl.bliA. 8 ungnnr

ypabwoivaH "Jﬁmnﬂ’\ﬁeﬁﬂ _)|6\>/llirr1\/1w>

\agosss!

& 000 LHPMH (&7 INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU
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(X)bem lunpuifa 3A).m:i. HanonHeHue 2,0mn

NOL TREXSn 2.0ml

W —iwr 11l

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

NCLTREXSIN20m

USE Bv. 2026.07.11
LOT.NN2304151B

A KapTbl Nan«ekTa

NOLTREXSIN 20m
USE BY: 2026.07.11
LOT; NN23041S1B
[Nna KapTbl NauyeHTa

n 2 1t r x N oii\/
: ‘HN" WER04/01.07.202.1

:3anoi 01Ct rm(OBKa.ibiinff )xugkoct HONTPEKIUM fNOLIRK.\.s;,V*j
CTCpit.lblluft, R UinpilllC ogHokpaTHOro MpHUCHCMHSA. & HCITO.IICHIIHI

Bapyi;LLMVI VICHONIVEHast:

1 "iW(Htpoicj cuHosviaubHON yHkocT HOTTPIVKTIVH (NOL TRKXSIN) cTeprrbHb i
M%ﬂ) M1 » LLIPALE QOHOKPATHOMO MPHVEHCHHA (PY Ne P3H 2011y764 wm Fr\//1Mq§\A7\r

2 3HMO0MPOKY CHHOBHAIbHOM »WkocTH HOITTPEKCLLE (NOLTREXSINY) crepurbHb i
W.O M & LLITPH/C OfHOKPETHOTo HpHyieHeHTk«( PY Ne FAVI2011.764 toH PY3~dC3
3 BHponpores CHHOMa.TbHOI].)NOKOCTVI HOJITPFKOfH (NOLTRE XSIN®) cTUNBHBIiA,
06LOMIVI 2.0 mn BLLIPMLIE Q/HOKPATHOMO MpsiveHcHHs (PYJ b P3H 20/3 764 oH PY26 ©C3
2011/11217). HHscMULOMHE Hina 19GX2°(1.) « 30Mm)(T>Y76CP2012/14167msm PY >
PC3 200700:'»3)

4 SHponpoTes CHHoBVA MK »rAaKocTH HO/TTPPKOLLL(NOL-FRHXSIN®) crepnbHb i,
PY NeP3H 201.1764 wmPY NedC3

06bevom 1.0 Q/HOKPATHOM
%%I‘Ig/%%?\)/v%ﬂm v 1«04 2'&1,1 T .]Omv% (PY » ®CP20(2" (4(7vn» TYA™

18



b) Mpumep - B wnpuye npomssoacTea «LaHbgyH Baiirao Tpyn Megukan Monumep Komnaum iumntag». Kutaid. PY Ne P3H 2013/764 o1 26.03.2018

O6bem wnpuua 3.0 mn. nanonxenve 2.0 Mn

NOLTRe>iilN 2.Qmf
N e*2r27.11
'_OT- TINV* mOftTSTh

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

NOLTREXSIN 2.0mi
USE BY: 2026.07.11
LOT; NN23041S1B
[ns KapTb! nauyeHTa

NOLTREXSIN 2.0ml
USE BY; 2026.07.11
LOT:NN23041S18
[ns KapTbl naLyieHTa

N L TR E X ~11M

y ﬁ]\lu VKR 04 0107;02.T

JHnonpoTcl ciiicnBiia.iMiiiH XXW1KOCTU MO N TPEKTMNU rN\OL7HE.\SJiV'j
crepiLibiiui}, n luiipKiir onknk'paTHAT npicMritriiHa, niirno.riprHiiui
BapkakTu iicno;tHCii)f*"

1 3mpgonpoTcicuimBuansiioin xtukoctn HO.'ITFI;XCHH(NOLTRI-.X.S(N*)cTspatibHbif(.
06brbioM 2,0 M'i K WWNpULE NAMOKPATHOMN NpUMcHer)»» (BY As P3M 2011/764 w:w PY JP*tf*C3

2011/112.17)
2 3unonporm cHMoaHaTkHOW »kakocrn MONTPTACUH (NOLTRJIT.V.S/N*) cTepunbHbIi,
o06bBMOM 3.0 M1 B mttpuiic 0onHOK7M1H O upumcHeHnsa (PY A? P3H 201J/764 nnu PY Ne <&C3

2011/11217)

1 3nnonpoTcy cn|TAHaNLHOH XuakocTu MONTPEK"C11U(AOLTKEX. AMbl*1crepH bl (nii,
06b6BMOM 2.0 MA 5 WNPULLE OHOKPaTHOW0 apHMcHew T (PY Hs P3H 201,1'764 itia PY /1* <I>3
2011/11237). HHWMiHomia* wna IVG x 2" (1.1 x <Ovv) (PY A; ® CP2012'14167 unn Py

®C3 20071)0243)
4 3HponpoTes cuHoBnanbHol xHnkoan HONTTPKKCHH (NOLTRFX-SIN*) cTepunbHblii

v e wrenie o pRIRG 2' TNA R ey AR AT TS
307 )



B) npumep - B [unpuue 3.0 ma (PY Ne P3H 2013/764 unn PY Ne ®C3 2011/11237). HanonHeHue 2.0 M/ B KONT/EKNLWLLL WTOKOM 5 .WwycwenubiM Anf CTEKIAHHOro

wnpuw! nynopom Ans TubpesycuneHHbIM (LUBeT 6c¢cr\BeTHbIN) npotosogcTBa OO0 «Anbha» (Poccus)

NOLTREXSIN 2.0rm
USE BY 2026.07.11
LOT: NN23041S1B
[na kapTbl NanveHTa

NOLTREXSIN 2.0ml
USE BY; 2026.07.11
LOT: NN23041S1B
[N KapTbl NauyeHTa

INN(; VLR.W'OIl 07" (' 5
HI

Jii.iunpoTci rii(louiM.ibiimt >xH.n.ortm HONITPKKTUM f\O f. rRf. V.Sf.V*}
CTCpArbHBIN, 8 1Ulirilllir e.llIOKpjtHOrO np.l»in,P,[HB. /1

R.iptiaHTbi ucrionueHH!

" (RPORIRI LA ORI RN 2O TA ey

2011't237)
* 2 lijjonporci cu»io*HA.1KHO »IULVTM HOJITPEKCUH (NOLTRE.\.4fN*jctep«.iiHMrt
oi T PY Out

n.70'9ror :A9 3Sn
06bemMom 3,0 MA A WNPHIK 0ANObpanioro npHmMemenus (PV » pjn

NI*V4MnON
201rmM237)
3 IjHjoiipoieii-MNOBunbHm'i xanbvoan HO>ITPEK'CHH(NOI.TREX.SIN*tcixpn.UHwft.
06beMOM 2,0 MN1 A1 WNPULE 0AMOBPArHOI NPUMCHCHIM (PY /12! P3H 2013.TAe pyAbth '
201M 1237). uubcmutoHna» wnn ING 12 (M <«>mm)(PY ®rP 2012 tJIft um pv v. i

®C'3 2007-00243)
J Oryliwppres cMHoBMa.-1bHOK XXUNKCk4n HONMTPbKO LW (NOLTRE.VSIN') CTCPAAKHbIH.

06bemMom 3.0 «n1 B WNpULE <2 HC>KPANOro npumereun» (PY 1(P3H 20J37M unmn )'V ibip f?
20117 1237). mibeb'1|Mo|iH,11 w An /90 \ 2°(1.) 4 <O mm) (PY S*p<P.Y1/2 NINTA T PAV>

®C32007W;9J1

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



M) Mpumep - B wnpuue 3.0 ma (PY Ne P3M 2013/764 unn PY Ne ¢C3 2011/11237), (wnonHeHue 2.0 M1 B KOMMNNEKTALWUN LWTOKOM i M/TYCUNEHHBLIM AN CTEKYAHHOro

lwnpuya nynopom Ans nanbleBycuneHHbIM (UBeT cepblid) npoussogcTsa OO0 «Anbga» (Poccus)

NOL TREXSIN 2,0m 1

Qe NNBAGAB

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

2026.07.11
LOT:N\NZ1si8
Plblreysa

2026.07,11

NN23041S1B
*>»PTbI MaLyeHTa

N N
« Noeblor® B % 7 PTS
7 iHiI s HORKOMMso LTrRsIs i

cifpi'-ibfiKiii, a IUiipHiir n.wnkpsruoro itpitMi-Htime. e krno.TrHNn»

HanuaHTbl HCMOTHEKH.Y

* 1 Oiuoirpo7CIl cuH1)Bus.: MMoN xunkocta MOOTI'tK CIfH (NOLTREXSIN'I cnTUnbKbI#A.
00wvoM 2.0 M MiimpHiie onmokpaTHoro npumeHcxu: (PY Ne p-wy ;0]? 764 nan Ty .Ned(
o -

'(%MHOMHanKHOﬁ XKHAKEXTM HO.'M 1'KKCHK ((NOLTRI-.V-S'IN )neplUmw/l.

oOwvov .(OM. 4 ||'LcbN1lconnokparal>70npumeHell»(PY> P3M 20/.1 TM nan PYNbtC:

*MN'T1237y
T 3unonpore. CMHOBI.aib.io« xxun*oct« MOMITreK-C UH (NOLTREX."MIN' | «-.epKnbHbIii,
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doTorpadumueckmne n3obparkeHUs NOTPednTeIbCKON yNnakoBKM (KOPOOKWN)

BapunaHT ncnonHeHusa: 3ugonpoTes cuHoBmanbHol xunakoctn HONTPEKCUNH (NOLTREXSIN®™) cTepunbHbIii, 06bEMOM 2,0 MA B LUNPULLE OA4HOKPATHOrO NPUMEHEHNSA
(PY Ne P3H 2013/764 nnn PY Ne ®C3 2011/11237).

