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NEPKABHA CJIIVIKBA 3 JIIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTAKAMM y m. KHEBI

npos. Hanii CeiTnnynoi, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €IPTIOY 37079055

BUCHOBOK
PO AKICTHL BBE3EHOI0 B YKpainy JlikapcsKoro 3acoly

21.09.2023 Ne 48128/23/26

BAKTOIIIK

(HafiMeHyBaHHS JIIKAPCHKOTO 3ac06Y 3rifiHO 3 peccIpaiiHuM 1TOCBI TuetHsiM)
Ma3b Ha3a/bHAa, 2%, 10 3 T B aMI0MiHi€BIl TY0l 3 HAKOHEUHMIKOM Ta KOBIIAYKOM, 10

HarBUHYYETHCS; o 1 Ty6l y kapToHuiil ynakosui

((popma BumycKy, A03yBaHHA, BUI HaKyBaBHA TiKapcLKOro 3acoby)

Homep peecrpauitinoro nocsinuenns UA/19147/01/01 erpox nii peecrpaniitoro nocsiguenns 13.01.2027

Cepis nikapcekoro 3acoby Ne 2008134 KinbkicTs BBE3€HOTO JTiKapchkoro 3acoby 5832
BrpoBHuxK KYCYM XEJITXKEP TIBT JIT/, Iuzis
| (HalimMenypanss BUpoGHMUKa JIIKapcLKOro 3acofy, KpaiHa NoXoJpKenHs)
Bpeseno B Ykpainy Torapucrro 3 o6mesxenoro Binnosinansnicrio "I'neadapm JITH",
inent. xom: 20075891

(natiMenyBanns Ta ko 3a €JIPTIOY 1opunuynoi ocobn 460 npizpyie, iM's, o 6aThKOB Giznuno]
ocobx - nixnpuemus, it Micue NpOXXUBAHHA Ta peecTpailifiuidi Homep 06J1iK0BOT KapTKW NAATHHKA
NoJATKiB a00 cepis Ta HOMEp nacnopra)

IIpoTokon Bisyansnoro xonrposo sin 18.07.2023 Ne 2007/4.
JTaGopaTopHuii anaini3 sxocTi NiKapchKoOTo 3acoby 3ailicHeHui:;
JI "entpansra nabopaTopis 3 aHaisy SKocTi Tikapehkux 3aco6is i MequaHol npoaykiii"

(M.Kuis, Bys. Kynpssceka 10r m.Kuis, syn. Kynpsscexa 8B Kuiscska 061a¢Ts, c. Hosi [TeTpiBi,
_Byi. Isana @panxa, 19)

(RaliMenyBaHHs Ta Micue3HaXxo/uKeHHs Taboparopil, mo nposena NaGopaTopHuil ananis AKOCT)

BucHoBok o210 AKoCT ikapebkoro 3aco6y, sumanuit naboparopieio sin 20.09.2023 No 1663

Pesynirari naboparopHoro anamisy skocTi JkapcsKoro 3acoby 3a neperipeHUMH IokasHiKaMu BIITTOBIIAIOTE
BHMOTaM METOAIB KOHTPOJO SKOCTI (aHANITHYHO-HOPMATHBHOT JIOKYMEHTALLT).

3a pesyibTaTaMM JEPIKABHOrO0 KOHTPOJIO BCTAHOBJIEHQ, 1LO nikapchkuil 3aci6 BBeseyo B Vkpainy 3
AOTPUMAHHAM BUMOT 3aKOHONABCTBA 100 3a0e3neuenHs AKOCT] TiKapehKuX 3acobiB,
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Kusum Healthear Jvt. Ltd

Jdirapesknii aci6: HAICTGHIK_
“Medicinal product: BACTOPICS®

Aioua pewonina

Active ingredient:

Pecerpanifine wocsinupiia:

Registration Certificate:

Jittensia na BupobunuTRg Na:

Ceprudiixar GMP Ne:

BiutpoGuux:

Anpeca rupodnimnca:

E_'ﬂ'_anul'actur_c.{l-’_-b}':

Address of manufacturer:

