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Cust. Code: 30128294
COA Item Code: 23105373

Order Ref.: 216923017
COA Lot No.: RV8U

Invoice Ref.: 1166466300
COA Page: 1/2

Material Description: SERETIDE EVOHALER 25/250MCG 120D_DC TH

CERTIFICATE OF ANALYSIS

Glaxo Wellcome, S.A,

Avda. Extiemadura, 3

09400 ARANDA DE DUERO
Hurgns - ESPANA/SPAIN

T 134 947 62 97 00
F +34 947 52 98 00

Material Number: 10000000084980
Batch Number: RV8U
Page 1 of2
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Material Number: 10000000084980 R o
BATCH NUMBER: RV8U DATE OF EXPIRY: 30-04-2022
DATE OF MANUFACTURE: 25-05-2020
DESCRIPTION SPECIFICATION RESULTS
. Metal can with concave base fitted with a metering .
pesicnigion valve, The canister is fitted with a counter. Complies
The principal retained peak in the HPLC chromatogram
:EEU%EX;EE;B NEHEES of the sample corresponds with the peak produced by Complies
) analytical working standard of fluticasone propionate.
| The principal retained peak in the HPLC chromatogram
:gEE&IET'IYELEC?Ij)-BY aFLe of the sample corresponds with the peak produced by Complies
- analytical working standard of salmeterol xinafoate.
IDENTITY TEST BY IR The IR spectrum of the sample is concordant with the Complies
(FLUTICASONE): IR spectrum produced from the authentic materials P
IDENTITY TEST BY IR The IR spectrum of the sample is concordant with the Complies
(SALMETEROLY): IR spectrum produced from the authentic materials P
MEAN EX-ACT OF - oy ' I
SALMETEROL/ ACTUATION: IS SI=23g 2288
MEAN EX-ACT OF -
FLUTICASONE/ ACTUATION: 25 §e42iug 233
The requirements are met if the mean content of drug
per actuation from not less than 18 out of 20 results are
within +/- 25% of the mean and no result is outside the
range +/- 35% of the mean. If 3 or 4 of the results are
((ES(/)D\T-II\;IEE,;I'EISSI'_,;ORMITY outside +/- 26% of the mean but not outside +/-35% of Complies
’ the mean, test an additional 10 canisters. The
requirements are met if not less than 36 out of the 40
results are within +/-25% of the mean and no result is
- outside +/- 35% of the mean
The requirements are met if the mean content of drug
per actuation from not less than 18 out of 20 results are
within +/- 25% of the mean and no result is outside the
range +/- 35% of the mean. If 3 or 4 of the results are
&OLSECTS%N'E)QRM'TY outside +/- 25% of the mean but not outside +/-35% of | Complies
’ the mean, test an additional 10 canisters. The
requirements are met if not less than 36 out of the 40
results are within +/-25% of the mean and no result is
outside +/- 35% of the mean
wasusosdungnaoy
Rugiotio Meloanbil de Biigon,

6, Falo 143

n 8 - Haja BU-000 1
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Cust. Code: 30128294
COA Item Code: 23105373

Order Ref.: 216923017
COA Lot No.: RV8U

Invoice Ref.: 1166466300
COA Page: 2/2

]

Glaxo Wellcome, S.A.

Avda, Extremadura, 3

09400 ARANDA DE DUERO
Burgos - ESPANA/SPAIN

T +34 9417 62 §7 0Q

F +34 947 62 98 00

.gsk.con|
MEAN FINE PART.MASS SALM. 7-13 g e 70
CASC. IMPACT.: (SUM OF STAGES 3, 4 and 5)
MEAN FINE PARTICLE MASS 70-120 pg 104
ACI FLUTICASONE: (SUM OF STAGES 3, 4, and 5)
LEAK RATE (USP) Complies with the test (s 525 mg/¥Yr) 98
. Not greater than 50 particles greater than 100 pm per ;

PARTICULATE MATTER: 50 actuations Complies
NUMBER OF APPLICATIONS
(doses): B l\{otliss_t‘tﬂ?o_— - | 164
Iﬁ;ﬂ"ﬂf&%ﬁ%ﬁ’s REL. Any individual degradation product s 02 %wiw | 0.1
mm%ﬁ;soﬁﬁiue REL. 'I_'_clatal_dtigradation products = 0.4 %w/_w | E).‘I o
:;\}]-IEJRT‘I"TI(E);) H%TgG REL, Any indi\_/idual degradation product s O_.2 iA\_N/w | 0.0
m-gJRT'ﬁ gg H%Tge RS Titgl_dtig_raQati_olerroducts s 0:4 "/_oW/V! ) ) 9.0 -
TOTAL AEROBIC MICROBIAL
COUNT: < 102 cfufg <10
TOTAL COMBINED YEAST AND
MOULDS: <101 cfu/g <10
STAPHYLOCOCCUS AUREUS: Absent/1g Complies
PSEUDOMONAS AERUGINOSA: Absent/1g Complies
BIL! TOLERANT GRAM- .
NEGATIVE BACTERIA: Absent/1g Complies

QP Name: Rebeca Martin

Qualified Person
Date: wosusatdlunnetoy
ate: 18 SEP 2020
Signature: - MAN—
Signature;. = —

Material Number: 10000000084980
Batch Number: RV8U
Page 2 of 2

AR Wadnad wani#

Registra Marcanlil de Burgos,
Tomo 473, Libro 264, Folio 143
Seccidn 8 - Hoju BU-889 |
Inscripeion 2

N .F: A-082500688

Sociednd Unipersonal

I Industrial Allendoduero

Av. Extremadura, 9

09400 Aranda de Duern (Butrgos)
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