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CERTIFICATE OF ANALYSIS

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

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

CEPTHO®UKAT AHAJIM3A

www.drreddys.com

Product: Novigan, film-coated tablets /
Hopuran®, tabaerku, HOKPLITLIE NIEHOYHOI 060104KOl

Batch No. / Cepust Ne : V2101306

Batch Size / O6bem naprumn : 684.000 KG

Analytical Report No / AHaanTa4eckuii oruer Ne
:890001539153, 890001538808

Date of Analysis / {aTta ananausza :11.08.2021

Date of Manufacture / Jlata npoussoacra :JULY-2021

Date of Expiry / Cpok roguocrn : JUN-2026 |

Analysis performed according ND / Anaaus nposeaen no H/I: [1 N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel o1 20.08.2019

Page 1 of 8

Sr. |Test/ NokazaTtenes

Result / PesynbTaTthl

Specification / Hopma

1 |Description
Onuncanve

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

!/ Kpyrnble aBOsiKOBLINYyKIble

TabneTkn, NOKpbITbIE
nreHo4Hon obonoykoil 6enoro
LBeTa, ¢ TUCHEHUEM
«NOVIGAN» Ha ogHo
CTopoHe. Ha nonepeyHom
paspese gapo Gernoro LBeTa.

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

/ Kpyrnble ABOSKOBbINYKIblE TabreTku,

NOKPbITLIE NNEHOYHOW 0O0MoYKO’
6enoro uBeTa, C TUCHEHUEM
«NOVIGAN» Ha ogHol# cTopoHe. Ha
nonepevHom paspese a4po ot 6enoro Ao
no4ytu Genoro LBeTa.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Npumeuanue: [ponykT cootBercTByeT TpeGopanusam HJ | 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: Ilposepeno: OnobpeHo: Menemxep / PykoBoauTen
Kushal Kumar Naresh Kumar @g/ Amit Kumar

\w /Xeb
Print Date / Print Date / Print Date /
Hata:01.07.2022 Hata:01.07.2022 Hata:01.07.2022

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
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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
Tel : +91 98166 56001-02

CEPTHOUKAT AHAJIH3A

www.drreddys.com

Product: Novigan, film-coated tablets /

Hopuran®, Ta61eTKH, OKPLITLIC MIEHOYHOI 060M0YKOl

Batch No. / Cepust Ne : V2101306

Batch Size / O6vem napruu : 684.000 KG

Analytical Report No / AHanutnuecknii oTyer No

890001539153, 890001538808

Date of Analysis / lata ananusa :11.08.2021

Date of Manufacture / IlaTa npousBoacTea :JULY-2021

Date of Expiry / Cpok rogsocru : JUN-2026

Analysis performed according ND / Ananusz nposexen no HJL: I1 N008846-071216 (amend Ne 1

from 20.08.2019 / u3m. Nel ot 20.08.2019

—

Page 2 of 8
Sr. |Test/ MokasaTtensb Result / PeaynbTathl Specification / Hopma
No.
2 |ldentification /
MognuHHocTh a) Complies as prescribed/ Retention time of principal peak in the
a) Ibuprofen / B cootBeTCcTBUM € ONUCaHnem chromatogram of test solution should
WN6ynpogen correspond to retention time of principal

peak in the chromatogram of ibuprofen
standard solution. / Bpems yaepusaxus
OCHOBHOrO Muka Ha XxpomaTorpamme

ucneltyemoro pacTteopa AOJPKHO
CoOTBETCTBOBATbL BpeMeHu
yaepxunBaHua OCHOBHOro nnKa Ha
XpoMaTorpamme cTaHgapTHoOro

pacteopa nbynpodeHa.

|

Remarks : The Product confirms to ND/

Ipumeuanue: [Mpoaykr COOTBETCTBYET TpedoBauusm HJJ

Conclusion : APPROVED /
3akmodenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarororaeno: Iporepeno: Onobpeno: Menemkep / PykoBoutess
Kushal Kumar. Naresh Kumar @ Amit Kumar s

(o> — P
Print Date / Print Date / Print Date /
Hara:01.07.2022 Hata:01.07.2022 Hara:01.07.2022

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

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

CERTIFICATE OF ANALYSIS  Tel: +91 98166 56001-02

CEPTUDUKAT AHAJIU3A www.drreddys.com

Product: Novigan, film-coated tablets /

HoBuran®, TabaeTKH, NOKPLITHIE INICHOYHOH 000104KOi

Batch No. / Cepus Ne : V2101306 Batch Size / O6bem naprum : 684.000 KG

:890001539153, 890001538808

Analytical Report No / AHanuTH4eckuii oTuet Ne Date of Analysis / JlaTa ananun3za :11.08.2021

