JAEKJIAPATIHS O COOTBETCTBUUA

JAEKJIAPAHT, IPHHUMAIOLIHI AEKJAPAIIMIO O COOTBETCTBUH
AO "ThaxcoCmumKasin Tpetidunz"

Ceedenus o peeucmpayuu opeanusayuu: Mescpationnan uncnexyun dedepansnoii naroz060i cayotchor Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739011486, dama npuceocenus OI'PH 24.07.2002.

Aopec: 125167, 2. Mocrea, Jlenunzpadcruii npocnexm, 0. 374, kopnye 4, smaoic 3, now. XV, komnama 1.
Tenegpon:8(495)777-89-00.

B nuye: I'enepanvuviii dupexmop Qybancxuii Onez

Hoeepernnoe nuyo: Kysneyos A.A., doeepennocms 18-09.08.2019 om 09.08.2019 2.

3ASIBJISIET, UYTO

Aexapemeennoe cpedcmeo: Pensap Ianunma, nopowox 048 unzanayuil dosuposanHviii 22 mxz + 184 mxa/dosa
30 003, uneansmopnt (1), navicu kapmonnsie, PY Ne JIIT-002451 om 06.05.2014 (Oama samensr 07.05.2019)
eei0ano AO "ThakcoCymumKnaiin Tpetiounz", cepus DF4B, napmus 37080 ynaxosox, z0dex do 03.06.2021,
npouseodemsa Iaxco Onepotimenc Benuxobpumanus JTumumed, Benuxobpumanus, Glaxo Operations UK
Limited, Priory Street, Ware, Hertfordshire, SG12 0DJ, United Kingdom, koo OKITJ2 21.20.10.254, xod TH
B3J] 3004320009, Qucmpubslomop. coanawenue 6/u om 01.01.2013, uneoiic Ne 4205286491 om 11.09.2019

COOTBETCTBYET TPEGOBAHUSIM

JHT-002451-120517 uzm. Ne 1-4

AEKJIAPAITHS IPHHSATA HA OCHOBAHUU

npomoxon ucneimaruii Ne 6146m om 04.10.2019 HIT 000 HI] "®APMOFOPOHA", ammecman
axkpedumayuu POCC RU.0001.21QJI40, Cepmucpurxam POCC GB.OMO8.C50386 om 07.10.2019

HATA IPHHATHA TEKJIAPAIIUU 07.10.2019
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CBEJIEHHSI O PECHCTPALIH

OPrAH I10 CEPTH®UKAIIUH, 3BAPETHCTPHPOBABIUHI TEKJAPALIHIO

RA.RU.11®M08 OPI'AH IO CEPTHOHKALIHH ITPOLYVKIJHH OBLJECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPY)KHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, sm. 5, nom. I, xom. 1, adpec opeana no
cepmugpurayuu: 115280, POCCHA, zopod Mocxea, yn. Macmepkoea, 0. 4, am. 5., men.:(495)788-02-88, e6-
caiim: oyxx.pg.

AERJTAPALIHS O COOTBETCTBHH 3APEFHCTPHPOBAHA M POCC RU J-GB.®@M08.A.39429/19
‘ [PAITMH 07.10.2019
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BbinyweHo:
GlaxoSmithKline
Priory Street
Ware
Hertfordshire
SG12 ODJ o i

United Kingdom Jara Bbinycka ceprudurara Homep ceprudumnara
10 cenTabps 2019 WAR_40000445866

Tel: +44 (0)1920 463993
Crpannyalus s

OnucaHue apTukyna PENIBAP S/ITNTA, nOpOwWoK ANA UHFaNAUMIA A03MPOBaHHBIN, 22 MKT + 184 mKr/ao3a, 30 f03
Homep apruryna 60000000003983 NekapcreenHas gopma  NOPOLLOK A/ MHMANALMIA A03MPOBaHHEINA
Ho3uposra 22 mKr + 184 mrr/nosa Pasmep/Tvn ynakosku 1 wr. / nayka kapToHHas

Monomenue no ceprudumkaymm:

Hacroawmm nogTeepKARI0, HTO 3aRBIEHHAR B CEPTUOUKATE aHanu3a nHbopmaLuna asnaeTcs OOCTOBEPHO U
TOYHO.

