Pe
Dr.Reddy’s Q}‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Labcratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CEPTUPUKAT AHAJIU

3A Tel : +91 98166 56001-02

www.drreddys.com

Product: Novigan, film-coated tablets /
Hopurau®, Ta61eTKH, NOKPbITHIE MJ1eHOYHOIH 000J04KOH

Batch No. / Cepust No : V2101570

Batch Size / O6bem naptum : 634.000 KG

Analytical Report No / AHanuTn4eckuii oTueT Ne
1890001555396, 890001554205

Date of Analysis / JlaTa anaymnsa :20.11.2021

Date of Manufacture / lata npoussoacrsa :SEP-2021

Date of Expiry / Cpok roiHocTH : AUG-2026 |

Analysis performed according ND / Auaaun3s npogeaen no H/I: I1 N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019

Page 1 of 8

Result / PesynbTaThl

Specification / Hopma

Sr. |Test / MNokasaTtenb

No.

1 |Description /
OnucaHue

White round biconvex film-
coated tablets debossed with
NOVIGAN on one side. On a
cross section white core.

/ Kpyrnble ABOAKOBbLINYKIbIE

TabneTku, NOKpbITLIE
nneHou4Hol obonodkol 6enoro
uBeTa, C TUCHEHNEM
«NOVIGAN» Ha ogHoMn
CcTOpoHe. Ha nonepeyHom
paspese sapo 6enoro useTa.

White round biconvex film-coated tablets
debossed with NOVIGAN on one side.
On a cross section white to off-white
core.

/ Kpyrnble ABOSAKOBbLINYKNbIE TabrieTky,

NOKPbITbIe NNEHOYHON 060NOYKON
Benoro UBETa, C TUCHEHNUEM
«NOVIGAN» Ha ogHol cTopoHe. Ha
nonepevHom paspese f4po oT 6enoro 4o
noutu 6enoro useTa.

Remarks : The Product confirms to ND/
IIpumeuanue: ITpoaykT coorBeTcTBYET TpeboBanusam HJ{

Conclusion : APPROVED /
3aknouenne: OJJOBPEHO

Hara:20.11.2021

Jara:20.11.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorobpnerio: [Ipopepeno: ) Omnobpeiio: Meuemrep / PyronoaurenL
Ankit (L{ Naresh Kumar é"!? Manoj Kumar \M

(
Print Date / Print Date / Print Date /

Jata:20.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5Uuu34, Telangana, Indla
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




‘. 5 Dr. Reddy's Laboratories Ltd.

! °® Formulation Unit-6

Dr. Reddy s '. Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

CEPTU®UKAT AHAJIU3A Tel : +91 98166 56001-02
www.drreddys.com

Product: Novigan, film-coated tablets /
HoBuran®, TabJeTKH, HOKPbITbIE IVIEHOYHOI 060104KOiA
Batch No. / Cepust Ne : V2101570 Batch Size / O6bem naprun : 684.000 KG
Analytical Report No / AHaauTn4eckuii otyeT Ne Date of Analysis / JaTa anaansa :20.11.2021
1890001555396, 890001554205
Date of Manufacture / Jlata npoussoacrsa :SEP-2021 Date of Expiry / Cpok rogHocTH : AUG-2026 |
Analysis performed according ND / Ananu3 npoeeaen no HJ/: [T N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019
Page 2 of 8
Sr. |Test/ Noka3atenb Result / PeaynbTarhl Specification / Hopma
No.
2 |ldentification /
MoannHHOCTL a) Complies as prescribed/ Retention time of principal peak in the
a) Ibuprofen / B cooTBeTcTBMM C onncaHuem  |chromatogram of test solution should
NéynpodeH correspond to retention time of principal
peak in the chromatogram of ibuprofen
standard solution. / Bpemsa yaep>kusaHus
OCHOBHOIO fMKa Ha XpomaTorpamme
NCNbITYEMOTO pacTsopa OOIMKHO
COOTBETCTBOBAaTH BpeMeHu
YAEPXNBAHNA  OCHOBHOrO MNuKa Ha
XpomaTtorpamme cTaHgapTHoro
pacTBopa nbynpodeHa.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuannue: [TpoaykT cootBeTcTByeT Tpebosanusm HJI | 3axmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[TogroTopneno: [Tpopepenn: - Onnfipenin® Menemxep / Pykorogurenn
Ankit @( Naresh Kumar @s’/ Manoj Kumar @ {
Print Date / Print Date / Print Date /
Hara:20.11.2021 Hara:20.11.2021 Harta:20.11.2021

