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N UANT049/01/01 Big 26, LL.2018, Tepuin nff pecerpaniiivoro mocniyweinn 2026.11.2023

Ne UASLT049/01001,
Raj/2355
042/2020/GM P
Kycyst Kemrxwep Moy Jitr, Tigin

26,11.2018; Regisication Certificate validity til 26.11.2023

CI1-289 (A), PIIKO Inpnerpian apen, Yonnnxf, Bsinaai, jer. Anvap (I’anmac-rau)! s

Kusum Healthesre Pyt Lid, India

SP-289 (A), RIICO Indusirini arca, Chopanki, Bliwadi, Dist. Alwar {Rajasthan), India

Cepin: M2 1001926 Pozip eepil: 10000y, Jara anr.:08/2023 Aiiteanii qor §7/2025
Batch: Batch Size: /M Expiry date;
N Hazna noramnugly Bimorn Peayasreatn amanizin
Name Index Requivements Resulis of mmalvses
I | Omte Masn Ginorg ao Maiixe Gigoro HONEOpY. RBimmogigac
.| Description White or almast white oinument Complics
2 | Inenwtndicnnin Yac yTpuaysainm nisy synipoImuy ya Sposarorpani Aotniuxysanoro | | Bignominac
CTRIIARTHOTD POTHIMY, OTPIMAMGLX 1 Yafanax KIALKICHOrS pH3BBNCINIY
TORtIHER criinnaanTr
Identifiention The retention fime of the Mupirecin peak in the thromatogram of est Complies
soltion is cofcordant to Thnt in the chromatagram of standacy solution ag | - .
obtained under assay
3 | Maea natiery 1y6i Cepenag maca amicry 10 1y6 xosnuna GYTH RE Meuue MmOl Muea | 1502 ra
mariery kool i MOBNTILA. CTRHOBHTI HE MeHwEe 90% vin 1oMinasuiof
Maty i
Minimum Fill The average net content of the 10 containers is not less (han the labcled | 517 gm

ameunt, and the net confent of any single container {s not Jess than 90% of
the Inbeled amngunt.

4 | Binnocia ryctniua

Bin 0,2 no 1,3 r/sm

1.0054 rimy

Specific pravity Betivaen 0.9 fo 1.3 =/ml. 1.0054 p/mi
5 | Kiaiene mimmaaonm | Hu anyeR: .
93,0 % - 115,0 % sizx samesesorg BMICTY 108.82%
(19,0 -23,0 mrsp Mynipotusiy) 21.98 me/r
Ha mepaiin npudnnmocmi; :
90,0 %~ 115,0 % iz 3anenengro mMicry
(18,0-23.0ur/p Myiiponpny) -
At refeaso:
Assay 95.0 % to 115.0 % of labe! elnim
(19.0-23.0 mg/g of mupirocinc) 109.82%
Al sheif lifes 2196 mrfe:
90.0 % to 113.0 % of label cluim
(18.0-23.0 mafy of mupirocine)
6 | Cynposini noatimmen Hu annyes: -
1 Jomimxa C: ne Ghmure 4,0 % L311%
Howimika D; e Ginnwre 3,0% Flisive sexi fenopymanns
Homitra E: ne Ginnme 5,0 % 0.151%
Makenmansna neinenruhikonana momitua; 16 Simpwe L0 % 0.321%
Cyna nomivrok: he Ginnie 8,0 % . 1921%

Hu mepatin npudapnnoemis
Hontintra C: ne Ginnne 4,0 %
Hemintwa D: ne Ginnue 5,0 %
Hoxiwsa B2 ne gifvue 10,0 %
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Kusun, Healthcare Por, L1

Jirapessnii sacie: BAKTOINK {Muse 2 %oy 10 15 1 masi & amestinicsii vy6i. o § TyGiy supromuiii ynarkonni)

Medicinn product: BACTOPICS (ointiment 2%, 15 g of uintment in aluniinins tube. 1 tube §n earfon puck)
Cepin: M 1001926
Batch:

Makermaiuha neifentinikonaim AoMimka: e Gasme 1 %

Cymra nomiutox; ne Ginue 26,0'%

At refegse
N Impurity C: NMT 4.0%; 1.311%
Belated Snbstanees .| Tpurity D: NMT 3.0%; Below disregard limit
Impurity Bt NMT 5.0%; 0.131%
Highest dnknown impirisy: NMT 1.0%; 0.321%
Tofal impuritics: NMT 8.0% 1.921%
At shelflifo:

Impurity C: NMT 4.0%;

Tmpurity. D: NMT 5.0%;

lpurity B: NMT 10,0%;

ITighest unknown impurity: NMT 1.5%;
Tota) impurities: NMT 20.0%

7 3aranrun xitericts aepoBunx Mikpoopraniamin (TAMTY): ne Gimue 10° | <10 KV T,
KYOfr,
Mikpnfilosotiana unerora Jaraneha KiNGKICTI APERIGKORINE T2 TWNiceNenix rpudie (TYMC): ne Gimmwe | <10 KYOA:
10V Ky Orr;
Fseudamonas aerugingsn wipcymifr Bineyeri fr
Stuphylacoceys aureus vincymin: Bineyrui fir
Mierobiologieal purity Total acrobie micrahisl count (TAMC) ‘NMT 107 CFU/e _ <10 CFU/g
. Total Combined yeast fmould couns (TYMEY: NMT 10! Cliig . <10 CFu/e
Psendomonas aerusinoss: Absent perg Absentfg
Staphylocoecus auress: Absent por g Absent/p
BHCHOBOK: Cepin 21001926 pinnosinae suMoram MKSL PIT MNa UA/17049/01/01
CONCLUSION: Batch Nu1001926 complies with the requirements of MQC RC Ne UA/17049701/01
(e
freinimati
23 |08 | 202.2
AHAJI3 BMKOMABR

‘ JATA ?"’” oy
{ANALYSED BY) N leoe Ja?:}@v (DATE) /?‘02‘2

Kosmenrapis nemae

Comments: no

3aana npo cepradivanio: ¢iitenn o 2aesiauye, no nasenen s BHme inropnanin € goevoripnow i rowioo, n cepin
npoyxuii GyAa BIroToBNER: (BRMOTAIO U ynaxoniy / mapicynanun) i nponeacie KOUTRONL i sticoeTi na sHmesraganony
nipupucareTBI ® noBnii sigoRigoeTi 3 BRMOFAMN, 3A3Navennmy 8 i gactanesi GMP, wmTnepLKReniii Minicrepernost
oxeponi 3opos's Yrpahny, | 3 pHatoran peceTpaniiiiore nocke kpalun Rpiznagens, TTporoxons uupobunyrea,

YNAKOBRR Ta ananizin Gyan negeramy i i seranosneno ix sinonignicrs sunoran GMPy,
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" Jlikapesksii ascis: BAKTOIIIC — (was2 %, nu 15 v aaak 5 asresiicnitt vy6i. 1o 1 7y6i y KapToIniit ynaROBTIY
Aedicinal product: BACTOPIC® (nintment 2%, 13.5 of vintment in aluminbui tube. 1 fube in cirtgn pack)
Cepin: N 1001926
Balch:

Cerlifteation stalement; «On this T cerfiiy that the above-nientionad informatlon is trae and accurate. This product bateh was
produced (including packaging / Iaheling) and condueted for its qirality control nt the above-mentioned manufactiver
according to specified in the ewrrent, GMY guidelines, approved by the Ministvy of Health of Ukraine, and with the
requirements of the registration dossier of the destination conintry. Records of manufacturing, packaging and analysis were
reviewed and determined for their compliance with the GMP requirementsy,

Kepisink rpyni koxtpomo akoeti - Yrnonsrosaxena ocoba, mo agiiicwoe
Quality conlrol group manager cependinauiio copii
Qualified Person certifyinz the bateh,

Is'3 12t npizpume /Q_ ' Iw'st ra ipizsuine
(Mame) - éaﬁf"o {(Nme) ﬂ ’\< r_?LQ-)’

Minnne Tlinmue

(Siznature) @ gﬂ (Signature)
Jara mianncamn _f’________..._ _ i =P
(Date of signature) qu I %[ ‘209—% (Date of signature) "?S\L.c}

N
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