BIONOLTRA
SASS FRBLCT

4% Endoprosthesis of synovial fluid

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU 22



IVerufacturer: Bionotfra SA, Rue AdrienLacherel 26,1207 Geneve, Switzerland,
Contefte: three (inanoonelpatyeayIMhice %6 40£1,0; waterfar inectias 96 96,0*L.0; saver las, %:0,000t-00006 Place of menufacture: BekG bldg 2, housing estate, 22kmof Kievskoe higway,

%54 % % n IMosoow; Russia. Tel.: +41 22 508 33 66
Cocreg TeevEHb M Ve rawgn 64,0+ 1.0 B vHativg % 9B0+1,0; vorbiogeape, %6 0000L- 000X 1o . BOOHASA ( 20, Po x

® AN DH ® ¢ HQOMHD IMeCTO MpovBoACTBA: T. IMockea, 22-11 KinoveTp Kiesckoro L,

FNN2.0 REVRA» 00,0000 PYP3H 0153463 Cran 00,0000 REE TONN20UG . IVookosokAY, B/, 4, CT. 2, 6rok T, aTak 5. Ten.: 7499 34-51-82
T o | wawbionoRacon e-meil: info@kenolracom

ENCotat
Endoprohesisa synovid fluld NOLTREXAINE sterile. 20mi incispossble NP3H 2013/ 7640r N PC3)KLY/11237); instruction for use ieefiel:
petiert labels (28(5) Tobe administered by authorized personrel a'lylnMIaﬂ legdlation

gwg\%mmm/ar&ml HOMPEK/HNCLTREANY), CrersHb i, MZQWBMWWWWN%M

apC3 201/, wmwmrp/lva-a-mq wm—nvm/la.yu-l-bemwmw(Z

N ~LTREX?"™IN ® 2.0m|

Endoprosthesis of synovial fluid NOLTREXSIN®) sterile, 2.0 ml
in disposable syringe (Reg Ne P3H 2013/764 or Ne ®C3 2011/11237).

3HAONPOTE3 CUHOBVIaNbHOW MaKrocTn HOTTPEKCV/H
(NOLTREXSIN®), cTepu/ibHbIiA, 06beMOM 2,0 M B LUMPALIE
OfiHoOKpaTHoro npumereHust (PY Ne P3H 2013/764 win PY Ne ®C3
2011/11237).

& 000 LHPMH (&7 INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU
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doTorpaduueckoe nobpaxenme TPAHCNOPTHO YNakKoBKM

wn hitmio.iipa 10. (MeriiuapHu / Bionoilra S.A.. Swirzcrfand
Pio Aup|«e»(-laiieHant., 16.1207 XXcuyem. IHMIhar** R'w A<In<n--*,-lwn»J26.1207 Genes-e, SwjUeflial
dunuan Kaounttpa AO* "KcHNT Yoc«u, 0:-S *nwmewp KTITKUTH W, n Mru«*«*uit. gmn J. erj»:. Nu»
F.Ttw S*Branch filONOLTIIA SN inKnunn. 22nd kiti o f Kiewkoc Hwv, i Mojiovskr>. I'Im m f
nwniie 4. bldg 2. block 0. Mh floor

'9Hn61TprTd coknn|{anbiio/1 XmaKorLw
MONTPEKCUH (NOLTREXSIN™)

Mapunkr wcimiiiemi*

QHaonpcTeT cHT>Anan>HM wakncTta 11()21MPW(CUH
(NOLTREXSIS*) ncp«lkuuf. o6wuow 2,0 «n >LL1|Minc
ciHolifnilHoro npu«»u»«n* [PY .V; F1N 201."TM unn PV >*
&3 20!1.'11227)

YcNM 2015/34fij oTr XX . XX . XXX
20 wl>-k.'p;ece5 no/or2.8 vi'm |
Hec 6pynn'Orra» weight 1,0Bkr/luy

Fnrfoproc(h6.<i$ efuvnovial fluirf
>OLIKK\S;V'«er«e.ln
jinelc-usf syringe, in versions

\don erar/

Kndornrsrhciii o f >>n»vial fluid
S'Oi.T7(FX.SI.V*iscfik, 2 Onil w i iiugk-
it«ejQ7in|< :Rcg No PIH 2PN 7M Of Rff
No ©CJ20/MI1277»

NN23tl43blly

2 2026,07. N
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doTorpadmyeckoe N306parkeHne yrnakoBo4HOro imcra

YNaKoBOYHbLI NnucT
Bionollra S.A. (buoHonTtpa J10)
JHponpoTe3 cMHoBManbHoOW xuakoctu HOMTPEKCUH (NOLT REXSIN*"), cTepusibHbIiA,
B LUNPULLE OAGHOKPATHOrO NPUMEHEHUS, B UCMONHEHMAX
BapuaHT MCNoNHEHUS:
3HnonpoTes cHoBUa3bHOM Xxugkoctu HONTPEKCUH (NOLTREXSIN®) cTepubHbIi,
06bémoMm 2,0 M1 B WNpULe OAHOKPATHOrO MPUMEHeHNs
(PY P3H 2013/764 unn PY Ne ®C3 2011/11237).
O6bem 2,0 mn
Konnuectso usgenuii - 20 wr.

naptun NN23041S1B
[arta ynakosku: 11.07.2023 .
MogeH po: 11.07. 2026 .

YnabineLwnk CesprornHa™An
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2. O6U Kt BUA MEAULMHCKOTO U3Aenns JHA0NPOTES CUMHOBUALHOM XnakocTn MONTPEKCUH (NOLTREXSINA) cTepusibHbIiA, B LUNPULLE O4HOKPATHOrO NPUMEHEHUS,
B MCMONHEHNAX. BapnaHT UCNONHEHNS: DHAONPOTE3 CUHOBUANbHOM Xugkoctn IHHONTPEKCUH (NOLTREXSIM™), cTepunbHbiiA, 06bEMOM 3.0 MA1 B LWINpuULe
OfiHOKpaTHOro npumeHeHuns (PY Ne P3H 2013/764 nnu PY Ne ®C3 2011/11237).

KomnnekTaymnsa: sHgonpoTes cuHoBmanbHol xugkoctn HONTPEKCUH (NOLTREXSINAY). ctepunbHbIiA, 06bemom 3.0 MA B WINpULE O4HOKPATHOro npumMeHeHus (PY Ne

P3H 2013/764 wnn PY Ne ®C3 2011/11237). UHCTPYKUUS MO NPUMEHEHUIO, NAEHTUPUKALMUOHHbIE STUKETKN (2 WT.).

NOLTREXSIN 3.0ml
USE BY: 2028,07.11
LOT: NN23041S518
OnA KapTbl NauyeHTa

NOLTREXSIN 3.0ml
USE BY: 2028.07.11
LOT: NN23041S1B
[N KapTbl NauyaHTa

N "LTREXM?MI/>~"
SHOPPOTE3HOR/AMbHO) . “ CITPEKCHH INOLTSEXSN 30un NUVER04,01,07.202.1
1202307 |LOTIAFi23W'S1p ~ 2026071 HOOKMHO  —oommee X

-"HJonpOTe] CH/uKHL /Tblioim uK orni HONTPAKI|1]| (NOI. rKL.VKIV*)
crrpiL it HbiA. m WwnpK1c 0aHOKPaTUNI NPUMEHEHUN, B NCMONHEHHB!

BBpuamThbl HCNa-WeHUT'
I SwkMdoTes cuHoaunTkHoi )mutocru HONTPEKC'MH (NOLTREXSIN*) CTCKNbHbINA.

BVIOVIONTTPAAO,P»AfiprieH-JlatlieHans26 1207 XKeHesa [b'sesviapka
361>amom 2.0 M Nwnpuue ogHOKpantoro npHHeHesH» (PY NeP31(2013'T64 unu PY N*®C3
MecTo rpcuseoacTts3 r Mocrsa. 22-i4 (" obleTp Kuesckoroui, N lomosexxi, feaa. 4 ctp. 2. 6nok I 31r« 5 2011/11237)
r 3unonpoTTa cMHoeHankuom «kakoctn HONTPEKCUH (NOLTREXSIN*)cpcpMnHbIii.

;6WMOM 3.0 M1 » Wwnpuue onmMoKpaTHoro npumeHenns (PY 1 P3H 201.1/7W nan PY Ne @ C3

Ne11/11237)
1 3HponporeTcHno*ms>HofA xxuakoctn HOJTTPEKCUH (NOLTREXSIN )crepH.1biws.

1OMMOM 2,0 Mn anwpHWe 04HOKpaTHOro npkmeneHin{PY Ne P31 201.T764 unH PY N-®C3
~11/112-17), HHKeKNWOHHas urna 190 1 2* (1.1 A 50 Mm)(PY 1 ®CP2012'M1iA7 f.nH PY/1»

©C3 2007w *.1). N N
< JHponpoT«criMoasna-ibl«ii xuakocTn KOTTPEKCUH (NOLTREXSIN ) cTepunkHmid,

SRS [ 1) YR (6 ) Al = S0 (Ve 7. 31 T RS

«Wr3 200TA»r9.»1

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU 2



A) Mpumep B Wwnpuue nponssosctea bekToH AuknHcoH ®paHc C.A.C.", ®paHumsa. Becton Dickinson France S.A.S.,

France. PY Ne ®C3 2011/11237
O6bem wnpuya 3.0 ma, HanonHeHne 3,0 MA

Ho T ‘EXStN 3.0ml

WbfatV: 2020ML

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

rue Aristide Berges. HP4.38801 Lc Pont-de-Glaix,

NOLTREXSIN 3,0ml
USE BY: 2026.07.11
LOT: NN23041S1B
[Lnii KapTbl NauyeHTa

NOLTREXSIN 3,0ml
USE BY; 2028.07.11
LOT; NN23041S18
[na kapTbl nauneHTa

ISI1~"LTREX™IN
INNU VKR.04/01 07.2023

HI

lilaonporn cunaakmabun M u.jhomtHOJITPKHCW )INOI.TRF.SSIS")
rrrpiusM<mH, B NTpHL e O/IMOKPBTHOIM NPH.YEHCHHA. B UTO.TTHUAT

M3puaHrbl HemonHeHn™>

1 DtuortpoTt-i CULIOBHAML 110/ xuaKocTM HOATI'tKO fH (N O ;. TR/;X."> W * 7crepHjt» . «/f
obbem c»! 2,0 M Nwnpune aitiokpamoro npumemcunn (PYM'P3H 201.3/7M knH I'V ff. dc3

2011/14237) .
2 3HAOrdoTeT CHHOBHANMK' 1 XUAKOCTU MONTPCKCUU (NOLTRLSSIN *)aepunshs J1.

<B06HOM3.0 M A wnpuiko /1 HcpATHQL>npuncurins (PY Ne P2U 20t 3/7M nm PY Y U3

30J1/11237) N N
3 JHponpllc! cnHoBUanbHoi xuakoctn HONTPWUC7/11 (NOIL.TRrXSIN*) cTepunbHbiit,

06BbEMOM 2.0 M1 B WNPHMNC OAHObPATHOTO npuyehenm 4 (PY MfP3H 20J.I'7TM nTn PVJIC-iW 'l
2013}/13237). ukbeku4yonun» in-na (« TCxryM x 30 mm) (PY fe ®CP 2012'H[67 nam PY »-

©C3 2007°002<»3)_
4 JHponpoTe3 CHiioBManbito/l XMAKOCTUH O NN TKKCU H (NOLTRP.XSIN Jenpaumbi I .

