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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTU3A

Page1of 6/Ctp.1 36

Product : Ciprolet, film coated tablets, 500 mg

MpoaykT LlunponeT®, TabneTk, NOKpbITble NNeHOUHO! 06ONoYKoQ, 500 mr

Batch No / : B2102257 Batch Quantity / : 1063.190 KG /
Cepus Ne O0Bem napTuun 1063,190 KI'
Analytical Report No/  : 2002FP21001396 Date of Analysis / : 30/06/2021
AHanuUTUYeCKURR oTueT Hata aHanusa

Ne

Date of Manufacture / : 06/2021 Date of Expiry / : 05/2024

[aTta npou3BoACTBa lNopeH go

Analysis performed according ND / AHanu3 nposegeH no HJ1: I N016161/01-280217

Test / MNokasatenb Result / PeaynbTathbl
Description / Onucatne | Complies as prescribed /
CooTBeTcTBYET TpeboBaHUAM

Specification / Hopma

White to off-white, round, biconvex,
unscored on both sides film coated
tablets.

Cross section view: white or off-white
mass. / benble wunu noutun Oenele
Kpyrnble LBOSKOBLINYyKNble Tabnetkn ¢
rnagKol NoBepXHOCTbIO C 0Benx CTOPOoH,
NOKPLITBIE NNEHOYHON 060NOYKON.

Bug Ha usnome — 6enas unu nouTy
benan macca.

Remarks : The Product confirms to ND/
Mpumeuanue: MpoaykT cooTBETCTBYET TpeboBaHNAM

HO

Conclusion : APPROVED /
3axkmoyenne: OQOBPEHO

Checked by /
[poBepeHo:

Prepared by /

MoproToBneHo: & g

Approved by: Manager/Executive /
Opob6peHo: MeHegxep / PykoBoautenb

¥
Date /

Hata: 30/06/2021

Date /
HaTa: 30/06/2021

Date / !

NaTa: 30/06/2021
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHATTU3A Page2of 6 /CTp. 2 u3 6

Product : Ciprolet, fim coated tablets, 500 mg ]
MNpoaykr : Linnponet®, TabneTku, NOKPbITLIE NNEHOYHON 060IOMKON, 500 mr -
Batch No / : B2102257 Batch Quantity / : 1063.190 KG /
Cepusa Ne Ob0bem napTum 1063,190 KI"
Analytical Report No/  : 2002FP21001396 Date of Analysis / : 30/06/2021
AHanNMUTUYECKUNA OTYET [arta aHanusa
No
Date of Manufacture / : 06/2021 Date of Expiry / 1 05/2024
[ara npousBoacTea MopeH no

Analysis performed according ND / AHanu3 npoeeaeH no HA: M N016161/01-280217

[Ne |[Test/Mokasatenb Result / PeaynbTathl | Specification / Hopma

2 | ldentification / Retention time of the principal peak in
MNMognuHHOCTL a) Complies as prescribed/ the chromatogram of test solution should
a) By HPLC / BOXKX B cooTBETCTBUY C ONUCaHNEM correspond to retention time of principal

peak in the chromatogram of
Ciprofloxacin hydrochloride standard
solution (USP RS). / Bpems
yaepKuBaHusi OCHOBHOIO NWKa Ha
XPOMAaTOrpaMmMe UCMbITYeMoro pacTeopa
[OMKHO COOTBETCTBOBATL BPEMEHW
VAEePKUBaHUS OCHOBHOTO NUKa Ha
Xpomarorpammve CTaHgapTHoro
pacreopa ywnpodnokcayuHa

rugpoxnopuga (USP RS). J

b) By TLC / TCX b) Complies as prescribed/ Principal spot in the chromatogram o
B cooTBETCTBUU C ONUCaHUEM test solution in value of Rf and intensity

‘ should correspond to principal spot in the

chromatogram of Ciprofloxacin

hydrochloride standard solution (USP
RS)./ 3oHa agcopbuun Ha
XpomarorpaMme UCTLITYeMOro pacTeopa
Mo NOMOMEHWID W nornoweruln B Yd-
cBeTe [OMKHa COOTBETCTBOBaThL 30HE

agcopbuun Ha XpoMaTorpamme
cTaHgapTHoro pacTteopa
uurpocnokcayuHa rugpoxnopuaa (USP
RS).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

MpumeyaHue: MpoaykT cooTBeTCTBYET TPebGOBaAHNAM 3aknovenne: OOOBPEHO

HA

Prepared by / Checked by / Approved by: Manager/Executive /

MoproToeneHo: ng MpoeepeHo: OnobpeHo: MeHemxep / PykoBoanTenb

Date / Date / Date / o

[ata: 30/06/2021 DaTa: 30/06/2021 [ara: 30/06/2021
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CERTIFICATE OF ANALYSIS
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Product : Ciprolet, film coated tablets, 500 mg
MponykT LiunponeT®, TabneTku, NOKpPbITbIe NNEHOYHON 06OMOYKOQ, 500 mr -
Batch No / : B2102257 Batch Quantity / : 1063.190 KG /
Cepus Ne O6bLem napTuu 1063,190 KIT
Analytical Report No / : 2002FP21001396 Date of Analysis / : 30/06/2021
AHanuTu4yeckui orTyet Hara aHanusa
No
Date of Manufacture / : 06/2021 Date of Expiry / : 05/2024
[aTta npou3sBoacTBa lopgeH oo