Registered Ottice: 8-2-33/, Road No. 3, Banjara Hills, Hyderabad - 500034, Telatigana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



q.o Dr. Reddy's Laboratories Ltd

Y °® Formulation Unit-6

Dr' Reddy S s Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

CEPTUDPUKAT AHAJU3A Tel : +91 98166 56001-02
www.drreddys.com

Product: Novigan, film-coated tablets /
HoBnrau®, ta6aeTKH, NOKPbIThIE IJIEHOYHOH 0007104KOH
Batch No. / Cepust Ne : V2101570 Batch Size / O6bem maprtun : 634.000 KG
Analytical Report No / ArajiuTH4YecKkHii oT4yeT No Date of Analysis / JlaTa ananusa :20.11.2021
1890001555396, 890001554205
Date of Manufacture / lata nponzsoacrsa :SEP-2021 Date of Expiry / Cpox roguoctu : AUG-2026 |
Analysis performed according ND / Ananu3 nposeaen no H/I: I1 N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019
Page 3 of 8
Sr. |Test/ NokazaTtenb Result / PeaynbTaThl Specification / Hopma
No.
3 |ldentification /|b) Complies as prescribed/ Retention time of principal peaks in the
MoannHHOCTL B cooTBeTCTBUM C ONUCaHNEM chromatogram of test solution should
correspond to retention time of
b) Pitofenone pitofenone hydrochloride and
hydrochloride and fenpiverinium bromide peaks in the
fenpiverinium chromatogram of standard solution./
bromide / BpemeHa yaep>KusaHa 0CHOBHLIX MKOB
MuTocperona Ha  XpomaTorpamme  WCMbITYEeMOoro
rMAPOXNIopMA v pacTBopa [JOMKHbI  COOTBETCTBOBATb
hernusepuHns BpemMeHam yaepXKMBaHNS VKOB
bpomung, nuTodeHoHa ruapoxnopuaa "
theHnBeprHUA Gpomuaa Ha
XpomaTorpaMmme CTaHgapTHOro
pacTsopa.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Tpoaykr cooteeTcTByeT Tpebopanuam HJ[ | 3axmodenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroseHo: IIpoBepeno: Onobpeno: Menemxep / PykoBoauress
Ankit @/ Naresh Kumar E'k'/ Manoj Kumar 3 é g
Print Date / Print Date / Print Date /
Hara:20.11.2021 Hara:20.11.2021 Hara:20.11.2021

Reglstered Ufflce: 8-2-337, Ruad No. 3, Batijara Hills, Hydeiabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CEPTUOHUKAT AHAJIHA

3A Tel : +91 98166 56001-02

www.drreddys.com

Product: Novigan, film-coated tablets /
HopuraH®, TabJeTKH, NIOKPbITHIE I1eH0OYHO# 000/104KOi1
Batch No. / Cepus Ne: V2101570 Batch Size / O6bem naptun : 684.000 KG
Analytical Report No / Ananutudeckuii oruer Ne Date of Analysis / laTa ananu3a :20.11.2021
1890001555396, 890001554205
Date of Manufacture / JlaTta npon3oactsa :SEP-2021 Date of Expiry /_CpOK rogHoctu : AUG-2026
Analysis performed according ND / Ananu3 nposeged no H/I: I1 N0O08846-071216 (amend Ne 1
from 20.08.2019 / u3am. Nel ot 20.08.2019
Page 4 of 8

Sr. |Test/ [MokasaTens Result / Peaynbtathl Specification / Hopma

No.

4 |Average weight 570.0 mg + 3 % (from 552.9 mg to 587.1
and Uniformity of 568.7 mg/ 568.7 mr mg) / 570,0 mr + 3 % (oT 552,9 mMr go
weight / CpegHsas 587,1 mr)
macca n
S eSS SOPee 18/20 tabl — NMT £ 5 % /

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

5 |Disintegration / 04 min 02 seconds/ muH Not more than 30 min/
PacnagaemocTb He 6onee 30 MuH

6 |Dissolution / Not less than 70 % (Q) of Ci3zH102
PacTteopeHue (ibuprofen) after 30 min. / He meHee 70
Ibuprofen / 101-105% % (Q) C13H1s02 (nBynpodpeH) yepes 30
NBynpocheH e
Pitofenone Not less than 75 % (Q) of C22H2sNO4-HCI
hydrochloride / 102-105% (pitofenone hydrochloride ) after 30 min. /
MuTodeHoHa He wmenee 75 % (Q) C2HxsNO4-HCI
rmapoxnopua (nuTodbeHoHa rugpoxnopua) depes 30

MWH.

