AEKJIAPAIIASI O COOTBETCTBUHA

JEKJIAPAHT, IPUHUMAIOIMI AEKJIAPALIMIO O COOTBETCTBUM

AO "TharcoCyuumKnsiin Tpeiiduna"

Ceedenusn o pezucmpayuu opzanusaiiu: Meaicpaiionnas uncnexyus Qedepansroli Hano2060ii cayaucovr No 46 no
2. Mockee 01.01.2008, OI'PH 1027739011486, dama npuceoenus. OI'PH 24.07.2002.

Adpec: 125167, 2. Mocxea, Jlenunzpadckuii npocnexm, d. 374, kopnyc 4, amaxc 3, nom. XV, komnama 1.
Tenechon:8(495)777-89-00.

B nuye: Ienepansuwiii dupexmop Jly6sancxuii Onez

Hosepennoe nuyo: Kysneyos A.A., dosepennocmy 60-13.09.2018 om 13.09.2018 2.

3ASIBJISIET, UYTO

aexapemeennoe cpedemeo. Iaxcun, mabnemxu noxpoimsie naenovunoii ofonouxoii 20 sz 10 wim., YnaKkosKu
avetkogvie konmypuvie (10), nauxu kapmonnvie, PY No IT N016238/01 om 02.04.20] 0 (Qama samenn
21.09.2016) evidano 340 "IaxcoCryumKnsiin Tpeiiounz", cepus WG4P, napmus 10296 ynaxosox, z0den do
22.11.2021, npouzeodcmea I'naxcoCriumKnsiin Papuacviomurans C.A., Honvwa, GlaxoSmithKline
Pharmaceuticals S.A., 189 Grunwaldzka Str:, 60-322 Poznan, Poland xod OKIT/{2 21.20.10.235, k00 TH BaA
3004900002, [ucmpuboiomop. coznawenue 6/u om 01.01.2013, unsoiic Ne 40831 93825 om 14.01.2019

COOTBETCTBYET TPEBOBAHHSIM
11 N016238/01-250416 usm. Ne 1-2
JAEKJIAPAITUSI IIPUHSITA HA OCHOBAHUHU

- mpomoxon ucnvimanuii Ne 416m om 28.01.2019 HII OO0 HI] "PAPMOBEOPOHA", ammecmam aKkkpedumanuu
POCC RU.0001.21PJI40, Cepmughuxam POCC PL.®OM0S.C32591 om 29.01.2019

f I TR

JATA TIPHHSITUST JEKJIAPALIMU 29.01.2019

Kyaneuos A.A.
O.H.0

CBEIEHHMS O PETUCTPALIUU

OPTI'AH ITIO CEPTHO®UKALIUU, 3APETMCTPUPOBABIIHII JAEKJIAPAITATIO

RA.RU.11®MO8 OPI'AH ITO CEPTHOHKALIHH ITPOJ[YKLIHH OBIECTBO C O PAHHYEHHO
OTBETCTBEHHOCTBIO "OKPY)KHOH HHEHTP KOHTPOJIS KAYECTBA",

aopec opzanusayuu: 115280, 2. Mocxea, yn. Macmeprosa, 0. 4, sm. 5, nom. I, kom. 1, adpec opeana no
cepmudpurayuu; 115280, POCCHA, 20pod Mocxea, ya. Macmeprkosa, 0. 4, am. 5., men. . (495)788-02-88, ae6-
catim: oyxK.pah.
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Boigan:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189

650-322 POZNAN

TONbWA

Ten: +48 61 860 12 00

Bakc: +48 61 867 5717

Nara ceptudukata Homep ceptuditixata

07-AHB-2019 1000212931
ctpanuya 1w |

Onucanue mavepuana:  [lakcun Tabn. nokp/o6. 20mrx100

Homep marepuana: 12858

Toproboe HasBaHue: MAKCWN®, Tabnetiu nokpbiTeie nneHovHol obonoykoi, 20 M

Mpumeuanue:

HacTodwmm yROCTOBEPAID, YTO BLILLEYNOMSHYTaA WHGOPMALUA NOAAKMHHA

v Touna. Cepun npopykTa Gbina npowssefieHa, BKINOYan YNakoBKy 1

KOHTPOMb KauecTsa B MOAHOM COOTBETCTBUM ¢ Tpebasanuamu GMP

NOKANLHOTO PeryisTopHOro apraka v co cneyudukauamu

PerucrpauoHHOR JOKYMEHTALWUW MMNOPTURYIOWER CTPaHbl.

JlokysmeHTbl e NPOM3ABOACTBEHHOMY NPOLECCy cepuu, YNakosKka

MPOAYKTA W Pe3ynbTaTel KOHTPONA KaYecTsa cepun NpoBepeHb!

W HaXogATCA B cooTBeTcrBum ¢ GMP,

Cepun WG4P Cpok rogHocry; 22.11.2021

Hara usrotosneHuns: 23.11.2018

MmnopTupyowan crpaHa

RU

Onucanue Cneyudukayus Pesynbrarsi

OpajsbHbie uaoaxoebmym:bie Taﬁiie‘l‘iﬂd, NOKPLITLIE

OnucaHne nneHouHoll obosovkol Benoro yaeTa, ¢ rpaBupoBkon «20» CooTtpeTcrRyeT
Ha OfHOW CTopoHe TabneTxy W PUCKO HA APYIoi CTopoHe,
Bpemn yAEPHKUBAHAA OCHOBHOTGC NUKa Ha XpoMaTorPamMme
WCNBITYEMOIC PacTBOPa AONKHO COOTBETCTBOBATL BREMEHW

MNognuHHocTs: B3 4 e pa h P Coorsercrayer
YASPKUBAHIAA OCHOBHOTO MUKA HA XpOMaTorpamme
CTAHAAPTHOrO PACTBOPA NAPOKCETUHA FMApOXIopuaa. _
YD-cnekTp NOrMoUeHA WCNbITYEMOTO PacTBOPa [OMKEH g

[ognMHHOCTL: YO -cnekTpodoToMeTpus P " i p e Cooreercrayer
COOTBETCTBOBATL YD-CneKTpy CTaliapTHOro pacTaopa.

CpegHns macca Tabnetku Ot 344,6 no 369,5 mr. 356,3

OpHOPORHOCTL [O3MPOBAHNA Coorsercrayet Tpebosanunam Esp. ©. CooTBercrayer

KonusiecrsenHoe onpefenetune 01 19,0 go 21,0 mr/rab. 14,9

KonauuecrseHHoe onpepenexue Or 95,0 po 105,0 % 07 3aaBAEHHOTO COAEPHaHUA 9g:.5
Pesynbrath ucneitanna npyu Q = 756 % vepes 30 muH

Pacraopenvie ) 92
AOMKHBI COOTBETCTBOBATL KpuTepuam @, CLLA 711,

KeanuduupoparHbiil COTPYAHUK

OpobpeHo 3NEKTPORHOW NOANNCHIO
Qamuand NOANMCaHTa YKa3aHa Huxe

Ewa Juszczak, 07-AHB-2019 11:04:42

importing Country: RU 55 1D
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