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(9) 10866/38-20 r.Banawmxa, MKp-H CanTeiKkoBKa, HOCOBUXUHCKOE Wocce, BnageHue 253, 1 atax, nomewenune N21 000 "ApxuMen”

NEKIAPALIUA O COOTBETCTBUM

OEKNAPAHT, MPUHUMAIOLMIA DEKNAPALIMIO O COOTBETCTBUM:

AO "TnakcoCmutKnsiin Xenckep”, Mexpaiontan nienexuws MHC Poccun Ne39 no r. Mockee OrPH:
1027738007559 ot 31.07.2002, anpec: Poccwiickas ®eaepauns, 123112, r. Mockea, MNpecHenckas Hab., A. 10,
nomewienue |11, komHara 9, a7 6., Ten: +7(496)777-9850, chaxc: +7(495)777-8851

B nuue: MeHepansHoro gupextopa lMykoneda PayHo

Doeepexnoe nuyo: MNyGep E. T,

JosepernocTs Ne 60-[1/2019 or 13.05.2018

3AABNAET, YTO NEKAPCTBEHHOE CPE[CTBO:

Cunekoa®, cupon (BaHuneHei) 1,5 Mr/mMn 100 Mn, (hnakoHs! TEMHOFO CTexna (1) 8 KOMNINEKTe C KONNAa4KoM MEPHBIM,
naukK KBpPTOHHLIe, per. ya. Na 1 N011631/01 ot 01.04.2011 (aara 3ameHsbl PY 28.03.2017), ssiaano BuIAaHo AO
"InakcoCmutKnsit Xerickep”, Poccur, cepns DX3B, rogen go: 31.08.2022, napTus: 36640 ynakosok. Kontpakr 6/t ot
09.10.2017 r., wnsoitc Ne6978898865 or 25.10.2019 .

BbiNycKaemMoe U3rotoButeneMm. Kog OKNA2:

Hosaptuc KoHcslomep Xenc C.A., Liseituapus/Novartis Consumer Health SA, Switzerland, 21.20.10.255
Route de I'Etraz, 1260 Nyon, Switzerland, crpana: laefyapus

Koa THB3A:
COOTBETCTBYET TPEBEOBAHUAM: 3004800002

M N011631/01-010411, wam. Ne1 or 01.04.2011, uam. Ne1 ot 30.06.2015, nam. Ne2-5

OEKNAPALIUA NMPUHATA HA OCHOBAHUN

MNporokon ucneiranni Ne 125910 ot 08.11.2019, OO0 “LiewTp koHTpons kavecrsa buonaiid”, aTrectar
akkpeauTauymi: RA.RU.21L{K01 or 22.07.2015. CepTudurar cootaerctans Ne POCC CH.®B14.C95641 ot 08.11.2019

MyGepE. T

= (nophnce) (GaMRINA, NERUHANS)

W*
CrenBHUs-C-FErnCTPaLMK AeKNapaLuy O COOTBETCTBMM

3A0 "Texxavdectso”, 108044, r.Mocksa, yn. iuHamoeckas, 4. 1A, od. 400, Ten.; +7 (495) 676-5417, daxc: +7 (495)
prETmegyw.tehkachestvo.ru, tehkachestvo@gmail.com, OrPH: 1057746285189, Atrectar per. Ne POCC
¥4 BoigaH Qeaepanshoit Cnyx060i Nno akkpesuTayum

- - Jobporra A.B.
‘noanncs) ‘ ; l’.lﬂ‘m,rll'“ll‘mbl}




(9) 10866/38-20 r.Banawmnxa, MKp-H CanTeikoBka, HocoBuxuHckoe wocce, enaaeque 253, 1 atax, nomewieHue N21 000 "ApxuMen”

Brigavo:

GSK Consumer Health S.A.,
Route de I'Etraz 2,

1260 Nyon,

Switzerland CepTudHKAT CepHH
Jlata cepTHduKkaTa Homep ceptudukara
21 oktabpsa 2019 1000263921
Crplusz2

IIpenapar: Cunexon cupon 100 mn

Koa npogyxkra: 527553

®opma: Cupon Ynakoska: 100 mn

Jo3upoBka : 1,5 mr/mn

Perncrpannonnoe yaocropepenue:  NO11631/01

TIpoH3BOACTBEHHBIH HOMEP: 505527

Boinyck Ha pLIHOK:
Ipenapar npousseaen I'CK Koncuiomep Xenc CA, Pro ae Jletpas 2, 1260 Huow, Ilisetinapus
GMP Ceprudukar: 18-1288, 18-1289, 18-1290, 18-1291

HacTosiluuM MOATBEPXKAAEM, YTO BhileyKa3aHHas MHDOPMALWA ABNAETCA MOLTMHHOA W TOYHOH. [laHHas
cepst IPOAYKTa MPOM3BEACHa, BKIIIOYas yTNaKOBKY/MapKHPOBKY M KOHTPOJIb KauecTBa, Ha BEILIEYKa3aHHOM
3aBoj€ B TMOJHOM COOTBETCTBMH ¢ TpeboBaHHAMH GMP MECTHBIX PpETryJHpYIOLUMX OpPraHoB M CO
crnieunukanueit PerrcTpauoHHOro Y 10CTOBEpEHHS MMIIOPTHPYeMOH CTpaHBI. [IpoM3BOACTRO, YNaKoBKa H
aHaK3 CepUH GbLITH NPOBEPEHE! H PH3HAHBI NOTHOCTBIO COOTBETCTBYIOLIMMH TPEOOBAHHAM GMP.

Cneunduxanus: 32p51- EN-40239vl

Cepus: DX3B Cpok roanocth: 31 Asrycra 2022
JaTa H3roTOBJIEHHH: 11 Centabpsa 2019
Hmnoprupyemasi cTpaHa: Poccus
TECT CIHEHHPHKAITHA PE3VJIBTAT
OnucaHue ITpo3pauHblit pacTBOp CoOTBETCTBYET
L{ger BeclBeTHBIH CoOTBETCTBYET
pH 3.8-4.2 3.9
OTHocHTenbHas IoTHocTh (D20/20) 1.150-1.170 1.159
[TonnmuuHocTs ByTamupara uMTpar INMonosxkurenbHbIi CootBeTcTBYET
(B2XX)
ToanuHHOCTL BeH3olHag KucI0Ta [TonoxurenbHbIA CooTtBeTcTBYET
(B2XX)
90.0 — 105.0 % ot 3aseneHHoro | 97.8
colepXXaHus
90.0 — 110.0 % ot 3asBreHHoro | 98.6_.._
CoIepKaHus A7 Ty




(9) 10866/38-20 r.Banawuxa, MKp-H CanTteikoeka, HocoeuxuHckoe wocce, BnageHue 253, 1 atax,

BrigaHo:

GSK Consumer Health S.A.,
Route de 'Etraz 2,

nomelieHue N21 000 "ApxuMep"”

1260 Nyon,
Switzerland
Ceprudukar cepun
Jlara ceprHdukara Homep ceprudukara
21 oxTa6pa 2019 1000263921
Crp2u32
TECT CHIEIIMOUKAITHSA PE3VJBTAT
PeiueHne o BeITycKe BrinyinexHo

JIoKyMeHT 0100peH 2NeKTPOHHO

VYnonHoMoueHHOE JIHLO:

I'yd Kpucrog 21 oxrsabps 2019 16:54:05

ITepeBon Bemonnun: I'yGep E.T'.

02.11.2019




