TEKJAPAIIASI O COOTBETCTBUH

JEKJAPAHT, MIPHHUMAIONIUNI TEKJAPAIITMIO O COOTBETCTBUHA

AO "TharkcoCmumKnsiin Tpetiounz"

3apezucmpuposaro : Meacpaiionnas uncnexyua MHC Poccuu Ne 39 no 2. Mockee OI'PH 1027739011486 om
24.07.2002

Aopec: 125167, 2. Mockea, Jlenunapadcxkui npocnexm, 0. 374, kopnyc 4, asmadic 3, nom. XV, komnama 1.
Tenechon:8(495)777-89-00.

B nuye: I'enepanvuerit dupexmop Buwnuyruii J[A.

Hoeepennoe nuyo: Kysneyoe A.A., dosepennocmp 60-13.09.2018 om 13.09.2018 2.

3ASABJISIET, UTO

JnexapcmeerHoe cpedcmeo.; AHopo Sanunma, nOpoutox Ons uH2anAyuil 0o3uposantbili 22 mxe + 55 mre/oosa 30
003, unzanamopwl ¢ 08yma cmpunamu (1), nauxu kapmonnvie, PY Ne JIIT-002548 om 30.07.2014 (0ama 3ameHb!
27.03.2018) swioaro 340 "ThakcoCmumKnaiin Tpeiioune", cepus R855417, napmusa 2376 ynakoeok, 200eH do
12.05.2020, npoussoocmea I'axco Onepatiwenc Benukobpumanusn Jlumumeo, Benukobpumanus, Glaxo
Operations UK Limited, Priory Street, Ware, Hertfordshire, SG12 0DJ, United Kingdom, koo OKII/[2
21.20.10.254, koo TH B3] 3004900002, Qucmpubviomop. coenauenue 6/n om 01.01.2013, uneotic Ne
4205166113 om 06.09.2018

COOTBETCTBYET TPEBOBAHUSIM
JII1-002548-290517 usm.Nel-2

JAEKJIAPAITUSA ITPUHSATA HA OCHOBAHHH
npomoxon ucneimaruti Ne 5978 m om 03.10.2018 HJT OO0 HI] "O@APMOEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®JI40, Cepmugpuxam POCC GB.@M08.C24300 om 04.10.2018

,[[ATA HPHH}ITHH JAEKJIAPAINUH 04.10.2018
PATIUSE: | EACTBHUTEJLHA 05.2020
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axoSmithKline |5 o Kysneuor A.A.
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CBEJAEHUS O PETUCTPALIUN

OPTAH ITO CEPTU®UKAIIAHA, 3SAPETHCTPUPOBABIIIUIA JEKJIAPAITUIO

RA.RU.11®M08 OPTAH I10 CEPTH®HKAILIHH ITPONVKIJHH OFIECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH I[EHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, kom. 1, adpec opeana no
cepmucpuxayuu: 115280, POCCHA, zopoo Mockea, yn. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, eeb-
catim: oyxr.pg.

,I[EI{JIAPA].II/IH O COOTBETCTBHH 3APETHCTPHPOBAHA N POCC RU /[-GB.®M08.A.03086/18

ADIPy*RHON :
UEHTP KOHTpPONA : _ Hunenko U.B.

MOJHCH Pykosoputens OC




Certificate of Analysis

60000000010323

# GlaxoSmithKline

ANORO ELLIPTA 55MCG/22MCG 1X30

MonyyeHHble pe3ynbTarhbl COOTBETCTBYIOT 0A0DPEHHOM cneyucurkauuu.
The results obtained show compliance with the approved specification.

