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Ceedenus o pecucmpanuu opeanuzayun: Mexepationnas uncnexyus MDedepaibnon naro o6on cneost No9 no
Oproserodt o6racmu 01.07.2013, OI'PH 1045 731004254, oama npuceoenus OIPH 14.12.2004.

| Aopec: 302516, Oproseras o0d.r., Oprosckui p-1i. cn boasweryukoscroe, you. Jusencras, 0. | lereghon:

| 8(4862)44-00-55.

| B auye: Ienepaisuvit Oupexmop unoe M. B.

Hosepennoe auyo: Bepemennurosa O.A.. dosepennocms NeO§ om 15.01.2018»

BASAIBIISAAET, UYTO
Aekapemeaennoe cpeocmeo. Tyoxceo CoroCmap, pacmeop das nookosxcnoeo esederius 300 EfJ v 1.5
RAPMPUONCH 6 00HOPa306bIX Winpuy-pyurax Co1o( map (3). nauxu kapmonnwie, PY No JIT-003653 om .
- 30.05.2016 @ama savenw 05.02.2018) emdano Canoghu-Asenmuc Hoiyrand Iio.X, cepust SFOI40618, napmus |
88395 ynarosor, coden oo 01.12.2020. npoussodemea Canogu-Aeenmuc Joiaand I'vé X, T, epyars, Sanofi-
Aventis Dewschland Gmbll, Brueningstrasse 50, H600, H500, H590, 65926, Frankfurt am Main, Germany .
ynarosaio 340 "Canogu-Asenmuc Bocmox" Poccus, HHI 5751028489, 302316, Opirosekas 0., Oproseru
pation, ¢/n boavweryuroseroe, yi. Musencras, 9. | koo OKIT/[2 21.20.10.119
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Ne cBuaeTenscTBa aHanuaa

 186/18

oT «03» nekabps 2018r. |

' HanmeHosanue npoaykra

Tynxeo ConoCrap®, pacreop ans nogkoxHoro BBEACHMA
| 300 EQVMAT wnpuL-pyYkK 0AHOPA30BLIe ConoCrap® 1,5 mn Ne3 |

Homep cepun  8F0140618

Konuyectso 88395 ynakosok ;

AN e IOV |

Hata npoussogctsa 09.06.2018 | Cpok rogHocTit 01.12.2020 '
Mponssogutens ' CaHochu-ABeHTUC Jonunana TMoX, [epmaHus

Ynakosuwmk 3AQ0 «CaHodm-Asextuc BocTok», Poccus ]

_MeToas! ucneiTanuin J11-003653-300516, Mam.Ne1, Ne2, Ne3

PesynbTaTbl uccnegosanuii
. : i S R —
HaumeHosaHue ‘ .
i AnoH PeaynbTaThl uccnenosarui
nokasatene Bl natiniiio B Wik wenea

| OnucaHue | Mpospaykbiid, BecyseTHBIR UNK NOYTH | CootBetcreyeT

o OecuserHbiit pactsop o ? - ]
MoanuHHoCTs: |

! MHCYNWH rnaprux Bpems yaepxusaHua oCHOBHOrG nuka Ha COOTBETCTByET |

i XpoMarorpammax UCnsITyemMore pacrsopa

i | AOMKHO COOTBETCTEOBATL ( 5%) BpemeHu ‘ !

| YOAEPXKMBAHWUA NWKA UHCYNWHa rnapru+a Ha | .

: xpomartorpammax CTaHnapTHoro pacmopa. |

i | Bpems yaepKvBaHna 0CHOBHOTO NUKa Ha CootseTtcrayer i

; | XPOMATOrpammax UCnsITYEMOro pacTeopa i

| | AOMXHO COOTBETCTBOBATDL (+ 5%) BpemeHu |

| | YAepHKMBAHUA NWKa MHCYNVHA rNapru{a Ha

‘ | Xpomartorpammax pacteopa AnA NPoBepKM | ;

