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‘ JEKJAPAHT, TPUHHUMAIOIIM JTEKJAPAIIHIO O COOTBETCTBHH
| | 340 "Canoghu - Asenmuc Bocmok"
Ceedenus o pezuempayuu opzanusayuu: Mexcpaiionnas uncnexyus Qedeparsoii nano20601i caysrcbu No9 no
; Opnosckoit o6aacmu 01.07.2013, OF'PH 1045751004254, dama npuceoenus OTPH 14,12.2004.
R Adpec: 302516, Oproscran otin., Opnosckuii p-u, ¢/n Bonewexynuxoecroe, yn. JTusenckan, o. 1. Tenegpon:
| 8(4862)44-00-535.
| | B auye: 'enepanvuniii Qupexmop Iluroe M.B. |
L Hosepennoe ruyo: Bepemennuxosa O.A., dogepennocmo Nel0 om 10.01.2019z. i

3ASIBJSIET, UTO

Aexapemeennoe cpedcmso: Taxcomep®, konyenmpam Ora npuzomosnesus pacmaopa oas ungpysui 80 ma/2 ma 2. 36
M1 hrakonst (1) /6 kavinaexme ¢ pacmaopumenem 13% p-p smanona é eode das unvexyuii 7,33 ma @n.(1)/, ynareeru
Avetikoguie konmyprote (1), nauku xapmonnwie, PY Ne IT N013044/01 om 20.03.2007 (dama samenw: 26,02.2019) ‘
- evidano Asenmuc Dapma C.A., cepus F18740619, p-w FI138B0719, napmus 19600 ynaxosok, 200ew do 01.05.2022, |
| npouzeodcmea Canogpu-Asenmuc Joiiurand Tnm6X, I epvanus, Sanofi-Aventis Deutschland GmbH, Brueningstrasse
30, D-65926 Frankfurt (Main), Germany, / ynaxosaro 340 "Canogu-Asenmuc Bocmox", Poccus, HHH 5751028489,
1 302516, Oprosckan obaacme, Opnosckuti p-u, c/n Bonvwexyaukoeckoe, yn. Jusenckas, 0. 1, kod OKIA2 21.20.10.211

| | NEKJIAPAIISI O COOTBETCTBHUHA
|

’

| COOTBETCTBYET TPEEOBAHUSIM

| TTN013044/01-240713 uzm. Ne 1-6

HEKJIAPAILUSI ITPUHATA HA OCHOBAHHUHU

npomokon ucnoimanui Ne 3912p om 22,11.2019 HJT 000 HI] "OAPMOBEOPOHA", ammecmam
akkpedumayuu POCC RU.0001.2] @140, Cepmugpuxam POCC RU.®PMO8.C55743 om 25.11.2019

JATA NIPUHATHS AEKJAPALIAH 25.11.2019 f
AEKJIAPATTWST AEACTBUTENBHA JIO 01.05.2022

~
-

|| * 437 Ao 2 PNe 0l ' - Beperennnkosa O.A. |
} (JL'-'\M?}){!;HH oy %HCé/ d.U.0
' CBEJIEHMS O PETACTPAITIHT

OPT'AH ITO CEPTH®HUKALIHNH, 3APETHCTPUPOBABUIHI JEKJIAPALIHIO | |
RA RU.11®OMO08 OPTAH 110 CEPTH®HKALHH TPOIVKLHH OFI[ECTBO C OIPAHHYEHHOH

| OTBETCTBEHHOCTBIO "OKPYXHOH HEHTP KOHTPOJIA KAHYECTBA",

adpec opaanusayuu: 115280, 2. Mocxea, ya. Macmepxosa, 8. 4, sm. 3, nom. I, xom. 1, adpec opzana no
cepmugpurayuu: 115280, POCCHA, 20pod Mockea, yr. Macmepxoea, 0. 4, sm. 5., men.. '(495)788-02-88, aeb-
caim: oykk.pe.

AEKJIAPALIMSI O COOTBETCTBUHM 3APETHCTPUPOBAHA M POCC RU JI-RU.®M08.A.46463/19

JATA PETUCTPALINU 25.11.2019
% Hunenxo U.B.
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CBUAETENLCTBO AHAJU3A

3A0 « CAHOOU-ABEHTUC BOCTOK»

302516, Opnosckas o6nacts, OpnoBCKUi paitoH, ¢/n BoNbLEeKyNUKOBCKOE,
yn. fluBeHckas, 4.1, Ten.: +7 (4862) 440055; 440056, dpakc: +7 (4862) 440037
e-mail. vostok@sanofi-aventis.com.

