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CEPTHOIKAT AKOCTI
CERTIFICATE OF QUALITY

A NE HTOFG2Z4000610
darafMare 17.08.2024

dirapenkii tacin: TAKTOINK {(vazn ma3nneua 2 %, no 3 r o amoaliicuii TyOL o X vwhil y waprmntii ynaxanai)
Medicinul product: BACTOPIC® (oiwtment nuzal 2%, 3 g in aluminion tube. 1 tihe in earinn pacly)
Himya pevonunn ; Mynipowsny gannuin ¥ nepepixysarit ua aynipowng 20 s
Active ingredient: Mupiroein ealeiun equivalent io Mupfrocin 20 mg
Peeerpaniiiue noentiayernnn: N UANDI4T101/01 nig 22.04.2024, Tepatin it peccrpaniiinora nocointenin do 13,01.2027
Registration Certificate: N UAYIATH0 10T, from 22.04,2024; Registeation Cerfificate validity til] 13.01.2027
Jinenain un sipodmnene Ko Ruji23ss
Cepridrinnt GMP Ap: 042/2024/Gare
Bupofmin: Kyeys Xeargrep Our S, Tnais ]
Anpeea aiueiingra: CII-289 (A), PHILCO Innaerpisn apes, Yonanei, Bxloani, Aicr, Aasap (PamssacTan), Inain
Manufactured by: Kusum Healthenre Pe{ Ltd, Indin '
Address of munufacturer: SP-289 (A}, RIICO Industrial nrea, Chopanki, Bhiwadi, Disi. Alwar (Rujasthin), india
Cepin: Ne 1003845 Pozsrip cepii:10000yn. Aura nar.: 0572024 ittenuit xo: 04/2026
Bateh: Bateh Size: DM Expiry date;
Ne Hing noxnsmisicin Birstori PesyasTaTh
Name Index Requirémenty aunaizin
Resulls of analyyes
1 | Onne Ouuopina sivse pix Gistore 10 Maitae Ginaro KDALODY. Binnoninne
Description White (o off-white homogencons ointment Complics
2 | Taenrnirauin Yne  yrpusysamus  ocnoonoro wiky  na spomatorpami Binnoninac

mochimtynunore i ermytapTiors POBMIIIY, OTPHMARMX B jMouax
RillnKiCHOrO BICsnaMen topmenr CHIREANATH.

Tudipiriepnounit CICKTP  JOGHIBKYRAHOIO  Po3uuNy  momtHen Binnesinac
CHIBNANYTI T CTATOLIMAL CHEKIPOM Myniporuisy.

Identification The retention time of major peak in the chromatogram of fest Complics
solution should correspond to that in the chroimatogram of standard
solufion as obtained under assay

The infrared absorption speetrum of test should be concordant widy Complies
the reference spectrum of Mupirocin,
3| Minfsmamni paticr 1y6n Cepenpt taca snicry 10 TYG Lormmg GyTit ye alenuie ioMigansaT, | 3.19 T
Maca naicTy xonenoi TyBir nonHEma SHINORITI 1te dekre 9% (ue
seae - 2,7 v ryGar) niz Gomitasmuor socr

Minimum fill weight The average ner content of the 10 comtainers is nol less than the 319
lnbeled amount, and the net content of any single container is nat
less than 90% (NLT-2.7g tube) of the Jabeled anount

4 | Itnroma rycrina 0,750 ao 1,000 0.874
Specifie pravity 0.730 to 1.000 (.874
5| Kianxlene suanmenny Hu sunyer:
95,0 % - 105,0 % nig sannacuoro nuicty 96.5%
(19,0-21,0a00/r Mymiponny) 19.3 s/

Ha mepacin npudumunemiz
90,0 %% - 105,08 % pin sanznenore aMicTy
(18,0 - 21,0 mrvir AYRipomniy)

Assay At ralense;
95.0 % 10 105.0 % of lshel claim 96.5%
(19.8 - 21.0 mg/g of mupirocine) 19.3 mgfg
At shelf life:

90.0% (0 105.0 % of labe! claim
(18.0 - 21.0: mp/e of mupirocine)
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Factory : SP 289 (A), RITCO Il Arca, Chopanki, Bhiwadi, Distl. Alwar, Rajasthan (India), Ph ; +91- 1493-298232/33/34/35
Emaif : info@kusuni.com, Websile : www.kusumhealthcare.com
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Jirnpenrnit saci6: GAKTOIE (Ma3n izt 2 %, ne J ro amoatiicniii TYOL o 1 1y6iy rapronnii yirakonnj)
Mudicinal product: BACTORICY (oinfnrent nuzal 2%, 3 ¢ in abunsinium tube, 1 fuhe in earton pack)
Cepiu: Ma 1003845
Balch:
6 | Cynpouiani woatinten Hoxiutka C: pe Giprure 4,0 % 1.242%
Huliimua seipenmingisorana govimge: ne Girvare 1,0 % 0.236%
Cyda gosirox: e Ginnute 10,0 % 1.804%
Tmpurity C: NMT 4.0%; 1.242%
Relited Substances Highest unknown impurity: NMT 1.0%; 0.236%
Total impurities: NMT 10.0% 180424
7 | MikpoSionerivmm uneror 3u¥am.1tu KinnXicTh aepofin MikpoopranisMin (TAMCY: ne Ginnwe | <10 K¥orr,
10t KYOre;

