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AEKJIAPAIIMSAT O COOTBETCTBUHA

REKJIAPAHT, IPHHHMAFOITHI NEKJAPAIIVIO O COOTBETCTBUR

‘| O0Q "[IF. PEIOHC IABOPATOPHC”

|| Ceedenun o pezucmpayiu opeanuzayuu: Mescpationnan uncnexyus QedepanvHoti Har02060 4 cayoicher No 46 no
:| 2 Mockee 01,01.2008; OT'PH 1037707013838, dama npuceoenus. OTPH 05.04.2003.

\| ' Adpec: 115035, . Mocksa, Osuunnuxosckan nab., 3. 20, cmp. 1. Tereon: 8(495)644-37-78.

L B nuye: I'engpanvrozo oupexmopa Focandensan lIpawarnm

Hosepennoe ruyo: Jamuii A.B., dosepennocmy Nel om 28.04.2018e.

| BASIBJIJET, UYTO
| nexapcmeennoe cpedemso: Ifunponem matremxu noxpeimule mierounod obonouxos S00 mz 10 wm., ynaxosxu

: AueiKogsie xonmypﬁbze (1), nauxu xapmonusie, PY Ne IT N016161/01 om 07.05.2010 (dama samenvt PY
28,02.2017)., cepus B801759, napmus 155500 ynaxoeox, 20dex do 30.09.2021, npouseodcmea J-p Peddn'c
K J?aﬁopamopuc JImd., Hndus, Yuacmuu Ne 42, 45, 46, Bayynannu Bunnadowe, KymGyrnanyp Mardan, Panea
| Pedou Hucmpuxm, Teﬂaﬁeana x00 OKIIJI2 21,20.10.191, xod TH B3/ 3004900002, xonmpaxm Ne DRL
1.01/2017 om 07.02.2017, uneotic Ne 185025065 om 01.11.2018

| COOTBETCTBYET TPEBOBAHE’IHM

IITN016161/01-280217

JERJTAPATIVA ITPATHATA HA OCHOBAHRY

NPOMOKON UCHbIMAHUTE No 38083 om 06,11.2018 Jlabopamopruwtii yenmp Q00 "LKK OHL]", ammecmam
axxpedumayuu POCC‘ RU 0001.21PK75, Cepmugpuram POCC IN.OM15.C67890 om 06.11.2018
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4 OPI“AH o CEPTH@MRAHHH SAPETHCTPHPOBABINIVN JEKJIAPALIHIO

L POCC'RU.0001. 110M1 5 OPTAH 110 CEPTHOHUKALIHH TPORYKIIHH OFLECTBO C

, OIPAHHYEHHOH OTRETCTBERHOCTbIO "OKPY)KHOM HEHTP KOHTPOJIST KAYECTBA",
aapec opeanusayuu: 115280, 2. Mocxea, yn. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1. , aopec opzana no

: cepmur;bumz;uu 143581, :Mocroecxas obnacms, Hempunckuil patiow, Oep. Jlewxoso, 0. 248, cmp. 1, men,;
(495)640-96—69 (495)787—92 78 aeb-catim: oyxx.pgh.
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CERTIFICATE OF ANALYSIS

CEPTUDWKAT AHANTU3A

Page 1of 3

Product ; Ciprolel, film coated tablets, 500 mg

MpoaykT : LiunponeT®, TabneTku, NOKPLITbIE NNEHOUHOR
loBonouked, 500 Mr

Batch No /[ Cepus Ne &

BB01759

Batch Slze / O6beym naprum ; 1072,000 Kgs

360001319310

AR No / AHanuTuqeckuii otyer : 2002FP18001339,

Date of Analysis { ata aHanwaa ; 30/10/2018

Date of Mfg / Bara nponssofcTea ; 10/2018

Date of Expiry / Cpok rogHocTH : 09/2021

[
[

Ne Test/ Tecr Result / PeayneraThl Specification / [lo gokymeHTaLnu
1 |Description f Onucauve| Complles / While to off-while, round, biconvex, unscored on both
! CoOTBETCTBYET sides film coated tablets.