Date of Manufacture / lata npoussoacrea :JULY-2021  |Date of Expiry / CE{)K rogsoct : JUN-2026

from 20.08.2019 / u3m. Nel ot 20.08.2019

Analysis performed according ND / Ananusz nposeaen no HJI: [T N008846-071216 (amend No 1

b) Pitofenone
hydrochloride and
fenpiverinium

Page 3 of 8
Sr. |Test/ MNokasatenn Result / PeaynbraTthl Specification / Hopma
No.
3 |ldentification /|b) Complies as prescribed/ Retention time of principal peaks in the
MognuHHOCTL B cooTBeTCTBUM C ONUcaHuemM chromatogram of test solution should

correspond to retention time of
pitofenone hydrochloride and
fenpiverinium bromide peaks in the
chromatogram of standard solution./

bromide / BpemeHa yaepxvBaH/sa OCHOBHbIX NMUKOB
MuTocbeHoHa Ha XpomaTtorpamme NcnbITyemoro
rmapoxnopua n pacTeopa [JOMXHbl COOTBETCTBOBATb
(beHnnsepurHIsA BpeMeHaMm yAepXxuBaHus MMKOB
Bpomua nUTOdhEeHOHa rMapoxnopuaa n
beHnBEpPUHIS 6pomuga Ha
XpomaTorpaMmme CTaHOAPTHOro
pacTBopa. ]

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanne: [Ipoaykr coorBercTByer Tpe6oBanusm HJI | 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroBneHo: IIpoBepeHno: , Opnobpeno: Menemxep / Pykosoaurens
Kushal Kumar. Naresh Kumar @ Amit Kumar \

@;f//" Pt {X“\y/
Print Date / Print Date / Print Date /
Hara:01.07.2022 Hara:01.07.2022 Hara:01.07.2022
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www.drreddys.com -




Dr. Reddy's Laboratories Ltd.

..‘ lation Unit-6
9 Formulation Unit-
Dro Reddy S .. Vill. Khol, Nalagarh Road, Baddji,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS  Tg|: +91 98166 56001-02
CEPTUDHKAT AHAJIU3A www.drreddys.com

Product: Novigan, film-coated tablets /
HoBurasu®, tadyerki, NOKPLITHIE NIEHOYHOH 060J049KO
'Batch No. / Cepust N : V2101306 Batch Size / Oopem naprun : 684.000 KG
Analytical Report No / AHanuTuueckuii oTyeT No Date of Analysis / lata anananza :11.08.2021
1890001539153, 890001538808
Date of Manufacture / Jlata npouseogersa :JULY-2021  |Date of Expiry / Cpok roasocrn : JUN-2026 |
Analysis performed according ND / Auanus nposemen no HJI: [T N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019
Page 4 of 8

Sr. JTest / TlokazaTenb Result / Pesynbtathi Specification / Hopma

No.

4 |Average weight 570.0 mg + 3 % (from 552.9 mg to 587.1
and Uniformity of 570.2mg/ 570.2 mr mg) / 570,0 mr £ 3 % (oT 552,9 Mr go
weight / CpegHsisa 587,1 mr)
macca n
it adatalt ERMpIES 18/20 tabl — NMT £ 5 % /

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

5 |Disintegration / 04 min 11 seconds/ MmuH Not more than 30 min /
PacnagaemocTb He 6onee 30 MuH

6 |Dissolution / Not less than 70 % (Q) of Ci3H1s02
PacTeopeHue (ibuprofen) after 30 min. / He meHee 70
Ibuprofen / 97-98% % (Q) C13H1s02 (nBynpocpeH) yepes 30
N6ynpodeH MGL
Pitofenone Not less than 75 % (Q) of C2:H2sNQ4-HCI
hydrochloride / 100-102% (pitofenone hydrochloride ) after 30 min. /
MuTocbeHoHa He merHee 75 % (Q) CzHzsNOsHCI
rMApoOXIopuE, (nnTodbeHoHa ruapoxnopua) 4Yepes 30

