NEKJIAPAIIASI O COOTBETCTBUM

JEKJAPAHT, DPUTHUMAIOIIUA JEKJIAPATIHIO O COOTBETCTBHU

000 "IP. PEJIOHC JIABOPATOPHC"
3apezucmpuposaro . Hrcnexyus Munucmepcmea P® no nanozam u cbopam Ne7 no Llenmpansromy aom.

oxpyzy & Mocxewt OT'PH 1037707013838 om 05.04.2003

Adpec:1150335, 2. Mockea, OguunHuKko8CcKas nat., &. 20, emp. 1. Tenegon: 8(495)644-37-78.
B nuye:Tenepansrozo dupexmopa Kxandenean Ipawanm

Josepennoe nuyo: Ilanamapuyx P.A., dosepennocmy Ml om 28.04.20182.

3AABJIAET, UYTO
nexapemaennoe cpedcmeo; Hoeuean mabremxu, nokpoimbote nrenouHol obonoukou [0 wm., ynaxoski

sueiixossie konmyprsie (1), nauxu xapmonnvie, PY Ne IT NOO8846 om 22, 09.2011 (dama 3amenvt PY
07.12.2016), cepus V800401, napmus 111120 ynaxosox, 200en do 31.03.2023, npouseodcmea [-p Peoou'c
Jlabopamopuc JImg., Huous, Yuacmox 6, Bunnadxc Kxonv, Hanazapx Poyo, Baoou, Jucmpuxm Conawn (HP)
173205, ko0 OKILI2 21.20.10.232, ko0 TH B3 3004900002, xonmpaxm Ne DRL 01/2017 om 07.02.2017,
ungotsic Ne 185024192 om 19.06.2018

| COOTBETCTBYET TPEEOBAHMSAM
'IT NOO8846-071216

MEKJIAPALIHASI ITPUHATA HA OCHOBAHHMH
npomoxon ucnvimanui Ne 24675 om 14. 08.2018 Jabopamopubiii yenmp 000 "LIKK OHIL", ammecmam

axxpedumayuu POCC RU.0001.21PK75, Cepmugpuxam POCC IN.®MI5.C62781 om 14.08.2018

JATA NPAHATHA ﬂEK.HAPAIII’IH 14.08.2018
JEK AL,[,}%H NEWCTBUTEJILHA IO 3/.03.2023
Bitag, j})

- ;/ p TTanamapuyk P.A.
o Dggat € -
noﬁncb OU.0

i dercaapan
Jrafd e

CBEJEHUS O PETUCTPAIINU

OPTAH IO CEPTUOHUKAIIUH, 3APETHCTPAPOBABIIVHA JEKJTAPAITHIO

» POCC RU.0001.11®MI15 OPTAH 10 CEPTHOHKALHH TPOAYKIHHA OFL{ECTBO C
OT PAHHYEHHOH OTBETCTBEHHOCTBIO "OKPY)KHOH LIEHTP KOHTPOJIA KAYECTBA",
adpec opzanusayuu; 115280, 2. Mockea, yx. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1., adpec opzana no
cepmucpurcayuu: 143581, Mockoscxas obracmo, Hempuncxudl patio, Oep. JTewxo6o, 0. 248, cmp. 1, men.:
(495)640-96-69, (495)787-92-78 geb-catim: oyxx.p@.
JEKJIAPAIIASE O COOTBETCTBHHA 3APEIACTPUPOBAHA N POCC IN.®M15. 063609
JATA PETHCTPAIIAM /4. 08.2016
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Dr. Reddy’s Q;’g

CERTIFICATE OF ANALYSIS
CEPTUOUNKAT AHANN3A

Page 1of 5

Product : Novigan, film coated tablets

Mpoayxy : HoBuraH®, TabneTku NoKpbiThIE oBonouxoi.

t

Batch No [ Cepuga Ne : V800401

Batch Size /! O6bem naptun : 684.000 KG

AR No / AHanuTudeckni oryeT ; 890001266404,
890001267018

Date of Analysis / Jata ananwvaa : 06/06/2018

Date of Mfg / [Jata npou3sonctea : 04/2018

Date of Expiry / Cpox rogHocTu : 03/2023

Ne Test/ TecT Result/ Peaynbrarhi

Specification / Mo pokyMeHTaunmn

1 Description / Onucaxue| White film coated,
round, biconvex tabiets

debossed with

Kpyrnele
\1BOSKOBLINYXIIbIE
TaBneTk, NoKpbiThie
nneHouHo# 0BorRoYKO%
Genoro useTa, ¢