! | npuroakocTy XpomaTorpadu4eckon CUCTeMS!. |

| M-kpeson | BpeMma yaepmuBaHua 0CHOBHOM Nuka Ha Cooteercrayer

XpoMatorpamMmmax UCneITyemMoro pacTeopa

ADNKHO CoOTBETCTBOBATL (+ 5%) BpeMeHu
YAESPXKUBAHUA NUKE M-KPE3ONa Ha { ;
o XpoMartorpammax CTaHAapTHOro pacTeopa. 'l - I
Mpospa4HocTs Mpenapar gonxeH Bblaepxusars CootsetcTRyeT
N - CPaBHEHWe C 3TanoHoM | 7 ) N
| LiseTHoCT | Mpenapar gomkeH BblAEPKUBATD CootsetcTayer 7
o ___ CpaBHeHue ¢ 3TanoHom Bs B B ]
| pH | 01350045 | 4,0 :

| :
- Mexanwueckne | - ! o ]
| BKIIOYEHUR ;
- BUavMble | Buanmble MexaHudeckue BrIoMEHNS OrtcyTeTayor
ACMKHLI OTCYTCTBOBATL
- HEBUAVMbIE Hactuy ¢ pasmepom 210 mkm 32 YacTuubl /KapTpuax f
He bonee 6000/kapTpuax ’
| YacTuy ¢ paamepom 225 mkm 1 vactuua /kapTpuax '

, He Gonee 600/kapTpuax ‘

!

J Bblcommonexynqpﬁéle He Gonee 0,5% 0,04 % ]
Benku 7 |
MocToporHue npumecu | Nlobas eannnunan npuMech ;

' -He Gonee 0,5% 0.2 % 5

‘ | CyMMma Bcex npumecei {

! | -He Gonee 2,0% 1 0,5% i

|

1
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186/18 ot «03» gekabps 2018r. |

e TYA)EEHEBH&CT&!p@, pacTeOp AN NOAKOXHOIO BBEAEHHA
| 300 Efi/mn wnpuuy-pyuku oaHopasorsie ConoCrap® 1,5 mn Ne3
KonuyecTeo 88395 ynakosok

| Cpok roproctn 01.12.2020

Ne cenaeTenbcTBa aHanusa

HavmeHoBaHWe npogykTa

' Homep cepun  8F0140618
- Hata npounssoactea 09.06.2018

Tpeboranua no HA '

PeaynsTathl UCCnenoBaHu

' HaumeHoBaHue
| nokasatene
\

WN3enekaemoin 06bem He menee 1,5 mn 1 1,6Mn

| BakTrepuansHsie

He Bonee 80 E3/100 EQ

Menee 35 E3/100 EA

|_3HAOTOKCHHDI B 1 - -
| CTepnnsHOCTS | Mpenapat gonxeH ObiTb CTEPUNBHBIM L CrepuneH
‘Uwek | O 81,0 mxr/mn ao 99,0 mxr/mn (o1 90,0% | 88,0 mMkr/mn R
I | Ao 110.0% ot 3aAsneHHoro konu4ectea) | (97.8 %) -
M-Kpeson | O7 2,43 Mr/Mn 40 2,97 Mr/mn | 2,68 mr/mn
| (o7 90,0% ao 110,0% oT 3aa8neHHoro - (99,3% 0T 3a8BNeHHOro
KOnU4ecTea) | KonuyecTsa)
e s semmssenienlee e - o ‘
KonuuecteeHHoe ; [ i
| onpepeneHue: 1 \
| - MHCYNUH rnapru- | OT 9,82 mr/mn go 11,46 mrimn | 11,00 mr/mn |

EEEE RS

‘ (o7 270,0 EQ/Mn Ao 315.0 EQ/Mn vnw ot
| 90,0% ao 105,0% ot 3anBneHHoro
| KonuyecTea)

' YnakoBka

| (3024 EQ/MA,

| Konuyecrsea)

100,8 % oT 3agBneHHoro
]

| Mo 1,56 mn npenapara B kapTpuax w3

| BecuseTHoOro crexkna (tun ). Kaptpuax

| YKYNOpeH C 04HOW CTOPOHs! NPOBKOR

| 0DXaT antOMUHUEBBIM KOMMAYKOM, C
LPYrof CTOPOHBLI — NITYHXEPOM.
KapTpuax BMOHTUPOBAEH B OAKHOPA30BYH
wnpuu-pyydrky ConoCrap®. Mo 1, 3wunu 5
wnpuuy-py4ek ConoCrap® BmecTte ¢
WHCTPYKUWER NO NPUMEHEHUIO B
KapTOHHYO Navky.