3oramena kisbkieTs tpbemsronnx Ta mnitenenm rpris (TYMC): nie | <10 KYOh
Gimue 10VKYO/;

Pseudomones AerIginose wiacy i Bim':j'rui I’
Stephylococcus airens wigeyruife Bixeyrui i
Micrabinlogicn! purity Tatg] serobic microbial connt (TAMCY:NMT 10° CrFufe <10 CFU/e

Total Combined yeast Anould count {TYMO): NMT 10 CFUfg <10 CFlig
Pseudomonas acruginosa: Absent per g Absent/g
Staphylncoceus aureys: Absent per g Absentg ]

BHCHOBOK: Cepin Ne 1003845 Bianosinae semoray MICSI P Ma UA/19147/01/01

CONCLUSION: Batch Ne 1003845 complics witl the requirements of MQC RC Me UA/T9147/01/0]

G2 o6 Jauay

Dovrinen jeinun
AHAJI3 BUKOHAB AnTa ) 7)ot )20ny
{ANALYSED BY) (DATE)

Kosentapi: nemac

Comments: no

Banea npo ceprndiraniro: ¢l iticam a aacnixuyre, 1o nascienn ziine inopsaitin e Aacronipuom i Tounoio, n cepin
nponyruiliyaa surorokaena (BroI0Y AT i yrakosxy / mapiysuanng) i N[OBEACHO IROKTPOAL 1T ARoCT] HA BREIEAMANHHOMY
nigupicyeTni B noRNi sinnoslmmoeeri 3 BRMOrIM®, 303HAMCIHMD § il nacragosi GMY, JATBePIUReHTIT Minicrepernom
oxapomt 3opos's Yipaiiy, i 3 BUMOrasMir peectpauiitnore nocne KPATHI paimaensy, TipoToronmn BapOGHBUTRS,
YuARenkn Ta anaanic fyan neperaanyTi i seranoengens Y BIOBINIICTL BHMOram GMPs,

Certification statemen: «On this I eertify that the above-mentioned information is true and aceuente, This produet brtch was
produced (hrcluding packaging / labeling) and conduoeted for its quality contrel at the above-nientioned manufacturer
aceording to specified. in the eurrent GMP guidelings, approved by the Minfstry of Henlth of Ukraine, and with the
requirements of the registration d ossier of the destination country. Records of umanulacturing, packaging and analysis were
reviewed and determined for their compliance with the GMP reguirementsy,

IKepinnnk rpynu KOUTPOMIO AkoCT] Ynosuonamena  ocoda, o saiicnioe
Quality control Broup manager cepridikaLho copiy
Quaiified Person certitying the ba LTI
I ra upispae . IM'n Ta npiagnme /é,{"'\‘ “"“‘-s‘:\\
I 0 ] - Jo S
(I\'amt.) N 1"5‘0(!2@1_ ,Q‘GD (I\_,ﬂm:.? Q ~{ .. S e
Tinne Hinnne 21 1 L Dithiob I 1)
(Signaiure) {(Signature) RIRY TR IO B
e of o i e (Dite o s <4
¢ Sl ate of signa
¢ : )‘:rv,,fog/),(_-)z? gna ”‘i»—
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Faclory : 8P 289 (A), RIICO Tnd. Area, Chopanki, Bhiwadi, Disw. Alwar, Rajasthan (Jndia), Ph : +91-1493-298232/33/34/35
Bmail : info@kusum.com, Wobsite - wiww.kusumbealtheare.com
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AEPKABHA CIYKBA 3 JHHKAPCHLKHWX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMH y m. KHECBJ

npon. Haait Ceitanunot, 3, 02099, Ten, (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, loa CAPIIOY 37079055

BUCHOBOK
npo skicTh BBE3enoro B Yipaiuny.aikapceeroro 3acoly

19.09.2024 Ne 483280/24/26

BAKTOIIK

(nafscnynnuig nikapeskero 3ncoGy $riio 3 pecerpatibinms necnianenin)
MA3h HA3ANLHA, 2%, 10 3 r B amomMinicsiil Ty0I 3 H8ICONCYNIICOM T4 ICOBIAYMICOM, 1O
Marsunuycrked; 1o 1 7y6i y kaprouniii ynaxosui