MWH.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanue: [Iponykr cootBercTBYyeT TpeGosanusam HJ | 3akmoyenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloarororiexo: IlpoBepeHo: OnobpeHo: Menemxkep / PykoBoauTens
Kushal Kumar Naresh Kumar @ Amit Kumar )
Print Date / Print Date / Print Date /
Hara:01.07.2022 Hata:01.07.2022 Hara:01.07.2022

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
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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
Tel : 491 98166 56001-02

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product: Novigan, film-coated tablets /
Hosurau®, tadJjieTki, MOKPbITHIE IIEHOYHOH 000104KOIi

Batch No. / Cepusa Ne : V2101306

Batch Size / Oobem naprnn : 684.000 KG

Analytical Report No / AnaanTuueckuii order No
:890001539153, 890001538808

Date of Analysis/ laTta ananu3a :11.08.2021

Date of Manufacture / aTa npomssogcrea :JULY-2021

Date of Expiry / Cpok roagHocTH : JUN-2026

Analysis performed according ND / Ananus nposeaen no HJI: I1 N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019

Kas YucToTa
a) Total Aerobic
Microbial Count /
O6uwee yncno
a3pobHbIX
MUKPOOPrannaMoB

b) Total Combined
Yeasts and Mould
Count / Obulee
UUCIO OPONOKEBLIX
1 NMNECHEBbLIX
rpnéos

|c) E. coli

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

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

Absentin 1 g/
OtcytcTByeTB 1T

Page 5 of 8
Sr. |Test / MNokazartens Result / PesynbTaTthbl Specification / Hopma
No.
7 |Related BDL
substances / Total impurities not more than 1.0 % /
MocTopoHHne Cymma npumeceii — He Gonee 1,0 %
npumecu
8 |Microbial limits /
Mukpobuonoruyec

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

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

Absentin 1 g/
OtcytctBMe B 11

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [1poaykrt cooTBercTByeT TpeGoBanuam HI[ | 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: IIpogepeno: . Onob6peno: Menemxep / Pykosoxurens
Kushal Kumar Naresh Kumar @ Amit Kumar

; O
Print Date / Print Date / Print Date /
Hara:01.07.2022 Hara:01.07.2022 Hata:01.07.2022

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: L85195AP1984PLCO04507

www.drreddys.com -




@
Dr.Reddy’s q_%'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CEPTUOUKAT AHAJIU3A

www.drreddys.com

Product: Novigan, film-coated tablets /
Hopurau®, tabaeTku, NOKPHITHIC NJIEHOYHOH 060109K 0

Batch No. / Cepusi Ne

: V2101306 Batch

Size / Oobem mapTum : 684.000 KG |

Analytical Report No

:890001539153, 890001538808

/ AHanuTMYecKH oTueT Ne

Date of Analysis / Jlata ananusa :11.08.2021

Date of Manufacture

/ Mata npoussoacrsa :JULY-2021

Date of Expiry / Cpok rognocty : JUN-2026 |

from 20.08.2019 / u3

Analysis performed according ND / Ananu3s nposeaen no HJI: [T N008846-071216 (amend Ne 1

M. Nel ot 20.08.2019

[03UpoBaHUS:
Pitofenone
hydrochloride /
MuTotheHoHa
rmapoxnopug

Fenpiverinium
bromide /

6pomug

dosage units of /
OpaHopogHocTb

DeHnnBepuHNA

6.2

2.6

Page 6 of 8
Sr. |Test/ lNokaszatens Result / PesynbTathi Specification / Hopma
No.
9 |Uniformity of Acceptance value (AV) should be not

more than 15.0. / MNokasaTenb
npuemnemoct (AV) AOMKHO ObITh He
bonee 15,0

Acceptance value (AV) should be not
more than 15.0. / MNokasaTesnb
nprvemnemocT (AV) JOMKHO ObITb He
Oonee 15,0

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [ponykt coorsercrryer TpeGosanusam HJ[ | 3axmoyenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: IIpoBepeHno: Onobpeno: Menemxep / PykoBoaurens
Kushal Kumax Naresh Kumar @/ Amit Kumar

@”” N N\
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|

Print Date / Print Date / Print Date /
Hata:01.07.2022 Hata:01.07.2022 Hara:01.07.2022
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CERTIFICATE OF ANALYSIS

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

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

CEPTH®HUKAT AHAJIM3A

www.drreddys.com

Product: Novigan, film-coated tablets /
HoBuran®, tabaeTku, NOKPLITHIE MIEHOYHOH 060109K0i

Batch No. / Cepusi Ne : V2101306

Batch Size / O6bem mapriu : 684.000 KG

Analytical Report No / Ananurudecknii otaer No
1890001539153, 890001538808

Date of Analysis / {aTa ananusza :11.08.2021

Date of Manufacture / Jlata npoussoacrsa :JULY-2021

Date of Expiry / C_pmc roaunocti : JUN-2026

Analysis performed according ND / Ananus nposeaen no HJI: [T N008846-071216 (amend Ne 1
from 20.08.2019 / uam. Nel ot 20.08.2019

Page 7 of 8

Sr.

