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EKJTAPAITSE O COOTBETCTBUH

JEKJAPAHT, IIPHI‘IHMAIOLuH.ﬂ JIEKJIAPAITMIO O COOTBETCTBHH

| 000 "Taxeda Dapacviomukac”

|

(‘Dapuarsmnnﬁ.‘,

- e ot

| Ceedentn 0 pe2ucmpaifiit Opaitaiitit: Mexcpaitonnas incnexiia Pedeparpnoil nasozonoi cayuciu N 46 no
o Mocxee 01.01.2008, OI'PH 102 7700399517, dama npucsoenus OPH 05.11 .2002.
i Aopec: 119048, & Mockea, ya. Yeavesa, 0. 2, cop. 1. Teaepon:8(495) 933-33-11,502-16-25
B sue: Neneparvitutit QUpermop ITomanoa A 10.
Jlosepennoe awio: [lunnosa H.JT., doeepennocmy 148/2018 om 07.09.2018 2.

| BASIBJISIET, UTO

|| aexapcmeeioe cpeocmeo. Kapduexanu, MABAEMKIL ROKPLIIBIE NIEUONNOI oBoroukoit 75 2+ 135.2 e 100
seems., hraiount (1), NENKE KapMOHNLC, PY Ao IT NO13875/01 om 25.12.2007 (dama sayenbi 07.05.2018)
asdano 000 “Taxeda Dapuacviomurarc”, cepus 11598275, napmun 97700 ynasosox, 2oden do 30.09.2021,

' npowsaodemea Taxeda FoX, Tepyamus, Tukeda GribH, Lehnitzstrasse 70-98, 16515, Oranienbg, Gernany
wod OKI2 21.20.10.131, koo TH B3I 3004900002, xonnipaxm Ao 643-20427819/00095 om 27.09.2011,

i umaoiic No 31168164 am 22.64.2019

COOTBETCTBYET TPER OBAHUSM

1T NO13875/01-070518

JIEKJTAPAITASI IPHHSITA HA OCHOBAHMHE

cepmihuram anaausa npowssodumenn om | 6.01.2019, Ceprnighuxan cOOMBEMCMBHR CHCIREIIbI

|| aenedacuenma xavecniea & Cricmene dobposarvnoii cepmudhuxayit A PM-PETHCTP" Xo POCC

E1 DE.OW0.K.00149, cpok deticmana ¢ 22.02.2018 2. no 17.03.2020 2., OO0 "Oxpyxcuoit enin)) RONMPOIHR
waveemea”, Poceus, 115280, 2. Mockaa, yn. Macmeproea, 0. 4, omi. 5, noat. I, kon. 4

THS! JEKTAPALNEL 29.0/.2019
ESJEUCTBATENLHA JIO 30.09.2021

‘4‘:’ : Hinmxosa HJL
NOARKCH $.HU.0

2anE

o CBEJEHUS O PEI'MCTPALIUA

| OPTAH O CEPT HOHICAITHH, JAPEFMCTPHPOBABIITHE JEKJAPALIHIO
| RA.RU. 11 MO8 OPFAHR DO CEPTHOHKALIMH TPORYKIIHH OBI{ECTBO C OrPAHHYEHHOFH
| OTBETCTBEHHOCTBIO "OKPYIKHOM LIEHTP KOHTPOIA KAYECTBA’,
| adpec opeausau: 115280, 2. Mocxkaa, ya. Macmepxoaa, 0. 4, am. 3, nast. 1, xoar. }, adpec opeaia no
* cepmudpwanuy: 115280, POCCHSA, 20pod Mocxaa, ya. Macmieproaa, 0. 4, am. 5., men.:(495)788-02-88, aeh-
. caiun: OyxK.pe.
NEKJAPALTHS O COOTBETCTBHH JAPECMCTPHPOBAHA Ao PFOCC RU JI-DE.®MO8.B. 13909/19

MH 29.01.2019

@ [omewo WE. 5/
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HaumenoBanmue
JeKapCTBCHHOTO NpenapaTa
Homep Mmatepuaa rotoBoro
JeKAPCTBEHHOT0 OpenapaTta
Homep cepan
JlekapcrBennas (popma
Homep cepun/napTun
NMPOAVKTA aHIPo

Jdara ceprupukanun
bajaka:

dopma BbINycKa:

J103HpOBKA/AKTHBHOCTD:
Kosnyecrso:

Jlata mpoH3BoACTBA

Cpox roasocTu

Ctpana-uMnoprep
Heab Henoan3zoBanug:

HaumenoBanne u aapec
NPOMH3BOANTEIN:

CeprudguKaT COOTBETCTBHS

Taxeza F'ueX

J e 70 - 98
16515 Cpanuenbypr, lepmarms 1e1.03301/818-0

Kapmromaramt tabrerkn 75 mMr 100 1261, (PD)

1145561

11598275
TabaeTku NOKPHITHIE IEHOTHO 000104KOf

11569252

20.11.2018

100 Tabnerox/daakoH

75 Mr AneTHJICATHIINAOBAs KHCoTa / 15,2 Mr Maraus
T'HPOKCH

97 700 T

25-10-2018

09-2021

Poccmiickas ®eaepaitiis
KomMepteckas IocTaBka
Takena I'm6X

JImaunrrpacce 70 — 98

16515 Opaunen0ypr, 'epmanis

HacTosmM Mbl IOXTBEpAIaeM U1 YKA3aHHOIT BhIINE NAPTHH NPOJIYKTA CIeayiomee

JTa DapTHA MPOAYKTa H3ITOTOBIeHA B COOTBETCTBHH ¢ JeliCTBYIONIM 3akoHoaaTenscTBoM EC 1
HAOHOHATLHBIM  3aKOHOJATEILCTBOM, TpeOOBaHUNMH  pa3pelleHNs [PEANpHATHIO [POH3BOINT
onpeeleHH b BiL] NPOAYKIIH I pErHcTPAIIOHHOIO VIOCTOBepeHHA.

IIpoayKkT He IMeeT OTKIOHEHHIl ILTH €CIH OTKIOHeHHe BO3HHKIO, 3TO MOIHOCTBIO paccielyercs
paccMoTpeHo H nogmicaso. Iudopmiposanne 1 kakix-mH60 GOMBIINX OTKIOHEHHAX obecneunBsaerc
JepiaTeieM per. yAOCTOBEPEHN A, H NOHOCTHIO PACCHeAYIOTCA, PACCMATPHBAKOTCA H MMOIMHCHIBAXOTCH.

IlonHas JOKYMEHTAllHA. MMOTYYeHHAd BO BpeM: IPON3BOJICTBEHHOTO NpoIlecca COXpaHeHa N JOCTVIH
ecn HeobXommMo.

J-p Capa Iloptpas (CW0589)

VIomHOMOYEHHOE JIHIIO

16.01.2019 16:00:54
Jlata 1 Bpems NOIIMICH

IMoamucano B CAII ¢ 31eKTPOHHOIT IMOAMICHIO.

Joxysent [D B CAIT 1145561 _11598275 cremepuposay CoC_nep
Crerepwoosane. 16 01 2019 1600



<Jlororun Takeaa>
CepTH(HEKAT AHATHIA

KapauoMarai 75 Mr Tab1eTKH, HOKPLITHIE ieHo4HOi 0d0n0uKOH (PYC)

TIpoTecTHpOBaHO B cootsercTBEH ¢ CrennduKamii H npoaykr I1 N013875-01-070518(IH-
000176227 sep. 1.0.)

Cepus Ne: 11598275

Ko npoayKTa: 1145561

Jlata npoH3BOACTBA: 25102018

Kox npoaykTa 6aik: 6138094

Cepusn OaiK: 11569252

Jlata aHanqisa. 15.11.2018

MOKA3ATE.Ib HOPMA PE3VJIBTAT
Onucanne Tab/1eTKil, IOKPHITHIE CooTBeTCTBYET

[UTeHOTHOiT 060I0YKOI,
6esoro mBeTa B popme
CTIIM30BAHHOIO «CEpAma»

Macca

Cpexnsisi Macca Ot 105 1o 125 Mr 113.0 Mr
OTKIOHEHHe 0T cpeHeil 18/20 Tabn.-He Gonee CooTBeTCTBYET
MAacChl uem+7,5%; 2/20 Tab1. —He

Gonee gem £15%
PacnajgaeMocTh (BpeMst
pacnazaemMocTH) B coor.c E® 2.9.1 1 MHH
He Gonee gem 30 MitH