Hacrosuwpym noATBepKARI0, YTO AdHHAA CepuA NpoayKTa Bbina npou3sesieHa, BKIOYAR ynaKosky u
KOHTPO/1b KA4eCTBa, Ha YKa3aHHbIX Bbille NPOU3BOACTBEHHON (-bix) NioWaaKe(-ax) B NONHOM COOTBETCTBMM C
Tpebosanuamn Esponeiickoit Hapnemauelt npousBoACTBEHHOI MPAKTUKMM PErYAATOPHBIMU Tpe6OBaHNAMMY
CTpaHbl Ha3HAa4YeHWA, B COOTBETCTBUM CO cneyuduraymeil umnoprupyloweit crparsl / cneuudukaumei Ha
uccaegyembiit npoaykt. Cepusa npousseaeHa, ynakosaHa, pesynbTaThl aHaNM308 NPOBEPEHbI 1
cooTBeTcTBYIOT TpebosaHuam EBponeitckoi Hagnexaluell NpoMaBoCTBEHHOM NPaKTUKK.

PerynaropHoe nonomexune:
Homep ceptudukaraEudraGMPD: UKMIAGMP/IMP 4/15159
Homep nuyeHsvum Ha npoussoacTso: MIA4

*2-i aHanu3 NpoBOANTCA B CAyvae, eCNK aHann3 1 He NPOBOAMACA MW AHANW3bI HE COOTBETCTRYIOT
KpuTepuam cneuuduraymu.

PesynbraTtbl KOHTpOAA:

MNonyuexHsie pe3ynbTaThi COOTBETCTBYIOT AeMCTBYIOWEH CreyuduKaLmm,

Not/Cepun DF4B
Aara npoussBogcrea 04-06-2019 CpoK rogHOCTH: 03-06-2021
CrpaHa HasHayeHus: Poccun

MoparoTosun: <noanuck> Tposepua:<NOANUCH>




BbinyuieHo:
GlaxoSmithKline
Priory Street
Ware
Hertfordshire
SG12 0DJ
United Kingdom

Tel: +44 (0)1920 463993

MokasaTtenn

Onucanue

MoanuuHocTb $ryTrkasoHa dpypoaTa
Y®-cnexktpoporomepun

NognnuHocTh BUNaHTepona BIMX (Y-
OEeTEeKTMPOBaHue)

NognuuHocTs GnyTuKasoHa Ppypoata
B3XX

MopgnunHocTe BUnauTepona BIMX

KonuyecteeHHoe onpeaenexue
dnyTukasona dypoara BIKX

KonuuectsexHoe onpenenexue
BunaHTepona BIXKX

OaHopoaHOCTL locTaBAAEeMOi A03b1
dnyTukasoHa dypoata BIKX

OgHopoaHOCTb AOCTaBAAEMON A03bi
Bunantepon BIXKX

Macca ToHKoAMCIepCHBIX YacTUL,
¢aytukasora dypoara (1) (crynenu 3, 4

[ara seinycka epmdmaa*ra
10 cenTabpa 2019

CrpaHuua 2 us 5

Homep ceprudurara
WAR_40000445866

Hopmbi

MnacTukoBslit HranaTop ¢ Kopnycom
cBeTno-ceporo ugera, bneaHo-ronyGon
KPBILKOW MYHALWITYKA W CHETYUKOM 403,
YNaKoBaHHbIA B KOHTeHHep 13 donbri,
CoAepXalmit NakeTuK ¢ ocywurenem.
KoHTeliHep 3anevyataH oTpbIBHON
KPbIWKOW. MHranaTop coaepuT asa
CTPUNa, KaxAabiit CTPUN CoCTOUT M3 30
PaBHOMEPHO pacnpeseneHHbIX ayeek,
KaM/an 13 KOTOPbIX COALPIKUT NOPOLLOK
benoro ysera.

Cnextp obpasua AO/KEH COOTBETCTBOBATL
CnexkTpy CTaHaapTHoro obpasua.
CoorsercTyeT TECTY

Cootsercrayer Tecty

CootseTcrayeT Tecry

190-210 mkr/no3a

23,75-26,25 mkr/posa

CootseTcTayeT TECTY

CootseTtcrayeT TecTy

oT 33 o 52 mKr/pgo3a

MNogrotosun: noanuch> ﬂpOBEpMﬂI<HOQHMCh>

Pesynbratbl

Cooteetcrayer

CooTtsetcTByeT

CooTseTtcrByeT

CooTseTtcrayer

CooTBercreyeT

200

24,71

CooTteetcTBYET

CootBercrayer

42




BobinyuieHo:
GlaxoSmithKline
Priory Street
Ware
Hertfordshire

SG12 0DJ el S
United Kingdom Hata Bbinycka ceptuduKaTa Homep ceptudukara
10 cenTabpna 2019 WAR_40000445866

Tel: +44 (0)1920 463993
Crpanmua 3 mus s

u5s)

Vlacca TOHKOAMCTIEPCHbIX HacTuLy oT 33 go 52 mkr/no3a 43
ayTurasona dypoara (2) (crynenn 3, 4
ns)

