JAEPITIKCIIYKBA
AEPKABHA CIIVIKBA 3 TIKAPCHKMX 3ACOEIB TA KOHTPOJIIO 3A
HAPKOTHKAMMU Y KMIBCBKIN OBJIACTI :

npocnext Banepis JIoGanoseskoro, 1, m. Kuis, 03110, rei/axe: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https://www.dls. gov.ua, Ko €IPTIOY 37078774

BHCHOBOK
Npo AKICTh BBE3EHOro B Yipainy nikapenroro 3ac00y

24.09.2020 Ne 48237/20/10

BAKTPOBAH™

(HaliMeHyBaHI Nikapcnkoro 3acofly 3riZHo 3 peecTpauiiinmm TIOCBiRIEHEHsIM)

Ma3b 2 % no 15 ry Ty6i; mo 1 Ty6in KAPTOHHIN Kopobui
(thopma BHTTycKy, nosyRamms, nun nakyBaHus nikapehkoro 3acoly)

Homep peecrpaniitnoro nocsizenss UA/4019/01/01 cTpoK il peecTpauiitvoro nocsizmenns 25.09.2020
Cepin nikapcekoro sacofy Ne B38C KimbkicTs BRe3eroro mikapenkoro zaco6y 10140

Bupo6emx I'naxco Onepetiuze OK Jimiten, Benuxa Bputanis
(natMeHyBarnna BHPOBHMKA nikapcskoro 3aco6y, KpaiHa MOXOMIKEHHS)

BeeseHo 8 Vipainy Tonapucreo 3 o6Mexenolo sianosinaneuicTio "Tiakco CviTi sty

DapmaceioTicane Yicpaina', igenr. con: 35619519
(HafiMenyRanms Ta kog 32 CIPIIOY wpuamaHoi ocoby abo Npi3BwIe, iM'g, o GaTsicoBi hizvanol

0co6H - nigupuenmus, ¥ Micue npoxHBaRNT Ta peecTpanikHuit HoMep 00NiKOBOT kApTKY NrATEWKA

| monarkis aGo cepis Ta HoMep macmopra)
1

MpoTokon nisyansnoro kourposio six 17.09.2020 %NQ 3052/7.

3a  pesymbTaTaMH  HEpIABHOrO KOHTPOMO  BCTAHOBNGHO, INO JkapchkHi 3aci6 pmesena b Vxpainy 3

—

LA Onexcitt CONOIIPAT

(ninmuc) (ininiany Ta upizeruie)
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Waterial Description: BACTROBAN™ ointiment 2% 15 g in tubes #1

Halimenymanns npogyiuii:  BAKTPOBAH™ mase 2% no 15 r y Ty6ax Nei

Waterial Number: 10000000054740 Dosage Form: Ointment

Howmep npoayiry: 10000000054740 Nikapcwra dopma: Maat

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

Poamip | Tun nakysanus: no 15 r g tyGi Cuna gil 2%

Marketing Authorisation Number: UA/4019/01/01

Homep Peecrpauiiiioro noceiguenns; UA/4019/61/01

Wanufacturing Authorisation Number: MIA4

Homep ningw3ii Ha BUpoGHULTRO: MIA4

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

Quality Control: DL12 8DT, United Kingdom

Jano4-BUROGHUK: Makco Onepeiiwne OK Nimiten, Xapwmip Poya , Baprapn Kactn,

Hiopxen, D112 8DT, Benuka Epurasis

I hereby cetify that the information provided within this certificate is authentic and accurate.
Linw 7 nigreepauyio, Wo iHchopmatlis, HagaHa B UboMy cepTudikari, & 4OCTORIPHOIC Ta TAYHOIO.

I 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,

Lum 51 nigTeepmkyio, Wo Bei eTany eupoBruyTea uie! napTii roToBol npoAykuil Gy BUroToBNEeRI, BKAICHEI04N ynakosky
/ mapkyBaHHs Ta KOHTPONb AKOCTI Ha BUllesraaanomy caliTi (calitax) y nosniii signosigrocTi ao Bumor GMP €C Ta
MICLIEBOro perynsTopHare oprany cneuyudikadii 8 goseoni Ha MapKETUHE Kpaityu-iMnopTepa. MNaxketHa oBpobika,
nakysaneHi Ta aHanituyui aanucyk Gynu nepernsHyTi Ta BuaHani BinnasigHuMu GMP.