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykr coorBeTcTByeT TpeboraHusam HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by /
IToxroroniciio: IIpopepeno:

Ankit ( ‘/&, Naresh Kumar @f/

Approved by: Manager/Executive /
Ono6pceiio: Mcuemicep / 'yroBoauTenn

Manoj Kumar @uw(
T

Print Date / Print Date /
Jata:20.11.2021 Jata:20.11.2021

Print Date /
Jata:20.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, lelangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email
CIN: L85195AP1984PLC004507
www.drreddys.com

: mail@drreddys.com
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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTUDOHUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product: Novigan, film-coated tablets /
Hopuran®, rabaeTkH, NOKPbIThIE NJIEHOYHOH 06010UKOMH

Batch No. / Cepusa Ne : V2101570

Batch Size / O6sem naptuu : 684.000 KG

Analytical Report No / AnannTudeckuii oTyer Ne
:890001555396, 890001554205

Date of Analysis / lata anaau3sa :20.11.2021

Date of Manufacture / laTa npouseoacrea :SEP-2021

Date of Expiry / Cpok rognoctn : AUG-2026

Analysis performed according ND / Ananun3s nposegen mo HI: IT N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel or 20.08.2019

Kas YucToTa
a) Total Aerobic
Microbial Count /
O6uwee uucno
a3pobHbIX
MUKPOOPraHn3MoB

b) Total Combined
Yeasts and Mould
Count / Oblee
4YUCIO OPONOKEBLIX
W NiIeCHEBbIX
rpubos

c) E. coli

Page 5 of 8
Sr. |Test/ Nokasatenb Result / PeaynbtaTthl Specification / Hopma
No.
7 |Related 0.04 %
substances / Total impurities not more than 1.0 % /
MocTopoHHKE Cymma npumecen — He 6onee 1,0 %
npumecu
8 |Microbial limits /
MukpoGuonormdec

Less than 100 CFU/ ml/
MeHee 100 KOE/mn

Less than 50 CFU/ ml/
Menee 50 KOE/mn

Absent /

OTcyTcTBYET Absentin1g/

Not more than 1000 CFU/ml /
He 6onee 1000 KOE/mn

Not more than 100 CFU/ml /
He 6onee 100 KOE/mn

OtcyrctBre B 1r

Remarks : The Product confirms to ND/
IIpumeuyanue: IIpoaykT coorBeTcTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Jara:20.11.2021

Hara:20.11.2021

Prepared by / Checked by / Approved by: Manager/Executive /

INoarorosneHo: [IpoepeHo: @& Onobpeno: Menemxep / PykoBoaureb
. : . S ]

Ankit ﬁy Naresh Kumar Manoj Kumar 'sz? _aj-gf_J

Print Date / Print Date / Print Date /

Hara:20.11.2021

Registered Uffice: 8-2-33/, Koad No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indid
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




[ 1)
Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

CEPTHPUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product: Novigan, film-coated tablets /
HoBuran®, tadieTKn, NOKPbIThIE NJIEHOYHON 060J109KOi

Batch No. / Cepusi Ne : V2101570

Batch Size / O6bem naptuu : 684.000 KG

1890001555396, 890001554205

Analytical Report No / Ananutudecknif order Ne

Date of Analysis / JaTa ananuza :20.11.2021

Date of Manufacture / JlaTa npousBoacrsa :SEP-2021

Date of Expiry / Cpoxk rognocts : AUG-2026

Analysis performed according ND / Anaaus npoBeaen mo H/I: IT N008846-071216 (amend Ne 1
from 20.08.2019 / uzM. Nel ot 20.08.2019

Page 6 of 8

Sr.
No.

Test / Nokasatenb

Result / Pe3ynbtaThl

Specification / Hopma

9 |Uniformity of
dosage units of /
OpaHopoaHocTb
[03MPOBaHUS:
Pitofenone
hydrochloride /
MuTodeHoHa
rmapoxnopug

Fenpiverinium
bromide /
deHnvBepUHUA
Bpomug

5.0

7.5

Acceptance value (AV) should be not
more than 15.0. / [TokasaTtenb
npuemnemoctu (AV) fomxHO BblTb He
6ornee 15,0

Acceptance value (AV) should be not
more than 15.0. / NokasaTenb
npvemnemocTt (AV) fomkHO BbITh He
bonee 15,0

Remarks : The Product confirms to ND/
IIpumeuanue: IIpoaykT coorBeTcTByeT TpeboBanusm HJI

Conclusion : APPROVED /
3axnaouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: ITpoBepeHo: @/ Onobpeno: Menemxep / PykoBogurens
Ankit C&' Naresh Kumar Manoj Kumar @ > L[ .

