Dr.Reddy’s "t‘

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

CEPTUDUKAT AHAJIU3A

www.drreddys.com

Product: Novigan, film-coated tablets /
Hourau®, Tab1eTKH, NOKPbITHIE NIeHOYHOH 000J104K0i1

Batch No. / Cepus Ne : V2101569

Batch Size / O6bem naprun : 684.000 KG

Analytical Report No / Ananutuueckuii oTueT Ne
1890001546984, 890001546964

Date of Analysis / JlaTa anamm3a :28.09.2021

Date of Manufacture / lata npousBoacrea :SEP-2021

Date of Expiry / Cpok rogHocTH : AUG-2026 |

Analysis performed according ND / Ananus nposeaen nmo H/I: [T N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019

NOVIGAN on one side. On a
cross section white core.
/ Kpyrnble oBoAKOBbINYKIbIE

TabneTkn, NoOKpbITble
nreHo4Hon obonoykon Genoro
LBETa, C TUCHEHKUEM
«NOVIGAN» Ha ogHomn
cTopoHe. Ha nonepeyvHom
paspese a4po 6enoro useTa.

Page 10f 8
Sr. |Test / Noka3aTtenb Result / PeaynbTaTb! Specification / Hopma
No.
1 |Description /|White round biconvex film-|White round biconvex film-coated tablets
OnuncaHune coated tablets debossed with|debossed with NOVIGAN on one side.

On a cross section white to off-white
core.
/ Kpyrnble ABOAKOBbINYKbIe TabneTky,

MOKpbITbIE NIEHOYHON 060I0YKON
Genoro ugeTa, C TUCHEHUEM
«NOVIGAN» Ha ogHol cTopoHe. Ha
nonepeyYyHoM paspese s4po oT 6enoro Ao
noyTu 6enoro LpeTa.

Remarks : The Product confirms to ND/
IIpumeuanue: [lpoaykT coorBeTcTBYeT TpeboaHusM HJI

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

Prepared by /
IloarorosneHo:
Pardeep Kumar

J

Checked by /
IIpoBepeHo:

Himesh h%&/}_@

Approved by: Manager/Executive /

OnoGpeHo: Meneaxgp / Pykosogurens
Pawan Kumar 2/

Print Date /
Jata:28.09.2021

Print Date /
Harta:28.09.2021

Print Date /
Hata:28.09.2021

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: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s €3¢

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

CEPTUPUKAT AHAJIU3A

www.drreddys.com

Product: Novigan, film-coated tablets /

Hopurau®, Tab/ieTKH, NOKPbIThIE MJ1eH0YHOI 0001049K0H

Batch No. / Cepus Ne: V2101569

Batch Size / O6bem napTuy : 684.000 KG

Analytical Report No / AHaauTH4yeckuii oTuer No

1890001546984, 890001546964

Date of Analysis / /laTa ananusa :28.09.2021

Date of Manufacture / /lata npousBoacrsa :SEP-2021

Date of Expiry / Cpok roanoctu : AUG-2026 |

-Analysis performed according ND / Auaau3 nposeeH no H/I: I1 N008846-071216 (amend Ne 1

from 20.08.2019 / uzm. Nel ot 20.08.2019

Page 2 of 8

Result / PeaynbTathl

Specification / Hopma

Sr. |Test / lokazaTtenb

No.

2 |ldentification /
MognnHHOCTL
a) Ibuprofen /
NéynpodpeH

a) Complies as prescribed/
B cooTBeTCTBUM C ONUCAHWEM

Retention time of principal peak in the
chromatogram of test solution should
correspond to retention time of principal
peak in the chromatogram of ibuprofen
standard solution. / Bpemsa yaep>xusaHus
OCHOBHOrO MMKa Ha Xpomarorpamme

ncnbiTyemoro pacTteopa AOJDKHO
COOTBETCTBOBaTb BpeMeHU
yaepXmnesaHnA OCHOBHOIO nnKa Ha
XpomMmaTtorpamme CTaHO4apTHOro

pacTeopa ubynpodeHna.

Remarks : The Product confirms to ND/

IIpumeuanue: [poaykr coorBercTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3aknouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToxarotorneHo: [TpoBepeHo: Onobpeno: Meunenxep / Pykosoaurens
Pardeep Kumar i__ﬂ Himesh KM Pawan Kumar /?

i . A2
Print Date / Print Date / Print Date / |
Hara:28.09.2021 Hara:28.09.2021 Hata:28.09.2021