(T6bémon 1,0Mn B WApUNE OAUOKPATNOro NnpuMcHenn™ (PY » P711 201.1'7M HAm PY » <PC3
2011.'M237); nabeku*Qm«»nurne («3 k2'(1.1 *f0 MM KPY» <KT 20/."19(B'unsa PV/C.

®C3 2001aH)r9.1)
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B) Mpumep - B wnpuue nponssofcTea «LaHbayH B3iirao Tpyn Meaukan Monumep Komnauu Jiumntag». Kntaidi. PY Ne P3H 2013/764 ot 26.03.2018

O6bem wnpuua 5.0m 1. nanonnenve 3,0m :i

NOI-TReXSING Om(
ust BY 2026.07.11
LOT; NN2304151B

[ «Tbl MeLyeH

OLTREXSING Oml
BY:2026.07.11
NN23041S1B

<«OTbI MBLYEHTA

1 wUVEROJ'DI,O7,202.T

Tunonporcl ciiimniia.ibtiui'i »x».1korr» HONATPEKTHM rNOLTHE.V.SJV*)
NCPHNbHBLIM. B wWn(11Cllea.TBKPUHOTM NPUMOKEHKM, B iicrio.mcHxvt

NOLTt S.XSIN 3.0m |
BapuaHTbl HCNaTUenHr
I Daatmporej vHiwaHiibHOfl )xunacHrtu HOTPMCCUM (NOI TRbXSINAicTephnuw M

J557ShE
' 20rB.ul. i
06b«yoy 2.0 MN RwWNpuLe ONHOUKTKH-NNPUHEHTMU* (PY M>3M 'OM 764 h.ih PV k .iin'T
20M/U277)
2 JHNONPOTC» CWIWBMTbBHON XTUKOCTH HONM'bKCUH {NOf, TRI'"\.S(N") rTepunaHslii
o6mMMOM 3.0 MA A WNPKLLE 0.. HOKPALHOIONPUMCHCHH( (TY Ne P3H 301" 764 H.TIIFV A~ -3

20H/N3.'7)
SaaonpoTe! cHHNAHANbHOW XHAKMcra HW TPCKIUH [HOL.TKbXMH*(4-Trpknbi(blii.

o6bemom 2.0 H/1B wnpuue ogHOKpaTHO npumeHeHus (PY /1 P3H 201.3/1bl nnun PYNe «P<'3
201M 12371; HUbCKWIWHHAA urna 190 x 2’ (1.1 x .30 mm) (F'Y Ne®(.T2012'14167unm PY Ne

au."3 2007t»293)
4 3TnonporeT cuHoaHanbIW XHAKWTU MONTPKKCU11(HOL.TK/-\ALH")cTX7)1THbIH,

o6bemom 1.0 MA1 a WNpuLe 0HOKPaTHOrO npumerreHHa (PY Ne M'31120M'764 nau PY>b® ( 1
r01rM 2’ 7). rTnyuHkHwaa UriB 19C7x2'((.1 x W mm) (PV A* <PIP NH.*'(41ii'vnn Pb H-

®C"1 roATHO.-4T)

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



B) Mpumep - B wnpuye 3,0 ma (PY Ne P3H 2013/764 nan PY Ne @C3 2011/11237), HanonHeHne 3,0 MA B KOMMEKTALUN LWWTOKOM 3 M/ X'CTUEHUBIM ANS CTEKUYAHHOIO

Wwnpuua nynopom Aas nadblieB ycliennsim (LUBeT neokpalleHHbng npoussogacTsa OO0 «Anbha» (Poccus)

»fr>f TPPICSrw 3.0ml
USEBY-.

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

NOLTREXSIN 3.0711
USE BY. 2026.07.11
LOT: NN23041S1B
[Ons KapTbl NayueHTa

NOLTREXSIN 3,0ml
USE BY: 2026.07.11
LOT:NN23041S1B
[Lns KapTbl NayneHTa

N ~L T R E X ~ 1181

| ﬁ:NUVERA(M'fiI.OUOZ.’

jMonpoTeicHitnmu.iLiiori xHnkocrH HO. ITPt'k'CIIH J.NOLrKFASf.V)

cicpx-ibiibiii. B iititptiiK' nit(AKP*THNTN MPHYEHEHHM. B HCMW.'TTHHX

BapuaHTbl ucno.THcuna

1 '3unortpore3 CHiuiRiinbiioii «MmnkocrH HO.TFTPEKCWH (NO1 TREXSIN*) cTtcpat”™Hbi/l.
2.0 bIN K WNPWLE 0AHOKPATHO/T> rTpMMenenu» |PY XR'P3H 201' Tm uTk Iy X'TK'3

20IM123"

2 SHAOI'IPCT)eT CUHOBKNbMANI XHNKOCTH HONTIEK'C'MH (NO1.7 RH.X.SIN' ) crepiramibiid,
o’m M H WNPULLE ONHOKPArHoro upumMeHenn» (PY A. 31 201" -Tbl «mMTyY3~dcT
3 3unonporeT CMHOBNANKMOM XHAkocTn MOJTITPEKCUN (NOI TREXSLIN )cTepunbHsiit,
06beMoM 2 0 M.l * WITpHUe OAMOKPATTIOro npuMeremw (PY & P31 201.3-7TM MiHPYNe ® C1
2011,'"11237). HMbeMin.wmna« urna [4C x 2'(1,1 x-M) Mm)(PYNe ®CT20)2,'[-)1B7HAH ?Y A
©C3 2(X17'002u3)

4 OnnompoTc) cHHoBManbno/l xxHnkocTn HONTPEKCHH (NOI.TRPX.SJN ) cTejiH-ikHua

*>(;beMoM 3.0 M1 * wnpHue I.nlo4wTH</ro TwmMeHeHn» (PY
201'112-"T); UHI*-KIHOTM« urna IW x 2" ((./ x 'O mm) (PY /fr <W P.iM . UIft- imh -

BK-IrOATATPIOT)



N npumep -8 wnpuye 3,0 mn (PY Ne P3M 2013/764 wau PY Ne ®C3 2011/11237). HanonHeHue 3,0 M B KOMNIEKTALUN LWWTOKOM 3 M/ YCUIEHHBIM /11 CTEKTSAMNHOIO

WwnpuLa Mynopom Ans NilbLEeB YCUMNBHHLIM (LBET Cepblif) npouHtoacTMa OCHO «Anbtha» (Poccus)

WOLTREXSW 3.0mt

VBEBYJ1LLL«>

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

nx

NOLTREXSIN 3,011
USE BY; 2026,07.11

LOT:NN23041S1B
[N15 KapTbl NaumeHTa

NOLTREXSIN 3,071
USE BY; 2026.07.11
1-0T; NN23041S1B
[ns KapTbj nayneHTa

INN n VEK 0401 07 2023

Ri:

>H,ionpoicj rHiinAiit.ibHOH x1nkocrH HONTPEKTMNH fAOLTRf: \Ji(\']
CTcpiLibffufi. R wupuHe o.iiiOkpiiiHo.rinpHMmpuTumn. n How-inem tiit

Llapunifiel ucnonnenta

| "Jnaoripoiej cHunamanbHol xuguuti HOMTPEKCIH (NOLTREX.S/N') crepp, /bt
oitbomom 2,0 mn 51 iNitpitue ogHokpaTHoro npHwetiewt» (PY ,NeP3M 2011 7M MAHP'Y/Ir®C3

2 OHponpoTeTenn.>AHALbI«>MKUAKLIUrTHHONTPEKCUH(\'CHIAL-\5"*)cTepunbuslia
00bemMoY 3.0 M/ 5 WMPHIM OAHOSPAWOro NpHYeHeHHs (FY.»bP3M2013 264 knMPY Ne (~

20M/11237)
3 JHAOUPOTA CHHASHANANOW XTUAOCTH H(WTA1K'C'HI1iINOLNiFX.SfN') CiepinbKbiit
P3H 2013 764 k.ih PY Ne ®C'3

o6bemMom 2.0 UN A WHUPHUE O.UIOKPATHOT O Ip»MeHCcIM» (PY
2011/11237): HNbCkiiMOHH.-u |<r1a 1<>0u2' (1.1 x 30 YUm)(PY 7iim1>CP2012'M Ift7 HAH PYT»

Ao G rovesibrg@rH-OPHQAINTRDENCEHEHM
06beMOM 3.0 MA1 # HUTPULIC OAHOKPATHOTO MpuMeHenn» (PYIT P3H 201X'7(L w/w PY.Ne«14T
2011'11237): HHbeKTbIHHAA urna IW «2° (/.1 » 40 mm)(PY3~ ®CP2012//41A7 nanPy M

DCLNX>"-«0"9H



doTorpaguryeckmne n3obpakeHNsa NoTPedbUTeNbCKOM YNaKoBKN (KOPOOKM)

BapuaHT nCnonHeHMA: JHA0NPOTE3 cUHOBMaNnbHOM xungkoctu MKONTPEKCUH (NOLTREXSIN®). cTepunbHbIii, 06bEMoM 3,0 M1 B LUNPULE OJHOKPATHOIO NPUMEHEHNS
(PY Ne p3H 2013/764 nan PY Ne ®C3 2011/11237).

3IONOLTRA

WISS PI0OVCI

TPEKCWH

4%6 SHOONPOTE3 CUHOBUA/TbHOW XXUAKOCTU 3,0ml

BIONSLTRA

SWISS PItOUCT

LTREXSIN

m i.iik

o . . .
4% Endoprosthesis of synovial fluid " T (12

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU 3



Qrisb>6R S Robiyeyiale %4011 lorinfBoBos %696 )+1))awlons %6Q)00-0,0005.
Coores TevEIMArD VA B 964,01 10 ecra AvkeaUin %960 Qv&bm:eﬁ%%QCII)l Qs

0 ACKW (8) 0 HEQOMD
ANN30 UGREVID00000000, PYP3H20I50463Cr0000000 | REF IMNNGOUG

Menufacturer; BOrd TaSA, Rue Adrienviacherdl 26.1207 Oetera. Shitzartnd.

Place of manufacture: Blok6. 2, housing estate. 22kmof Klevakoe highway.
Mosoow: Russia. Tel.; 441 22 68

Boad‘IBSA (Brooma 0. PoAxver BLLEHB 26,
1207 >Keresa.

IVecTo rpovBBgaCTBa: T. Mbokes, 2241 N/mvm}%meeuaom
n I\/bumum.umuA ctp. 2 Gnok I™. atax 5. Ten,; 47499 394-51-82
wwubionoltrecal Ti; el info@hionoRra.com

En%g}:m LN OO s 0 NEBH217BA0r NP1/ 11237, Irencticnor e
|ate|s(2p§§%beadn'\ﬁ§aed S see DU R NS PR 12, (eelede:

3.0 ml

Endoprosthesis of synovial fluid NOLTREXSIN®) sterile, 3.0 m
indisposable syringe {Reg Ne P3H 2013/764 or Ne ®C3 2011/11237).