Print Date / Print Date / Print Date /

Hara:20.11.2021 Hara:20.11.2021 Harta:20.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, lelangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr.Reddy’s ‘,’.‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

CEPTUPUKAT AHAJIU3A

Tel : +91 98166 56001-02

www.drreddys.com

Product: Novigan, film-coated tablets /
HoBuran®, Tab/1eTKM, NOKPBITHIE MLIEHOYHOH 060104K0H

Batch No. / Cepust Ne : V2101570

Batch Size / O6vem maptuu : 684.000 KG

Analytical Report No / Ananurudeckuii oTuer No
1890001555396, 890001554205

Date of Analysis / JlaTa ananu3za :20.11.2021

Date of Manufacture / Jlata npouzsoacrea :SEP-2021 )

Date of Expiry / Cpok roguoct : AUG-2026 |

Analysis performed according ND / Anaan3 nposeaen o HJI: [T N008846-071216 (amend No 1
from 20.08.2019 / u3m. Nel ot 20.08.2019

Fenpiverinium
bromide /
deHnusepuHus
Spomng

0.0990 mg/ 0.0990 mr

Page 7 of 8
Sr. |Test/MokasaTtenb Result / PesynbTaTthl Specification / Hopma
No.
10 |Assay/ 405.1 mg/ 405.1 mr From 384.0 to 416.0 mg of Cy3H502
KonuuyecteeHHoe (ibuprofen) per tablet. /
onpefenexHue oT 384,0 ao 416,0 mr Cq3H1502
Ibuprofen / (vBynpodpeH) B TabneTke.
NéynpocpeH
Pitofenone 4.995 mg/ 4.995 mr From 4.5 to 5.5 mg of CxH2sNO4-HCI
; (pitofenone hydrochloride) per tablet. /
SiegIRIig | OT 4,5 70 5,5 M CazHzsNO4+ HCI
i i (nuTtochbeHoHa rmgpoxnopua) B TabneTke
rAapoOXIIopua, AP i

From 0.09 to 0.11 mg of C2H29BrN2O
(fenpiverinium bromide) per tablet.
OT 0,09 no 0,11 mr C22H26BrN2O

(dbeHnusepuHua 6pomua) B TabneTtke

Remarks : The Product confirms to ND/
IIpumeuanne: IlpoaykT coorBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
IToarorosieHo:
Ankit

(B~

Checked by /
ITpoeepeHo:
Naresh Kumar

*_

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens

Manoj Kumar @

Print Date /
Jata:20.11.2021

Print Date /
Jlata:20.11.2021

Print Date /
Jara:20.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTUOHUKAT AHAJIU3A

Tel : +91 98166 56001-02

www.drreddys.com

Product: Novigan, film-coated tablets /
Hogurau®, Ta6/1eTkH, NOKPLITHIE IJIEHOYHOH 060J04YKO¥

Batch No. / Cepus Ne : V2101570

Batch Size / O6bem maptuu : 684.000 KG

Analytical Report No / Aranurudeckuii oryer Ne
1890001555396, 890001554205

Date of Analysis / JlaTa anannsa :20.11.2021

Date of Manufacture / Jara Ilp;)erBOIlCTBa :SEP-2021

Date of Expiry / Cpok roasocty : AUG-2026

Analysis performed according ND / Auaau3 nposeaen mo HJI: I[1 N008846-071216 (amend Ne 1
from 20.08.2019 / uzm. Nel ot 20.08.2019

Page 8 of 8
Sr. |Test/ Nokazatenb Result / Pesynstathl Specification / Hopma
No.
11 |Package / 10 tablets in a aluminum blister. |10 tablets in a PVC/aluminum blister or
YnakoBka 2 blister and patient information |PA/AL/PVC//aluminum blister. 1 or 2
leaflet in a carton pack. /o 10 |blisters and patient information leaflet in
TabneTok B /anbloMUHKEBLINA a carton pack. / Mo 10 TabneTok B
6nuctep. Mo 2 GnucTepy ¢ [MBX/antoMuHUeEBkIR 6rnuctep nnu
WHCTPpYKUMEN nNo npumeHeHuto B |MA/AJITIBX//antoMyHueBkIn brinctep.
nayky KapTOHHYIO. [Mo 1 unu 2 6nucTtepa ¢ MHCTPYKLMER No
NPUMEHEHWNIO B NaYKy KapTOHHYIO.
12 |Labeling / According to ND / B cooteeTcTBun ¢ HL}
MapknpoBka
13 /Storage conditions |At temperature below 25°C / I'lpy TemnepaTtype He Bbie 25 °C.
XpaHeHune
14 |Shelf life / Cpok 5 years / 5 net
rogHoCTH

Remarks : The Product confirms to ND/
Ilpumeyanue: [Ipoaykt coorBercTByeT TpeboBanusm HJI

Conclusion : APPROVED /
Zaxnouenune: OJJOBPEHO

Hara:20.11.2021

Hara:20.11.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBnieHo: [IpoBepeHo: OpnobpeHo: Menemxep / Pykosoaurenn
Ankit & Naresh Kumar @f/ Manoj Kumar e

Print Date / Print Date / Print Date /

Harta:20.11.2021

Registered Uttice: 8-2-33/, koad No. 3, Banjara Hills, Hyderabad - 500034, Telangediid, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com



