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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product Ciprolet, film coated tablets, 500 mg /
 Hpoaykr L[nnpong‘m, TabNeTKW, TOKPBITEIE MIeHOUHOW obonoukoi, 500 mr B
Batch No / B2200988 Batch Quantity / : 1072.000 KG/
| Cepust Ne - Obnem cepun 1072,000 K"
Analytical Report No / 2002FP22000636 Date of Analysis / 29-03-2022
Anaaurnyeckunii oryer No JlaTa anaqusa
Datc of Manufacture / 03/2022 Date of Expiry / 02/2025
JlaTa mpon3BoACTRA T"onen go
| Analysis performed according ND / Anaau3 nposeen mo HJI: TINO16161/01-290321
' 1;.2 Test / Iloka3aTeJib Result / PesyabTaThl Specification / Hopma
1 |Description / Onucanue White, round, bic&wex, film coated | White to off-white, round, bicz)nvex, film

tablets plain on both sides. Cross
section view - white mass. / Bejble
KpyTIbie JIBOSIKOBBITTYKJTbIE
TAONETKN C TNAJKON MOBEPXHOCTHIO
¢ o00enx  CTOpOH,  TOKpPBLITHIE
TUleHo4YHOM o6onoukoif. Bum Ha
u3nome — bemast Macca.

coated tablets plain on both sides. Cross
section view- white or off-white mass. /
Benbie  wnM  mouTH  GelBle  Kpyruble
IBOSKOBBIMYKIBIE TAaONETKH C INagkoif
MOBEPXHOCTHIO C 00EUX CTOPOH, MOKPLITEIE

MmteHo4HoM o0onoukoif. Bua Ha wsmome —
| 6emmas WITH TIOUTH Oenas Macca.

Remarks : The Product confirms to ND/
HMpumeuaume: ITpooyxt cooTBeTcTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3akmouenue: QJIOGPEHO
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CERTIFICATE OF ANALYSIS

CEPTHUO®UKAT AHAJIU3A
Product : Ciprolet, film coated tablets, 500 mg /
| TIponykT Lunponet®, TaGIeTKu, MOKPBITHIE TIEHOUHOH 060no4ko, 500 mr
Batch No / : B2200988 Batch Quantity / : 1072.000 KG /
Cepus Ne B O6bem cepuu 1072,000 KT"
Analytical Report No / i 2002FP22000636 Date of Analysis / : 29-03-2022
AHAJTHTHYECKM oTueT No JlaTa anajnsa ____|
Date of Manufacture / ¢ 03/2022 Date of Expiry / ¢ 02/2025
| JlaTa Npou3BoACTBA TogeH j1o

Analysis performed according ND / Anaans nposeaen mo HJL: TIN016161/01-290321

No

Ne Test / Iloka3zaTesnb

Result / PesyabTaThI

Specification / Hopma

2 | Identification / IlogaHHHOCTDB

a) By HPLC/BDXX

Complies / CooTBeTCTBYET

The retention time of the principal peak in
the chromatogram of test solution should
correspond to retention time of principal
peak in the chromatogram of Ciprofloxacin
hydrochloride standard solution (Section
“Assay” / BpeMs yIepKUBaHUS OCHOBHOTO
MUKa HA XPOMAaTOTpaMMe WCIBITYEMOTO
pacTBopa  JOJUKHO  COOTBETCTBOBATH
BpeMeHW YHep)KWBaHWs OCHOBHOTO TMHKa
Ha XpomaTtorpamMMe CTaHIapTHOTO
pacTBOpa nunpodgIoKcauuta
ruapoxnopraa (pasnen «KonwdecTBeHHOE
onpenieNeHne» ).

b) By TLC/TCX

Complies / CooTBeTCTBYET

3 | Chloride test / Peakuus
HA XJIOPHIBI

Complies / CooTBeTCTBYET

4 |Dissolution / PacTB_opeHue_ '

