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

HarimeHyeaHHa nponykuiis  BAKTPOBAH™ mass HasansbHa 2% no 3 1y Ty6i Net

Material Number: 10000000054822 Dosage Form: Nasal Ointment

Homep npogykry: 10000000054822 NMikapceka hopma: Masb HazanbHa

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

Poamip / TN nakyBaHHs: no 3 r B Ty6i Cuna ait: 2%

Marketing Authorisation Number: UA/4019/02/01

Homep PeecTpauitHoro noceiguyeHHn: UA/A019/02/01

Manufacturing Authorisation Number: MIA4

Homep niueHsim Ha BUpOBHUUTEO!: MIA4

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

Quality Control: DL12 8DT, United Kingdom

3aBoa-BUpoBHUK: Mmakce Onepedwnc FOK Jlimiten, Xapmip Poya , BapHapg Kactn,

DL12 8DT, Benuka BpuTtasria

{ hereby certify that the information provided within this certificate is authentic and accurate,
Lium 5 nigTeepakyto, Wwo iHdopmatia, HagaHa B UboMy cepTUiKaTi, € JOCTORIPHOK Ta TOUHOIO,

t hereby certify that all the manufacturing stages of this batch of finished product has been manufactured, including
packaging/labelting and Quality Control at the above-mentioned site{s} in full compliance with the GMP requirements of
the EU and the local Regulatory Authority with the specifications in the Marketing Authorisation of the importing country.,
The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

Uwnm 7 rigTeepaxyto, 1o Bei eTanu BupcGHULTEA uiel napTii roTosol npoayKuii Gy BUroTOBAGHI, BKIIOYAIoNU YN2KOBKY
/ MapKyBaHHA Ta KOHTPONbL SIKOCTI Ha BULLe3ragaHoMy caiiTi (caiATax) y NeeHIn BianosiaHocTi go sumor GMP €£C Ta
MICLIEBOrO PEryNATOPHOIO opraty cneuudikaii B 403BONI Ha MAPKETUHT Kxpailu-imnopTepa. MakeTHa 0bpobka,
nakyBarnkHi Ta aHaniTMYHi aanuck Byni ReEpernAHyTi Ta BU3Hani BignosigHumu GMP.

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

Bci pocrniguerna, Ao Taki €, BIAHOCATLCA 40 NapTii (BKAYAIOYN BigXWNEHHS, 3annaHOBaHI 3MiHW Ta / abo BioXuneHHs
Temneparypn) Gynu 3apeecTpoBaHi Ta 3aBeplUeHi Ha AOCTATHLOMY PIBHI ANS NigTPUMKW ceprudikauii.

Active drug substance: Mupirocin
AKTUBHA piloMa peqoBMHA: MYRipoLnH

1 g of cintment contains 20 mg mupiracin {as mupirecin calcium)
11 Masi micTuTe 20 Mr MynipoLwvHy (Y hopmMi MynipoLMHY kanbLiko)

Quantity of the batch {packs): 25170
Poamip cepii (ynakosok): 25170
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nihikar AakocTi Cepii
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Page/CTop. 2 ofs 3
Lot/Batch: YT4H Date of Expiry: 08-2027
Cepia [ Cepin: YT4H Tepmin npuaaTHocTi:  08-2027
Date of Manufacture: 08-2024
Hara srpobHULTEA: 08-2024
importing Country: Ukraine
KpaiHa imnoptep: Ykpaina
Test Specification Results
Tect Crneunchikauin PesynbTatu
Description - Appearance A collapsible tube containing an off- Complies

white cintment

Onue

M’ aka TyBa, MicTUTE Maike Biny Masb

Bignoeinae svmoram

Identification

Positive for Mupirocin by HPLC

Complies

|AeHTutikanis

Mo3uTUBHO ANA MYNIPOLMHY METOAOM
BEPX

Bignoeigae smmoram

Mupirocin content % wiw 1.90-2,10 1.9¢
KinkkicHe BuaHaveHHs MynipounHy % m/m | 1,90 ~ 2,10 1,99
Uniformity of Mass The average net cantent 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,

OaHOPIgHICTE Mack

CepeaHii BumicT 10 TyG He mae ByTtn
MEHLLWM 3aaB1eHol KinbkocTi {3 1), a
BMICT OAWHWYHOT TYBIN He mag ByTu
meHwe 90% (2,7 r) Big 2anABneHOi
KinbKOCTI