Cross section view: white or off-white mass. / benbie unu
nouTy Genble Kpyrhble ABDAKOBRINYKLIE Tabnertku ¢
rnaAkoi NOBEPXHOCTRIO, NOKPLITHIE NNEXOYHON
o60n0UKOR. BUA Ha uanomMe — 6enan unv novty benar

Macca.

2 Identification /

a) Complles as
MopnuHHOCT L prescribed/
a) BY HPLC / B2XX  |B cOOTBETCTBUY ¢
' anncaHuem

b) B:V .T LC/TCX B COOTBETCTBMU C
S onucaHuem

i
{

¥

c) Chloride test/

Peakuus Ha xnopugul
r"."' PyA B coorBeTcTBUM C

T Drvcasuem

by Complies as prascribed

Retention time of the principal peak in the

chromatogram of test solution should correspond to
retention time of principal peak In the chromatogram of
Ciprofioxacin hydrochloride standard solution {USP RS). /]
Bpems yAepMWEaHWA GCHOBHOMO Nuia Ha

XPOMATCTPAMME VICTBITYEMOTO pacTeopa ACMKHO
OOTBETCTEORATHL BPEMBHY YASPHUBSHUS CCROBHOrO
nWKka Ha XpoMaTorpamme CTEHASPTHCTO pacTeopa
Lunpotbnokcalmta ruapoxnopuaa (USP RS)

Principal spot In the chromatogram of test solution in
value of Rf and intensily should correspond to principal
spol in the chromatogram of Ciprofloxacin hydrochloride
standard solutlon (USP RS)./ OcHoBHO2 NATHO HA
XPOMATOrpaMMe MEnbITyeMoro pacTsopa no senu4muHe Rf
" MHTEHCUBHOGTY AOMYXHO COOTBETCTBOBATL DCHOBHOMY
NATHY Ha XpOMAaTOrpaMmMe CTaRAapTHOro pacTeopa
nunpothnokeaumHa ruapexnopuaa {USP RS}

Formation of precipiate by addition of silver nitrale
solution. / OB6pasoeaHne ocaaka npu fRoGaBneHny
pacTacpa HuTpaTa cepebpa.

c) Complies as prescribed/

Remarks : The Product conforms to above specificalions
Mpumedatye: MPoOAYKT COCTEETCTAYET BhILEYKA3aHHbIM
icneyuduragmnam

Cpinien : APPROVED
Bakniouenue : ONCBPEHO

Prepared By / Checked by / [lokymeHT Quality Assurance Manager/Executive
. [AposepeHo;} L_/&,- npoReper " MeHenwep no oGacneHa'_)_? KavyecTea
A, Susmitha / A, Cycumwva  [Y, Vankateswara Rao /10, G.Krishna Mohan - T, Kpmuu:; M'oi\im
; Bonkatocuapa Pac
Date / [lata ; Date / faTa : Date / flaTa :
31/10/2018 31/10/2018 31/10/2018

}

Registared Offica ; B-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Talangena, tndla. CIN : L85195TG1984PLCO04E07
Tol : +91 40 4800 2900, Fax ; +5140 4900 2993 Email : mail@drreddys.com www.drraddys.com

Factory : Survey No. 42, 45 & 46, Bachupally Village, Bachupally Mendal, Medchzl. Malkajgir] District, Pin Code- 500 030,
'Telangane, Indla. Tol : 9140 4464 2202 & 2203, Fax : 9140 4464 2276, www.drreddys.com
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CERTIFICATE OF ANALYSIS
EPTUDUKAT AHANTU3A

