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Material Description: BACTROBAN™ nasal cintment 2% 3 g in tube #1

HaimenyeaHHa npoaykuiic:  BAKTPOBAH™ masb HasansHa 2% no 3 1y Ty6i Net

Material Number: 13000000054822 Dosage Form: Nasal Ointment

Homep npoaykry: 10000000054822 Nikapeckka dopma: Masb HazanbHa

Package size / type: 3g Tube Strength: 2%

PoamMip / TMN nakyBaHHs: Ao 3 r e Tybi Cuna pii: 2%

Marketing Authorisation Number: UA/4019/02/01

Homep PeecTpaLiitHoro nocBiguYeHHs: UA/4019/02/01

Manufacturing Authorisation Number: MIA4

Homep niueHsil Ha BUpoBHUUTRO: MIA4

Site of Manufacture, Packaging and Glaxo Operations UK Limited, Harmire Road, Barnard Castle,

Quality Control: DL12 8DT, United Kingdom

3aBoa-BUPOGHUK: akco Onepedwnc KOK Nimiten, Xapmip Poya , BapHapa Kactn,

DL12 8DT, Benuvka Bpurtanis

| hereby certify that the information provided within this certificate is authentic and accurate.
Livm 5 nigTeepaxyto, wie iHdropmauin, HanaHa B LsoMy cepTudikaTi, & ACCTOBIPHOIO TA TOUHOK,

t hereby certify that all the manufacturing stages of this bateh of finished product has bean manufactured, including
packaging/labelling and Quality Control at the above-mentioned site(s) in full compliance with the GMP requirements of
the EU and the local Reguiatory Authority with the specifications in the Marketing Authorisation of the importing country.
The batch processing, packaging and analysis recaords were reviewed and found to be in compliance with GMP,

Lium 5 nigreepaxyto, 1o Bei eTanw erpobHULTEa Uiel NapTii roTosol npoaykuil Gynv BUFGTOBREHI, BKMIOYAIOHM YNaKoBky
/ MapKyBaHHA Ta KOHTPOMs SIKOCTI Ha BULLearagaHoMy caidTi (caitTax) y noBHiW BignosigHocTi go Bumor GMP £C Ta
MICLIEBOrO PErYNATOPHOTO aprady cneuudikalii B A03BONI HA MAPKETUHT Kpaflu-iMnopTepa. MakeTHa 0Bpobka,
NakyBarbHi Ta aHaniTM4Hi 3anuck Bynin nepernadyTi Ta BUaHani BignosigHMm GMP.

All investigations, if any, pertaining to the batch (including deviation, planned changes and/or temperature deviations)
have been recorded and completed to a sufficient level to support certification,

BCi fochigKeHHa, saLo Taki €, BIAHOCATLCS 40 NapTii (BKMNI0Ya0vM BIOGXMNEHHN, 3annaHoBaHi a3MiHn Ta / abo BiaXuneHHs
Temnepatypu) Bynu 3apeecTpoBaHi Ta saBeplueHi Ha AOCTATHLOMY PiBHi ANA NiATPUMKNW cepTudikauii.

Active drug substance: Mupirocin
AKTWBHA Ajtova peqoBmrHAa: MYRipouWH

1 g of aintment contains 20 mg mupirocin (as mupirocin calcium)
11 Maai micTuTe 20 Mr MynipoLrHy (y doopmi MynipoLnHy KanbLiko)

Quantity of the batch {packs): 25170
Poamip cepil (ynakosok): 25170
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Lot/Batch: YT4H Date of Expiry: 08-2027
Cenia [ Cepin: YT4H Tepmin npuagaTHocTi:  08-2027
Date of Manufacture: 08-2024
AaTta evpobHULTEA: 08-2024
Importing Country: Ukraine
KpaiHa imnoprep: YxpaiHa
Test Specification Results
Tecr Cneundpikauis PezyneTatu
Description - Appearance A collapsible tube containing an off- Complies

white cintment

Onue

M ska Ty6a, MicTUTE Maiike Biny Mazb

Bianoeinae sumoram

Identification

Pasitive for Mupirccin by HPLC

Complies

laexTudhikauis

Mo3uTUBHO GNA MynipoLMHY MeTcAcM

Bianoeigae sumoram

BEPX
Mupirocin conient % wiw 1.80-2.10 1.99
KinbxicHe BusHaveHHs MynipounHy % mim | 1,90 - 2,10 1,99
Uniformity of Mass The average net content of 10 tubes is Complies

not less than the labelled amount {3g)
and the net content of a single tube is
not less than 90% (2.7g) of the labelled
amount,

OpHopigHicTe MacK

CepenHii micT 10 TyG He mae ByTu
MEHLIMM 3a8BneHol KinbkecTi (3 1), a
BMICT CAWHWYHOT TYBM He Maeg ByTK
meHwe 90% (2,7 r} Big 3aasneHoi
KINbKOCTI

Bignoeinae sumoram

Total Mupirocin Related Substances Not more than ¢.12 0.07
Yowiw
CyMapHWil BMICT CynyTHIX AOMILLOK He Ginblie 0,12 0,07

MynipounHy % m/m

Microbial Limits:
Mixpobionorivna yncrtoTa:

Total Aerobic Microbial Count cfu/g

Not more than 102

Not routinely tested

3aranbHa KinbKicTb XUTTE3gaTHMX
aepoBHUX MiKpoorpaHiaMis KYOIT

He Ginelue 10#

PyTUHHO He nposogmTbes

Total Yeast and Mould Count cfu/g

Not more than 101

Not roufinely tested

3aranecHa KinbKiCTh apixaKeBUX T2
nniceHeeux rpudie KyYO/r

He Ginble 10

PYTWHHO He npoBoaWTBCA
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Test Specification Results
Tect Cneuwndpikauin PeaynbTatn

Indicator Qrganisms:
IHAUKaTOPHI opraHismu:

Pseudomonas aeruginosa Absent in 1g Not routinely tested
Pseudomonas aeruginosa BiacytHiB 11 PYTUHHO He NpoBOAWTLEA
Staphylococecus aureus Absent in 1g Not routinely tested
Staphylococcus aureus BiacytHiB 11 PYTUHRO HE NPOBOANTLCA

Qualified Person/ YnoeHosaxena ocoba

SHELLY EDGAR

Digitalty signed by SHELLY EDGAR
Reason: | am signing for the reasons
as stated in the document,

Date: 2024-09-18 15:09:52+01:00

Signature/ MNignuc
Name/ MpizBniue
Date / AaTta
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