Allinvestigations, 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 gocnigwenna, Akwo Taki €, sigHocaTsea Ao napTil (BKNicHaIcun BigXUNEHH:A, 3annaHosaHi smMiHn Ta / afo BiaxunenHs
Temnepatypu) Gynu aapeecTpoRani Ta sasepleti Ha ROCTATHEOMY PIBHI ARA BIGTPUMKN cepTidikallii.

Active drug substance: Mupirocin
AKTUBHE filoya peyoBuHE; MYNIPOLIAH

1 g of cintment contains 20 mg mupirocin
1 r Masi micTiTs: 20 M MyRIpOLKHY

Quantity of the batch {packs): 10140
Posnip cepil (ynatoso): 10140
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Lot/Batch: B38C Date of Expiry: 05-2022
Cepist / Cepim: B38C Tepmin npupariocti:  05-2022
Date of Manufacture: 05-2020
Hata Bupofuuyrsa; 05-2020
Importing Country: Ukraine
Kpatha imroprep: Yipaina
Test Specification Results
L Tecr Creuudikauis Pesynbratu
Description — Form Ointment Complies
Onunec — dopua Maae Bignosinas eumoram
Description - Colour An off-white Complies

Onuic - Konip Maitye Binoro konbopy Bianosifgae sumoram
Identification of Mupirocin HPLC Positive Complies
IBerTudikauia Mynipouuny, BEPX MoautusHo Bignosigae sumoram

>=2.09 and <=2.31

USP <755>, based on claimed fill weight

iroci tby HPLC % .20
Mupirocin content by H bwWiw (on claimed label 2.00 %wiw) 2
Kinbkiche sustavetHa mynipoyumy >=2 09 1a <=2,31 590
meTonomM BEPX, % mim (Ha eTureTyl 3afBneno: 2,00% mim) ’
Uniformity of weight The Packaged product complies with Complies

OanopigHicTs macu

YnakoraHuil npogykT Bignosigae
sunoram ©. CLUIA<755> 3 spaxysanHam
3anBneHOl MacK 3anoBHeHHH

Bignogigae sumoram

Related Substances — Total Impurities

3asiBNIeHol KiNbKOCTI

and Degradation products % LC Notmora:than 8.0 4.8
CynyTHi nomiwku - 3aransHuii sMicT
Aomiusok | npoaykTis posnagy, % sig He 6Ginblwe 8,0 kinbkoari 36

Microbial Limits:
MikpoblonoriyHa yuctora:

Total Aerobic Microbial Count cfu/g

Not more than 102

Not routinely tested

3aransHa KinbKiCTh JKUTTEIOATHUX
aepobHuX Mikpoorpanismie KYOST

He Ginbie 102

PYTUHHO He NpoBOAWTbLES

Total Yeast and Mould Count cfulg

Not more than 101

Not routinely tested

3araneHa Kinskicte gphkmrenyx Ta
niicenesux roudis KYO/r

He Ginble 107

PyTUHHO He NnpoBoAnUTRECA
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[ Test Specificafion Results
Tect Criequdpinanis PeayniuraTu

indicator Organisms:
fHaukaTopHi opraniamu:
i

Pseudomonas aeruginosa Absent in 1g Not routinely tested
Pseudomonas aeruginosa BigcyTrim 1r PyTuHHO He npoBoguThCs
Staghylococcus aureus Absentin 1g Not routinely tested
Staphylacaccus aureus Bigcythis 11 PYTUHHO He NpoBOAUTECS!

Qualified Person/ YinossosameHa ocoba

=
Signaturef Mignuc f-}“';!\f\\&w‘f‘gm-

Name/ MpissiLue

Rt

Date/ Hara

2 S Ao
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