CEPTUDUKAT ARATIVIIA
Page 2 of 3

MpoaykT: Liunponer®, Tabnerky, NokphiToia NNeHoYHOR
oBonayxoi, 500 mr

Batch Size / OGweM napTuu : 1072,000 Kgs

Date of Analysis / [laTa aHanuaa 30/10/2018

ljr. Reddy's Q;‘

Product : Ciprolet, film coated tablets, 500 mg

Batch No | Cepus Na 3 B801759

AR No IAHanmuqacxwﬁ ovyeT : 2002FP18001339,
390001319310

Date of Mfg / Jarta 1poM3BOACTEA 102018

Date of Expiry / CPOK TOAHOCTH : 09/2021

Ne Test/ TecT Result / Pe3ynbTathbl Spacification [ Mo AcKYMEHTaLHHU
3 |Average welght and 669.5 mg/669,5 Mr 670 mg 3% / 670 Mr £ 3%
Uniforrnity of weight /
CpeAHAR Macca n 18/20 tabl, — nol more than + 5,0% /
18/20 Tabn — He Gonee £ 5,0%

JQHOPOAHOCTL 10 MACCE

. 2/20 tabl. — riot more than £ 10%/

s 2/20 Tabn. - He Bonee + 10%

4 Dissolution / Pacrsopetuye Not less than 80 % (Q) of Ciprofloxacin label
101%,103%,101% claim within 30 min / He menee 80 % (Q)

403%,103%,103% T 3BABNEHHOrG KonWuecTpa

) . LunpodnokcauuHa Yepea 30 MuH.

Not more than 30 minutes /
He Gonee 30 MuH.

Not more than 8,0% wiw /
5.7 % wiw He Gonee 8,0 % mim

5 ' Dlslnipgrallonf 1.4 min /1,1 MuH
PacnagaemocTk

B Wéler 7Bona
j

Remarks : The Product conforms to above specilicatiohs Opinion : APPROVED
Tpvmeyatue: MpoayKT COOTRETCTBYET BbileyKasaHHbIM Jaxmouenue : OAOBPEHO
cneuvguraymsM
Prepared By / TlposepeHo Checked by / lokymenT Qualily Assurance Manager/Executive
‘ npoeepet &- MeHegwep no o%eameqenm Kauectea
i JAA
A.Susmitha / A, CycmuTta Y. Venkateswara Rao { 10. G.Krishna Mohan « I'. Kpuna MoxaH
) BoKxaracsapa Pao
Dale / Dara : 31/10/2018 Date / DaTa : 31/10/2018 Date / Qata : 31/10/2018
Y

Registersd Offlcig + 8-2-337, Road No. 3, Benjara Hills, Hyderabad - 600 034, Tolangane, India, CIN: L85195TG1984PLC0O04507

Tel : +91 40 4900 2900, Fax : +9140 4900 2999 Email : meil@drreddys.com www.drreddys.com
Factory : Survey No, 42, 45 & 46, Bachupally Village, Bachupally Mandal, Madchal, Malka]giri District, Pin Code -500 080,

Telangans, india. Te! : 9140 4464 2202 & 2203, Fox: 0140 4464 2276, www.drreddys.com




: o °.
' Dr.Reddy’s Q_.o.