CEPTHOIKAT SIKOCTI
CERTIFICATE OF QUALITY

AR N HLIOFG23000616
Aara/Date 28.06.2023

(Manb nazanena 2 %, no 3 ro aniominienii vy6i, o 1 TY8i ¥ Raprounii yhaKonui)
(ointment nazal 2%, 3 g in aluminium tube, 1 (ube in carton pack)

Myni ponsHy Kajinuiio y nepepaxynanni nia MwiLipoi g 20 mr

Mupirocin caleiom equivalent to Mupirocin 20 mg

-Ne UA/19147/01/01 wig 13,01 2022, Tepain aif pecctpauiiinero u ocniavenns a0 13.01.2027

Ne UA/19147/01/01, from 13.01.2022; Registration Certificate validity till 13.01.2027
Raji2353

04272020/GMp

Kyeyst Xearxwep Isr JTra, Tnzia |

CII-289 (A), PIIKO Innacrpian apea, Honanxki, Bxivauxi, Aier, Aasap (Paxmacran), huzig
Kusum Healtheare Pyt Ltd, India.

SP-289 (A), RIICO Industyial area, Chopanki, Bhiwsdi, Dist. Alwar (Rajasthan), India

Cepis: Ne 2008134 Po3umip cepii:10000yn, Hara sir.:06/2023 Hiticunii go: 052025
Batch: Batch Size: D/M; Expiry date;
Ne Hassa nokazunxip Buyorn | | Pesyanvaru
| Naine Index Requirements AMATIZIR
| . _ e Results of analyses
1 | Oune Oauopinna Mass Big Ginoro 1o Maibke Gigoro KOALOPY: Binnosinae
Description White to off-white homogencous ointment | Complies
2| Inewvndificanis Yac  yrpumysanns OCHOBHOIOD  niky  wua Npovararpami | Binnogimae
- JIOCHDKYBAHOrO | CTAHIAPTHOTO potiy, OTPHMAHNX B yMOBax
{ KinbKicnoro Buznaseny MOBHMHEH criBTazaTi.
[ Indipauepsorusii CREKTP  nocniaxysunoro Po3uRHy  nosunen | Bianosiaac
| CTBMAIAT 3 eTanonnm COEKTPOM MYIpoiiuuy.
Identitication The retention time of major peak in the chromatoeram __nf test solution Complies
should correspond to that in the chromatogram of standard solution as
obtained under ass ay
‘The i:_ﬂ‘rareqj, absorption Spectrum of fest should be coitcordant with Complics
_ 3 _the reference spectrum of Mupirocin, |
3 | Minimannuni BMICT Ty 6N | Cepeans aaca Bmicty 10 Tv6 nopmuna Oy 1 e sMeHue HoMiganbHOT 3.08 r

_Minimum fill weight

Maca BMICTY KOAKHOE TY6H NORHLNA CTAHOLMIH He Mentiic 902 (e
| MERIIE - 2.7 T Ty6n) Bij vioMinansrol Macy

The average net content of the [0 containers is not less than the [ 3.08 ¢
tabeled amount, arid the net content of any single container is not {egs

o

than 90% (NIT-2, 7g tube) of the Inbeled anjount

4 1InToya ryerung

Specilie gravity

0,750 101,000 0.892

0.730 to 1.000 0.892

- Kinuvricye BRIUAYCHI

7

Assay

| Hur sunyex;

93.0 % - 105,0 % siz 3aa85en0r0 BMicTy

{19,0 - 21,0 mrsr MYniponHy)

Ha mepsin npudamnppenis

90,0 % - 105,0 % six 3as85en0r0 nMicTy
(18,0 =210 mr/r MYIIPOIYY)

99 4%
19.9 ar/e

At release:

1 95.0 % to 105.0 % of label claim
(19.0-21.0 mg/g of mupirocine)
| Arshelf life;

90.0 % to 105,0 % of label claim
(180-21.0 mg/p of mupirocine)

99.4%
19.9 mp/g
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Y jfea Qhepanki, Bhiwadi, Distt. Alway, Rajasthan (India), Ph : 9 [-1493-298232/33/34/35
A inf{_}@kusuu;,-_com, Website : www.kusumlmﬂ'?thcaa_*e.cnm




Kustm fléalz‘ﬁcaré ot Ltd .

