Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Product Ciprolet, film coated tablets, 500 mg / o -
TpoaykTr Innponet®, TabiieTku, MOKPBITHIE NIEHOUHOH 060mnoukoif, 500 mMr -
Batch No / : B2200990 Batch Quantity / : 1072.000KG/
Cepus Ne | O6bem cepun 1072,000 K"
Analytical Report No / 2002FP22000706 Date of Analysis / 04-04-2022
AHaguTH4yeckuii oTyer Ne JaTta ananausa
Date of Manufacture / : 03/2022 Date of Expiry / 02/2025
JlaTa npousBoAcTBA INojen ao

Analysis performed zlccm'(iing ND / Anaaus nposenen mo H/: TIN016161/01-290321

| 1}0 Test / IToxa3aTean Result / Pe3yabTarsl
g |
i 1 |Description / Onucanue White, round, biconvex, film coated

tablets plain on both sides. Cross
section view - white mass. / Bejsle
KpYTJTBIE JIBOSTKOBBITY KJIbIE
TabJIETKU C MITagKOil TMOBEPXHOCTHIO
¢ o00eux  CTOpPOH,  MOKPBITbIE
mieHo4yuoi obosoukoit. Bum Ha
u3noMe — Oenas Macca.

Specification / Hopma

‘White to c_)ff-white, round, biconvex, film

coated tablets plain on both sides. Cross
section view- white or off-white mass. /
Bensie wau  moutH  Genble  KpyTible
IBOAKOBBIMYKJIBIE TabNeTKH ¢  riuagkoi
MOBEPXHOCTHIO ¢ 00EUX CTOPOH, NOKPHITLIE
mreHouHoit obonoukoii. Bum Ha manmome —
Oenas WA TTIOUTH Oenas Macca.

Remarks : The Product confirms to ND/
Ipumeuanue: FponykT cooTBeTCcTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Product Ciprolet, film coated tablets, 500 mg / ]
Mpoaykr  Iumponet®, TabneTku, MOKpLITLIE MIeHOYHON obonoukoit, 500 Mr )
Batch No/ : B2200990 Batch Quantity / 1 1072.000 KG/
Cepusa Ne O6bem cepun 1072,000 KI"
Analytical Report No / 2002FP22000706 Date of Analysis / 04-04-2022
AHajuTH4eckHii oT4er Ne JlaTa anaju3a _|
Date of Manufacture / : 03/2022 Date of Expiry / 02/2025
JlaTa npon3soacTsa T'ogen no

Analysis performed according ND / Anasus nposeges no H/L: TTN016161/01-290321

No
Ne

Test / Iloka3aTeanb

Result / Pe3yabTaTsl

Specification / Hopma

2 |Identification / IloxuHHOCTD

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” / Bpemst yaepXUBaHUsI OCHOBHOTO
NMMKa Ha XpoMarorpaMMe HCIBITYeMOTO
pacTBopa  MO/DKHO  COOTBETCTBOBATH
BPEMEHH YAEPXXWUBaHWS OCHOBHOIO TIHKA
Ha XpoMaTorpaMMe CTaHIAPTHOTO
pactBopa npodaokcalnHa
raapoxsiopuaa (pasnen «KonmndecTBeHnOE
oTIpenieNIeHUE» ).

b) By TLC/TCX

Complies / CooTBeTCTBYET

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. / OcHOBHasg 30Ha anacopOUMM Ha
XpOMAaTOTpaMMe MWCIIBITYEMOT'0 pacTBOpa
o TIOJIOKEHHIO, BEJIMYMHE,
WHTEHCHBHOCTH W 3HadyeHWo akropa Rf
NOJDKHA  COOTBETCTBOBATHL TaKoBOW Ha
XpoMaToTpaMMe DPAcTBOpa CTAaHAAPTHOTO
o6pazua nunpodnokcauHa ruapoxIopuaa
npu 254 aMm u 366 HM.

Ha XJIOpHIbI

3 |Chloride test/ Peakuus

Complies / COOTBeTCT;er

4 |Dissolution / PacrBopenue

Unit-1/ Tabmn.-1 | 99%
Unit-2 / Tabn.-2 95%
Unit-3 / Ta6m.-3 99%
Unit-4 / Ta61.-4 99%
| Unit-5/ Ta6m.-5 101%
| Unit-6 / Tabn.-6 99%

Formation of precipitate by addition of
silver nitrate solution. / O6pa3zoBanue
ocajKka mpu 106aBIEHUH pacTBOpa HUTpaTa
cepebpa.

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

amount of C,;H;3sFN30; (Ciprofloxacin)

| within 30 min / He menee 80 % (Q) ot

HoMuHanbHOTO comepxkanus Ci;H gFN;04
(umnpodokcatyH) dyepes 30 MUH.

Remarks : The Product confirms to ND/

Mpumeyanue: TIpoayKT cooTBeTCTBYET TpebopanusM H]J

Conclusion : APPROVED /
Zakarouenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A
Product Ciprolet, 1ilm coated tablets, 500 mg /
IIpoayxTr Lurponiet®, TabreTky, MOKphITHIE MNIEHOYHOH obonoukoit, 500 Mr B
Batch No / : B2200990 Batch Quantity / : 1072.000 KG/
Cepust Ne N O6bem cepun 1072,000 KT"
Analytical Report No / 2002FP22000706 Date of Analysis / 04-04-2022
AHaauTnyecKuii oTyer No B JaTa anaania
Date of Manufacture / : 03/2022 Date of Expiry / 02/2025
JaTa npoussoacrsa Nogen qo

Analysis performed according ND / Apanus nposeaen no H: TINO16161/01-290321

—_— |
1}? Test / [loxasaTenn Result / PezynasTaTsl | Specification / Hopma
ks I .