Analysis performed according ND / AHanu3 nposeAeH no HO: M N016161/01-280217

102%, 100%, 100%

[Ne |[Test/MNokasatenb 'Result / PeaynbTatbl Specification / Hopma
c) Chloride test / Peakuus | c) Complies as prescribed/B Formation of precipitate by addition of |
Ha xnopuab! COOTBETCTBUIU C ONUCaHNeEM silver nitrate solution. / O6pasosaHue
ocagka npu gobaeneHun pacteopa
HuTpaTa cepebpa.
3 Average weight / 670.8 mg/670,8 mr 670 mg + 3% / 670 mr + 3%
CpeaHsis macca Complies as prescribed / 18/20 tabl. — not more than + 5.0% /
CooTBeTCTBYET TPeBGOBaAHNAM 18/20 Tabn — He Gonee £ 5,0%
2/20 tabl. — not more than + 10%/
2/20 Tabn. — He Bonee £ 10%
4 Disintegration / 01 min 49 sec/ 01 muH 49 cek Not more than 30 minutes /
PacnagaemocTb He 6onee 30 MuH.
5 | Dissolution / Not less than 80 % (Q) of
PactBopeHue 100%, 101%, 97%, C17H18FN3Os3 Ciprofloxacin label claim

within 30 min / He meHee 80 % (Q)
C17H18FN303 (unnpodnokcaLviH)
yepes 30 MUH..

HA

Remarks : The Product confirms to ND/
Mpumeyanue: MNpoayKT cOOTBETCTBYET TpeboBaHNAM

Conclusion : APPROVED /
3akntoyeHue: OQOBPEHO

Prepared by /

MoaroToBneHo:; Q é

Checked by /
MposepeHo:

Approved by: Manager/Executive /
Opobpero: MeHegxep / PykoBoguTerib

i

Date /
Hata: 30/06/2021

5
Date /

Oara: 30/06/2021

Date /
[ara: 30/06/2021
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CERTIFICATE OF ANALYSIS
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Product : Ciprolet, film coated tablets, 500 mg a
MpoaykT LinnponeT®, TabneTku, NOKPLITbIE NNeHOUHOI obonoukoi, 500 Mr -
Batch No/ : B2102257 Batch Quantity / : 1063.190 KG /
Cepus Ne O6Bem napTum 1063,190 KI"
Analytical Report No/  : 2002FP21001396 Date of Analysis / : 30/06/2021
AHanNMUTUYECKUN OTYeT [Oata aHanusa
Ne
Date of Manufacture / : 06/2021 Date of Expiry/ : 05/2024 R
Jata npou3BoacTBa MlopeH go

Analysis performed according ND / AHanus nposeaeH no HAO: M N016161/01-280217

Ne |[Test/MokasaTtenb Result / PesynbTathl Specification / Hopma

6 Related substances /
PoJcCTBEHHbIE NPUMECH

Ethylenediamine ~ 0.01%/0,01% Not more than 0.5 % /
analogue of Ciprofloxacin He 6onee 0,5 %
(impurity C) /
OTUNEeHAnaMUHOBOIO
aHanora
uunpodnokcaunHa
(Mpumece C)

i'g\‘i)‘l;‘i’t‘f‘/' unspecified | g0, /0,06% Not more than 0.2 % /

He 6onee 0,2 %
EavHnyHasn
HengeHTMUUMpoBaHHAs
npumech

Total impurities Not more than 0.5 % /

E:e’“’ept for impurity C) /| 450, /.0,16% He Gonee 0,5 %
yMMa anMeceM

(vcknioyas npumecs C)

7 Fluoroquinolonic Less than 0.2% Not more than 0.2 % /
acid / CogepxaHue He 6onee 0,2 %
hTOPXMHONOHOBOM
KUCNOTHI
8 Water / Boga 6.5% wiw / 6,5% Not more than 8,0% w/w /,
He Gonee 8,0 % m/m
] Uniformity of dosage units| 1.1 /1,1 Acceptable value (AV) not more than
OpaHopoaHOCTb 15.0. / MNokasaTtens npuemMnemocTu
F:Josmposava (AV) He 6onee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeyanue: MpoAyKT cooTBETCTBYET TPEOOBAHNAM 3axkntovenne: OQOBPEHO
HA
Prepared by / Checked by / Approved by: Manager/Executive /
MoaroToBneHo: MposepeHo: OpobpeHo: MeHepxep / Pykosogutens
/4
Date / Date / Date / /
JOaTa: 30/06/2021 JaTa: 30/06/2021 HaTta: 30/06/2021
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Product : Ciprolet, film coated tablets, 500 mg o
Mpooykr : Liunponet®, TabneTku, NOKpbITbIe NEHOUHOW 06ON04KONR, 500 mr
Batch No / : B2102257 Batch Quantity / : 1063.190 KG /
|Cepus Ne O6Lem napTum 1063,190 K" N
Analytical Report No / : 2002FP21001396 Date of Analysis / 1 30/06/2021
AHanuTuyeckui otuet DaTta aHanuza
Ne
Date of Manufacture / : 06/2021 Date of Expiry / : 05/2024
[arta nponsBogcTBa MopeH po