3SHpaonpoTes crHoBvabHON xaxocTn HOTTPEKC/H (NOLTREXSING),

CTEPUbHbINA, 06beMOM 3,0 M B LLIMPYLE QAHOKPATHOMO NpyMeHeHnst (PY
Ne P3H 2013/764 w1 PY Ne ®C3 2011/11237).

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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doTorpagmueckoe N306paxKeHe TPAHCMOPTHOW YMaKoBKM

T BHnmonTpa /11). 111nrMnapllsa / Bionolira S.A.. Sniuerland

. . niiLapi re-DiB.-ul > . Cene, “WHrriai
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doTorpadnyeckoe n3obpa>keHre yrnakoBo4yHOro icra

YNakoBOYHbIA INCT
Bionoltra S.A. (bnoHontpa /10)
SHponpoTe3 cMHOBUMaNbHOW xuagkoctm HONTPEKCUW (NOLTREXSIN®), cTepuibHbIii, B
wnpuue ogHOKPATHOro NPUMEHEHUS, B UCMOMHEHNAX
BapuaHT ncnonHeHusa:
dHpgonpoTe3 cnHoBManbHom xungkoctu HONTPEKCUW (NOLTREXSIN®) cTepunbHbIii,
06bémom 3,0 M1 B WINpuULE OAHOKPATHOIo NPUMEHEHUSA
(PY Xo P3H 2013/764 nnn PY X« ®C3 2011/11237).
O6bvem 3,0 Mn
KonuuectBo usgenuii - 20 wr.

Xe naptun NN23041S1B
Oata ynakoBku: . 07. 2023 .
fopge!' no: 11.07. 2026 .
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3 O6LWKiA BUA MEAMLIMHCKOTO M3Aennst AHA0NPOTE3 CUHOBMANbHON XunakocTu HONTPEKCUM (NOLTRHXSIN®) cTepunbHbIi, B LWINPULE OJHOKPATHOrO NPUMEHEHNUS, B

ncnonHeHuax. BapnaHT ncnonHeHUa: dHgonpoTtes cuHoBuanbHol xugkocth HONTPEKCUH (NOIT'REXSIN®) cTepunbHblid, 06bEMoM 2,0 MA B WNpULE OAHOKPATHOIO
npumeHeHns (PY NeP3H 2013/764 unn PY Ne ®C3 2011/11237): nHbekunoHHas urna 19Gx2'(1,1 x 50 mm) (PY Xy ®CP 2012/14167 nnn PY Xy®C3 2007/00293).
KomnneKTaumsa: 3HgonpoTte3 cuHomanbHom xunakoctu HONTPEKCUH (NOLTREXSIN®). ctepunbElbiii. 06b8MoM 2.0 Ma B WNpuUue 0AHOKPATHOTO npumeHeHus (PY Xy
P3H 2013/764 unn PY Xy ®C3 2011/11237); urna uHbeKUMoHHas ctepunbHas 19Gx2" (U x 50 mm) (PY Xy ®CP 2012/14167 nan PY xy ®C3 2007/00293).
CTEPU/IN30BaHHAA OKCUAOM 3TU/IEHA: MHCTPYKLMUA NO NPUMEHEHUIO: UAEHTU(MUKALNOHHbIE 3TUKETKN (2 WT.).

Mpoun3BoauTeNnb MHLEKUMOHHONW urbl: B.BRAUN Melsimgen AG (b. BpayH Menb3yHreH Al). ep.yaHT. Urnbl «CTepukaH» (Sterican). PY Ne ®C3 2007/00293

SR

NOLTREXSIN 2,0mi
USE BY;2028 07 11
LOT: NN23041S1B
[Ans KaoTbl NaunekTa

NOLTREXSIN 20m>1
USE BY: 2026.07.11
LOT: NN23041S1B
Ana kapTb! nauMtMta

4% c”NHAONPOTE3 CUHOBUANBHOW XUAKOCTH

3HAoNpoTE3 CHOBMarbHOM BAroCTV HOTTTPEKO/H (NOLTREXSIKI20MT| M N5 | T ISINLTRE X Air\i
2022-05 p5*"NN22008S2B 22025J35-27  HeTokcudHo INNUVRRWO! 07 2023
HaTTPKkY HI. (NOU ROSIN-I
EVIOHOJ/ITPAAO,ennscae30-Bus,1207 XXeHesa.llseiiLapus " TheB - ~@fP--- "R - TG
1D8811, rMockga, 22-1 KW'IOMeTp KkeBctoro wocce, - Mockuco™, [fovcensy, 4, ap. B/KHTbI «THOMET.. HIlfri PEKt HM(NOLIRfcXSIWj cTepLu.HnS.
20T oV TARROMHR P BN <
20111 «n* 190 X/ |1.1 «
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& 000 LHPMH (&7 INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU

35



MpounsBognTenb MHBbEKLMOHHO urnbl: OO0 "CTepuH”, Poccua PY Ng ®CP 2012/14167

NOLTREXSIN 2,0mi
USE BY: 2026.07.11
LOT; NN23041S1B

[ KapTbI maLyeHTa

NOLTREXSIN 2.0ml
USE BY: 2026.07.11
LOT:NN23041S1B

[na kPt naLyeHTa

N ~L TR E X ~11S 1
INN WVER W01 072023

3H;‘IOI‘I(}0T*>> CHHOBW«/IbHOW XXHAKocnT HONTTPELICO1M (\ObTKE.AXIM*)
crepu.TemmiA. B funpillir QIVOKPIT11010 npumcHrHHs, Mlirnn.IHeNlini

SHAONpPOTE3 CUHOENaNbHOM X /n~ocTu HO” PEKCih mNOLTREXSNe 2 mr [STgm 1j_1J A
BapuaHTa naraTHcHuA
H2022-05[ANJN22008S2B 2C25A5-24 MeTow uHo 1 3HAonpoTea CTroBHanbKoi xunkocTH HONTPEKCUH (NOLTREXSIN®) cTCpHABMMIA.
061/IMOM 2.0 nn a WwrLum oaHopaTNoro Npk.meHeirus (PY Na p3n 2013/7M vnm PY Na Uk."}
2011M1237).
2 3HAONpOTe3 CMHOAHANBHOH XuakocTn HONTTEKCUH (NOLTRHX.SIN*) crepiiiLnuH.

06bemMom 3.0 Mn B LUNPWMLIE OAHOKPATHOTO NpuMeHeHUsa (PY a1 P3H 201,3764 10 H PY X» «PC3

M | BUOHONTPAAOG6NAAcAe30-B|'a.1207 X eHeBa. LU Beiiuapua MecTo Npou3BOACTBA;
f alnon”~lel Q/HsUMIHOA xuakocT 110TTPEKCU11 (NOLTREXSIN®)CTepHbIbIO.

10331~ r.Mockaa. 22-ii KunomeTp .Kkeeccxo wocce, n. Mockucr.nit. gcmcwep, 4. ctp. 2, 610k . atax 5
06beMOM 2.0 M1 B LUNPULE ONTHOKPAMIOTN NPUMEHEHWS
2011/11237), nHbeknkoHHas urna 19G x 2" (M * 50 mm) (PY Ne ®CP _012'M167 unm P.

??2H N AAACcAHoaHanbuoi *u.nkoctn HONTPEKCUH (NOLTREXSINA rndrokHMI

06"TOMTANO BWNPULEO AHOKP-TUO -0 A
20M/N237); nHbe ™»0HH*S urna 190» 2 M.» «> mmar'y twu

®C3
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doTorpaumyeckme n3obpakeHnsa NoTpeduTeIbCKo ynakoBku (KOpooKku)

BapuaHT ucnonHeHns: 3HaonpoTtes cmHoBuanbHoh xugkoctm MONTPEKCUH (NOLTREXSIN®) cTepunbHblit, 06bEmMom 2,0 Ma B LINPULLE OA4HOKPATHOIO NPUMEHEHUS
(PY Ne P3H 2013/764 nnn PY Ne ®C3 2011/11237); nHbekymoHHas nrna 19G x 2" (171 x 50 mm) (PY Ne ®CP 2012/14167 nnn PY Ne ®C3 2007/00293).

BLUI M ;f.L
r
“TPERK™MMHA
yr
4% OH[ONPOTE3 CUHOBUANBHOMN XNAKOCTH . w iQj
BOETRA

SWISS =10DUU

/N LTREXSIN

4% Endoprosthesis of synovial fluid
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Manufacturer Bionottra S.A., Rue Adrien-Lachenal 26,1207 Geneve, Switzerland.

Conttents: Ihree<Imensionalpolyacrylenide,%: 4,0 *1,0; weter for injections. %6:98,0* 1] elver lors, 40,0001 -0/ X6. Place of manufacture: Blok G, bldg. 2, housing estate. 22km of Klevskoe highway,
CocTaB: TPXVEPHL U Nnonvaxpuriane!. %44,0 +1,0: Bofa /15l MTEEKLIIA, %6 96,0+1,0; voHbIcepetpa, %4 0,0001 - 0,0005. Moscow. Russia. Tel.: 41 22 508 38 68
Mpownsso/~rrensb: BionoltraS.A. (BuoHonTtpa AQ), Pro Anpren-SlaweHasns 26,
) 1207 XKeHesa, LLseiiLiapumn.
4/i\ STERILE f m HETOKOYHO MecTo Npou3BoACTBa; I MocKBa, 22-i1 KiunoMeTp KieBCKoro L,

n. MockosckviA, ABNA. 4, cTp. 2, 610k I, aTax 5. Ten.: <7499 394-51-82
PNN 2.0 UGn ReVOOQC0A030 PY P3H 2015/3463 Or00.00.0000 | REF [02NN-2.0UGn
www.bk>noltra.cOTi; e-mAl: Info®bk>noltracom

EN Content

Endoprosthesis of syrwial fiuid NOLTREXSIN. sterile. 2.0 ml in disposable syringe (Reg NeP3H 2013764 or NeddC3 2011/11237); sterSe (EO sterilized) infection neec”™

19G X2" (1.1 XSOnm) (Reg. NedCP 201214167 or NedC3 2007/00293); instruction for use leaflet; patient labels (2pcs).

To be adminislered by authorized personnel only Inaocordarrcewrh local legislation.