' MapkupoBka

Ha wnpuy-pyyke ConoCmap®
yKaablgeaemcecs Ha PYCCKOM S3bIKE  Toprosoe
Ha3isaHue npenapaTta (Tyaxeo

| ConoCtap®) MexayHapoaHOe HenaTeHTOBaHHOE
Ha3sBakue, copepxanue EIl B Mn, «pacTsop ans
NOAKOXHOIC BBEABHUR B LUNPUL-DYYKAX

i\ ConoCrap®», ofbem npenaparta 8 Mn. NoroTwn
KOMNEHWA (NaTUHCKAM LUPUDTOM), HOMED Capum
AaT2 NPOU3BOACTBA, rOA8H A0, BHYTDEHHUR
ynakosouHsiit ko4, 20 kog

i

| ToproBoe Haasanue npenapaTta (Tyaxeo
ConoCrap®) MmemayHapoaHoe

| CEpWM, faTa Npou3BoACTBA, FOAEH A0,

Mo 1,5 mn npenapaTta B KapTPUAX |
u3 BecureTHoro ctekna (Tun )
KapTpuax ykynopeHs ¢ oaHon
CTOPOHbL! NPoBKoW 1 oBxaT
anNMMUHUEBLIM KONMNAYKOM, C
APYron CTOPOHbI — NAYHMXEPOM.
KapTpuax BMOHTUPOBEH B
OOHOPA30BYIO LUNPUL-PYUKY
ConoCrap® Mo 3 wnpuu-py4ku I
ConoCTap® BmecTe ¢ ’

MHCTPYKUKUEW NO NDUMEHEHUK B
KapTOHHOW Nauke

‘Ha wipuy-pyyke ConoCmap®
YKa3aHO Ha DYCCKOM A3bIKe

HENATEHTOBAHHOE KHa3BaKWEe, COABPXAKUE

{ EN B MN, «pacTaop ANS NOAKOXHOMO |

Beejerrs B wnpuy-pyskax ConoCrap®».

obvem npenaparta B M, noroTun |

KOMNaHuW (NaTUHCKUM WpnuToM), Hovep |

|

!

i i I
BHYTPEHHWA ynakosouHbid koa, 2D koa

Ctp.2u33
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| Ne ceupeTtenscTea aHanusa  186/18 - ot «03» nekabps 2018 r.
' Tyaxeo ConoCrap®, pacteop Ans NoAKOXHOrO BBeAeHUS
300 EVMn wnpuu-pyyku onHopasossie ConoCrap® 1,5 mn Ne3

Konnuyectso 88395 ynakoBok

| Cpokrogroctw 01.12.2020

' HavumeHoBaHwe npopykTa

—
‘
|

Homep cepun  8F0140618
Hava npoussogerea 09.06.2018

Ha kapmorHOol nayke ykasbleaemcs Ha

DYCCKOM A3bIKE. TOProsoe Haieakue npenapara

| (Tyaxeo ConoCrap®), MexayHapoaHoe

| HENaTeHTOBAHHOE Ha3BaHue, cnocod Nony-<eHus
cogepwanue Ef] B MN, «pacTBop ANA NOAKOWHOMO
8884EHUA B WNphy-pyukax ConoCrap®», «Ans
NneveHnA caxapHoro anabeTan, KONUYECTBO WNPULY-
py<ex ConoCrap® 8 ynakoske, cBrem npenapata e
M, COCTEB C yKa3aHUEM HA3BAHUA U COABPAHUA
ASACTBYOLEro BEWECTEA W NEPEYHEM
BCnoMoraTeneHbix Beujects 8 | mn, «Mcnonsaosats
TOMLKO NPO3PaYHLIN M BeCUBETHBIN PACTBOPY,
«CTepuNoHO», YCNOBUA XPaHEHWA, «XPaHUTs B
HBAOCTYNHOM ANA AeTen mecTer, «Mocne Hauana

| UCNONb30BaHWA NPEABEPUTENEHO 33N0NHEHHLIE
wnpuy-pyvkn ConoCrap® MOXHO NPUMEHATL B