SANOFI

Ne ceupetenncTBa aHanwaa

022 /19

oT «21» HoAbpA 2019 .

HaumeHoBaHwe npoaykTa

TakcoTep®, konuenTpaT ANs NPUrOTORMEHUN pacreopa ans
uHdy3sun 80Mr/2Mn B KOMNNekTe ¢ pacTeopuTenem

Homep cepun  F187A0619

Konuyectso 19600 ynakoeok

[ata npoussoactea 26.06.2019

| Cpok rogHoctn 01.05.2022

[MpounssoauTens

CaHodu-AseHtuc Joinunanp M'MEX, Nepmanus

YnakosLwuk

3A0 «CaHodu-AseHTuc Boctok», Poccus

MeToab! McnbiTaxKin

HA M N013044/01-240713, nam.Ne1, Ne2, Ne3, Ne4, Ne5, Ne6

PesynbTaTbl UCCNeaoBaHUii

HavMeHoBaHue .
-~ Tpeboeanus no HA PeayneTatsl uccnenosaHui
KOHUEHTPAT (F187A0619)

Onucaxue Mpo3payHelil MACNAHUCTLIA pacTeop OT CootBeTcTBYET
XENToro A0 KOPUYHEBATO-KEeNToro Upera,

MoANWHHOCTb: :

-fouertakcena Bpema yaepX1MBaHUA OCHOBHOIO NUKa Ha CootrsercTayer crangapTy
XpoMmarorpamMmMe pacteopa UCnbiTyemoro
ofipasua, AOMKHO COOTBETCTBOBATL
BPEMEHMW YAEPKUBAHWA NKKa AoUeTakcena
Ha XpOMaTorpamme CTaHAapTHOro
pacTeopa
OcHoBHOE NATHO Ha XpoMaTorpamme CooreertcrayeT cTaHaapTy
pacTeopa ucneiTyemoro obpasya no
BenevrHe Rf QONXHO COOTBETCTBOBATL
OCHOBHOMY NATHY Ha Xpomarorpamme
pacTeopa craHgaptHoro obpasua

NoANUHHOCTb LiBeTHan peakums Cootsertcrayer

- nonucopBara

Mpo3pa4HocTb PacTtsop, NpUroToBNeHHLIA nyTem CooTBeTcTBYET
CMELIMBAHUS KOHUEHTpaTa ¢
pacrteopuTenem, AomKkeH GblTb
Npo3paviHbimM

LiBeTHoCTb [lonxeH BbiAEPKNBATL CPABHEHWE C CooTBeTcTBYET
3TaNOHHbIM pacTBOpPOM LIBETHOCTU Ya

pH Or30p04,5 386

(10% BOAHbBIA pacTeop)

OB6veM HanonHeHus:

-ana 1 conakoHa (MuHMMansHe) | oT 2,12 mn Ao 2,60 mn 2,12 Mn

-AnA 1 hnakoHa (MakcumansHei) | ot 2,12 Mn Ao 2,60 mn 2,60 mn

- CpeAHui obbem Ot 2,24 mn fo 2,48 mn (ans 10 gpnakoHa) 2,35 mn

MexaHudyeckne BIKITIOYEHUS:

BUAUMbBIE BuauMble YacTULbl LOIKHLI OTCyTeTBOBaTE | OTCYTCTBYIOT

- 4acTuy C pasmepom 210 Mrm:
- 4acTuy C pa3MepoMm = 25Mkm

Npyv BU3yansHOM KOHTpOne
He Bonee 6000/dnakoH
He Gonee 600/¢nakoH

58 yacTuy / pnakoH
0 vacTvy / hnakoH

Boga

He Gonee 1,5 %

01%

OtaHon

He Bonee 2,0 %

01%

Crp1lwms5




CBUAETENLCTBO AHAJTU3A

3A0 «CAHO®U-ABEHTUC BOCTOK»

e-mail: vostok@sanofi-aventis.com.

302518, Opnoeckas obnacte, Opnosckuii paitoH, ¢/n Bonblekynukoeckoe,
yn. JluBeHckan, A.1, Ten.: +7 (4862) 440055; 440056, pakc: +7 (4862) 440037 SANOFI

s

Ne ceBupaeTensCTBa aHanuaa 022 19 oT «21» Hosbpsa 2019 .