Analysis performed according ND / AHanuz nposeaeH no HAO: N N016161/01-280217

10 Microbial limits /
Mukpobuonorvyeckas
MucToTa

a) Total aerobic microbial |Less than 500 CFU/g / Not more than 500 CFU/g /
count / Obwee yucno Menee 500 KOE/r He 6onee 500 KOE/r
a3pobHbIX
MUKPOOPraHn3moB

b) Total combined yeasts

and mould count / O6uiee [Less than 10 CFU/g/ Not more than 50 CFU/g /

UYNCIO APOACKEBBIX U Menee 10 KOE/r He Gonee 50 KOE/r

nnecHesbix rpubos

Ic) E. coli Absent in 1g / OtcyTcTByeT B 1ir Shall be absent in 1g/ OtcytctBue B 11
11 Assay / KonnvyecteeHHoe | 496.8 mg (99.4%)/ 450.0 — 550.0 mg (90.0% - 110.0%) of

onpegeneHne 496,8 mr (99,4%) Ciprofloxacin label claim. /

Ot 450,0 mr go 550,0 mr C17H18FN3Os
(uunpodpniokcaumn) (ot 90 ao 110 % ot
HOMWHanNbLHOro cogepxanus) B TabneTke

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

MpumeuaHue: MpoayKT cooTBETCTBYET TPeGOBaHUAM 3axntoueHue: OJOBEPEHO

HA

Prepared by / Checked by / Approved by: Manager/Executive /

MoaroToBneHo: LL{Z j— MpoBepeHo: OpobpeHo: MeHepxep / PykoBoguTene
%

Date / Date / Date / o

HaTta: 30/06/2021 Oata: 30/06/2021 [aTa: 30/06/2021
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHATIU3A Page 6 of 6 /CTp. 6 u3 6
’ﬁ'oduct . Ciprolet, film coated tablets, 500 mg ]
Nponykr UunponeT®, TabneTku, NoKpbITbIE NIIeHOYHON obonoukon, 500 mr
Batch No/ : B2102257 Batch Quantity / : 1063.190 KG /
Cepus Ne O6bem napTun 1063,190 KI" B
Analytical Report No / : 2002FP21001396 Date of Analysis / : 30/06/2021
AHanuUTU4YeCKUn oTyet Oarta aHanusa
Ne
Date of Manufacture / : 06/2021 Date of Expiry / : 05/2024
[arta npousBoAcTBa loper o
Analysis performed according ND / AHanus nposegeH no HA: I N016161/01-280217

[ 10 tablets in PVC/aluminum blister. 1

Tablets 250 mg: 10 tablets in
PVC/aluminum blister. 1 or 2 blisters and
[patient information leaflet in a carton
pack. Tablets 500 mg: 10 tablets in
PVC/aluminum blister. 1 or 2 blisters and
patient information leaflet in a carton
pack. / Tabnetkn 250 mr: no 10
TabneTtok B MBX/anioMuHneBom
Gnvctepe. Mo 1 unu 2 6anctepa BmecTe
C MHCTPYKUMEN NO NPUMEHEHUIO B Navke
kapToHHOW. TabneTkn 500 mr: no 10
TabneTok B NBX/antoMuHuesom
6nuctepe. Mo 1 unu 2 Gnuctepa BmecTe
C MHCTPYKUWEH No NPUMEHEHNIO B NaYke
KapTOHHOM.

12 Package / YnakoBka
blister and patient information leaflet in
a carton pack. / TaBneTtkn 500 mr: no 10
Tabnerok B NBX/anioMuHuesom
Grincrepe. Mo 1 Gnnctepy BmecTe
WHCTPYKLMEA NO NPUMEHEHNIO B Nayke
KapTOHHOW.

13 | Labeling / Mapkuposka | According to ND/
B cootseTcTBUM ¢ HO

14 Storage conditions /

XpaHeHune npu TemMnepaType He Bbille 25

IT!C. '

15 Shelf life / Cpok rogHoctu (3 years / 3 roga

Protected from light at temperature below 25°C. / B sawuLieHHOM OT CBeTa MecTe

HA

Remarks : The Product confirms to ND/
Mpumeuanue: MpoaykT cooTBETCTBYET TPEOOBAHNAM

Conclusion : APPROVED /
3aknwoveHne: OQOBPEHO

Prepared by /

MoproToBneHo: C’ g

Checked by /
MpoeepeHo:

Approved by: Manager/Executive /
Opob6peHo: MeHenxep / PykosoauTens

Date /
Oata: 30/06/2021

Date / Date /

HaTa: 30/06/2021

lata: 30/06/2021
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