5 | Uniformity of dosage units 3.2/3,2 | Acceptable value (AV) not more than 15.0.
/ OaHOpOAHOCTL |/ TlokazaTens npuemMiemoctd (AV)
JA03RPOBAHHSA nomxeH OBITE He Gonee 15,0.

6 |Assay/ KoandecTBeHHOE 501.2 mg / 501,2 mr From 450.0 mg to 550.0 mg of
onpeneeHne (100.2% / 100,2%) Ci7H3sFN;O; (Ciprofloxacin) (90.0 % to

110.0 % of the label claim) per tablet / Or
450,0 mr mo 550,0 Mr Cy7H;3sFN30;
(uumpoduiokcauus) (ot 90 mo 110 % ot
HOMMHAJIBHOTO CoJiepKaHus) B TabneTke

7 |Loss of drying / “OTepﬂ_B 1.9% w/w / 1,9% - Not more than 6.5 % w/w / ]
Macce IPH BbICYLIHBAHHH He 6onee 6,5 % m/m

8 |Fluoroquinolonic acid / | Less than 0.2% / Menee 0_,2% Not more than 0.2 % / He Gonee 0,5 %
Copepxkanue
¢TOopXxnHOJ0HOBO#

KHCJIOTHI

9 |Related substances / PogcTBeHHbIe NpHMecH
Ethylenediamine analogue | 0.01%/0,01% Not more than 0.5 % / He 6onee 0,5 %
of Ciprofloxacin
(impurity C) /

DTUIeHIUaMUHOBBIH

aHaJIOT HTIPOdIOKCaHA 0.05% / 005%

(npumecs C) '

Individual unspecified Not more than 0.2 % / He 6onee 0,2 %
impurity / EmpauyHas

HeWACHTU)UIMPORAHHAS

TIpAMech

Total impurities (except for 0.07% /0,07% Not more than 0.5 % / He Gonee 0,5 %
impurity C) / Cymma

npuMeceii (MckIoyast

npumMecs C)

10 |Microbial limits / Mmcpoﬁuo.nornqe_ckaﬂ 4YUCTOTA R
a) Total aerobic microbial Less than 500 CFU/g / Not more than 1000 CFU/g /
count / Ob1Iee 4nCITO Menee 500 KOE/r He 6omee 1000 KOE/r
a3pOOHBIX
MHKPOOPTaHU3MOB
b) Total combined yeasts Less than 10 CFU/g / Not more than 100 CFU/g /
and mould count / O61uee Memnee 10 KOE/r He 6onee 100 KOE/r
YHCIO OPOXKKCBLIX U

Remarks : The Product confirms to ND/
Mpumeuanne: ITpoaykT cooTBeTCTBYET TpeboBanmsaM H]

Conclusion : APPROVED /
3axkaruenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A
Product Ciprolet, film coated tablets, 500 mg /
IMponyxt 1lunponet®, TabneTkn, NoKphITHE EROYHOH ofomoukoif, S00 mr
Batch No / : B2200990 Batch Quantity / : 1072.000 KG/
Cepnsa Ne O6bem cepun 1072,000 KT'
Analytical Report No / 2002FP22000706 Date of Analysis / 04-04-2022
AHaJUTHYECKHIA oTyeT Ne Jara anaiu3a
Date of Manufacture / : 03/2022 Date of Expiry / 02/2025
JlaTa npon3BoAcTBa Tojen jw
Analysis performed according ND / Avanus nposeaen mo HL: [T N016161/01-29032]

l}:’) Test / IMoxazatens Result / Pe3syanTaThl Specification / Hopma

MIECHEBBIX FpI/I60B

c) E. coli

Absentin 1g/
OtcyrerByer B I

Shall be absent in 1g/
OtcyrctBe B 1 1

11 |Package / YnakoBka

10 tablets in PVC/aluminum blister.
1 blisters and patient information
leaflet in a carton pack. / 10
tabsetok B [IBX/antoMuHHEBOM
omucrepe. ITo 1 Gnucrepy BMecTe ¢
VUHCTPYKLMEH TIO0 TNpPUMEHEHUIo B
rmayke KapTOHHOM.

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.
/

Tabnemrxu 250 m2: no 10 Tabnerok B
IIBX/anromunneBom Gnucrepe. ITo 1 wmm 2
Onmuctepa BMecTe C WHCTPYKIMEHR 10
MIPUMEHEHHIO B Mayke KapTOHHOIA.

Tabnemrxu 500 m2: mo 10 Tabuetox B
T1BX/anroMunnesomM 6muctepe. ITo 1 wim 2
O6nucrepa BMecT€ ¢ MHCTpyKLHeidl 1o
TIPUMEHEHHIO B TIaYKe KapTOHHOIA.

12 |Labeling / MapkupoBka

Complies as prescribed /
CoOTBeTCTBYET TpeGOBAHUAM

According to ND / B cootBeTcTBNME ¢ H]T

13

Storage conditions /
XpaHeHHe

14

- |Protected from light at temperature below 25 °C. /
B 3aluieHHOM OT cBeTa MecTe NpH TeMmneparype He Boiue 25 °C.

Shelf life / Cpok rognoctu |3 years / 3 roga

Remarks : The Product confirms to ND/

[Ipumeyanue: [TpoayKT cOOTBETCTBYET TpeboBaumsaM HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO
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