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Kusum Healtheare Fot, L1d .

slicapenknii 3acls: BAKTONIK
Medicinal product: BACTOPIC®
Cepin: No 1603283

_Bach

(va3L 132280 2 Yo, no 3 ro amnasinienili Ty6i. Uo b rv5i ¥ Kaprensiif ymuwonni)
{ointnsent nuzal 2%, 3 g in aluminium tube, 1 fube in esrton pack)

6 [ Cynponizni gosimnar

Related Substances

Hosiwaa C: ste Gimue 4.0 % G.909%
HafGiniwa neisentadironsna somimra: e Ginwwre 1,0 % 0.285%
CyMa neatinrox: we Ginbie 1.0 % 1.880%
Impurity C: NMT 4.0%:; 0.909%
Ihghest pakoown impurity: NMT 1.0%, 0.283%
Toral impurities: NMT 10.6% 1.880%

7 | MixpueBioaoriina vuerora

Microbislugical purity

3aranpna Kinpwicrs AcpadMIN Mikpoopraniamis {FAMOY: me 8igsie
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Faraanna KiteKicts APGEAKOBNX 18 BAICCHCTIN pubin (TYMC): ue
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Psewdomens aeruginose RUICY THI/

Staphviococcus aurens » TatyTRiA-

<RV O,
<10 KY O

Bizcyrut fr
Bineyrui fir

Totat acrabic microbial count (TAMCY INMT 102 CFlig
Total Combined yeast fmould count (TYMC): NMT 10! Crlife

Pseudvmonas acrugingsa: Absent per g
Stapliylococcus aureus: Absent per g

<10 CFiyg

<10 CFU/g
Abseniper g
Absent per g _—

BHCHOBOK: Cepist Ne 1303283

CONCLUSION:
(Do9letaeny
Dervamder Kunam

AHAIE BUKOHAR
(ANALYSED BY)

Baich Ne 1003283

Komeorapi: nesae

Comimenis: no

BiAnoEinac eusorare MICT PTT Ne UAA9147/01/01

complics with the requirements oI MQC RC Me UAJ19147/01701

aara 2% s2 202y
(DATE)
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ApOZYRUIT Syna aurorosacua (B0 AION ] YIakosKYy / Mapxysanus) | IPOBERENG KOWTPOAL Y sixocTi itn BHIMCITARAIDMY

miEpueMersi B mosnik pignosignoeti 3 sHMm

OFAME, 3a3daUeRsME & unnnili nacranopi GCMP, 3rBepaRenii Minictepernom

OXOpONH 3a0pes’e Yiepaiuu, i 3 somorany PrECTpaniiinore noche kpalny npusnaven, Hpotexoan BApelIHaTEY,
YORROBWI Ta AnAkin Gy HEPErasity i i seTanonnens ix nixnoniguicrs ssoranm GV,

Certification statement: «On this ¥ certify that the above-mentioned information is true and aceurate. This product bateh was
produced (including packaging / labeling} and conducted for s quality control at the above-mentioned manufacturer
aceording to specified in the current GMP guidelines, approved by the Ministiy of Health of Ukraine, and with the
requirements of the registration dossier af the destination cauntry, Receords of manufactoring, packaging and analysis were

reviewed and determined for their compliance with the GM P requiremerttsy,
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