HaumeHoBaHue npopykTa

TakcoTrep®, koHUeHTpaT ANA NPUroTOBNEHWA pacTBOpa ANA
HMHY3nK BOMri2MN B KOMNNEKTe ¢ pacTBOpUTeNneM

Homep cepun  F187A0619 Konuyectso 19600 ynakoBok
Hara npoussoacTtea 26.06.2019 | Cpok rogHoctu 01.05.2022
HaumeHosaHKe i
R TpebosaHua no HL PeaynbTaTbl nccnenosaHui
KonuyecteeHHoe 01 72,0 go 84,0 mr/2 mn 80,5 mri2mn

onpegeneHue gouerakcena

PopacreeHHble COeUHEHUS:

-RP 70617 -He Gonee 0,5% Metnee 0,5%
-RP 73077 -He Gonee 0,5% Metee 0,5%
-RPR 110928 -He bonee 1,3% Meree 1,3%
-RPR 108771 -He Bonee 1,5% Menee 1,5%
-RP 61387 -He Bonee 0,3% Meree 0,3%
-eAuHUYHanA
HeugeHTuuLunpoBanHan .
npumech -He Gonee 0,2% MeHee 0,2%
-CyMMa POACTBEHHBIX
COEAUHEHUN -He Bonee 3,5% Meree 3,5%
CrepunbHOCTb Mpenapar AorxeH BbiTb CTEPUNbBHBIM CrepunbHbIn
BakrepuanbHble aHAOTOKCKUHBI | He Gonee 20 E3/mn Coorsercrayer
PACTBOPUTEND (cepna F138B0719)

OnucaHve MpospayHbiil GecuypeTHBIA pacTeop CooreetcTeyeT
MoaNUHHOCTD!
-3TaHona (MKX) 1.Bpems yaepKWBaHWa OCHOBHOIO nuka Ha | COOTBETCTBYET CTaHAapTy

XpOMaTorpaMmMe pacTeopa WCnbITyemoro

obpasua, AOMKHO COOTBETCTBOBATL

BPEMEHM YAEPKMBAHWUA NNKa 3TaHONa Ha

XpoMaTtorpaMme CTaHAapTHOro pacTeopa

MoareepxaeHo

- KAYeCTBEeHHaRA peakuus 2.B TeveHune 30 MUHYT NOABNAETCA 3anax

onodopma u o6pasyeTcs OCaA0K KenToro

usera
LiseTHOCTB PacTBop AOMKEH BbIAEPXNBATD CPABHEHMWE

C 3TanoHHLIM PacTBOPOM LBETHOCTH Be CooTtBerctayeT
Mpospa4HocTe Pacteop gomker BbiTe NPO3payHbIM CooTBercrayer
O6beM HanonNHeHus: CpegHuin o6vem 7,33 mn (ot 6,96 mn go 733 mn

7,70 mn ansa 10 cnakoHoB). '
MexaHu4eckne BKMIOYeHUS:
BMOWMBIE BuavmMele 4acTulbl AOMKHBI OTCYTCTBOBATb

npv BU3yanbHOM KOHTpone OrcytcTayloT

- 4acTuu ¢ pasmepom 210 Mkm | He Gonee 6000/cpnakoH

- 4acTuy c pasmepom = 25mMkm | He Bonee 600/dnakoH

1 yactuua / phnakoH

0 yactuu / dnakoH

KonuvyecteeHHoe
onpegeneHue sTaHona Ot 11,4 no 12,6 %(wiw)

12,2 %

Ctp2us5




CBUAOETENBCTBO AHANU3A

3A0 «CAHO®U-ABEHTUC BOCTOK»
302516, Opnosckas o6nacTb, OpnoBckuin paioH, ¢/n Bonblwekynukosckoe,

yn. llusekckas, 4.1, Ten.: +7 (4862) 440055; 440056, pakc: +7 (4862) 440037
e-mail: vostok@sanofi-aventis.com.
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SANOFI

Ne cenperenscrTea aHanusa

022 /19

oT «21» Hoabpsa 2019 r.