CERTIFICATE OF ANALYSIS
o : n, CEPTUOUKAT AHAIIN3A
' . Page 3 of 3
' Product : Giprolet, flim coated lablets, 500 mg Npoayxr : Lunponet®, Tabnetks, NOKPLITHIE NNEHOYHOR
e loGonouko#, 500 mr
Batch No/ Cepua Ne ; B801759 Batch Slze / O6hem napTtuy & 1072,000 Kgs
AR No / AnanutHyeckan oTuer : 2002FP18001339, |Date of Analysis / flata aHanuaa : 30/10/2018
N 90001319310
P Date of Mfg / flara npouasogcraa : 10/2018 Date of Expiry / Cpok rognocTi : 09/2021
Ne |Test/TecT Result / PesynburaTs! Specification / Mo AOKYMGHTA LMY
7 Refated substances /
PogcreaHHb:e HpviMecH
o Ethylenadiamme o,
e S analogueof Clprofloxacin 0.01 % :gtﬁn;greztgzn%ﬁ !
' (impurity C) /
: 3TuneHavaMiUHOBOro
ananora LiMnpodnokcaumna
L o (I'ipumect‘: ¢l 0.04 % Not more than 0.2 % /
Individusl unspecified e He Gonee 0,2 %
mpurity /
EArHYYHaR
: HeuAeHTNhULMPOBaHHERA 0.20 %
’ npUMECh | 20 % Not more than 0.5 % /
Total impuritles He 6onee 0,5 %
(except for impurity C)
Cymma npnmecsn
-[(ucknravan npuMeck C)
8 Flugrgquinolonic Less than 0.2% Not more then 0.2 % /
acld [ CopepxsHne He Gonee 0,2 % ;
* |bTOpPXMHONOHOBOR KUCNOThI
X 9 * | Microblological limlts / .
F‘lnxpoﬁnonorw-uecuan .
i werora - Less than 500 CFU/g / Not more than 500 CFU/g / :
. 2) Tolal Aeroble Microblal  wienee 500 KOBr He Gonas 500 KOE/r :
~, O6uee yreno aspobHbIX !
‘ MVKPO-ORraHU3MOB Less than 10 CFU/g / Nol more than 50 CFU/g f
b} Total Combined Yeast  |MeHee 10 KOE/r He 6onee 50 KOE/T
and mould count / ’
;(T)nﬁégsg:::;:;“%};%mesux "labsent In 1 gram / Absentin 1 gram /
) Escherlchia Coll Otcyrereyete tr OvcyrcTeuMa B 1r ;
10 Uniformity-of dosage units / [1.6/1,6 Acceptable value {AV) not more than 15.0. )
; OnHOpOQHOCTE MpueMnemoe sHaveHve (AV) e Ganee
' -|ao3uposaHnA . 15,0.
11 Assay / KonwiecraenHoe | 506.4 mgf 506,4 mr 450.0 — 550.0 mg (80.0% - 110.0%) of
DRpepenaHve {101.3 % 7 101,3 %) Ciprofloxacin label clalm. / '
450,0 — 550,0 mr (90,0 % - 110,0 %) oT 3
. 32RBREHHONO KonuuecTea
: yvnpodnokcauuna
‘| Remarks : The Product conforms to above spacifications Opinlon ; APPROVED 2
Mpvmeyanue; MpopyKT COOTBETCTAYET BbilLayKasaHHbIM 3aknwowerve : ONOBPEHO .
cneuvchukauam |
Prepared By / TpoeepeHo Checked by / JokymenT Quality Assurance Manager/Executive
_ @/ npoBepeH - Meremwep no gfecneyeHno ka4ecTea
ALY
B :. .......- gaTG AT Vo ‘- :.=-. -‘.1:;-" -‘ri.i-';-
b Nh‘f’g*e H‘B 32, +9140490029 i;3\fsccr‘n wwws rrevsnw"ﬂ men T R
g mm.mﬁcmwnmmm-mm" 2018 drnea AL, 0r2ome” ™




pRAUERRAA

Ql/’j B A e B T 2 i T e s

2 K

T b
TN -
i
S

e MHICTEPCTBO 3PABOOXP, EHILT

LSS POCCHICKONE OE/IEPALIM 115

it

S NEERIR T 2 A

YHHOE YIOCTOBEPEHIe i\
s U . i

5 T Y ALY
P AT Ch T AL T ey e L
kR :

Tolpenapara s M :

Ay HOR
o w%%\‘}‘:‘%\: s A S R e A
e R SRR ‘T‘;ﬁ.‘\‘n‘,-,‘-~‘6\;-\‘5\.':,\\\!,\”s L
R ‘\:“- SR PENRARHECA
ISR L
SepECE '

3 13
.
o A

£ 4]
e R

it
e o ST,

s,

e

2 yi0CTQBEpeHns ek
o s 1 : R AR A NN

TN
ey

o
e H AHNMEHOB
T P e et

S eDICTpALig
: @i’e'mrpcvmeﬁgq

BARNEAKUA) L ,”“f,,ﬁ;"

oy % ‘)I'p

epenin, ;) ;"

: AT I P

S - w7 8-2-337,; Road Na3, Banjara’t
BELHETpALION | «# 2 5 Hyderabad; Telangana;<-S