IopaHAHOCTD
AneTHICATHIUIOBas Kieota  Bpes yaepAHBAHHA [lonoKHTETbHBIIH
(BIXX) OCHOBAHHOI'O [THKA HA
XpoMmarorpamme
HCIBITYEMOTO p-pa J0IAKHO
COOT-Th BpeMeHH
yaepAHBAHHS [IHKA AIICK
3TaJOHHOTO p-pa
Marsus rHIpoKCil C p-pom HCI i p-poM [TonoxuTe IbHbIH
(KagecTBEHHAA peaxiuis) aMMOHHS 0Opa3oBaHHe 6enoro
ocajka
KoaudecTBeHHO®
onpejeieHne
AleTHICATHIIIOBaS KHCIOTA 71.3 - 78,8 mr/TabieTka 75.0 mMr/TadneTka
(BDXKX)
Maraus runpoxcm(AAC) 14,4 — 16,0 mr/rabnerka 15.1 mr/TabneTKa
YucroTa TecT
- CamupuioBas KHCIO0Ta e Gone 0.4 mr/1ab(0,5%) 0.15 Mr/Tabnerxa
-AleTHICATHIILICATHIINIOBaK  HE donee 0,4 % 0,13 %
KHCJIOTa
- CamiicanuinoBas He Gonee 0,2 % < 0,05 %
KHCI0Ta g
- Jlpyrue npHMecH ue Gonee 0,2 % < 0,05 %
Crp.1lm2
Taxeza TBX 3as0 Opasnestypr Cepr asamsa Taxela opamueHOYpr Bepcizl

oresere 1NTAAT 1A QY DTG SIRAR MTuMCOPATI




Ceprudnkar anaansa

<Jlororun Takega>

Kapanomarumw: 75 mr Ta01€TKH, NOKPBLITHIE IICHOYHO obox0ukoii (PYC)

TpotecTiposano B coorsercTRII C-

000176227 gep. 1.0.)

Cuiewnuxauus va npoxykt I1NOI13875-01-0705 18(qH.

Cepus Ne: 11598275
Kox npoxyxra: 1145561

ara nponssoscTra: 25102018

Kox npoayxra 6anx: 6138094

Cepus Ganxk: 11569252

Hata anpamma: 15.11.2018 N
MOKA3ATE.Th HOPMA PE3VJIBTAT

- Cymma nipinvecei (6e3 He Gonee 0,5 % 0,13 %
CATTHINLTOBOI KICIOTHI)

Muxpobuoornueckas B COOTBETCTBHH ¢

qHCTOTA® TpeboBatmamu Esp. Qapwm.

- Obmee unc0 a3poGumix
Gakrepmit (OYAE)*

- Obmee @ic0 APoFKKEBHIX H
IecHeBbIX rpubos(OJI1T)*

- Cneyugpuveckue mio*

PacrBopenne
ALeTHICATHINLIOBAS KHCIOTa

YpoBeHs pactsopenis

2.6.121 2.6.13 B cootB.c EQ
5.1.4: HeBoaHOE
TPHIOTORJICHHE LIS IpHeMa
BHYTpb

He Gontee 10°KOE Ha 1 wim a1

He Gonee 10° KOE na r wm
M
OTCYTCTBHE Escherichia coli

(Br)

He menee gem 85 %
uepe3 30 miH (Q = 80 %)
E® tabn. 2.9.3-1

"lemsraine ve samonasior B PYTIHHOM TIOpRIKe

IIpoineeseno B cootsercram ¢ TpefoBanTIAMI:

JaperucTpupoBannoft cnemmdnkanmedt.

Bemymesno: A-p Capa INoprpaz
YnoaHoMouennoe 1o
Jara Bemycka:  16-01-2019
ITO MEKTPOHHAS NOMICH COOTBET
21xoaperynstoproil pesepatbHOil wacTi 11,
Crp2m2
Taxeza I'm6X 3ason Opasstenoypr

M e L L Y

He BBIIIOIHEHO Ha JaHHOl
naptan’
HE BBINIOJIHEHO Ha JaHHOM
napTi
He BBINOJIHEHO HA JaHHOIT
maprun’

97 %

¥YpoBens | coors.

1 EATexamedl npomBoacTRennoll mpaxTindat 1 COOTBLTCTRIM ¢

crByet EC Eudralex tom 4 Annex 11 1 CIIIA raasa

Cepr.anatisa Taxea opasientypr sepcus?
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