Unit-1/ Ta6n.-1 100%
Unit-2 / Ta6n.-2 101%
Unit-3 / Tabn.-3 100%

" Unit-4 / Tabn.-4 101%

| Unit-5/Ta6n.-5 | 101%
Unit-6 / Ta611.-6 100%

The intensity, Rf value, position and size of
the principal adsorption zone obtained
from the chromatogram of the Test
solution should correspond to that obtained
from the chromatogram of the Standard
solution when observed at 254 nm & 366
nm. / OcHOBHas 30Ha amcopOuUMK Ha
XpoMaTorpaMMe HCIBITYEMOTO PacTBOpa
o MOJIOKEHUTO, BENINYHHE,
WHTEHCHBHOCTH W 3HadeHuio ¢axropa Rf
IO/DKHA  COOTBETCTBOBAaTH TaKOBOM Ha
XpOMaTorpaMMe pacTBOpa CTaHTApPTHOTO
o6pasia unpodaokcalliia riApOXI0puaa
mpy 254 HM 1 366 HM.

Formation of precipitate by addition of
silver nitrate solution. / O6pazoBanue
ocajika mpu 100aBIeHUHN pacTBOpa HATpaTa
cepebpa.

| Not less than 80 % (Q) of the labeled

amount of C;H,sFN3;0; (Ciprofloxacin)
within 30 min / He Menee 80 % (Q) ot
HOMuHaNbHOTO cofepxkanus Ci,H gFN3;0;
(tmnpodmokcanyH) yepes 30 MUH.

Remarks : The Product confirms to ND/

M pumedanne: [Tpoaykrt cooTBeTcTBYET TpeboBanmsM HJ{

Conclusion : APPROVED /
3axmwuenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIU3A
Product : Ciprolet, film coated tablets, 500 mg /

TMpoaykt Llunrponer®, TabneTku, MOKPHITHIC TIIEHOYHOH 0607104K0M, 500 Mr - )
Batch No / B2200988 Batch Quantity / 1072.000 KG /
Cepust No o O0beM cepun 1072,000 KT"
Analytical Report No / ¢ 2002FP22000636 Date of Analysis / 29-03-2022
AHaJIUTHYECKHIT oTUeT No JlaTa anajauza
Date of Manufacture / ¢ 0372022 Date of Expiry / 02/2025

 laTa mpou3BoAcCTBA Togen no -

Analysis performed according ND / Anasnus nposenen mo H/I: TIN016161/01-290321

1}? Test / IlokasaTesnb Result / PesyabTaTei Specification / Hopma
5 TJni?ormity of dosage units| 2.7/2,7 Acceptable value (AV) not more than 15.0.
/ OnHopoaHOCTH / Tloka3zatens npreMieMoctu (AV)
JAO3UPOBAHHUS nomieH 6uITh He Gonee 15,0,
6 |Assay/ KoaHuecTBeHHOE | 489.4 mg / 489,4 mr From 4500 mg to 550.0 mg of
onpeaeeHHe (97.9% / 97,9%) C7H ;sFN3;0O;3 (Ciprofloxacin) (90.0 % to
110.0 % of the label claim) per tablet / Ot
4500 Mr mo 550,00 Mmr  C7H;sFN30;
(uunpodnoxcain) (ot 90 mo 110 % ot
HOMHHAJILHOTO COIEepIKaHNs) B TableTke
7 |Loss of drying / IloTeps B 1.7% wiw/1,7% Not more than 6.5 % w/w /
Macce MpH BICYIINBAHUN He 6omnee 6,5 % M/M
8 |Fluoroquinolonic acid / Less than 0.2% / Meﬁee_O,Z% Not more than 0.2 % / He 6onee 0,2 %
Conepxanue
GTOPXUHOJIOHOBOIT
KHMCJIOThI
9 |Related substances / PogcTBeHHBbIe MpuMecH
Ethylenediamine analogue 0.02% / 0,02% Not more than 0.5 % / He 6onee 0,5 %
of Ciprofloxacin
(impurity C) /
| OTUNeHANaMUHOBBIH
[ aHasnor unnpodrokcaurHa
| (npumechb C)
Individual unspecified Not more than 0.2 % / He 6onee 0,2 %
impurity / Enunianas 0.06% / 0,06%
HeVICHTHHULIPOBAHHAS
TIPUMECh
Total impurities (except for 0.15% /0,15% Not more than 0.5 % / He 6onee 0,5 %
impurity C) / Cymma
npuMecel (Mckimouas
npumech C)
10 |Microbial limits / Mukpo6uosornyeckasi 4ucToTa :
a) Total aerobic microbial Less than 500 CFU/g / Not more than 1000 CFU/g /
count / Obree 9mciIo Memnee 500 KOE/r He 60iree 1000 KOE/r
a’pOOHBIX
MHKPOOPTaHHU3MOB
b) Total combined yeasts Less than 10 CFU/g / Not more than 100 CFU/g /
and mould count / ObG1ee Memnee 10 KOE/r He 6onee 100 KOE/r
YHCIO OPONOKEBBIX M