HHOTO TiéNapaTa Sl TR LN
FAVAL LY oV *

Sirdeno

g

ELAR

L

4

ICREHCTBUR PeFHCTPALMOHHOrO  _ * .,

OBCPEHIA TIEKAPCTBERHOIO IPENapaTa ; .
S —

éCeNIIN H3MEKEHUTT B PerHCTpanuGinioe

penye exapersennoro npenapara | Sy TV

L

iy

7

e

PHue g ) : 29.05.2018 . % : -
MIEHL1 PEFBCTPANUHOHHOIO ge T T E e 2o k

eHHs NERAPCTBEHHOIO NPenapara)

MndopMalia 0 3aperncTpHPOEAHHOM nqigapcrapguom npenapare: :

HanmexoBaie o, - i -Tyer 77 Hunponer®

I

SIS T -
HAPOAEOE HENIATEHTOBAHHOE, HAN .
1IN XuMuuecoe

-7~ “TaBleTiH, IOKPHITHIE IIEHGYHOH 06on
250 Mr, 500 Me i
CCTBeRNEL COCTAR It KKonuUecTBeIhIi cocTan NeftcrayIOiiX BelyecTR H-KiueCTBENBI
5 . P S P T ) e :

£, -

BHIECTD == @ ™ iedan i e R S B o

AR

B,

o n

.)ﬁ

ARTARRY

$(finokcatiuia TuAPOXAOpH A MojorHapar 291,106/582.211 Mr(sxqu'nanem}{ouungldtp
(/%) Ben QraTefbHEIe BewecTBa (Kpaxmair KyKYPy3HIA, HENIONQ3a MUKPOKPHCTANHIEC

i b IMENI03 MA, RpaxMan nyypyggbli&’,'__xper,‘mua_ mggvlcclgn;xq;mgmt{yﬂH'_;'a'.rmg‘?.m.
(000TTQHKa’ ITEHC nanennosa (6 cps), cop ;
N

.
14

.

g

i

)

TR

£
v

=t
|

a ILIeHodHaa: , GuBOpan KiCroTa, THTaHa jin
! 'V.Ol_I‘J,..' .". i kb -" i N 7":-' :‘:.""
it '.“sim'“ﬂ:. O T
i (rexapeTsentan popma, -
[ CIITAEN ISR - s
HAR.

it Nﬁ
[,’

4t

vz

NRA)

AKOBid, KOTHUECTBO
L

n
Brazdlatee Lty =
RpAIHOM G

EPBHMHON YIAKOBKIB. [N
BRI e ,.\.\\\\v

LKOMITERTHOCTB) | N

.

i;j;'r

A2

5
LYY,

¥

L)

TR

22k

;

v

7

o

W.

Vit

BHOMAOKYMEHTALHI ) N

A

H i ) X b2 5 g ;

. T e R e AT S PR e R L e

e e o iy A Wimurowen, w3, 30181, cb fimrepniea Wy 05-05.03,C4) GG Peb. T3 Ke JGl_Brrwst we aaacerea ieioofl Gykereyd, Ter: (4981 1764147, wwwopconm [ LR Ea s i"l-i?\# 5

e T L T A R R e R I A TR AR PR AT D, R TR R R e L L T e E TR L, SR
g G & e BE SLD Loans & S S0 355 = 2 i .»s-_n:g;-;,.f.«.-:.,.:.‘ 108



. | TpoMsBOACTREHIbIC TT0MAAIH, YIACTBYIOMME B IPOUECCE POR3BOICTEA TeKAPCTBEHHOIO
1 'KAIALIHEM CTaAuit MPONIBOACTEA;

aTa, Cykal

HAIDARMI 1 qm\m‘nqecm:x appecon

. O T
il

san

|TTpouséoduient, (Bee cmaduu npoussodemed) ;S
s S N e s et e e N

ARG :', LT

o

Sl [Dr; Reddy''s Laboratories; Lid:;

| -p Peuan ¢ TlaGopatopue’Jla:, Minus

India i

|Formnations Technical Operations - Unit:IL, Sy, N
Mand

al; Medchal Malkajgiri District; Telahgana St
ilation Unit-6;

11. Khol, Nalagarh Road, 3

.42, 45 &46, Bachupally Village;
ate; India = 500°090; vt il