Ha OAHOW CTOpOHE.
Cross section view:
white / almost white
color. / Bna Ha

nonepeyHoOM cpese:

NOVIGAN on one side. /

TucHeHrem «NOVIGAN»

White film coated, round, biconvex tablets debossed with
NOVIGAN on one side. / Kpyrnbie ABOSKOBbLINYKITbIE
TabneTku, NOKpLITLHIE NNeHOYHOW oBonodkon Benore
useta, ¢ TucHeHwem «NOVIGAN» Ha 04HOR CTOPOHE,
Cross section view; from white to almost white color. / Bug
Ha noriepeyHoM cpese: oT Benoro Ao nouth Genore useTa.

b) Pitofenone
hydrochloride and
fenpiverinium bromide /
AutodheroHa
rMOPOXNopua 1
heHnveeprHnA Bpomua

b) Complies as
prescribed/

B cooTBeTCTBUNM C
onncaxuem

Genoro
2 Identification / a) Complies as Retention time of principal peak in the chromatogram of
MoONMHROCTE prescribed/ test solution should correspond to retention time of
a) tbuprofen / B cooTBeTCTBUKX C principal peak in the chromatogram of ibuprofen standard
UbynpoceH onucarueMm solution. / Bpems yaepXKvBaHnsa OCHOBHOTO nvka Ha

XpomMaTorpamMme MCNbITYeMOro PacTeopa LOMKHO
COOTEBETCTEOBATL BPEMEHM YASPXKUBaHUSA OCHOBHOMO NUKa
Ha XpoMaTorpamMme cTasAapTHOro pacTeopa ubynpodera

Retention time of principal peaks in the chromatogram of
test solution should correspond to retention time of
pitofenone hydrochloride and fenpiverinium bromide peaks
in the chromatogram of standard solution./ Bpemera
VAEPKMBAHWA OCHOSHBIX NUKOB Ha XpomaTorpaMme
MCNBITYEMOro pacTeopa A0MKHbEI COOTBETCTBUBATL
BpemeHam YOepXUBaHWA NUKOB nuTotheHoHa
rmgpoxnopuaa v cheHnuseputns SpoMuaa Ha
XpoOMaTorpaMmMe CTaH4apTHOro pacTeopa

MpumedaHve: MpopyKT COOTBETCTRYET BhILLEYKAZAHHbLIM
cneumndpuratmusm

Remarks : The Product conforms to above specifications

Opinion : APPROVED
Baknovenne : OACBPEHO

Prepared By /

Mposepero ..

Checked by / NlokymenT
npoBepeH

=

Quality Assurance Manager/Executive
MeHepxep no obecneveHuio kKavecTea

P

Pardeep Kumar / Mapaun  |Anil Kumar ~ Asun Kymap

Amit Kumar Sharma / Amut Kymap Wapma

Kymap
Date / ara ; Date / flaTa : Date / aTa :
07/06/2018 07/06/2018 07/06/2018

Regtstered Office: §-2-337, Road Now 3, Banjara Hills, Hydevabad - 500034, AP, India
Tk 91 4l 4900 2000, Fax: 01 40 400 2999, Fmail: mail@drreddys.com
CING TRATIIAPTOBAPLCRNAS0T
wwnedreeddies.com



Dr.Reddy’s Q;é

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHANN3A

Page 20f 5

Product : Novigan, film coated tablets

MpoaykT : Hosurat®, TaBreTkn NOXpbITbE 0BONOYKOR.

Batch No / Cepuna Neo :

V800401

Batch Size / O6bem napTuu : 684.000 KG

AR No / AHanuTH4YeCKUid OTHeT ; 800001266404,
590001267018

Date of Analysis / [laTa aHanuaa : 06/06/2018

Date of Mfg / Qara npov3BoACcTBa : 04/2018

Date of Expiry ! Cpok rofHOCTH . 03/2023

Test/ TecT

Result | Pe3ynsTathl

Specification / Mo AokyMeHTauuu

Average weight and
Uniformity of weight /
CpeaHsas macca v
0QHOPOAHOCTE NO Maccee

565.0 mg

570.0 mg £ 3.0 % (from 552.9 mg to 587.1
mg)/ 570,0 mr £ 3.0 % (oT 552,9 mr go 587.1

M)

18/20 tabl ~ NMT £ 5% f
18/20 Tabn — He Bonee £ 5 %
2/20 tabl = NMT £ 10 %./
2/20 Tabn — He 6onee £ 10 %.

