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Material Description: BACTROBAN™ ointment 2% 15 g in tubes #1

Halimenysanns ipogykyii:  BAKTPOBAH™ masb 2% r1a 15 r y 7y6ax Noi

Material Number; 10000000054740 Dosage Form: Ointment

Homep npoaykry: 10000000054740 Nikapcska hopma: Masb

Package size / type; 15g Tube Strength: 2%

Poswmip / tvn nakysawms: rio 15 r & Tybi Cuna gii 2%

Marketing Autherisation Number: UA/4019/01/01

Homep Peecrpauifivoro noceigyeHHn: UA/4019/01/01

Manufacturing Authorisation Number: MIA4

Howmep niyewsii na BUPOOHULTRO: MlA4

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

Quality Control: DL12 8DT, United Kingdem

3aBoAg-BUPOGHUK: "Maxco Onepeiiine KK NimiTen, Xapwip Poya , BapHapg KacTn,

DL12 8DT, Benuka Bpurania

| hereby certify that the information provided within this certificate is authentic and accurate.
Lvm A nigreepaxyio, wo iHdbopmauia, HanaHa s LbOMY cepTudiikaTi, e HOCTOBIPHOIO Ta TOUHO.

| hereby certify that all the manufacturing stages of this batch of finished product has been 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 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.

Livim A nigTeepaxyio, o BEi eTanu BUpoSHMLTEa Uiel napTil roTosoi npoaykuil Bynw BUrOTOBMNEHI, BRIIOYAIMI ynaxKosky

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

Bei pocnigxetus, AKILO TaKi €, BigHOCATLCA go napTii (BkNovaoun BIAXVNEHHA, 3annaHoBani smiku Ta / abo sigxvnerHs
Temneparypw) bynu sapeecTposaHi Ta 3aBepleHi Ha focTaTHLoMY pisHi anis NATPUMIU cepTudikawii,

Active drug substance: Mupirocin
AKTUBHa filova peyoBmsHa: MymipoyuH

1 g of ointment contains 20 mg mupirocin
1 masi MicTuTte: 20 mr MYRipoLHY

Quantity of the hatch (packs): 15450
PozmMip cepii {ynakoBoxk): 15450
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Lot/Batch: aTsm Date of Expiry: 09-2026
Cepin / Cepia: 3T5M Tepmin npuparthocT:  09-2025
Date of Manufacture: 08-2024
HaTa BupoGHuUTEa: 09-2024
Importing Country: Ukraine
Kpaina imnoprep: YkpaiHa
Test Specification Results
Tecr Crneyudikauis Pesynkrati
Description — Form Qintment Complies
Onuc — Gropma Masb Bianosigae sumoram
Description - Colour An off-white Complies
Onuc - Konip Matixe Binoro konsopy Bianosigae svmoram
Identification of Mupiroein HPLC Positive Complies
laeHTMchiKkaLis Mynipoumny, BEPX MoawrusHo Bianosigae sumoram

>=2.09 and <=2 31

iroci 9 2,22
Mupirocin content by HPLC %w/w (on claimed labe! 2.00 % wiw)
KinbkicHe ai3HaueHs MynipoLinHy >=2,09 ta <=2,31 299
meTogom BEPX, % mim {Ha eTukeTU] 23aasneH0: 2,00% min) '
Uniformity of weight The Packaged product complies with Complies

USP <755>, based on claimed fill weight

OpsopigHicTs macu

Ynakosanuii npoaykr sinnosigae
Bunoram @, CLHA<755> 3 BpaxyBsaHHamM
3aABNEeHOT Macl 3anoBHEHHS

Bignoeigae sumoram

Related Substances — Total Impurities

and Degradation products % LC Not more than 8.0 27
CynyThi pomiwky - 3aransHu BMicT
Aomituok i npogykTie poanagy, % sig He Ginblie 8,0 2,7

3aseneHol KinbkocTi

Microbial Limits:
MikpoSionoriura meToTa:

Total Aerobic Microbial Count cfu/g

Not more than 102

Not routinely tested

3arankHa kinbkicTe KUTTESOAATHNAX
aepobHuX Mikpoorpaniamis KYO/r

He 6inbiuee 102

PYTUHHO He npoBoauTbes

Tolal Yeast and Mould Count cfu/g

Not more than 101

Not routinely tested

3arancHa KinbKicrs ApIKIKesux Ta
nniceHesux rpmtis KYO/r

He 6Ginbwe 101

PyTuHHO He nposoguTLes
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Test Specification Results
Tecr Creundikauia PesynbTaryu

Indicator Organisms:
IHAUKaTOpPHI opraniamu:

Pseudomonas aeruginosa Absentin 1g Not routinely tested
Pseudomanas aeruginosa BigcyTHie 1 r PYTuHHG He nposognTLes
Staphylococcus aureus Absent in 1g Not routinely tested
Staphylococcus aureus BlacytHis 11 PyTuHro He npoeoguTees

Qualified Person/ YnosHoBaxeHa ocobg

SHELLY EDGAR

Cigitally signed by SHELLY EDGAR
Reason: ) am signing for the reasons as
Stated in tha document.

Date: 2024.10-11 13:10:47+01:00

Signaturef Nignuc

Name/ MNpiaene
Date / Oata
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