| TeueHus 4 Heaens, XpaHa Npu TeMnepartype He
seiwe 30°C B 3aWMLEHHOM OT CBETa MEecTey,
«lepes NpUMEHEHUEM BHUMATENLHO NpoYMTaRTE
MHCTDYKLWIOY?, YCNOBWAR OTNYCKA, Ha3deaHue QupMbl-
NPOM3BOAUTENA, CTPAHA NPOMU3IBOACTEA, NOrOTUN

| KOMNaHWW (NaTUHCKAM WpndTom) HOMED Cepuu
AaTa NPov3BCACTBE, NOAEH [0, Ha3BaHuUe
POCCUICKOro NPEANPUATURA, OCYLLECTBNRIOWEND
YNakoBeKy, ero agpec. Tenedon/akc, WTpUx-Koa,
HOMEP PErMcTpauVoHHOro y40CTOBEPEHUA
TENEPOH ropAYER NMHUK NO caxapHoMy AnabeTy

| «3soHok no Poccuu BacnnatHeiitn, 2D Koa(bl)
BHYTDEHHWUIA YyNakoBOUHBIA KOA(LI}® (*- BUAHBI Noche
BCKPBLITUR YNAKOBKM)

Ha kapmonHol navke ykasawo Ha

DYCCKOM $i3bIKE TOproBoe Haasawue
npenapata (Tyaxeo ConoCrap®),
MEXAYHAPOAHOE HENATEHTOBAHHOE
HasBaHue, Cnocod nony<eHvs,
copepxanve E[l B mn, «pacTsop 4ns
NOAKOXHOTO BBEAGHUA B WNPUL-PyYKkax
ConoCrap®», «[AnA neyeHwa caxapHoro
Anaberar, konuyecTao WNpUy-pyyek

! ConoCrap® s ynakoske, obbem

|

| npenapata B Mn, COCTas C yka3akuem

HAIBAHNA M COAEPXaHWA AeNCTBYIOWEro
Beulectea ¥ nepeYyHeM BCnoMoraTenesHblix
sewects 8 1 Mn, «McnonbaosBaTe TONLKO
NPo3pauHbiv 1 BecuseTHbl pacTeops,
«CTepunbHO», YCNOBUA XPaHEHMR,
«XpaHuTe B HEAOCTYNHOM ANA AeTeit
mecte», «Mocne Hadana WUCNONBe30BaHKMA
NPegBapuTeNbHO 3aN0NHaHKBIe WNPNY-
pyqkd ConoCrap® MOXHO npUMeHsaTs B
TEUYEHUE 4 HeAenb, XpaHa npu
Temneparype He Bbilwe 30°C 8
3aluuleHHOM OT ceeTa mecTen. «[lepeg
NPUMEHEHUEM BHUMETENLHO NPONUTAATE
VHCTPYKUMIO®, YCNOBUA OTNyCKa.
Ha3igaHue UPMeI-NPOVN3IBoANTENS,

| CTpaHa Npou3IBOACTBA, NOrOTUN KOMNAHWK

(naTuHcKum WwpudTom), HOMED cepuu
Aarta Npov3IBOACTBA. TOAEK A0, Ha3BaHUE
POCCHIACKOro NpeanpuaTHaA
OCYWECTBNAKLWEro ynakosky, ero agpec,
TenedoH/ake, WTPUx-ko4, HOMep
pPerncCTpaunoHHoro YAocToBepeHuAa,
TeneoH ropaYein NUHUK N0 CaxapHoMy
AnabeTty. «3BOHOK o Poccum
GecnnatHsiiy, 2D KOALI, BHYTPEHHUN
YNakoBOMHbIA KOA™ (*- BUAHBLI nocne
BCKPLITHA yNaKOBKH)

3akntoveHue: Tygxeo ConoCrap®, pacTBop ANA NOAKOXKHOro BeBeaeHun 300 EQ/mn
WnpUU-py4kn ogHopasosble ConoCrap® 1,5 mn Ne 3, cepumn 8F0140618 COOTBETCTBYET
TpeboBaHuam ﬂﬂ-003653-300516, M3M.Ne1, Ne2, Ne3 no nposepeHHbIM nokasaTenam.
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Ha4aneHuk otgena konTpons KadecrBa
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