Disintegration /
PacnagaemocTb

04 Minutes 11 Seconds

Not more than 30 min/
He Bonee 30 mvH

Dissolution / PacTeoperune
lbuprofen / UGynpocher

Pitofenone hydrochloride /
MuTtodeHcHa TMAPOXNOPUA

101% to 103%

98% to 102%

Not less than 70 % (Q) of label claim within
30 min. / He mexee 70 %(Q) OT 3anABNeHHOro
KonuuecTsa vepes 30 MuH.

Not less than 75 % (Q) of label claim within
30 min. / He menee 75 %(Q) OT 38ABNEHHOrO

konwuecTea Yepes 30 MuH.

Remarks - The Product conforms to above specifications
Mpumevarue: MpoayKT COOTBETCTBYET BbllLeyKa3aHHbIM
cneunUKalnAM

Opinion : APPROVED
Faxkmoverne : OQOBPEHO

, |Prepared BylﬂpoaepeHo'i

b

-,

P e

Checked by / [lokymeHT
MpoBepeH { Ty~

Quality Assurance Manager/Executive
Mereaxep no oGeTequmo KxavecTea
Cw

Pardeep Kumar / (lapavn Kymap

Anil Kumar — Anun Kymap

Amit Kumar Sharma / Amut Kymap Wapma

Date / Nata : 07/06/2018

Date / Nata : 07/06/2018

Date / flaTa : 07/06/2018

Tel: 91 40 4000 2900, Fax: 1

Repisrered Office: §-2-337, Road Now 3, Banjara Hills, Hyderabad - 500034, AP, India

wwwelrreddyseom

40 4900 2999 Fmail: mail@drreddyscom
CIN: LRATISAPIISAPLONN4 50T




Dr.Reddy’s Q

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTN3A

Page 3 of 5

Product : Novigan, film coated tablets

MpoaykT : HoBuraH®, TabneTku NokpoiTele 060noOYKON.

Batch No / Cepus Ne : V800401

Batch Size / O6tem napTum : 684.000 KG

800001267018

AR No / AHanUTUYeCcKu# OTIYeT ! 890001266404,

Date of Analysis / [laTa ananuaa: 06/06/2018

Date of Mfg / [laTa npou3BbAcCcTBa : 04/2018

Date of Expiry / CPOK rogHoCTH © 03/2023

Ne Test/ TecT

Result / Pe3synsTathl

Specification / Mo JOKYMeHTaUWK

6 Related substances /
MocTopoHHWE NPUMECH

0.04%

Total impurities not more than 1.0%/
Cymma npumecen — He Bonee 1,0 %

creunukaunam

Remarks : The Product conforms to above specifications
Mpumeuarue: [PORYKT COOTBETCTRYET BbilEYKa3aHHbIM

Opinion : APPROVED
3akniouenve : OQOBPEHO

Prepared By / MMposepeso
i

Checked by / DokymeHT

nposepeH },ff:\"" i

Quality Assurance Manager/Executive
MeHenxep no obgecneyeHuio Ka4ecTsa
(”"'- N

Pardeep Kumar / Napaun Kymap

Anil Kumar — Anun Kymap

Amit Kumar Sharma T At Kymap Lapma

Date / [aTa : 07/06/2018

Date / flata : 07/06/2018

Date / fata : 07/06/2018

Registered Office: §-2.337, Road No. 3, Banjara Hills, Hyderahad - 500034, AP, India
Tel B 41 4000 2900, Fax: 91 40 4900 2999, Tmail: mailt@drreddys.com

CIN: 1H3195A P 1984 PLOCONGSNT

wanvdrveddvscom
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Page 4 0f 5

MpoayKT . Hoeuran®, TabneTru NOKPBITHIE oBONO4KOM.
Batch Size / O6bEM NapTHv - 634.000 KG
Date of Analysis / laTa ananusa : 06/06/2018