HaumeHoBaHue npoaykrta

TakcoTep®, koHuenTpaT Ana npuroToBnenus pacTeopa Ans

uHdy3nit 80Mr/2mn B KOMNNEKTe ¢ pacTBOpUTENneM

Homep cepun  F187A0619 Konuuyectso 19600 ynakosok
[aTa npoussoactea 26.06.2019 | Cpok rogHocTu 01.05.2022
HaumeHoBaHue 5
okesaTenadl Tpebosanus no HA PesynbTartel uccnegosaHun
CrepunbHOCTDL Mpenapat AonxeH GbiTb CTEPUAbHLIM CrepunbHbii
BakrepuancHbie angoTokcuHel | He Gonee1 EQ/mn CootBeTtcTBYET

Ynakoska Konyenmpam dns npuzomoenenus KoHnyenmpam dnn
pacmeopa dns ungysud: npuzomoeneHus pacmeopa ons
no 2,36 mn KoHUeHTpaTa BO (hnakoH UHpysu:
BecuseTHoro cTekna ¢ peanHoBoi npobKoi U no 2,36 MN KOHUBHTPaTa BO (hrakoH
0BxXaTbiii anOMUHUEBLIM KONMEYKOM C GecuserHoro crekna ¢ pesuHosoi
NNacTMaccoBOi KpbiLLeukod Tuna «flip-offn :gﬁf:ﬂ?o‘;%ﬁ:‘:;;:‘ by i
KPECHORS RO, Kpuileykon Tuna «flip-off» kpacHoro

usera.

Pacmeopumens: Pacmeopumens:
no 7,33 mMn pacTeoputens Bo ¢nakoH 7,33 Mn pacTBOPUTENs BO IaKCH
GecupeTHoro cTekna ¢ peanHosol Npo6Koi 6«‘ecuaemoro CTeKna, yKynopeHHbill
06xaTbifl anioMUHUEBLIM KONNAYKOM C PEe3MHOBOI NPOBKOI M OBKATIA
nnacTMaccoBON Kpbileukoid Tuna «flip-offs ANIOMUHHEBbIM KONNEYKOM C
PnakoH € KOHUEHTPaTOM BMecTe CPNaKOHOM € | no o ccosoi KPBILIEYKOM TNa
PacTBOPUTENEM B KOHTYPHYIO AYEIAKOBYIO «flip-oft
ynakoeky u3 MNBX, 3anasHHy0 nonuaTUNeHoBoM ®NaKOH € KOHUEHTPATOM BMECTE C
nNeHkon. KOHTYpHYIO s'weﬁxoay»o YyNakoBKy (hNaKOHOM C pacTBopUTENeM B
BMECTE C UHCTPYKLMEHA NO NPUMEHEHUIO B KOHTYPHOW S4EAKOBO# yNaKoBKe M3
KapTOHHYI0 na*-my: W3 KapToHa ansa MNBX, 3anasHHO’ NONV3ITUNEHOBOW
notpebutenbekoit Tapol no MOCT 7933-89, nNeHKoit, KOHTYpHaR sueikosas
pa3peleHHoi k npuMmeHernio M3 PO. YNaKoBKa BMECTE C MHCTPYKLMER N0
TpaxcnopTHas Tapa B cooTeeTcTann ¢ FOCT NPUMEHEHHUIO B KAPTOHHOM NaYKe.
17768-90

Mapkuposka Ha smuxemue hnaxona c koHuenmpamom wa | Ha smuxemue dnaxona ¢

BYCCKOM A3bIKe YKaibigarom. TOprosoe

HaseaHwe npenapara «TakcoTep®s,
MEXAYHapPOAHOE HENATEHTOBAHHOE Ha3BaHue,
COAEpHaHUe aKTUBHOIO BELWECTBa BO (hnakoHe,
«80 Mr pouerakcena s 2 mn nonucopBara 80»,
nekapcreeHHyo opmy, «O6beM HanonHeHus:
94,4 mr/2,36 mn», «BrHumanue! HeoBxoaumo
pa3basnaATe.», «CM, UHCTPYKLMIO No
NPUMEHEHWION, YCITOBUR XDaHEHWA, NOroTUn
KOMNaHUK (NaTUHCKUM LWPUCITOM), HOMEp
cepun, AaTy NPOU3BOACTEA, AaTY OKOHYaHURA
CPOKa ro4HOCTH, BHYTPEHHNA YNakoBOYHbIA Kog,
2D koa.