AHOPO 30/IMNTA, NOPOLLOK ANA WHTanALWiA A03UPOBaHHDBIA, 22 MKF + 55
MKr/fAo3a

Homep napTuu R855417
Batch Number R855417
[Hara npou3soAcTea 13-05-2018
Date of Manufacture 13-05-2018
Cpok rogHOCTH 12-05-2020
Date of Expiry 12-05-2020
MokasaTenwu

Description

OnucaHve

Description

MoaNUHHOCTL YMEKTUANHWUA Y®-cnekTpothoTOMETPURA
1D of Umeclidinium by UV Spectrophotomelry

MoanWHHOCTL BUnaxHTepona BIMX
ID of Vilanterol by HPLC

MOANVHHOCTL yMeKnuauHUA BIXKX
ID of Umeclidinium by HPLC

MoANUHHOCTL BUNAHTEPONA BIMWX
ID of Vilanterol by HPLC
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Cneyuprkaums

Specification

MNacTUKOBbLIM MHIANATOP C KOPNYCOM
CBEeTNo-Ceporo UseTa, KpacHo#
KPBILLKOW MYHALLTYKA W CHETHUKOM
003, yNakoBaHHbIA B KOHTEWHEep 13
honbry, coaepxaLini NakeTuk ¢
ocywwrenem. KoHtedHep sanevaran
IErKO OTKPLIBAIOWENCA KPBILLKOW.
WHranaTop COAEPXUT ABa CTpUNa,
Kkaabi# cTpun cocTomT U3 30
paBHOMEpPHO pacnpeaeneHHbIX
AYEeK, KaKAAA U3 KOTOPbIX COAEPKUT
nopoluok 6enoro LseTa

A plastic inhaler with a light grey
body. a red mouthpiece cover and a
dose counter, packed in a foil tray
which contains a desiccant packet.
The tray is sealed with a peelable lid.
The inhaler contains two strips of 30
reqularly distributed blisters, each
containing a white powder.

B cooTBeTCTBUW C 3TanoHOM
Concordant with reference

CooTBeTCTBYET TECTY
Complies with test

CooTeeTtcTByeT TeCTy
Complies with test

CoorBeTcTBYET TECTY
Complies with test

Pesynbrarbl
Results
CooTteeTcTByeT

Complies

CootBeTcTByeT
Complies

CooTseTcTBYeT
Complies

CootBeTcTBYET
Complies

CooreetcTeyeT
Complies

Gﬂaggdhofua Oporarions

4y Butinass neate o
Glaxe Operations UK Limited
Ragisterod in England & Wales
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Certificate of Analysis

Homep napTun R855417
Batch Number R855417

KonuuecTeeHHoe onpeaenexve yMeknuanHns BOXX
Mean Umeclidinium Content by HPLC

KonuuecTeeHHoe onpeaenexve sunadrepona BOMX
Mean Vilanterol Content by HPLC

OAHOPOAHOCTL AOCTABNAEMOR A03bI YMEKNUANHUA
BOMX

Umeclidinium Uniformity of Emitted Dose by HPLC
OAHOPOAHOCTb AOCTaBNAeMoi A03b sunaHTepona
B3OXX

Vilanterol Uniformity of Emitted Dose by HPLC

Macca TOHKoAMCNEPCHbIX HacTUl—~ ymexknuanrui (1)
(CTynenu 3. 4 1 5)

Fine Particle Mass - Umeclidinium (1) (Sum of stages 3.
4 and 5)

Macca TOHKOAMCMEPCHbIX HacTUL- ymeknuavsui (2)
(CtyneHu 3, 4 1 5)

Fine Particle Mass - Umeclidinium (2) (Sum of stages 3,
4 and 5)

Macca TOHKOAWCNEPCHBIX YacTULl— yMeKnnavHui (3)
(Ctynenw 3,4 n 5)

Fine Particle Mass - Umeclidinium (3) (Sum of stages 3,
4 and 5)

Macca TOHKOAUCMEPCHbIX YacTuLl—- yMexnuanHwi (4)
(Ctynenu 3, 4 1 5)

Fine Particle Mass - Umeclidinium (4) (Sum of stages 3,
4 and 5)

Macca TOHKOAMCNEPCHBIX YacTUL—~ BUNAHTEPON (M
(Ctynenu 3, 4 n 5)

Fine Particle Mass - Vilanterol (1) (Sum of stages 3, 4
and 5)

Macca TOHKOAVCNEPCHDIX HacTUl—~ BunaHTepon (2)
(CtyneHu 3, 4 n 5)