No.

Test / MokazaTenb

Result / PesynbTaTthl

Specification / Hopma

10

Assay /
KonuyecTtBeHHoe
onpeneneHne
Ibuprofen /
NéynpodeH

Pitofenone
hydrochloride /
lMuTodeHoHa
rmapoxrnopus

Fenpiverinium
bromide /
deHnunsepuHUus
Bpomug

404.0 mg/ 404.0 mr

5.055 mg/ 5.055 mr

0.1036 mg/ 0.1036 mr

From 384.0 to 416.0 mg of C13H150,
(ibuprofen) per tablet. /
OT 384,0 Ao 416,0 Mr C13H1802

(bynpodbeH) B TabneTke.

From 4.5 to 5.5 mg of C2,H2sNO4-HCI
(pitofenone hydrochloride) per tablet. /
Ot 4,5 po 5,5 Mr C22HzsNO4HCI

(nMuTocbeHoHa ruapoxnopua) B TabneTke

From 0.09 to 0.11 mg of C2H29BrN,O
(fenpiverinium bromide) per tablet.
OT1 0,09 o 0,11 mr C2H26BrN,O

(dbeHnusepuHus Gpomuna) B TabneTke
=

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanne: [IpoaykT coorserctyer Tpebopanuam HJ[ | 3akmouenne: OOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[HoxarororneHo: IIpoBepeHno: Onobpeno: Menemxkep / PykoBoaurensb
Kushal Kumar Naresh Kumar @/ Amit Kumar

Ty ( \
Print Date / Print Date / Print Date / '
Hata:01.07.2022 Hata:01.07.2022 Hata:01.07.2022
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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
Tel : +91 98166 56001-02

CEPTHOUKAT AHAJIM3A

www.drreddys.com

Product: Novigan, film-coated tablets /
Hosuran®, tadjeTkH, NOKPLIThIE NJIEHOYHOIT 000104KOTH

Batch No. / Cepus Ne : V2101306

Batch Size / Odwem naprau : 684.000 KG

Analytical Report No / Anaaurnyeckuii oryer Ne
:890001539153, 890001538808

Date of Analysis / lata ananuza :11.08.2021

Date of Manufacture / JaTa npouseoacrsa :JULY-2021

Date of Expiry / Cpok roxnoers : JUN-2026

Analysis performed according ND / Ananu3s nposeaen o HI: [1 N008846-071216 (amend Ne |
from 20.08.2019 / u3m. Nel ot 20.08.2019

Page 8 of 8
Sr. |Test/ MNokasarene Result / PeaynbTathl Specification / Hopma
No.
11 |Package / 10 tablets in a aluminum blister. |10 tablets in a PVC/aluminum blister or
Ynakoeka 2 blister and patient information |PA/AL/PVC//aluminum blister. 1 or 2
leaflet in a carton pack. / Mo 10 |blisters and patient information leaflet in
TabreTok B /anbioMuHeBbINn a carton pack. / Mo 10 TabneTok B
GnucTep. Mo 2 Gnucrepy ¢ MNBX/antoMyHueBbIA 6nucTep unu
VHCTPYKLWen no npumeHeHuno B |MA/AN/TNBX//antoMuHueBbIn 6nucTep.
Nayvyky KapTOHHYIO. Mo 1 unu 2 BnucTepa ¢ UHCTPYKLUMEi Nno
NPUMEHEHUIO B Nayvky KapTOHHYIO.
12 |Labeling/ According to ND / B cooteeTcteumn ¢ HJ
Mapkuposka
13 /Storage conditions |At temperature below 25°C / Tpn TemnepaType He BbiLle 25 °C.
XpaHeHwve
14 [Shelflife / Cpok |5 years /5 net
[rooHOCTK

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [1poaykt cootBerctByeT TpeGosanusm HJ1 | 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosnexo: [IpoBepeHo: N Onobpeno: Menemxep / PykoBoaurens
Kushal Kuma . Naresh Kumar @ Amit Kumar
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