KOHUGHMPAMOoM Ha PYCCHOM
HA3biKe YKa3aHo. Toprosoe

Ha3ssaHue npenaparta «Takcotep®»,
MeXJyHapoaHoe HenaTeHToBaHHoe
Ha3BaHue, coaepXaHue aKkTMBHOro
BeulecTea Bo chnakoHe, «80 mr
Adouerakcena B 2 mn nonucopbara
80», nekapcreeHnyio opmy,
«O6bem HanonHexna: 94,4 mr/2,36
mn», «BHumanue! Heobxoaumo
paabasnaTe.», «CM. UHCTPYKUMIO No
NPUMEHEHUION, YCMOBUA XPaHEHWA,
NOrgTUN KOMNaHUK (NATUHCKUM
wpudtom), Homep cepium, AaTty
NPOM3BOACTBA, AATY OKOHYaHUA
CpOKa rogHOCTH, BHYTPEHHMA
YNaKoBouHbIA k04, 2D koa.

Crp3uss




CBUOETENLCTBO AHANU3A

3A0 « CAHO®U-ABEHTHUC BOCTOK»
3025186, Opnosckas o6nacts, Opnosckuit paitoH, c/n Bonewekynukosckoe,
yn. llusetckas, a.1, Ten.: +7 (4862) 440055; 440056, cpakc:’ +7 (4862) 440037

e-mail; vostok@sanofi-aventis.com.
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SANOFI

Ne ceuaeTenscrea aHanusa
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HaumeHoeanwe npopykra

Tauco‘rep@, KOHUEHTPaT ANsA NPUroTOBNEHWA pacTeopa aAns
MHGY3uK 80Mr/2Mn B KOMNNeKTe ¢ pacTBOpUTENeM

Homep cepvu F187A0619

Konuyectso 19600 ynakoBok

Hata npovssoacrea 26.06.2019

| Cpok rogrocTn 01.05.2022

HaunmeHosaHue
rnokasareneu

Tpeboeanua no HA

Pe3ynbTaTel uccnenosaHui

Ha smuxemue chnanona ¢ pacmeopumenem
Ha PYCCKOM A3bIKe yKa3Lleaom:
«Pacteoputens ann Takcotepa® (aouerakcena)
80 mr», «13% (m/m) pacreop ataHona s soge
ANA NHbekunA 7,33 MN», YCNOBUS XpPaHeHWUs,
NOroTUM KOMNaHUA (NaTUHCKUM LUPUCTOM),
HOMEP CepuW, AaTy NPOV3BOACTBA, AATY
OKOHYAHWUR CPOKA rOAHOCTH, BHYTPEHHUIA
ynakosoudHbli koa, 2D kop.

Ha nonusmunenoeol nnexke KoHmypHoil
AYelxoeold ynaKoeKU HE PYCCKOM A3bIKe

YKa3bleaom. TOprosoe Ha3saHwe npenapara
«Takcotep®», mexayHapoaHoe
HENaTeHTOBaHHOE HasBaKWe, CoaepKaHue
aKTUBHOTO BEWecTea BO thnakoHe,
nekapcreexHyto chopmy, «80 Mr goueTakcena e
2 mn nonucop6ata 80», «PacTeoputens 4na
TakcoTepa® (qouerakcena) 13% (m/m) pactsop
3TaHONa B BOAE AN UHBEKUMIA 7,33 mn»,
«Brumanune! KoHueHTpaTt HeoBxogumo
pasbaBnaTe.», «CM. MHCTPYKLMIO NO
MPUMEHEHWIO. », YCNOBUA XPAHEHUA, HOMEP CeprK
npenapaTta, AaTy NPOM3BOACTEA, ATy OKOHYAHMS
CpOKa roAHOCTH, BHYTPEHHUA YNaKOBOYHLIA KOg,
20 kop.

Ha amu Ke chnaxkoHa
pacmeopumenemM Ha pyccKOM A3biKe
yxasawo: «PacTeopurens ans
Takcorepa® (nouerakcena)

80 mMr», «13% (m/m) pacteop atanona s
BOAE ANA UHBEKLIMA

7,33 MI», YCNOBWA XPAHEHUSR, NOroTvN
KOMNaHUN (NaTUHCKUM WpurchToM), Homep
Cepuu, nara NPoOW3BOACTBaE, Aata
OKOHY@HWS CPOKA rOAHOCTH, BHYTREHHUIA
ynakoBouqHbIA kop, 2D koa.

