AEKINAPALIUA O COOTBETCTBUU

REKNAPAHT, MPUHUMAIOLLMA AEKNAPALUIO O COOTBETCTBUM:

AQ "TnaxcoCuutKnain Xencxkep", Mexpafonxan uicnexuna MHC Poccuu Na39 no r. Mocxse , OFPH:
1027739007559 ot 31.07.2002, agpec: 123112, Poccus, r. Mockaa, Npecrenckan Hab, g 10, Ten: +7(485)777-9850,
taxc: +7(495)777-9851

B nnue: Menepanshoro gnpextopa Myxonena Payno

Hosepennoe nuyo: MyGep E. I".

HdosepesnocTs Ne 1708-[/2018 or 04.05.2018

SAABNAET, YTO NEKAPCTBEHHOE CPEICTBO:

BonuTapen® Suynsranc®, rens 4nn HAPYRHONO NpuMeneHns 2% 100 r, TyOw namvHnposantsie (1), KpOILLKK
HEBUHYNBAIOWNECH TPeYTONLHOR (POPMLI, NaNXH KAPTORKEIS, per. yA. Ne JIN-002267 or 04.10.2013 (pare
nepeocopmunexnn PY 28.11.2016), suigano AO "TnaxcoCunTKnaitn Xencxep”, Poccus, cepns 8EBJ, rogew go:
31.01.2022, napTvn: 43488 ynaxosox. Kontparr 6/n o1 09.10.2017 r., wnsoiic Ne 6978863845 ot 18.03.2010 r.

BbiNyCkaemoe U3roToBruTeneMm: Kop OKIQ2:

HosapTuc Koncaiomep Xenc C.A., Uneiluapws/Novartis Consumer Health SA, Switzertand, 212010221
Route de I"Etraz, Case Postale 269, 1280 Nyon, Switzerland, ctpana: Lisedyapnn

Koa THBOA:
COOTBETCTBYET TPEBOBAHUAM: 3004900002

1M 002267-041013, nam. Na1-5

AEKNAPALIUA NPUHATA HA OCHOBAHWMN

MpoTokon ucnurannit Na 2618]1 ot 26.03.2018, OO0 "LienTp KOHTPONA kavecTea Buonaiid”, aTTeCTAT KKPOAUTELMK:
RA.RU.21UK01 ot 22.07.2015, CepTndmrar cooTetcTans Ne POCC CH.®B14.C78523 ot 26.03.2019

[YGepE. .

(Oamnams, rnLLTL1)

CTpaLnK AeKnapailmn 0 COOTBETCTBUM
3A0 "Texxavecrso”, 109044, r.Mockea, yn. [innamonckan, 4. 1A, od. 400, ren.: +7 (495) 6768-5417, chaxc: +7 (495)

676-2941, www.tehkachestvo.ru, tehkachestvo@gmail.com, OFPH: 1057746285189, Atrecrar per. Ne POCC
RU.0001.119B14 suinan Pegepancroi cnyxBol no axxpegnTauvun

C.igr- | foSpormi AB.

(roRRNCE) ALpanS)




Brizano:

GSK Consumer Health S.A.,

Route de I'Etrar 2,

IZQO Nyon.

Skasriond Ceprudnuxar cepnn

ata cepTHdHkara Homep ceptuduxara

21 despans 2019 1000220061
Crplui2

Mpenapar: BonbTapen 2 % 3myasrens 100 r

Kon npoayxra: 531383

®opma: IMyasrens VYnakoeka: 100r

HoanpoBka : 2%

Peructpaunonnoe ynocrosepenne: 002267

IIpoussoncTBeHHBIH HOMEp: 505527

Brinyck Ha pbinok:
Tpenapar npousseaen MCK Koncbiomep Xeac CA, Pio ne Jletpas 2, 1260 Huow, LLiseAiuapns
GMP Cepruduxar: 18-1288, 18-1289, 18-1290, 18-1291

HacToswuM noaTsepxaaem, YTo BhIlEYKa3aHHAA HHPOPMALMA ABASETCA TIOANHHHONR M TOYHOW. JlaHHas
CEpHA NPOAYKTa NPOH3BEACHA, BKIIIOYAA YNAKOBKY/MapKHPOBKY H KOHTPO.1b Ka4ecTsa, Ha BhilliCyKa3aHHOM
3aB0A€ B MONHOM COOTBETCTBUH C TpeOoBaHHAMH GMP MECTHBIX PETYAHMPYIOWNX OpraHoB M CO
cneumndukauned PerucTpaunonHoro YaocroBepeHns MnopTHpyemoit ctpansl. [TpoH3BoacTBO, ynakoska M
aHaIH3 cepuH GbINH MPOBEPEHb! M MPH3HAHLI NONHOCTHIO COOTBETCTBYIOWHMH TpeGoBanuam GMP.

Crneunduxauns: 32p51- EN-40279v1

Cepusn: 6E8J Cpox roanocru: 3| SAueaps 2022

JlaTa usrotoBaenus: 08 deppansa 2019

Hmnoptapyeman crpana: Poccua

TECT CIHEIHOHKALIUA PE3VJIBTAT
Onucanue OnaxopoaHbiid, kpemoobpazumii reas | Coorsercrayer
Llset benbiit nau npakTHyeckH Genbiii CootsercTByeT
pH 7.0-8.0 1.5

BaskocTs (neneHus) 25-50 33
NMoanuuuocts JiuknodeHaka TMonoxutensHeli CooTteetcTByer
anaTunamuxa (BOXX)

MNoaunnocts AnkiopeHaxa MoaoxureapHbI i Cooteercrayer
auatHnamuna (V@)

MoanuunocTe ByTnarnapokcutonyon MonoxurensHsiii CooTsetcTByeT
(BIXKX)

IMoannunocts Onennosuiii cnupt (BIXX) | MNosoxureasHbiit CooTrBercTByer
GP 45828 <= 02 % <0.1

GP 49000 <= 02 % <0.l

GP 49002 <= 02 % <0.l

Jhiobas HenaeHTHOHUMPOBaHHAA NpHMeCh, | <= 0.2 % <0.1
HHAWBHAYANLHO

[TpumecH, cyMmapHo <=0.5 % <0.1




Buiaaso:

GSK Consumer Health S.A.,
Route de I'Etraz 2,
1260 Nyon,
Switzerland
Ceprudnkar cepuu
Jlata cepruduxara Homep ceprudukara
2| despana 2019 1000220061
Crp2ni2
TECT CIIEHUHOHKALIHUA PE3YJBTAT
Inknodenaxa austunamud (BOXKX) 95.0 - 1050 % ot 3assnenworo | 100.5
colepXKaHna
Bytunrnapoxcutonyoa (B3XX) 90.0 - 110.0 % ot 3aasaenworo | 101.9
CONEpXaHHA
Oneunossiii cnupt (BIXKX) 90.0 - 110.0 % ot 3aasnexHoro | 100.5
COACPKAHHA
Peienne o BEINycKe Brinyuteno
IlokyMeHT 0g06peH 3.1eKTPOHHO
Y NOHOMOUYEHHOE IHLIO:

T'yd Kpucrod 21 despann 2019 16:17:59

Iepeson ennonnua: Mybep E.I'.

05.03.2019