Bignoeigac sumoram

Total Mupirocin Related Substances Not more than 0.12 0.07
Yowfw
CymapHWi BMICT cynyTHIX AOMILLOK He Ginbtue 0,12 0.07

MynipounHy % m/m

Microbial Limits:
MikpoBionoriyna yucroTa:

Total Aerobic Microbial Count cfu/g

Not more than 102

Not routinely tested

3aranbHa KiNbKiGTh XATTE3GATHUX
aepobHuX MikpoorpaHiamis KYO/T

He Ginbwe 102

PYTUHHO He npoeoauThes

Total Yeast and Mould Count cfu/g

Not more than 101

Not roufinely tested

3arankHa KiNbKIicTh Apixaxesux Ta
nniceHeewx rpudie KYO/r

He 6inbwe 101

PyTWHHC He npoBoanTLCA
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Test Specification Results
Tect Cneundikauis Peaynbratn

Indicator Organisms:
IHAWKaTOPHI OpraHiamMu:

Pseudomonas aeruginosa Absent in 1g Not routinely tested
Pseudomonas aeruginosa BiacytHiB 11 PYTUHHO He npoBoaUTHCA
Staphylococcus aureus Absent in 1g Noti routinely tested
Staphylococcus aureus BiacytHie 11 PyTWHHG He nposoauTsCA

Qualified Person/ YnoeHeBaxeHa acoba

SHELLY EDGAR

Digitally signed by SHELLY EDGAR
Reason: | am signing for the reasons
@s stated in the decument,

Date: 2024-08-18 15:08:52+01:00

Signature/ Mignuc
Name/ MNpisentle
Date / AaTa
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JAEPKABHA CIIYIKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHA Y KMIBCHKIN OBJACTI

npos. Ceitnuynoi Hanil, 3, mKuig, 02099, ren/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €APTIOY 37078774

BUCHOBOK

IO AKICTHL BBE3€HOT0 B YKPAIHY JIKAPCLKOro 3ac00y

07.11.2024 Ne 56770/24/10

BAKTPOBAH™
(HafiMeHyBaHus NixapcsKore 3acoBy 3rinuo 3 peecrpauifmuM nocaixueHHM)
Ma3b HazanbHA 2 %, mo 3 r mMasi B ayominiesiii Ty6i 3 mosrieTnnenosoxo KpHIue4rox0; mo 1
Ty0i B kapToHHIil Kopobii
{thopma BHOyCKY, NO3YBANNS, BUA NAKYRAHHS JHKAPCLKOrO 3acoGy)

Homep peectpaniitroro nocsiguenns UA/4019/02/01 crpox nif peectpauiiinoro moceimenns 01.01.2099
Cepis nixapcexoro sacoby No YT4H Kinskicts BBe3¢HOrO nikapcskore 3acofy 25170

Bupobuux I'maxco Onepetturae JOK Jlimirten, Bemuxa Bpuranis
(HafiMeHyBanna pHpoBHMKA NiKAPCLKOTO 3acofy, Kpaina MOXoMKEHHS)

BreaeHo B Yxpainy TorapucTeo 3 06MeskeHO0 BiNtoBiRaABHIcTIO "axco CviTImita

PapmaceloTikane Ykpaiaa', igent. kon: 35619519

(mmaiivertypauns Ta koft 3a EPTIOY opuamusei ocobu abo mpispuie, iv's, Mo DATEKOR] (ismanoi
ocoGu - nianpuesua, ii Miclle NpoXuUBamaA Ta peccTpanifunii HoMmep 00NiKOBOT KAPTKY NNaTHAKA
noaarxisz aGo cepis Ta HoMep Hacnopra)

TIpoToxon sisyansuore kowrposmo sin 05.11.2024 N 3391/11,

3a pesynETATAMH JEPXKEBHOFO KOHMTPOMIO BCTAHOBIEHO, 110 nikapcekuit 3aci6 BoezeHo B Vkpaluy 3
AOTPHMAHHIM BHMOT 32KOHOAABCTSA WIOAC 3abe3neuenns AKocT TiKapehKuX 3acobis,
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