


Manufacturing Site:

Sun Pharmaceutical Industries Limited,
Village Ganguwala, Paonta Sahib-173025,
District Sirmour Himachal Pradesh, India

SUN PHARMACEUTICAL INDUSTRIES LTD.

PAONTA SAHIB

CERTIFICATE OF ANALYSIS

Can ®apmacstotukan Ungacrpus fra.,
Bunnamxk Manryeana, Maonra Caxu6, fvcr.
Cupmyp - 173025, Xumauan Mpanew,
WUupus

Can ®apmacbkilotukan Unpactpus Jita.,
MaoHTa Caxub
Ceptudukar AHanusa

NAME OF PRODUCT / CIFRAN / FILM-COATED TABLETS / BATCH No./ PTG3845A
Dosage form/ Strength 500 mg HOMEP CEPUU
HAWMEHOBAHUE NMPOAYKTA / LUU®PAH / TABJIETKU MOKPBIThIE BATCH SIZE / 60000 S10
NexapcreeHHan dopma / [lo3upoBKa [INEHOYHON OBONIOYKON / 500 MI PA3MEP CEPUM
Ne RC / N2 PerucrpauMoOHHOTo M N014412/02 dated 15.07.2016 / A.R.No./A.O.Ne [|PA/SEP/25/11408
yOO0CTOBEpPEeHUs M N014412/02 ot 15.07.2016
MFG. / MIPON3BEAEHO 08/2025 DATE OF 13/09/2025
SAMPLING / AATA
OTBOPA
EXPIRY / TOOEH O 07/2028 APIB. No.: / RPTGO0060
A®C Cepusn Ne: RPTG0285
SPECIFICATION NO. FS003944-11.0 :
CMELWMDOUKALIUA Ne F$S003944-11.0 MFG. License / MNB/95/2 & MB/95/2

Ne JluueH3um

on From No.25 & 28

Tested as per ND No.:/
MNposepeHo no HA Ne

42-1382-02, Var.1-8/
42-1382-02, U3m. 1 -8

GMP No. / Ne GMP

GMP-02096/21/IN

APl name:

Ciproftoxacin

HanmeHoBaHue ADC:

LunpodnokcauuH

AP1 Manufacturer:

Sun Pharmaceutical Industries Ltd

HaumeHoBanue npouzsogutens A®C:

Cau dapmackiotukan Mupacrpus Jita

APl Manufacturer Country:

India

Crpana npousBogutens A®C:

Uuaus

TEST OBSERVATION SPECIFICATION
MOKA3ATENb PE3YIILTAT HOPMA
CPEOHASA MACCA TABIIETKU A 765 (765 £ 31) mr + 5. Onpegenexuve NPOBOASAT

OOHOPOAHOCTDL MO MACCE

-1.0%, +1.1%

BecoBbIM MeTOAOM Ha 20 TabneTkax 8
cooTBeTCcTBUM ¢ TpeGosaHuamu P PO,
QdC.1.4.2.0009.15 "OgHopogHOCTL Macchbl
A03MPOBAHHbIX NIEKAPCTBEHHBIX POpPM".

DISSOLUTION (By UV)

92% - 94%, Avg=93% —

30 min. Ps

NLT 80 % (Q) of the labeled amount of
Ciprofloxacin (C17H18FN303) is dissolved in

PACTBOPEHWE
(Y®-cnektpocoTomeTpUs)

92% - 94%, Avg=93%

yepes 30 MUHYT.

He menee 80 % (Q) oT ykasaHHOrMo Ha
aTukeTKe KonuyecTsa LjunpodnokcaunHa
(C17H18FN303) A0MKHO PACTBOPUTHLCA

RELATED SUBSTANCES (% w/w) (By HPLC)

NMOCTOPOHHUE NPUMECHW (% macca/macca

) BOXX

Ciprofloxacin ethylenediamine analogue Below Disregard Limit. ~ NMT 0.5
AHaror LnpodnokcaumH aTuneHanammHa Below Disregard Limit. He Gonee 0.5
Any other individual impurity Below Disregard Limit. ~ NMT 0.2
Nio6as apyras nHAMBUAYansHasa npumecs Below Disregard Limit. He 6onee 0.2
Total impurities Below Disregard Limit. - NMT 0.7
(without ciprofloxacin ethylene diamine

analog)

Cymma (be3 yyeTa cogepxaHus Below Disregard Limit. He Gonee 0.7
LMNPOroKCaLWH 3TUMEHANAMUHOBOTO

axanora)

MICROBIAL LIMITS

MUKPOBMONOMMMYECKAA YNCTOTA

Total aerobic microbial count (c.f.u per g) <100 < NMT 1000
Obuee YMCro aapobHbIX MUKPOOPraH1amos <100 He 6onee 1000
(KOE/T)

