AEKJIAPATIMA O COOTBETCTBHH

AEKJIAPAHT, TEPH]{KMAIOUIHE! AEKJAPALIMIO O COOTBETCTRBHU
000 "Taxeda Papstacsromxanc”

& Mockee 01.01.2008, OTPH 1027700399517, dama npucdoenus OTPH 03,11.2002.
Adpec: 119048, 2. Mocrda, yn. Yeavesa, d. 2, cop. 1. Tenedion:8(495) 933-55-11,502-16-25
{ B aye: Tenepansuniii duperntop Homeanoa A.JO.

| Hosepennoe nuyo: Ulwuxosa HIT, doeepennocmn 148/2018 om 07.09.2018 2.

SASIBJISIET, UTO

rexapcmaeitoe epedemeo: Keusteaun Ixo, cnpedi nasanviutti dosupoaaunsii 35 axzldosa 10 s 125 dos,
Grakonsi € SOIUPYIOMIM YERIPOTICHINON ¢ HAKOHENHIKDM U 3aupumibial kopnauxom (1), nauku xapnonnsie, Py
N JICP-0000828708 om 18.02.2008 (dama sastent 10.05.20] 7) evidano Taxeda AC, cepus 421844, napmua
39460 ynaroaox, zoden do 01.08.2021, npowscedcmon Taxeda In6X, T epyannn, Takeda GmbH, Robert-Bosch-
Str & 78224 Singen, Germany, xod OKITR2 21.20.10.251, kod TH B3I 3004900002, roumpaxn Ne

- 643-20427819/00095 om 27.09.2011, unaaiic No 81713853 om 12.10.2018

COOTBETCTBYET TPESEOBAHUSIM

JACP-000828/08-100517 uszir. Mo 1

BEKJAPALIUSI IPUHSITA HA OCHOBAHUU

cepanuurant anantiza npouseodumena om 15.10.2018, Cepmitchurant coomaemenieun cucmerss
Menedvesenia kavecinea & Cuchierie dobpogonsnoii cepmugiukayiat "OA PM-PETHCTP" Ne POCC
DE.DX0.K.00186, epox deficmews ¢ 01.08,2018 2. no 01.08.2021 2., 000 "Oxpyscnoit yenmp kompons
reaeemea”, Poceus, 115280, 2. Mocxaa, ya. Macmeproea, 9. 4, am. 5, noar. I, koat. |

RARKTIPRHEAG NEKIAPATIAN 23.10.2016
I D/

CTBHTEJABHA 10 01.08.2021
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Coedenus o pezucmparn opzanuzayuu: Meacpaiionnan uneneryus Pedepansroii nanoz06oii enyacos Ne46 no |

| | OPTAH MO CEPTHOHKAIIUY, 3APEFUCTPHIPOBABIN Mt AEKJIAPAIIIIO

| RA.RU.1I®MO8 OPTAH IO CEPTHOHKALIHH HPONYKLHH OBHECTBO C OIPAHHYEHHOH
QTBETCTBEHHOCTBIO "OKPYIKHON LEHTP KOHTPOJUT KAYECTEA ¥
adpec opeanusayuu: 115280, 2 Mockea, yn. Macmeproca, 9, 4, am, 5, nost, I, kom, 1, -adpec opaciia no
- cepmugpurayuu: 115280, POCCHA, 20pod Mocxaa, yi. Macmepkoea, 0. 4, sm.. 5., men,:(495)788-02-88, aed-
| catim:-oyxx.peh.
| AEKJIAPAITHSE O COOTBETCTBUM SAPETHCTPHPOBAHA M POCC RU J-DE.®M08.B.04997/18
| RATA PEREGEPATIUHA 23.70.2018

(‘Dg{ Hunenko H.B.
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Jlorotun xomnauuu Takena