Remarks : The Product confirms to ND/
Hpumeuanune: [IpoyKT COOTBETCTBYET TpebosanusaM HJJ

Conclusion : APPROVED /
3axarwuenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product : Ciprolet, film coated tablets, 500 mg /

IMpoayxT LnmponeT®, TabneTkn, MOKPEITBIE TIEHOYHOH 0601104KO0H, 500 Mr -
BatchNo/ : B2200988 Batch Quantity / : 1072.000 KG/
Cepnsa Ne B OobeM cepun 1072,000 KT
Analytical Report No / :  2002FP22000636 Date of Analysis / : 29-03-2022
AHaTUTHYEeCKHI oTdeT No JlaTa aHaJu3a

Date of Manufacture / : 0372022 Date of Expiry / ¢ 02/2025
JlaTa nmpousBoacTBa I"'ogen go

Analysis performed according ND / Anaan3 nposegen no H/L: TTN016161/01-290321

No

N Test / [Toxa3aTen Result / PesyabTaTbl Specification / Hopma
TUIECHEBLIX TpHOOB
¢) E. coli Absent in 1g / Shall be absent in 1g /
OtcyrcTByer B IT 'OTcyTCTBI/IC BIT
11 |Package / Ynakoska 10 tablets in PVC/aluminum blister. | Tablets 250 mg: 10 tablets in

I blisters and patient information|PVC/aluminum blister. 1 or 2 blisters and
leaflet in a carton pack. / 10|patient information leaflet in a carton pack.
Ta0iicTor B [MEXamoMimHEERoN| Tablets 500 mg: 10 tablets in

Gmuctepe. Io 1 bmwctepy Bmecte ¢ PVC/aluminum blister. 1 or 2 blisters and

UHCTPYKUMEH 1Mo MpuUMeHeHwro B| . . ) .
pyxu e B patient information leaflet in a carton pack.
Tavke KapTOHHOA. /

Tabnemxu 250 m2: mo 10 Tabnerok B
[IBX/amtomMmuaneBoM Onvictepe. ITo 1 unm 2
O6nmucTepa BMeECTE ¢ MHCTPYKIMEH Mo
MPUMEHEHHIO B Nayke KapTOHHOIA.

Tabnemrxu 500 mz: mo 10 TabneTok B
IBX/amoMunmnesoM 6mucrepe. ITo 1 nnm 2
6nucrepa BMECTe € MHCTpykuued [o
MPHUMEHEHHIO B TIAYKe KAapTOHHO.

12 |Labeling / Mapxnpoeka |Complies as prescribed /| According to ND / B cooteeTcTBUu ¢ HT
CooTtBeTcTBYeT TpeGOBaHUAM

13 |Storage conditions / Protected from light at temperature below 25 °C. /
Xpanenne B 3aluMiieHHOM OT CBeTa MecTe NpU Temneparype He Bbie 25 °C.

14 | Shelf life / Cpox roagnoctu |3 years / 3 roga

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [IpoaykT cooTBeTcTBYET TpeboBannaM HJI 3akmouenne: OJOBPEHO
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