Ha nonusmunerosol nnexHke KoHMypHol
AYelK080( ynaKkoeku Ha DYCCKOM A3bIKe

yKa3aHO. TOProBoe HassaHue npenapara
«Takcotep®», mexayHapogHoe
HENaTeHTOBaHHOE Ha3BaHue,
COAEpXaHue akTUBHOIO BewecTsa Bo
¢hnakoHe, nekapcTaeHHan gopma, «80
Mr fouetakcena e 2 mn nonucopbara
80», «PacTeoputent ans Takcotepa®
(aouerakcena) 13% (m/m) pacteop
ITaHONa B BOAE ANA MHBEKUWIA 7,33 mn»,
«BHumanne! KoHueHTpaTt Heobxoaumo
pasbaensarb», «CM. MHCTPYKUMIO flo
NPAMEHEHMIO.», YCNOBWUA XPaHEHUA, HoMmep
cepuu npenaparta, 4aTa Npou3BOACTEA,
AaTa OKOHYaMMA CPOKA rogHOCTY,
BHYTPEHHWA YNakoBoYHLIA koA, 2D kon.

Ha xapmownHOoll navxke Ha pyCCKoM A3bike
yKasbigaom: TOproBoe HaseaHwe npenaparta
«Takcotep®», mexayHapoaHoe
HENAaTEeHTOBaHHOE Ha3BaHWe, COAepXKaHne
8KTUBHOrO BelecTea Bo cbnamHe.
nekapcTeeHHyIo (hOpMY, KOHUEHTPaLMIO, «8
KOMNMeKTe ¢ pacteopurenem», «<BHumaxue!
KoHueHTpaT Heobxoaumo paibasnATe», «Cm.
MHCTPYKUMIO MO NPUMEHEHWIO.», KONWYECTBO

() NaKOHOB € KOHLEHTPATOM B YNaKoBKe,

«80 Mr goueTtakcena B 2 mn nonucopBara 80
(40 mr/mn). OBwem HanonHeHun: 94,4 mr/2,36
MM}, KOMWYECTBO (PNAKOHOB C PacTBOPUTENEM B
ynakoske, «13% (m/m) pacTeop ataHona s soae
ANA UHBEKUMA,

Ha kapmoHHOLl nayke Ha PyCCKOM A3bIKe
yKa3aHo. TOproeoe HassaHue npenapara
«TakcoTep®», MexayHapoaHoe
HENaTeHToBaHHOe HalBaHue,
coAepKaHne akTUBHOIo BewjecTea Bo
hnakoHe, nekapcTeeHHan opma,
KOHUEHTPaUWsA, «B KOMNNEKTe ¢
pacTBoputenem», «Brumanue!
KoHueHTpaT HeobixoanMo pasbasnstby»,
«CM. UHCTPYKUMIO NO NPUMEHEHWNIO.»,
KONUYECTBO (PNAKOHOB C KOHLEHTpaToM
B ynakoeke, «80 Mr goueTakcena B 2 mMn
nonucop6ata 80 (40 mr/mn). O6vem
HanonHexus: 94,4 mr/2, 36 mn»,
KONWYecTBO PNAKOHOB C pacTBOpUTENemM
B ynakoeke, «13% (m/m) pacteop
3TaHONa 8 BOAE ANA UHBLEKLIWA.

Crpdunss




CBUAETENLCTBO AHANTU3A

3A0 «CAHO®U-ABEHTUC BOCTOK»
302516, Opnoeckas obnacTs, Opnoeckuil paioH, ¢/n Bonsluekynukosckoe,
yn. NlnBeHckas, 4.1, Ten.: +7 (4862) 440055; 440056, cpakc: +7 (4862) 440037

e-mail: vostok@sanoﬂ-aventis.com.

SANOFI

Ne ceuaeTensbcTBa aHanuaa
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HaumeHoBaHue npogykra

Taxcowp@, KOHUEeHTpaT ANA NpUroToBneéHuA pacrtaopa ansa
uHGpyani B0Mri2mn B KOMNNEKTe C pacTBOpUTENeM