Fine Particle Mass - Vilanterol (2) (Sum of stages 3, 4
and 5)

Macca TOHKOAWCNEPCHBIX YacTHL~ BUNaHTepon (3)
(Ctynexn 3,4 1 5)

Fine Particle Mass - Vilanterol (3) (Sum of stages 3, 4
and 5)

Macca TOHKOAUCTEPCHBIX HaCTULi— BUNaHTepon (4)
(Ctynen 3,4 n §)

Fine Particle Mass - Vilanterol (4) (Sum of stages 3, 4
and 5)

Certlficate Produced 06/08/2018

59,4 - 65,6 MKr/ao3a
59.4 - 65.6 ug/blister

23,8 - 26,3 mkrinosa
23.8 — 26.3 pg/blister

CooTeeTcrayer TecTy

Complies with test
CooTBeTCTBYET TECTY

Complies with test
15 - 23 mKr/nosa
15 - 23 (ug/inhalation)

15 - 23 mkr/posa
15 - 23 (ug/inhalation)

15 - 23 mkr/ao3a
15 - 23 (ug/inhalation)

15 - 23 mkr/po3a
15 - 23 (ug/inhalation)

5 - 9 mkr/gosa
5 - 9 (ug finhalation)

5 -9 MKr/igosa
5 — 9 (ug /inhalation)

5 -9 mKr/nosa
5— 9 (ug /inhalation)

5 — 9 mKr/posa
5 9 (ug /inhalation)
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248
248

CooTBeTCTBYET

Complies

CooTteeTcTByeT

Complies
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Certificate of Analysis

MuKpoBWONormyecKasn wmcrTora — yMeKnuanHuw:
Microbiological Quality - Umeclidinium:

O6lyee 4ncno aapobHeix GakTepuit  rpubos
Total Aerobic and Microbial Count

O6Lyee YUCNo APOXKEBBLIX U NNECHEBbLIX rpwbos
Total Yeast and Mould Count

YeTONUMBbIE K XKENYM rpaMoTpuLiaTentHble
BakTepuu

Bile- tolerant Gram negative bacteria
Pseudomonas aeruginosa

Pseudomonas aeruginosa

Staphylococcus aureus

Staphylococcus aureus
Mukpo6uonoruyeckan YucToTa — BUNaHTepon:
Microbiological Quality - Vilanterol:

O6wee uucno aspobHbix Gakrepui v rpudos
Total Aerobic Microbial Count

OBLLee YACNO APOXOKEBLIX U NNECHEBbIX rPUOoB
Total Yeast and Mould Count

YCTONMMBLIE K XENYWU rpamoTpulaTencHble
jaktepuu

Bile- tolerant Gram negative bacteria
Pseudomonas aeruginosa

Pseudomonas aeruginosa

Staphylococcus aureus

Staphylococcus aureus

<=102 KOE/r
<=10? cfu/g

<=10' KOE/r
<=10" cfu/g

OtcytcTeyeT 8 11

Absentin 1g
OtcyteteyeTB 11
Absentin 1g
OtcytcTeyerB 1T
Absentin 1g

<=102 KOE/r
<=10? cfulg

<=10' KOEIr
<=10' cfulg

OtcyTcTeyeTB 11

Absentin 1g
OrtcyTcteyeTB 11
Absentin 1g
Orcytcrayers 11
Absentin 1g

"7 GlaxoSmithKline

0

0
0

OrcyTcTBYET

Absent
OtcyTcTBYET
Absent
OrcyTcrByeT
Absent

0
0

0
0

OtcyTcrayeT

Absent
OrcyrcrByeT
Absent
OrtcyTeTByer
Absent

Homep napTuu R855417

Batch Number R855417
Hocraeka / Moauuus 14789613 900001
Delivery / Item 14789613 900001
3akas/lMoanuma 58314637 000010
Order / Item 58314637 000010
CrpaHa poccua
Country RUSSIA
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J Birkin
YNonHoOMOYEHHOE NULO
Qualified Person
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