Crpannua 1 u3 2

Cepruduxar ananusa

Ilpenapar

Howmep cepun

Buytpennnii unerrndukannonneii Homep

npenapaTa/HOMep Cepuu

Kcumennn OKO cnpeit nasambubii 35 Mxr/nosa

(0.5 mr/mm) 10 mn
421844

S01139214 /421844

AHamM3upyeMEIii
NOKA3aTeIb/KOMIOHEHT Hopta Fesyima
Tlpospaarocts pacteopa IIpospaunsitii Cootsercrayer
IIser pacTBoOpa Pactsop nomien Gbirh GecupeTHbIM Ml 1O Coorsercrayer
CTEeNeHH OKPAUIMBAHHA HE MPEBLINIATH
3TaOHHbIE pacTBopsl GY7, Y7 unu B7
[Monnuunocts (BOXKX) Bpems YIEepKHBAHHSA mika | CooTBeTcTBYET
Kcunomerazonuna rHAPOXJIOpHAA
COOTBETCTBYET CTAHAAPTHOMY PACTBOPY
TopauuzoCTs (YD) Y®-cnektp  muxka  Kcunomerazonuna Coorsercrayer
THAPOXJOpHIA  CTaHAapTa W ofpasna
CONOCTABHMBI
Konuyecreennoe onpenenenue | 0,475<x<0,525 mr/mn 0,495 mr/man
Kcunomerasonuu rugpoxnopun
N-(2-amunozTHN)-2-[4-(1,1-
OHMETHIITHI)-2,6- <0,3% <0,3%
nuMeTHndeHn JaeramMun
Heupentuduuunporanssie npuMecu
(] < a = Q
cymma (BOXKX) =03% 0.3%
3yayenune pH 6,4<x<638 6,6
OpHOponHOCTE A03HPOBAHHS Epp.@apm. 2.9.40 Coorsercrayer
+ 15 % OT 3as1BIE€HHOrO KOMMUECTRa
Cpenuas nocrasasemas no3a 30 <x-<40 yr 36 Mkr
O61uee xomuyecTro a3pobHbX Coorsercrayer
Mukpooprasmsmos (OMK) He Ganee 100 KOE/mo HOpMeE
O61uee ynCIO ApoOMNOKeil H MIECHERBX He 6onee 10 KOE/mn Coorsercrayer
u6os (OUI) HOpMe
Pseudomonas aeruginosa Orcyrereue 5 1,0 mn Sg;l\rdzercmye'r
Staphylococcus aureus Orcyrcrue B 1,0 Mn Cornercrayer
HOpMe
XKemrue-rosepaHTHEIE rpaMM- He Gonee 10 KOE/mn CooTserereyer
OTPHLATENbHEE OakTepun <10 KOE/Mmn

Coanano:

Birgit Rehberg (Buprur Pex6epr) 11:07:38




Crpanyua 2 u3 2
Jlororun komnanuu Taxena

Cepruduxar ananusa

I Keumenun KO cnpeit Hasanbabii 35 MKI/no3a
penapar (0.5 mr/mn) 10 mn

Homep cepun 421844

BuyTpenHnii nneHTRGMKAUHOHABI HOMEp SO1139214 / 421844

npenapaTa/HOMep CepHK

Jara npoussoacrea 20.08.2018
Cpox rogHocTH 08.2021
Brinyireno 09.10.2018

Hannas cepus Oblla npousseneHa M BhIYIIEHA B IIOJHOM COOTBETCTBHH C TPeGOBAHHAMH
HalIekKalmeH MPOM3BONCTBEHHOH NPAKTHKM K pAaspeileHMeM HA TPONAKyY, BbIMYIICHHBIM
COOTBETCTBYIOLIMMHA KOMIETEHTHBIMH OPraHaMH.

Mirko Bergmann (Mupko Beprmann)
Ynonnomouenroe muuo kommanuu Taxena TmEX (3akoHHbIi npasonpeemuux komarmn Hukomen
I'm6X)

15.10.2018
<NOAMHCE>

Cosnano: Birgit Rehberg (Buprur PexGepr) 11:07:38