Jikaperruii 3aci6: BAKTOINK
Medicinal produet: BACTOPICE

(31436 nazaapua 2 %, no 3 r 8 amoeminicsiii vy0i. o L ry0i y kapronniii ynakosul)
(ointment nuzgl 2%, 3 ¢ inaluminium tube. 1 tube in carton pack)

Cepin: Ne 2008134
Balch:
6 | Cynponiaui aoMimgy Jomimka C: se Binsise 4,0 % 1.084%
' Haii6isnmina Heinen T iohana gominka: ne dixewe 1,0 % 0.209%
Cyma pomiwrok: He Sixpiue 10,0 % ; i 1.710%
Impurity C: NMT 4.0%; 1.084%
| Related Substances | Highestunknown impurity: NMT 1.0%: 0.209%
' { Total impurities; NMT 10.0% 1.710%
7 | Mixpobicaoriuna wncrora Sugajmua KinbKicTh aepoGHIX mixpoopranismis {TAMC): ue Glswe | <10 KYOrr,
10% KV Oh; Y '
: 3aranuug KineKicTh APTKIKOBMX. T TaiceHennux rpubin (I'YMC): ve | <10 KYOnr

Microbiological purity

oismme 10" KYO/r;
Pseudomonas aernginosa sincyruilr
Staphylococcus cnreus BIgcyTHi/r

Total acrobic microbial count (TAMC) *NMT 10? CFU/e

Total Combined yeast /mould tount (TYMC): NMT 10' CF Ulg
Psendomonas aeruginosa: Absent per g
Staphylococeus aurens: Absent per g

BHCHOBOK: Cepin Ne 2008134
CONCLUSION: Batch Ne 2008134
AHAJIZ BUKOHADB .

(ANALYSED BY)
Komenrapi: Hemae

Comments: no

F”(:MH

2595 | #0723
ANTRY, U2 JQQH“ o

Biacyna i
Bijcyrin /r

<|0 CFUf/g
<10 CFU/g
Absent per p
Absentper g

rper——

BiIOBIjige symoram MICS PTT Ne UA/ZE9147/01/01

complies with the requirements of MQC RC Ne UA/19147/01/0)

(DATE)

NATA 29[V ) 202 4

3assa npo ceprudixaniio: «Aificnus 1 3ac8iguyI0; 110 HaBCAeHA BHUIE IHBOpPMALis ¢ nocToBipHoto i Townow. s cepia
npoaykuit by/1a BHroToBACHA (BIIIOMAIOYN YHAKOBKY 7 MADKYBARHES) | n[iua’e.tgeﬂn KOHTDOL 1T AKOCTI 12 BHIEIraganomy
nianpuemcrei 8 nosulii signoninnoeTi 3 BHMoOranMy, 323HAMCHIMHI B yunniii uacranosi GMP, sarsepuwxkeniit Minicrepernont
OXOPOHH 3R0POB'ST YRPATHH, | 3 BUMOrAMH peecrpaniiinoro aocve kpaun npuanauenus. Iporoxons BHpODHRBITEA,
YNAKOBKM Ta ananizie Oynn nepernauyri i Beranosieno Ix siznosizuicrs BiMoran GMPy,
Cerlification statement: «On this 1 certify that the above-mentioned information is true and accurate. This product batch was

produced (including packaging / labeling) and conducted for its quality control at the above-mentioned manufacturer
according to specified in the current GMP guidelines, approved by the Ministry-of Health of Ukraine, and with the
requirements of the registration dossicr of the destination counfry. Records of manufacturing, packaging and analysis were
veviewed and determined for their compliance with the GMP requirementsy.

KepiBREK IpyiiH KOHTPONIO SKOCTI
Quality control group manager

AT Dane

fa'st Ta npispyLge
{(Name)

Iinmue
(Signature)

YnosroBakena  ocofa, 1o

ceprudixaniio cepii

Qualified Person certifying the batche...
FEY e 0O 4

Inm'a Ta npizgune ;
(Name) ng A

ITianne
(Signature)
Jarta niganycaniy
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