Homep cepun  F187A0619

Konuyectso 19600 ynakoBok

[arta npoussoacrea 26.06.2019

[ Cpok rogrocTv 01.05.2022

HanmeHoBaHUe
nokasarenen

Tpebosanua no HO

PeaynbTaTbl uccneqoBaHui

Obvem HanonHeHun 7,33 mn», «13% (m/m)
pacTeop 3TAHONA B BOAE ANA WHbEKUMA,
YCNOBUA OTNycKa, «BBOAUTCA BHYTPMBEHHO
KanenbHo nocne COOTBETCTBYIOWEro
pacTBOpPEHNRA W pa3BefeHWA Npenapara noj
KOHTpOMEM ONbITHOTO Bpadvar, «CTepunoHo»,
«®nakoHbl NpeAHa3Ha4veHbl ANA OAHOPA3NEOI0
MCMONbL3I0BAHUA: HEUCNONbLIOBAHHOE
CofepXUMoe BbIBPOCUTLY, YCNOBUA XpaHeHus,
«XpaH1TL B HRAOCTYNHOM ANA AeTed MecTen,
Ha3BaHWe NpowaBoaUTenNRA, CTPaHy
NPOM3BOACTBA, NOrOTUMN KOMNAHUK (NaTUHCKIM
wpudTOM), HOMEP Cepun npenapara, aaTty
NPOW3BOACTEA, AATY OKOHYAHUA CPOKa
rOOHOCTH, HA3BaHWe POCCHUIACKOTO NPeAnpUATURA,
OCYLIECTBNAOLIEro YNakosky, aapec, Ten./gakc,
WTPUX-KOA, HOMEP PErMCTPauUNoHHOro
YOOCTOBEPEHWA, rpaduueckuin CUMBON CUCTEMBI
ANA R Y3UA, AONYCKAETCH Hanu4ue
BHYTPEeHHero(Mx) Koaa(os) komMnaHuv v
rpachudeckoro(ux) anemenTa(os).

Ha nauky KapTOHHYIO MOryT BbiTh HaKNEeHb!
CaMOKMEALUECH CTUKEPSLI C LI@NLI0 KOHTPOMNA
Nepeoro BCKPLITUS.

[ononHutensHo MoxeT ObiTh HAHeCEeHa
WHpOpMaura ANA MOHUTOPUHIa ABUXEHWA
nexkapcTBeHHbIX NpenapaTos OT NPOU3BOAUTENA
00 KoHeuHoro notpeburens.

O6wvem HanonHeHus 7,33 mn», «13%
(m/m) pacreop 3TaHona B Boae AnA
MHBEKUMIA. YCNOBMA oTnycka, «BeogunTca
BHYTPUBEHHO KanensHo nocne
COOTBETCTBYIOLWEro pacTBOPEHNA
pa3BeAeHUA Npenapara nofd KOHTPonem
onbITHOrO Bpa4Yay, «CTepunsHo»,
«®PnaxkoHbl npeaHasHaveHsl 4Ns
OZAHOPA30BOro MCMONL3CBAHWS!
HeWUCNonb30BaHHOE COAEPXKUMOR
BbIGPOCUTL®, YCNOBUA XpaHeHusd,
«XpaHuTL B HEJOCTYNHOM ANs AeTedn
MeCTe», Ha3BsaHue npou3BoauTenNsA,
CTpaHa NpoM3BOACTBA, NOroTUnN
(NaTWHCKUM LWPUTOM), HOMED Cepun
npenapaTa, 4aTa NpoM3BOACTBa, AaTa
OKOHYEHUA CpOKa roAHOCTU, HasBaHue
POCCHICKOro NpeanpruaTus,
OCYUECTBARIOWEro YNaxkosky, aapec,
Ten./thake, WTPWUX-KO4, HOMEpP
pervcTpauoOHHOro yA0CTOBEPEHUA,
rpacuueckuid CAMBON CUCTEMBI ANA
vHby3uni, fonycKaeTca Hanuuve
BHYTPEeHHero{ux) koaa(os) KOMNaHWu u
rpadpmueckoro(ux) anemeHTa(os).

Ha na4ky KapTOHHYI0 HaKNeeHb!
CaMOKNeAWMecs CTUKepL! C LUenbio
KOHTPONA Nepeoro BCKPLITUA,
[ononHutensHo HaHeceHa UHpopmauus
ONs MOHUTOPUHIA ABMXEHUA
nexapcTBeHHbIX Npenaparoe o7
NpOW3BOAUTENA A0 KOHEYHOrQ
notpebuTens.

3aknioveHne: TakcoTep®, KOHLUEHTPAT ANA NPUroTOBNEHUA pacTBopa ANA UHMY3UK
80mMr/2mn B KomnnekTe ¢ pactBopureneM cepuu F187A0619 cooTeeTcTBYIOT
TpeGosanuam HA M NO13044/01-240713, uam.Ne 1, Ne2, Ne3, Ned, Ne5, N6 no
nepeyYncneHHbIM NoKkasaTensm.
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