(hopMa BURYEKY, AOTYDAUIA, BHR MAKYRHIHR AlKEPCHIGIO A0Caly)
Homep peectpauifinoro nocninnenns UA19147/01/01 erpok nif peeerpanitinora noeaimenns 13.01.2027
Cepin nikapeskoro sacoGy Me 1003845 Kinnxicrs, puesenaro Jikapehxoro 3acofiy 216

Bupobiuk KYCYM XENTXKEP BT ATH, Inuia

(nadmcrynais supednmka JikapcLioro sacoGy, Kpatua noxomxenm)

Breacno v Vipainy Topapucrio 3 obmoemenoo Bigunoniganemicro "acudapm JITA,
ineur. won: 20075891
(nafimenysania vo koA 2a EJPHOY wpiananol ocudi abo npiznune, i e Gavekori (iamunol

ocoQH ~ nignpHeaIug. 1 Micue RpoKBANNS Ta peccrpadidnnit vosep oGnikouod Kapren unaruca
ORI 080 cepis Tk noMep nacHop)

ITpovoxon nisyansnoro wonrpostte nig 25.06.2024 M 2127/9,
JlaGoparopruii aHasH3 skocTi nikapeskoro 3acody aiilcuennii

JITL "LenTpanbua nafoparopis 2 ananisy sKocTi Nikapcbknx 3acodin i meanynol nmpoiyrd™
(m.Kuis, syn. Kynpascska 10r m.Kuis, syn. Kyapsieebia 813 Kuincnica obaactn. ¢. Hosi Herpisni
ByJi. IBana Ppanka, 19)

(raimenynng T Micuessaxosenn nabopiropii, 1o nponesa suGopatopnvl anani axueri)

Bucosok wono kot nixapenkoro sacoby, snuanni nadoparopicio sin 18,09.2024 Ne 1846

PesynntarTi A860paTORHOTO AHANZY AKOCTE NiKapChiaro 3acofy 38 NEPCRIPEHHMM NOKABHIB KA BipntoBinaTE
BUMOFaM METOAIS KOHTPOMO AKecTi (ananiTHuno-nopMaTHRROT KOKYMEH TALT).

32  peayRRTATAMM  ACPAKABHOIO KOHTPOMC BCTanoupcng, ue  Alkapelknil  3acib  mnezeno . Yepaily 3
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AEPIKABHA CIYKEBA 3 JUKAPCLKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMY y M. KHCBI

npos, Hanii Ceitnuuncd, 3, 02099, Ten. (044) 295.26-85
E-mail: dis.kyiv@dls.gov.ua, Kop €APIIOY 37079055

BUCHOBOK
Npo AKicTs BBE3eHOr0 B YiepalHy JikapchKroro 3acofy
19.09.2024 Ne 48285/24/2611
BAKTOTIIK

(uaiimcHynanus nikapenkoro sacoBy 3rinHo 1 pecevpadtifinisg nocninuciina)
Ma3ek HAZANEBNR, 2%, 1o 3 r B amominiesii Ty6i 3 HaxoneaHnICOM Ta KOBITAMICOM, UI0
HATBHHVYETREA; o 1 Ty6i ¥ kapronniii ynarcenni

(Dopuin pumyeky, sosysainia, nin NOKYBOLHSA NiKEPELKOIG 3ac06y)

Howmep peectpattifinoro nocsiguern UA/19147/01/01 CTpak Aif peccrpauiiinoro nocaiavenns 13.01.2027

Cepin nixapcbroro sacoGy Me 1003845 KinbkicTs BRE3CHOrD Nixapeskoro 3acoby 6912
BupoBnnk KYCYM XENTXKEP 13T JITTH, Inain

(Rafmenynains aupobupsn NRANCLEO IO Teoby, KPatThn aexosurchny )
Beeseno B Yipainy TonapreTso 3 06MezkCHOI0 BIANOBIAALBHICTIO "Caendapm JITI",

inenrt, kon: 20075891

{nasimerrysamin a xon 3a CAPMOY 1opuARtIOT peali sio npimuine, in's, no Birukoni Giznnor

acoBu - pianpremig, W Micue oponamsing T PECCTPINIFIME Nomep abnicono? kapriku naaritt
noariin a6o cepin T omep nacnopa)

HpoToron sisyansnore conrpame sin 15.08.2024 v 2803/6.

3a pesynsTatamp ACPHABHOTO  KOHTPOMO BCTAHORAEHO, W0 fikapcskuii  3aci6  peeseno o Yxpainy 3
AOTPHMAHHAM BHMOr 30K0HONABCTEA WOAO 3a0E3NCHEIIA AKOCT nikaperkpx sacobin.
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