RU CocTas tovrLLeKTa:

SHACXTPOTES CvHOBYVIATLHOM X/aKocT HOTTPBOOVH (NOLTREXSINY. crapubHE Y, 06bemom 2,0 M a Lunpyug QHJdbamHoro mpuveHeHs (PY NeP3H 2013/764

Wi PY NedC3 2011/11237); virna MHEeKUIOHHaA CTepuribHast 190x2* (1,1 x 50 Mv) (PYNe dCP ~12/14167 ww PYNedC3 2007/00293), CTEPWIME0BaHHAA OKCLOM STWIEHS;

VHCTPRYKLYS! 110 MPMEHEHVHO; VEHTMKALIMIOHHB I STUKETKM (2LLTT).

PaspBLLEHO K MPVIVEHEHIIFO TOMNBKO KB/ IGLYPOBaHHL M/ CTieLVa/ICTaVIN. 7 649988 702662

NOLTREIZXS SIN® 2.0 ml

Endoprosthesis of synovial fluid NOLTREXSIN®*, sterile, 2.0 ml

Indisposable syringe (Reg NyP3H 2013/764 or NedC3 2011/11237); Injection
needle 19G x 2" (1.1 x 50 mm) (Reg Ne®CP 2012/14167 or NedC3 2007/00293).
3HAoNpoTe3 cmHoBUanbHOM xmakoctn HOJTTPEKCH (NOLTREXSIN®),
CTEpU/IbHbIA, 06bemMoM 2,0 M/ B LLIMPKLIE OAHOKPATHOTO NPUMEHEHNS

(PY NeP3H 2013/764 nmn PY Ne®C3 2011/11237); UHBEKLIMOHHASA Urfa

19G X2" (1,1 X50 mm) (PY NDPCP 2012/14167 nnm PY NedC3 2007/00293).
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doTorpagMyeckoe n3o6paxeHe TPAHCMOPTHO YMaKOBKY

m iiHc,,ojnnflAO.mBcntiap.m/RionollraS.A..SwitMr!and

T HveH 'lauriiin "bLITHav Mewiud' «e/eoLdiol <2 i:0' Mk« Whlrlbl

n Af)y r Vlpcraa, 21-1» mtsuerp Kmrein-ornm 1 Mrkrpacanit s»rn4 np 1.51m« .,
T«ASA WUcw.c.uicé4
[ M(Js2. block I>, 511 fliim
QUIOIIMVIGH{BHISHIOIIIOCT  Kndoprosibesis of synovial fluirt

MONTPIkCUWM (NOLTRtXSIN*)
cTcpiuwibift, Dliiiipmie onnokpaTHoro
npyveHeHn, B MOTOHCILLAL

Beptut

i Caurven Juifkni VOTTOKOH

. *. .
ItuttM ieeu®» ~ 1.nylmTxTe urne citpitibiu”
Mctp.i cTepv- «nennn onng jTviewa

XeP3W 2015/.463 o1 XX.XX. XXX
20 umK.’p«cKS no'ofl.O v.ifml
Bee 6p>TH(VGIOSSWtt’IH 1,00 kr mis

NOIL.rUF.XSIN' sterile, in single-
use ivringe. in versions

Vfsicrvfeseculwn
bndi>t'«f>s'hfsri of B<0 I»l O'lilvn tRFXSIN*
sieiitf. 20 mlin » «mylc-uje s-nnce (R«g Sc
P3H20IV7M or Rc* SD 4>T12011"112"2,

X R ]

HBIED Drave-pilyNeill
R

A n«lJle supplied mIbs se: steni*
Vleihod I'f needI* sTCfilijaws» - siblsoe osidc
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E 2026.07.11
STStILE 7
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doTorpaguyeckoe n3obpakeHne ynakoBo4YHOro amcra
| f
Y NaKoBOYHbIW NCT
Bionoltra S.A. (bnoHonTtpa AO)
JHponpoTe3 cnHoBuanbHoh xunakoctm HONTPEKCUH (NOLTREXSIN®), cTepunbHblii, B
Wnpuue og4HOKPaTHOro NPMMEHEHUS, B UCMOTHEHUAX
BapuaHT ucnonHeHus:
dHpgonpoTe3 cuHoBuanbHol xugkoctm HONTPEKCUH (NOLTREXSIN®) cTepusbHbIii,
067>émom 2,0 M1 B WINPULE OAHOKPATHOI0 MPMMEHEHMSA
(PY P3H 2013/764 vnu PY Ne ®C3 2011/11237); nHbekunoHHasa urna 196 x2" (1,1 x 50

MM) (PY Ne ®CP 2012/14167 nnn PY ®C3 2007/00293).
O6bem 2,0 mn

KonunuecTtBo nsgenuii - 20 wr.

Ne naptnm NN23041S1B
Jarta ynakosku: 11.07. 2023 .
fogeH pgo; 11. 07. 2026 .

Ynakoswuk CesprornHa A.A_
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3. O6wWuit BUL MeAULMHCKOTO n3genns JHLO0NPOTE3 CUHOBUaNbHOW Xugkoctu HONMTPEKCU11(NOLTRI 'XSINO®) cTepubHbIiA, B LUNPULE OAHOKPATHOrO NPUMEHEHNS,
B MCMONHEHNAX. BapuaHT ucnonHeHus: dHAONPOTE3 CUHOBMaNbHOM Xungkoctn HONTPEKCUH (NOLTREXSIN®) cTepunbHblil, 06bEMoM 3,0 MA B WNpuue
ofHoKparHoro npumMeHeHus (PY Ne P3H 2013/764 wunn PY Ne ®C3 2011/11237); nHbekunoHHasa urna 190 x 2" (1-1x 50 mm) (PY Ne ¢ CP 2012/14167 wnn PY No ®C3

2007/00293).
KomnnekTaums: SHAONPOTE3 CMHOBUANBbHOM XnaKkocTn 110/TTPEKCUH (NOLTREXSIN®). CICpunbilbiii. 06bémom 3.0 M1 B LWINpULE 0GHOKPATHOro npumMeHeHns (PY Ne

P3112013/764 nnn PY Ne ®C3 2011/11237); urna uHbeKuMoHHaa ctepuabHas 19G x 2"(3,1 x 50 mm) (PY Ne dCP 2012/14167 nnn PY Ne @ C3 2007/00293).

CTepnnn3oBaHHaaA OKCMAOM 3TUMEHA; MHCTPYKLKXA NO NPUMEHEHUIO; VI,quTVId)VIKaLWIOHHbIe I3TUKETKUN (2 LIJF.).
NPONWXKT KNb MsibeKuumHnoii urnel: B.BRAIJN Melsiingen AG (B. BpayH MenbayHreH Al), epmanusi. Urnbl «CTepukam» (Sterican). PY Ne ©C3 2007/00293

NOLTREXSIN 3,011
USE BY: 2026.07,11
LOT: NN23041S1B

[Ans KapThl nayueHTa

NOLTREXSIN 3,0m(
USE BY: 2026.07.11
LOT:NN23041S1B

Ona kapTe! nayneHTa

N*"LTREXHA?™IISI

INN v VER.M'fIl.07.2023

w
HoopcTesvHoevebit T 3 r / |
RI'
‘lnompnTe! cHNOBKanbHMi XK.1Korn1t HO.TTPEh'C'UIl (NOLIRK.VM.V)

I rrrpk. Tk>1blil B ujiipmir 01MoKpaTHOM iipiimweiimk, B HAOAHCMAAT
BapHallH ncIonHenm«
Ih1l BAOWO.MT?".-" .e . eHeBal' 'm:-"-'- 1 13|1nonpotc}euno(Manumnl xHnk.H;™ HO7ITPEKC'MH (NOI IRhX.StN”) CTrpHAbHUA.
’ ’ "o jfikiuOM 2.0 mn B LNpH1e 0/HOKPaNto/o ITpHM<«C»H« [PY Ne P Vi 20[,1'76< nnn PY W <K'l
22r- 0--— u - [— = 0.4l 6 2011/M2'7)
J 3nnonpoTL CHMpBUANKHO xuakocTh HONTPEKCLUL (NOLTRI;X.SIN*)crcpH. T/.mjft.

MecTtonpousrC'[l; 182
i6Wh<mi J.0O mn & LINPULIE onmounTHON.' NIPHBIEHCHU» (PY »cP3V300 /bl uan PY J* ®C3

:011/]12.1( .
3nporrpote, CMTOBMBIEVeC» 0aH HONTPCKCHOL (M)I. TREXSIN ) ctepunmwll.
2.0 «.1* Mup«neogHoy>antororpumcH<uus (PyTf-PIIUOLT.TM nan PYNe® 3

i01 1/112.M); HiibeaiinOHiu» nrna 190 4 2'(1.1 n .<Qu«)(PY NTOCH2112. nlNT nw PY V-

®C3 2007/00291) .
i 3Ki»"PTCi cnnosHublitoii xagunrw (FOJTTPFKCUH (Ne) UTAEX51H>)creputuHmil

pfibfMPM .1.0 Mn1 + WwipuLy™ 0.MKp™T,10r0 NMPHM«HeHH« (P Y JT PAM
U 2011/11217), ,.kok bk uum» 7% 190.2- (U 4 « MM)/PY W-0* P 'P12'(*|u-.u. PV>

A1C3 2M074)02«-«>
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MpounssoguTens uin,ekumonnon uribl: OO0 "CTepuH”, Poccus PYNBPCP 2012/14167

HEpCcrsavHG OB R HINMT=Q/H'1CL 3C«r
202K’ ij2G26"MI  Hr(rarD T

1j6MOMOri ‘PAAOPBAVS-JTINGHS "”O --leea, li™wyafwfi
MecropO73Eq e r.Moose 2/ MfeweTs Krekraroi ,r MbokoecTK. g, a cio 2 6ok ™ 3takb
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NOLTREXSIN 3,0ml
USE BY; 2026.07.11
LOT: NN23041S1B

[ns KapTbl NauyeHTa

NOLTREXSIN 3,0ml
USE BY; 2026.07.11
LOT:NN23041S1B

[na kapTel naupeHTa

N ~LTR EX ~irs|

fNNti VER 04.tU 07 W2J
Kl . .
JiuanpommHBaTHHAPHGETE HOTIFRC MI(ND. TREVAN|
Ee »g Powo. it niitfiHW ojMMrpaiNO'A NPHMIHTWB. « NTMN.HM-HMS!

Y dUa
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doTorpaguyeckmne n3obpaxkeHNS NOTPEOUTENLCKOM YNaKoBKM (KOPO6KK)

BapuaHT ucnonHeHus: JHAonpoTes cuHoBmansHo xugkoctn MONTPEKCUH (NOLTREXSIN®) cTepunbHblii, 06bEMoM 3,0 MA B LWINPULLE OL4HOKPATHOIO MPUMEHEHMS
(PY Ne P3H 2013/764 nnn PY Ne ®C3 2011/11237); nHbekunoHHasa nrna 19G x 2" (1,1 x 50 mm) (PY Ne dCP 2012/14167 nnn PY Ne @C3 2007/00293).