Macca TOHKOAUCNEPCHBIX YacTUL, ot 33 go 52 mkr/ao3a 41
¢dnytnkazona ¢pypoara (3) (cTynenm 3, 4
n5)

Macca TorKoAMCNEPCHBIX YacTul, o1 33 o 52 mxr/nosa 41
dnyTrrasona dypoata (4) (ctynenu 3, 4
ub5)

Macca TOHKOAUCNEPCHbBIX YacTul, oT 6 8o 9 mkr/no3a 7
Bunanrtepon (1) (crynexmn 3, 4 u 5)

Macca TOHKoAUCNEepCHbIX YacTry, oT 6 no 9 mkr/po3a 7
Bunantepon (2) {crynenn 3, 4 5)

Macca TOHKOOUCMIEPCHBIX HacTuLy oT 6 po 9 mrr/ao3a 7
Bunantepon (3) (cryneun 3, 4 n 5)

Macca TOHKOZAWMCNEPCHBIX YacTul, o1 6 go 9 mKkr/no3a 8
Bunatxtepon (4) (crynenu 3, 4 u 5)

Mukpobuonaruyeckas yucTorta
dnyTukasoHa dypoara:

BonHasa aktMsHocTe BUK — AHanuz 1 <=0,6 ay He nposoguncs

*Mukpobuonoruyeckas yucrorta —

AHanus 2

*O6wee yncno aapobHbix <=200 KOE/r 0
MWKPOOPTaH1u3mos

*06uiee YUCNO APOKIKEBLIX W <=20 KOE/r 0

naecCHeBbIX rpnﬁoa

*YeToWUMBBIE K Kenyu OrceyrersyiorB 1T, OtcyrersyioT
rpamoTpuuaTensHsie 6akTepuu

NoarotoBuA: <noanuce> [poBEPUN;<NOANUCH>




BeinyueHo:
GlaxoSmithKline
Priory Street
Ware
Hertfordshire
5G12 0DJ
United Kingdom

Tel: +44 (0)1920 463993

*CuHerHoiHan nanoyka
*3010TUCTbINA CTadUNOKOKK
Mukpobuonoruueckan unctorta
BunaHnTepon:

Bognas aktusrocts BUK — AHanus 1
* Mukpobuonoruueckan yncrora —
AHanus 2

*06uee 4ncno aspobHbix
MUKPOOPraHn3amos

*Obuee YNCNO APOHIKEBLIX K
nnecHesbix rpubos

*YCTORUUBBIE K XKenuu
rpamoTpuuaTencHole bakrepum

*CuHerHolHas nanoyka

*3010THUCTBIN CTaGUNOKOKK

Cnyyau HapylweHua KayecTsa

Beinyckaemoe konuuecrso

£arta sbinycka ceptudurara
10 cenTAbps 2019

Homep ceprudunrara
WAR_40000445866

Crpanuuyadus s

Otcyterayiore 1. OteyTerayior

OrcyrereyiorB 1T, OtcyTersyior

<=0,6 ay He nposoguncs
<=200 KOE/r 0

<=20 KOE/r 0
OTcyrereytors 1. Oreyrersyior
OtcyrersyioTB 1T, OrcyrerayioT
OtcyrcreyioTB 11, Otcyrersytor

[py HanuuUK HapylweHuit KauecTsa,
nognexalimx ysegomMAeHuIo B
cooTBeTcTeMuU ¢ Cornawenem no
Ka4yecTsy, B rpade «Pe3ynbTarhi» BHOCUTCH
oTmeTKa «[la» 1 CCbIIKa Ha HapylueHue.

He npumenumo

IMpw OTCYTCTBUM HapyWeHuil KayecTBa,
nognexawmx yBeL0MAEHUIO B
cooTBetcTBMM ¢ CoraailleHmem no
KayecTsy, B rpade «PesynbTaThl» BHOCUTCA
oTmeTKa «He npumeHumon.

37,080

Moprorosun: <nognuck> lposepun:<nognuco>




Bbinyweno:
GlaxoSmithKline
Priory Street
Ware
Hertfordshire
SG12 0D
United Kingdom

Tel: +44 (0)1920 463993

Mognuce <noanuce>

Hava Bbinycka ceprudukata Homep ceptudurara
10 centabpsa 2019 WAR_40000445866

CrpaHuua 5us 5

Hara 11 ceHtabps 19

DUO W. dsepecr
JonxHocTs OTBeTcTBEHHOE AULLO

Mnowapka Ware

MoaroToeua: <noanuck> Mposepun:<noanuce>