Total yeast and molds count (c.f.u per g) <60 < NMT 100
ObLee YMCno A4POXKEBLIX U MNECHEBbIX <50 He 6onee 100

rpubos (KOE/r)
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Manufacturing Site:

Sun Pharmaceutical Industries Limited,
Village Ganguwala, Paonta Sahib-173025,
District Sirmour Himachal Pradesh, India

SUN PHARMACEUTICAL INDUSTRIES LTD.
PAONTA SAHIB
CERTIFICATE OF ANALYSIS

Can ®apMacbrotukan Mupacrpus Iira,,
Bunnagx Manryeana, fMaonta Caxub, [luct.
Cupmyp - 173025, Xumauan lpapew,
Nnaun

Can ®apmacbkroTukan UHpactpus Jita,,

MaoHTta Caxnb

CepTtudukar AHanusa

NAME OF PRODUCT/ CIFRAN / FILM-COATED TABLETS / BATCH No. / PTG3845A
Dosage form / Strength 500 mg HOMEP CEPUWU
HAMMEHOBAHWE NPOAYKTA/ LUMDPAH / TABITIETKM NMOKPLITBIE BATCH SIZE / 60000 S10
NexapcreenHas gopma / loanpoeka MMEHOYHOW OBONOYKOU / 500 MIr PA3MEP CEPUM
Ne RC / Ne PeructpaiuMoHHOro T N014412/02 dated 15.07.2016 / A.R.No./A.O.Ne |PA/SEP/25/11408
yAOCTOBepeHUs N N014412/02 ot 15.07.2016
MFG. / MTPOU3BEAEHO 08/2025 DATE OF 13/09/2025

SAMPLING / JATA

OTBOPA
EXPIRY / TOQEH OO 07/2028 APIB. No.:/ RPTGO0060

ADC Cepus No: RPTG0285

Pl

SPECIFICATION NO. FS003944-11.0 :
CNELUDUKALIUA Ne FS003944-11.0 MFG. License / MNB/95/2 & MB/95/2

Ne NTuueHsnm on From No.25 & 28

Tested as per ND No.:/
MNMpoeepeHo no HI Ne

42-1382-02, Var.1 -8/
42-1382-02, Usm. 1 -8

GMP No./Ne GMP |GMP-02096/21/IN

APl name:

Ciprofloxacin

HaumeHoBaHue APC:

LimnpodpriokcauuH

API Manufacturer:

Sun Pharmaceutical Industries Ltd

HaumenoBanue npoussogutens AQC:

Can ®apmacbkiotukan Unpactpus fitg

APl Manufacturer Country:

India

CrpaHa npoussogurens AOC:

NHauna

TEST OBSERVATION SPECIFICATION
MOKA3ATENb PE3YINbTAT HOPMA
YINAKOBKA Mo 10 TaBneToK B KOHTYPHOI AYENKOBOR Mo 10 TaBneTok B KOHTYPHOWR SYEAKOBON
ynakoBke 13 amoMuHneBoil donbru un MNBX. ynakoBke 13 anoMuH1eBoi donbrv u NBX.
Mo oA HOIA yriakoBKe B KapTOHHO kopobke ¢ Mo oaHO% yNakoBke B KAPTOHHOR Kopobke C
MHCTPYKUME Mo MPUMEHEHMIO. VHCTPYKLMEN MO MPUMEHEHWIO.
LABELLING The blister contains the following information [ The blister contains the following information

in Russian: the trade name of the drug with the

warning label ® (duplicated in English), INN
(duplicated in English), dosage form, name
and content of the active substance in one
tablet, dosage, batch number, expiration date,
company logo (with the inscription in English
SUN PHARMA), neutral code (“Code No:™),
individual codes of the packaging material are
allowed. The following information is indicated
on the cardboard pack in Russian: the trade
name of the drug with the warning label ®
(duplicated in English), INN (duplicated in
English), dosage form, name and content of
the active substance in one tablet, method of
administration, dosage, number of tablets in
the package, batch number, best before,
storage conditions, terms of dispensing,
warning label: "Keep out of reach of children",
inscriptions: "For detailed information on the
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in Russian: the trade name of the drug with
the warning label ® (duplicated in English),
INN (duplicated in English), dosage form,
name and content of the active substance in
one tablet,.dosage, batch number, expiration
date, company logo (with the inscription in
English SUN PHARMA), neutral code (“Code
No:"), it is permissible to apply individual
codes of the packaging material. The following
information is indicated on the cardboard pack
in Russian: the trade name of the drug with
the warning label ® (duplicated in English),
INN (duplicated in English), dosage form,
name and content of the active substance in
one tablet, method of administration, dosage,
number of tablets in the package, batch
number, best before, storage conditions, terms
of dispensing, warning label: "Keep out of
reach of children”, inscriptions: "For detailed
