BONDLTRA

SWISS MOOUC1

a/JITPEKCUVH

4% DHAONPOTE3 CUHOBUANBHON XUAKOCTU 1»*Cl7 m 3.0 ml

BOQTRA

SWISS sieswc)

TREX™MN

4% Endoprosthesis of synovial fluid
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Manufacture BionoNraS A, Rue Adrien-Lechenai 26,1207 Geneve. Switzedarxl

Contorts; »ne6dmensionalpolyaciytonide, %6:4fitLAwster lorintection8 %/a9%,0* 14J;elver lone, %6QML -01HO5. Place of manufecture; BIOKG. tMg. 2. housing estate. 22kmof Kievskoe highway.
CocTas: TpeXVEPHS Vi orvakpaviA %64,0 + 1,0; SCABIT ViHEBVIA, 9696,0s 1,71, vorbioepeOpe, %460,0001-0,0005. Moscow. Russia. Tel.: 41 22 508 3868
MpouseogkTens: Biondtra S.A. (Brovontpa AO). Pro AnpreH-SlavieHans 26.
O D S O O 1207 XKeHesa, LLiseviLiapus.
HETOKOMHHO MecTo npomaToAcTsa: . MockBa, 22- KunomeTp KrneBcKoro L,

n. MockoBckuid, gang. 4. cTp. 2. 6nok I, aTax 5. Ten.: *7499 394-51-82
PNN 3.0 UGn RBGBABDADA00D py P3H 20150463 Or00.00.0000 | REF [02NN-3.0UGn ) o )
wwww.bionottra.com; e-mail: info@bionoltra.com

BN Content

Endoprosthesis of synovial fluid NOLTREYNVI, sterile, 2.0 nSindtaposabto syringe (Reg NoP3H 2013784 or NebC32011/11237); storie (EOstorKzed) injection neecfle

19G XT*(1,1 XSOMM (Reg. NedbCP 2012/14167 or N ©C3 2007AH2R); hs%tr:]t?gn for UBleaflet; patiertlabets (2pch).

To be administered by authorized personnel only in accordanee wih local legisiation.

RUCocTaB KOMIVEKTS;

SHponpoTe3 aHoBVabHOV uarocTv HOMTPEKCOVH (NCXTREXSING. crepuiibHb HA, 06eMoM 2/1) M e LLIPLIE O/THOKPATHOMO MpvivieHeHst (PY NoP3H 2013/764

wwm PY NedC3 2011/11237); virra vHBeKUVOHHas CTepwibHast 19G X A7 (1,1 X 50 Hv) (N NedbCP2/14167 v PY NedC3 2007/00293), CTepriviooBaHHasA OKCIOM STWIEHE;

WHCTPRYKLT MO MPUIVEHEHIED; WOEHTUGMKALYIOHHB e STUKETKU (2LLIT).

PaspeLLIeHO K MPYIMOCOHVHO TO/ KO KB/ IALIVPOBAHHE M/ CTieLIVia/ IMCTauT. 7 649988"702686

NGLTREXsIN® 3.0ml

Endoprosthesis of synovial fluid NOLTREXSIN®. sterile, 3.0 ml

indisposable syringe (Reg NeP3H 2013/764 or Ne®C3 2011/11237); injection
needle 19G x2~ (1,1 x50 mv) (Reg Ne®CP 2012/14167 or NedC3 2007/00293).
3HA0MNPOTE3 CUHOBMALHOM XwaKocTn HOTTPEKCHIH (NOLTREXSIN®),
CTepWbHbIA, 06beMoM 3,0 M/ e LLMPULIE OAHOKPATHOTO MPUMEHEHMA

(PY N8P3H 2013/764 nnm PY NsPC3 2011/11237); UHBEKLMOHHASA Urfa

19G x 2" (L1 x 50 mv) (PY NeCP 2012/14167 nnm PY NedC3 2007/00293).

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

44



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

doTorpamUeckoe LLo6PaXKeHHe i pPaHCMOPTHON YNaKoBKM

W] bJloj|nat|>s J1(). WHenHapHsa / Bionolira S.A., Swiczerland
V> 76.17~" XeHewa. W kiina{»m ' Pw AAnen-Litnenil ifr UP7 frtneve SnrUarli'rf
C™nwan M«nan)rpa /10 » Potuni t Mockia. J2-H wiuw ir Knekkorom n Mneko”kaHll. nknn : tus 2 5an» ;

1784 ? “ lInuirhHIOSI'LTRA S /1 inHUMU M/\TZH» ﬁrqli\ciFﬁKFHch 11*\ t Mpuloyu|T. m|'u«-ru'npue <

YH.1@npiTe1 CHIiDRKI.iiiimft )xunkncTtu F.ndoproMhrtis of 5>nri\18l Mmid
HONTPEKC UM (NOLTREXSIN*) NOI.TREXSIIV*' strrile, in tinNr*
NCPUAbHMIA,  mMNpmic NAHNK'pATOMN use Ksrjngr. in vmions

UPKMCUCUUA. HHcaanHeHHN!
Rafiiuirr ucncnucaka

mjHenpng 1k b0 «aarerm HOMUIKC/N

[NUt 1RbXStN"*>crepK .'ii.'«an.i>fiMUQ ﬁ,q"mn » NMNPJH:
THpaHOTAHAHHP., MuR

®11M11,711237). /«ikeuiMoimai Hraa 190 x 2' (1.1 4 50 Aw,
PY f« @0’ 2tHZ'UI6: mm PY .V & N 2P07.0n.” Oi;

S TRey

_ _ Jroedt tqpdkdlinikeif-  virilr
n<4TiMacw t Mouiucktewrma.  sipHHHaa Metivrl nf needle elerili/atk'nt - (Ih)l«i>e onde
MeTon NEePHANNUUN hi HN OKCUA YTUNBHA

JI5KLL 2015/3463 0T X X. XX . XXXX NN2304ISIB

20 LLU1>K)'plecey iiit-'nr3.0 y.r'en!

Rcc fipyTmdrojs weir(ht 1.OOKT'ks 27026 07.11
Kooy stbiileU
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doTorpadmnueckoe n3o6paKeHne ynakoBouHoOro nncra

N EE
Y nakoBOYHbIW NCT
Bionoltra S.A. (buoHonTtpa AO)
dHponpoTe3 cmHoBmanbHoml Xxungkoctm HONTPEKCUUH (NOLTREXSIN®). cTepubHbIi, B
wnpuue oAHOKPaATHOro NPUMEHEeHUs, B UCMOTHEHUAX
BapuaHT ncnonHeHus:
dHponpoTe3 cuHoBmanbHOW xugkoctm HONTPEKCUH (NOLTREXSIN®) cTepusibHebIiA,
o6bémom 3.0 Mn B WINpULE OAHOKPATHOIO NPUMEHEHUSA
(PY Ne P3H 2013/764 wnn PY Ne ®C3 2011/11237); nHbekuymoHHaa urna 196G x I (1.1 x 50
MM) (PY Ne ®CP 2012/14167 wam PY Ne ®C3 2007/00293).
O6bem 3,0 mn

KonnuectBo nsgenuin - 20 wr.

X» naptum NN23041S1B
Jata ynakosku; 11. 07. 2023 r.
MfogeH go: 11.07. 2026 T.

YnaknHwuk CesptornHa A.A

46



MaxeT 3THKETKH N 30IMATH 0T BOKPHLITHA
{ans HaHeceHHA Ha KjanaHbl NOTPEONTENLCKOH YIIaKOBKH (ITpH HEOOXOAMMOCTH H IO 3aNpOCy 3aKa3duHKa))

BIONGLTRA

SWISS PRODUCT

PoTorpadguteckne R306pakeRHS STHKETKH A8 JAMNUTH] 0T BCKPLITHA
TpuMep HaneceHHs 3AIUTHON STHKETKK OT BCKPBITHR Ha KNanaHBl NOTPeGHTENLCKOR yNakoBKH (C OAHON MK € IBYX CTOPOH)

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Bcero npowrnypoBaio, IpoHyMCpPOBaHO



BUWOHONTPA AO mm BIONOLTRA S.A.

Pro AgpueH-NaweHanb 26, Rue Adrien-Lachenal 26,
1207 Geneve, Switzerland.

1207 XeHeBa, LUBeiiLapus.
Tel:+41 22 508 38 68

TenecpoH: +41 22 508 38 68
e-mail: info@bionoltra.com e-mail: info@bionoltra.com

M akKeT MapKuWpOBKMU
NHANBUOYa/IbHOW NePBUYHON (LLNPUL), MHAMBNAYa/IbHO BTOPUYHON
(KOHTeMHep), NOTPeoUTENBCKOM N TPAHCMOPTHOW YNaKOoBKU
MeAMLNHCKOIro 1U3aenms

«3HOPMpPOTES C/HoBVarbHOM »KAIKocT HOTTPEKCY/H (NOLTREXSING),
CTEPWTbHBb I, B LLIPALIE QOHOKIDATHOMO MOVIVEHEHVS, B VCTIONHEH/S

Onpektop ®dunuana buoHontpa AO Martya 3.K,

08.08.2023
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IVBKET MBOKID0BKY NMERBYMHHON YTNAKOBKN —H ML

Hakneiika Ha Wnpuy, O/MKHA COAepXaTb CAeAyIOLLY0 MH(popMaLuio:

- TOProBO€e HaMMeHOBaHMe U3ennsa Ha aHrMMncKoMm A3bike - NOLTREXSIN;
- 06beM n3genuns;

- Homep naptum (LOT);

- flaTa ucteyeHus cpoka rogHoctn (USE BY);

MakeT HaKnelku Ha wnpuy, Ana BapuaHTOB NCNONHEHUA MakeT Hakneinkm Ha wnpuuy ana BapuaHTOB UCNOMHEHUA
C HanosHeHvWeM wnpuya B o6beme 2,0 MA C Hano/jHeHWeM Wnpuua B 06beme 3,0MN
NOLTREXSIN 2,0 ml NOLTREXSIN 3,0 ml
USE B 0000.00.00 USE BY: 0000.00.00
LOT: NNOOOOOOOO LOT: NNOOOOOOOO

MakeT MAEHTUHUKALNOHHbBIX 3TUKETOK

NoeHTMhMKaLMOHHAA 3TMKeTKa LO/MKHA COAepXaTb CeayoLLyo UHHopMaLmio:
- TOProBOe HaMMEeHOBaHWe M3Lennsa Ha aHrniickom A3bike - NOLTREXSIN;

- 06beM n3genus;

- HoMep napTuu (LOT);

- flaTa uctedeHus cpoka rogHoctu (USE BY);

MakeT UaeHTUNKaLNOHHOW 3TUKeTKN A8 BAPUAHT OB UCMONHEHMA MakeT MaeHTUDUKALNOHHOR 3 TUKETKN AN BAPUaHT OB UCMOAHEHUS
C HanonHeHveM wnpuua B 06beme 2,0 M C HanonHeHuem wnpuya B 06beme 3,0 mn
NOLTREXSIN 2,0 ml NOLTREXSIN 3,0 ml
USE BY: 0000.00.00 USE BY: 0000.00.00
LOT: NNOOOOOOOO LOT: NNOOOOOOOO
[na kapTel naymeHTa [na KapTbl nauneHTa
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— T T TR ~— —
JHponpoTes cunosranbnoil knakocts HOJITPEKCHH (NOLTREXSIN®), creprababiii, B ImMNpHIle OAHOKPATHOro NpHMeHEeHHN, B HCIOJHEHHAX.