Product : Novigan, film coated tablets
Batch No | Cepusa Ne : V800401

AR No/ AHaNWTUYECKWUA OTHeT | 890001266404,
890001267018

Date of Mfg / JaTa npowu3BoACY

ga : 04/2018 Date of Expiry / CpoK rOOHOCTM © 03/2023

Result / Pe3ynbTathbl Specification { Tlo poKymeHTauuwn

Microbiological limits /
MukpoBuonory-4eckan
MUCTOTa

3} Total Aerobic Microbial
Count/

O6ulee “Aacno aspobrbiX
MUKPO-OpraHnamos

b) Total Combined Yeast
2nd mould count/

Less than 100 CFU/g/
Menee 100 KOET

Not more than 1000 CFU/g/
He 6onee 1000 KOQE/r

Less than 50 CFU/g/
Menee 50 KOEf

Absentin 1 gram/
OtcytcTeue B 1 1

Acceptance value (AV) should be not more
ihan 15.0. / MpuemouHoe anauerve (AV)
nomKHO BbiTh HE Gonee 15,0

MutodeHoHa ruapoxnopni) o pcceptance value {AV) shouid be not more
Fenpiverinium bromide / han 15.0. / Mpuemo4Hoe amauenne (AY)
dennueepuHun Bpomna norkHO BeiTh He Bonee 15,0

Remarks : 1he Product conforms to above specifications

Mpumeuanve; Mpodykr cooTBETCTBYET BhbillleyKa3aHHbIM

cnepudukaunam

Prepared By / MposepeHo  .p Checked by / [lokymeHT
(,f;f/ npoBepeH 1(_ Nt

Opinion : APPROVED
3aIQHeHne ; OACEPEHO

Quality Assurance Manager/Executive
MeHenxep no ogepnedenuio KauecTea

Amit Kumar Shara | AmnT Kymap Wapma
Date / lata . 07/06/2018

|Anil Kumar - Auun Kymap
Date / DaTa ! 07/06/2018

Pardeep Kumar / Nlapann Kymap
Date / JaTa: 07/06/2018

\\

Regristered Offiee: §-2.337, Road Now 3, Panjara Hills, H yderahad - 5000734, AT India
Tob S0 A0 4900 20040, Fax: 01 40 4000 29949, Fimail: rrmil(t_i;‘drrt‘.dd\j&cnm
CIN: 1 A5195AT 1984P1LCIN50Y i
] www dreeddyseom
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AR No/ AnannTuHeckunn oty
500001267018
Date of Mig/

onpeneneHne

deHneepy

Remarks : The Product confor

cneuutnkayuam

Date / [laTa : 07/06/2018

Registered
el

Product : Novigan, film coated t
Batch No / Cepua Ne : V800401

Oata npovu3BOACTBA : 0472018

Assay | KonvdecTeenHoe

tpuprofen / MBynpodeH

Fenpiverinium bromide /
Hua Gpomug

Pardeep Kumar / Mlapaun Kymap

|

CERTIFICATE OF ANALYSIS
CEPTUDWKAT AHATNTU3A

ablets

eT ; 90001 266404, Date of Analy

Result / PesyneTarhl

4,975 mg

0.0938 mg

ms to above specifications

MpumesaHne: NpoAyKT COOTBETCTBYET BblLEYKa3aHHEM

Checked by / [JOKyMEHT
npoeepeH C\“ A

Anil Kumar — Anun Kymap

Ofice: 8-2-357, Road Mo A, Banjara Hills, I'Iydt-r'.lbcld

Pag

ponyKT - Hoewuran®, TabneTkv NOKPbITEIE 0BONOYKOA.
Batch Size / Obbem NapTUK - 684.000 KG

sis | [lata aHanw

Date of Expiry / Cpok FOAHOCTH : 03/2023

Specification { Tlo poxymeHnTa

m 384.0 to 416.0 mgftablet /
T 384,0 00 416,0 mriTabn.

Fro

From 4.5t0 5.5 mgitablet /
OT 4,5 0055 mriTabn.

From 0.09 to 0.11 mgltablet /
o7 0,00 ao 0,11 mrfratn.

Opinion :
3axnueHue |

Menepxep no

S S00034, AP India

g 40 4900 2000, Faxe 91 A0 anun 28909, Timail: maili@dreeddys.com

CIN: FRS195AD DRAP1ONNA07
wasvdrreddys.com

APPROVED
Quality Assurance Manager/Executive

L
Amit Kumar Sharma / Amut Kymap Wapma
Date / [laTta : 07/06/2018

Date / Data: 07/06/2018

e50f5

3a : 06/06/2018

unn

ONOEBPEHO

oBecnevenuio KauecTBa
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