Jlns BapuaHTos HcnonHenus:

- Ouponpores cuHosuanbHo# xuakocth HOJITPEKCHH (NOLTREXSIN®) crepunbhsiii, 065€MoM 2,0 Ma B lunpuue onHokpartHoro npumenenns (PY Ne P3H 2013/764
win PY Ne ®C3 2011/11237).

- Suponpotes cuHoBHanbHOM xkuakocth HOJITPEKCUH (NOLTREXSIN®) crepuibHbiii, 065EMoM 2,0 MA B lunpuue oaHokpaTHoro npuMeHenus (PY Ne P3H 2013/764
win PY Ne ®C3 2011/11237); unbexunonHas urna 19G x 27 (1,1 x 50 mm) (PY Ne ®CP 2012/14167 wnu PY Ne ®C3 2007/00293).

= @9 4"
Auponpores cuHosuanbHon xuaxoctu HONTPEKCUH (NOLTREXIN) 2,0 mn 1°c
Joo00-00 [T NNOG00000O & 0000-00-00 HeToKCHuHO '

‘ BMOHONTPA AO, Pio Aapuen-flawenans, 26,1207 Xexeea, Weenuapus
MecTo npou3soacTea: r.Mockea, 22-# Kunometp Kuesckoro w., n. Mockoeckui, asna.4, ctp.2, 6nok I, atax 5

Jns BapuaHTa HCrionHeHHs:

- Buaonpotes cuHoBHanbHOM xuakocty HOJITPEKCHH (NOLTREXSIN®) crepwibHbiii, 06b8MoM 3,0 Mn B winpuue oaHokpatHoro npumeneHus (PY Ne P3H 2013/764
win PY Ne ®C3 2011/11237).

- Buaonpotes cuHoBHanbHOH xuakocth HOJITPEKCUH (NOLTREXSIN®) crepwibhbiii, 06b€MoM 3,0 Ma B inpuue oaHokpatHoro npumeHenus (PY Ne P3H 2013/764
WK PY Ne @®C3 2011/11237); unbekunonHas urna 19G x 27 (1,1 x 50 mm) (PY Ne ®CP 2012/14167 wim PY Ne ®C3 2007/00293).

= @@ .4~
nponportes cuHoBuanbHOW Xxuaxkoctu HONTPEKCUH (NOLTREXIN) 3,0 mn I'c

™0000-00 [E5T] NNOGGO000D & 0000-00-00 HeToKCHuNO

‘ BUOHOSTPA AQ, P Aapuen-Nawenans, 26,1207 Xenesa, Wesenuapun
MecTo npoussoacTaa: r.Mocksa, 22-# Kunometp Kuesckoro w., n. Mockoeckuii, asna.4, crp.2, 6nox I, atax 5
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MakeT noTpebuTenbCKol ynakoBkM (KOpobka KapTOHHAs) MeALMHCKOro mu3genms
3HponpoTe3 cuHoBuanbHo xungkoctn HONTPEKCUH (NOLTREXSIN®), CTepubHbIiA,

B LLUNpMLEe OAHOKPaTHOro NpUMeHeHUA, B UCNOSTHEHUSAX.
BapuaHT ncnonHeHua: SHAonpoTe3 cUHOBManbHON xugkoctmh HONTPEKCUMH (NOLTREXSIN®), cTepunbHbiii, 06béMomM 2,0 M.

Wnpuiue OAHOKPaTHOro npuMeHeHns (PY P3H 2013/764 nan PY Ne ®C3 2011/11237).
KomnnekTaumns: aHfonpoTe3 cMHOBManbHO xuakocth HONITPEKCUH (NOLTREXSIN®), cTepunbHblii, 06bémom 2,0 mMa B wnpu|
ofHOKpaTHOro npumeHenus (PY Ne P3H 2013/764 vnu PY Ne ®C3 2011/11237), UHCTPYKLNSA NO MPUMEHEHUIO, UAEHTUHUKALUOHHbI

3TUKETKM (2 wWT.).

n
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N-ALTREXSIN 2.0 m
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Maket I'IOTp66VITeI'IbCKOl7I YNakoBKU (K0p06Ka KapTOHHaﬂ) MeONUNHCKOro usgennsa

3HponpoTes cuHoBmanbHol Xxungkoct HOJTTPEKCUIH (NOLTREXSIN®), CTepUIbHBIN,

B LUMPULE OAHOKPATHOIo NpUMeEHEHWA, B UCIMOJTHEHUAX.

BapuaHT ucnonHeHns: 3HAonpoTe3 cuHoBmanbHon xuakocrm HONTPEKCWUH (NOLTREXSIN®), cTepunbHbliii, o6bémom 3,0 ma B
Wwnpuue ogHoKpaTHoro npuMeHeHms (PY Ne P3H 2013/764 nan PY Ne ®C3 2011/11237)

KomnnekTtauusa: 3 QHAONPOTE3 CUHOBUANbHOW xuakoctmh HONTPEKCUH (NOLTREXSIN®), cTepunbHbiii, 06béMomM 3,0 Mn B wnpuue
ofHOKpaTHOro npumeHeHus (PY Ne P3H 2013/764 wnu PY Ne @®C3 2011/11237); WHCTPYKLWSA MO NPUMEHEHUIO, WAEHTUDMKALNOHHbIE

3TUKeTKN (2 wr.)-

HO

O v ok

NALTREXM™IN 3.0.ml

D Aljifulinebsdl syrowil i NS S Mite JCITii
n%@'n;JMPsNQPGﬂOn"MorS eC3201:.11217)
iNCL O Ui, ') i-rgJle'ue
<CTTTrom o« (PN P3h 2013764 11

Ln
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MakeT noTpe6buTeNbCKON yNakoBKN (KOPOOKa KapTOHHAs) MeAMLIMHCKOrO 13genms

3HponpoTes crHoBManbHoi xuakoct HONTPEKCUH (NOLTREXSIN®), cTepusibHbIiR,

B LUNpULIE OAHOKPATHOro NpUMeEHEHNA, B UCMO/THEHUAX.

BapuaHT ncnonHeHna: dHAonpoTe3 cMHOoBManbHOM xuakoctmh HONTPEKCUH (NOLTREXSIN®) cTepunbHblii, 06béMomM 2,0 ma B wnpuue
OAHOKpaTHOro npumeHeHns (PY Ne P3H 2013/764 nan PY Ne ®C3 2011/11237); uHbekunonHasa nrna 19G x 2”7 (1,1 x 50 mm) (PY Ne ®CP
2012/14167 van PY Ne ®C3 2007/00293).

KomnnekTaumsa: SHAONPOTE3 CUHOBMANbHON xupkoctTm HONTPEKCUH (NOLTREXSIN®) cTepunbHbliii, 06béMoM 2,0 Ma B wnpuue

ofHoKpaTHOro npumeHeHus (PY Ne P3H 2013/764 wnn PY Ne ®C3 2011/11237); nrna nHbekymoHHasa ctepunbHas 19G x T (1,1 x 50 mm)

(PY N» ®CP 2012/14167 wunn PY Ne ®C3 2007/00293), cTepunmsoBaHHas OKCUAOM 3TWNeHA; MWHCTPYKUMS NO MNPUMEHEHUIO;

NWAEHTU(DNKALNOHHbIE 3TUKETKMN (2 WT.).

K1 1rl
I ~§9
os|
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H
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N’\LTREXSIN 20m|

EndCCoPY
ﬂOspwjhe (H,gNE’BHrbl bﬂui\'}% 011 i.eclw
TR e

NOCP2017/14167 ar N
q‘mﬁﬂ"o i
|P\/VF’3—1 VrMP\/t* Z)lb , VHEERAVOH/ENVTR
1962 il.l « 1+EC3Z0/AB

<
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MakeTt HOTpBﬁMTeanKOVI YNaKoBKU (K0p06Ka KapTOHHaa" MeVLMHCKOro u3genus

3HponpoTes cuHoBuansbHo Xnakoctn HONTPEKCUH (NOLTREXSIN®), cTepunbHbIi,

B LUNpuLEe 0AHOKPATHOro NPUMEHEHUSA, B UCMO/THEHUSAX.

BapuaHT MCNONHEHUA: DHAONPOTE3 cCMHOBUANbHON xuakocth HONMMTPEKCUH (NOLTREXSIN®) cTepunbHblii, 06b€MoM 3,0 Mn B wnpuue
ofHoKpaTHOoro npumeHenuna (PY Ne P3H 2013/764 nnm PY Ne ®C3 2011/11237); uHbekunoHHas nrna 19G x 2" (1.1 x 50 mm) (PY Ne ®CP
2012/14167 vnn PY Ne ®C3 2007/00293).

Komnnektauusa: DHAONPOTE3 CUHOBMANbHON xupgkocth HOJNITPEKCUH (NOLTREXSIN®) cTepuibHblii, 06bémMom 3,0 M B wnpuue
ofHOKpaTHOro npumeHeHus (PY Ne P3H 2013/764 nnu PY Ne ®C3 2011/11237); nrna uHbeKLMOoHHasa cTepunbHas 19G x 2" (1,1 x 50 mm)
(PY Ne @®CP 2012/14167 wnu PY Ne ¢C3 2007/00293), cTepunusoBaHHas OKCUAOM 3TUNEHA; WMHCTPYKUWUA N0 MNPUMEHEHWUIO;

NOEHTU(HUKALNOHHbBIE 3TUKETKMN (2 WT.).

mO
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K 3ligk

N/\"LTREXs"IN 30ml
LTS N seilo 3T i
PC3AD" 1237] nediix
ree iel9G LT K0y (1 Wrmrlwwmwmge)
{I\D(TI-E)GM

% %ﬂ/ »a;Mra
X2 (Ll HS)MJ) 2/ 467+ m PY1<«pC3200700233).
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MakeT 3 THKETKH AJISl 3ALHTHI OT BCKPLITHA !E.ﬂﬂ HAHECCHHA HA KJaNaHbl ﬂOTECﬁHTeJIBCKOﬁ !nalcomcn[

BIONGLTRA

SWISS PRODUCT

MakeTt MAapKHPOBKH YIIAKOBOYHOI'O JIHCTA gnpnmepu[

IMpuwvep oas sapuanma ucnonnenua bes u2nvi:
Anoonpomes cunosuanvron scuokocmu HOJATPEKCHH
(NOLTREXSIN®) cmepunonviii, 06vémonm 2,0 mn 8 wnpuye
00HOKpamo20 npumenenus (PY Ne P3H 2013/764 uiu PY
M ®C32011/11237).

ITpumep ona eapuanma ucnonnenus be3 uenui:
3noonpomes curnosuanvrou wcuokocmu HOJITPEKCHH
(NOLTREXSIN®) cmepuneuviii, 06vémom 3,0 mn 8 wnpuye

o00HoKpamnozo npumenenun (PY Ne P3H 2013/764 unu PY Ne

@C32011/11237).

TTpumep Ona 6apuanma ucnonHeHUs ¢ uenou:
3uoonpomes cunosuansrou xcuokocmu HOJITPEKCHH
(NOLTREXSIN®) cmepunonuiii, 06vémom 3,0 mn 6 wunpuye
oonokpamno2o npumenenun (PY Ne P3H 2013/764 unu PY Ne
DC32011/11237); unvexyuonrnas uzna 19G x 27 (1.1 x 50 mm)
(PY Ne @CP 2012/14167 unu PY Ne dC3 2007/00293).

¥YnakoBo4HbIH JHCT
Bionoltra S.A. (buoHonTtpa AO)

Duponpotes cuHoBHabHOMH xuakocth HOJITPEKCHH
(NOLTREXSIN®), crepuibHblii, B LIPHLIE ONHOKPATHOTO
NPHMEHEHHA, B HCTIOTHEHHAX
BapuaHT HCNONHEHHA:

Dunonpores cuHoBHanbHol xuakocth HOJITPEKCUH
(NOLTREXSIN®) crepnabhbiii, 06béMom 2,0 ma B
wnpuue oaHokparHoro npumeHeHus (PY Ne P3H 2013/764
win PY Ne ®C3 2011/11237).

O6nsem 2,0 Mn
KonnuecTso n3aenmii — xx wT.

Ne naptuu
JlaTa ynakoBKH: XX. XX. XXXXT.
loaeH #o: XX. XX. XXXX T.

Ynakosumk ®HO

YnakoBouHbIH AHCT
Bionoltra S.A. (bruoHontpa AO)

DHaonpores crHoBHabHOM xHakocTH HOJITPEKCHH
(NOLTREXSIN®), cTepuibHblif, B IINPHLIE OAHOKPAaTHOTO
NPUMEHEHHS, B HCTIONIHEHHUAX
BapuaHT nucnonHeHus:

Duaonpores chHoBHaNbHOM )uakocth HOJITPEKCHH

(NOLTREXSIN®) crepunbhbiii, 06b¢MoM 3,0 mMat B unpuue
oaHokpaTHoro nmpuMeHerns (PY Ne P3H 2013/764 nnn PY Ne

®C32011/11237).

O6bem 3,0 mn
KoanuecTso n3aenmnii — xx wr.

Nemapruw
JlaTta ynakoBKH: XX. XX. XXXXT.
lonen no: XX. XX. XXXX T.

VYnakosuux GHO

YnaxoBouHbifl AHCT
Bionoltra S.A. (bruoHonTtpa AO)

DHaonpoTe3s cuHoBHanbHON xuakocth HOJITPEKCHH
(NOLTREXSIN®), crepuibHbiii, B LUITPHLIE OXHOKPATHOrO
MPUMEHEHHSA, B HCTIOTHEHHAX
BapHaHT uCnosHeHHs:

Duponpotes cunosHanbHo# xuakocth HOJITPEKCHH
(NOLTREXSIN®) crepunbHbiif, 06bEMOM 3,0 M B minpHLLe
onHokparHoro npuMenenus (PY Ne P3H 2013/764 unu PY Ne
®C3 2011/11237); nubekunonHas urna 19G x 2" (1,1 x 50 mm)
(PY Ne ®CP 2012/14167 unu PY Ne ®C3 2007/00293).

O6nem 3,0 Mn
KonnyecTBo U3aenuit — XX WT.

Ne napthu
Jlata ynakoBKH: XX. XX. XXXXT.

F'oneH 10: XX. XX. XXXX T.

VYnakoBuink PHO
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MakeT MapKNUPOBKM TPaHCMOPTHOM ynaKoBKK (rogpoTapa)

1. MakeT Hakneliku Ha ropoTapy A1 BapMaHTOB UCNOTHEHWUS, KOMM/IEKTYEMbIX UT/T0A MHBEKLMOHHOIA

MPUMEP ans BapuaHTa MCNONHEHMS: DHAONPOTE3 CUHOBMANLHON >XuagkocTn HONTPEKCUH (NOLTREXSIN®) cTepuibHbIin, 06bEMoM 3,0 MA1 B LLNpULe
ofHokpaTHoro npumereHnst (PYNgP3H2013/764 nan PY Ng ®C3 2011/11237); nHbekunoHHas urna 19G x 2" (1,1 x 50mm) (PY Ng ®CP 2012/14167 nnm PY N9

$C3 2007/00293.

e B BuoHontpa AO, LLBeiuapusa / Bionoltra S.A., Switzerland
Pio AgpueH-laweHanb. 26.1207 XXeHeBa. LW Beiyapua / Rue Adrien-Lachenal 26, 1207 Geneve, Switzerland
®ununan buonontpa AO B Poccumn: r. MockBa, 22-ii kunomeTp Kuesckoro w., n. MockoBckuii, asng.4, cTp.2, 6nok I, atax 5/
Branch BIONOLTRA S.A. in Russia: Moscow, 22nd km of Kievskoe Hwy, s. Moskovskiy, Housing estate 4, bldg.2, block G, 5th floor

3HA0MpPOoTE3 CUHOBUATBHOW XNLKOCTY
HONTPEKCUWH (NOLTREXSIN®) cTepubHbIiA, B
LNpuLe O4HOKPATHOr0 MPUMEHEHUS, B UCMOSTHEHUAX

BapuaHT ncnonHeHums:
JHAonpoTe3 cMHOBManbHOW xugkoctm HONTPEKCUH
(NOLTREXSIN®) cTepunbHblii, 06bEMOM 3.0 M1 B WInpuLe
OfHOKpaTHOro npumeHeHunsa (PY Ne P3H 2013/764 nnm PY Ne ®C3
2011/11237); nHbekunOoHHas nrna 19Gx 2" (1,1 x 50 mm) (PY Ne ®CP
2012/14167 vnn PY Ne ®C3 2007/00293)

MocTaBnfaemas B KOMN/IEKTe Urfna- cTepunbHas.

MeTof cTepunusaynmm Urabl: OKCUJ aTUNEHa.

NeP3H 2015/3463 o1 00.00.0000
20 wryk/pieces no/of 3,0 ma/ml
Bec 6pyTT0/Gross weight: 1,00 kr/kg

QI XK.
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Endoprosthesis of synovial fluid
NOLTREXSIN® sterile, in single-use
syringe, in versions

Version ofexecution:
Endoprosthesis of synovial fluid NOLTREXSIN®
sterile, 3.0 ml in a single-use syringe (Reg. No. P3H
2013/764 or Reg. No. ®C3 2011/11237); 19G x 2”
(1.1 x 50 mm) injection needle (Reg.No. ®CP
2012/14167 or Reg.No. #C3 2007/00293)

A needle supplied in the set- sterile
Method of needle sterilizations - ethylene oxide



2. MakeT Hakfelkn Ha LW ppoTapy AN BapuaHN " NCNONHEHUS, HE KOMNNEKTYeMbl X UX/on

MPMEP ana BapuaHTa MCNONHEHMA: DHAONPOTE3 CHOBMAaNbHOM >XugkocTn HONTPEKCUH (MObTPEX3LULL, cTepuabHbliii, 06bEMOM 2,0 MA B LLNpULE
OfIHOKpaTHOro npumeHenns (PYN9 ®C3 2011/10770 nam PY N2 ®CP 2011/11237).

BuoHontpa AO, W Beiyapusa / Bionoltra S.A., Switzerland
Pio ApgpueH-SlaweHanb. 26.1207 X eHeBa, L Beiinapus / Rue Adrien-Lachenal 26, 1207 Geneve, Switzerland
®unnunan buoHontpa AO B Poccumn: r. Mocksa, 22-i1 knnometTp Knesckoro w.. n. MoCKOBCKUIA, ABNA.4. cTp.2. 600K I, aTax 5/
Branch BIONOLTRA S.A. in Russia: Moscow, 22nd km of Kievskoe Hwy, s. Moskovskiy, Housing estate 4, bldg.2, block G, 5th floor

3HA0MNPOTE3 CUHOBNANTBHOM XUAKOCTH Endoprosthesis of synovial fluid
HONTPEKCUMH (NOLTREXSIN®) cTepu/bHbIiA, B NOLTREXSIN® sterile, in single-use
wnpuue ogHOKPaTHOro NpuMeHeHUs, B UICMOSTHEHUAX syringe, in versions
BapuaHT UCNONHEHUS: Version of execution:

SHAONPOTE3 CMHOBUANbHOMN XuakocT HONTPEKCUH (NOLTREXSIN®) Endoprosthesis of synovial fluid NOLTREXSIN®
CTEPUNbHbLIA, 06BbEMOM 3.0 MN B WINPULLE O4HOKPATHOTO npumeHenns (PY Ne  sterile, 3.0 mlin a single-use syringe (Reg. No. P3H
P3H 2013/764 unn PY Ne ®C3 2011/11237) 2013/764 or Reg. No. ®#C3 2011/11237)

NeP3H 2015/3463 o1 00.00.0000 LOT
20 wryk/pieces no/of 3,0 ma/ml
Bee 6pyTT0/Gross weight: 1,00 kr/kg
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Ha Ka)0i TpaHCNOPTHOM ynakKoBKe JO/MKHO ObiTb TakXe YKa3aHo (Hagnucb u/mnm cumBeon):
«Xpynkoe. O6pal,aTbCa C OCTOPOXHOCTLIO» «bepeyb 0T Bnarn» «Bepx»

MakeT Hakneiikn Ha rogppoTapy (npumep)
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Bcero mponuyposa1o, NPoHyMepoBaHo

W ckpenneHo nevarblo_ [/ /
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