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: L85195AP1984PLC0O04507

www.drreddys.com




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
Tel : 491 98166 56001-02

CEPTUDOUKAT AHAJIM3A

www.drreddys.com

Product: Novigan, film-coated tablets /

Hopuran®, Ta6/IeTKH, TOKPbIThIE MJIEHOYHOH 000104K0H

Batch No. / Cepust Ne : V2101569

Batch Size / O6nem napthu : 684.000 KG

Analytical Report No / Ananutudecknit order Ne

1890001546984, 890001546964

Date of Analysis / /lata ananu3a :28.09.2021

Date of Manufacture / Jlata npoussoacrsa :SEP-2021

Date of Expiry / Cpox rognoctu : AUG-2026

Analysis performed according ND / Auaau3 nposexes no HJI: ITN008846-071216 (amend Ne 1

from 20.08.2019 / u3m. Nel ot 20.08.2019

Page 3 of §
Sr. |Test / MNokasaTenb Result / PesynbTathl Specification / Hopma
No.
3 |ldentification /|b) Complies as prescribed/ Retention time of principal peaks in the
MoanuHHoCTb B cooTBeTCTBUM C ONUCAHUEM 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 yaepXuBaHusi OCHOBHbIX MWKOB
FMuTocpeHoHa Ha  XpoMaTorpamme  WCMbITyeMOro
IARSCIPRYS 1 pacTBopa [AO/KHbl COOTBETCTBOBATH
heHnmBepnHIA BpemeHam yaepXnBaHust MVKOB
6pomna nuTodeHoHa rngpoxropuga "
heHnBepuHNA tpomunaa Ha
XpomaTorpamme cTaHaapTHOro
pacTsopa.

Remarks : The Product confirms to ND/

Ipameuanne: [IpogyKT COOTBETCTBYET TpeOOBAHUAM HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Checked by /
[IposepeHo:

Prepared by /
ITogrorosneno:
Pardeep Kumar__, f

—

Himesh Kumar—_

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

Pawan Kumar /‘é,

Print Date / Print Date /

Jata:28.09.2021

Jlara:28.09.2021

Print Date /
JaTta:28.09.2021

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




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
Tel : +91 98166 56001-02

CEPTU®UKAT AHAJIU3A

www.drreddys.com

Product: Novigan, film-coated tablets /

Hoeuran®, Ta6,1eTKH, IOKPHITHIE 1eHOYHOH 000J104KOH

Batch No. / Cepusa Ne : V2101569

Batch Size / O6bem maprus : 684.000 KG

:890001546984, 890001546964

Analytical Report No / AHasniuTH4ecknit oTdeT Ne

Date of Analysis / laTa ananu3a :28.09.2021

Date of Manufacture / lata nponssoactsa :SEP-2021

Date of Expiry / Cpok roanoctu : AUG-2026

from 20.08.2019 / nam. Nel ot 20.08.2019

| Analysis performed according ND / Auaauns nposeger no HJI: TIN008846-071216 (amend Ne 1

Page 4 of 8

Sr.
No.

Test / Moka3aTenb

Result / PesynbTtathl

Specification / Hopma

4 |Average weight
and Uniformity of
weight / CpegHas
macca u
0AHOPOJHOCTL MO
macce

569.0 mg/ 569.0 mr

Complies

570.0 mg £ 3 % (from 552.9 mg to 587.1
mg) / 570,0 mr £ 3 % (o1 552,9 mr go
587,1 mr)

18/20 tabl = NMT +5 % /
18/20 Tabn — He 6onee + 5%

2/20 tabl = NMT + 10 %. /
2/20 Tabn — He 6onee + 10 %.

5 |Disintegration /

05 min 11 seconds/ MWH

Not more than 30 min/

PacnagaemocTtb He 6onee 30 MuH

6 |Dissolution/ Not less than 70 % (Q) of Ci3aH1s02
PacTtBopenue (ibuprofen) after 30 min. / He meHee 70
Ibuprofen / 101-105% % (Q) C13H1g02 (MBynpodpeH) yvepes 30
NGynpodeH R
Pitofenone Not less than 75 % (Q) of C22H2sNO4-HCI
hydrochloride / 102-107% (pitofenone hydrochloride ) after 30 min. /
MyuTodeHoHa He meHee 75 % (Q) C22H2sNO4HCI
FrMApoXMopuz, (nuTodpeHoHa rugpoxnopua) 4depes 30

MWH.

Remarks : The Product confirms to ND/

Ipumeuanue: [Ipoaykr coorBeTcTBYeT TpeboBanusam H/I

Conclusion : APPROVED /
3axmrouenue: OJOBPEHO

Prepared by /
IToaroToBneHo:
Pardeep Kumar _

[IposepeHo:

Checked by /

Himesh Kumar__

Approved by: Manager/Executive /
OnobpeHo: Mernemxep / PykoBoauTenb
Pawan Kumar

Print Date / Print Date /

Hara:28.09.2021

Hara:28.09.2021

Print Date /
JaTa:28.09.2021

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
CiIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ‘
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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

CEPTUDHUKAT AHAJIN3A www.drreddys.com

Product: Novigan, film-coated tablets /
Hopurau®, ta6aeTkH, NOKPLITHIE NJ1eHOYHOH 000104KO0#

Batch No. / Cepust Ne : V2101569

Batch Size / O6bem maptun : 684.000 KG

Analytical Report No / Ananutudeckuit oTuer Ne
1890001546984, 890001546964

Date of Analysis / JaTa anannsa :28.09.2021

Date of Manufacture / Jlata npousoacTsa :SEP-2021

Date of Expiry / Cpok rogaocrn : AUG-2026 |

Analysis performed according ND / Ananus nposegex no HJI: I1 N008846-071216 (amend Ne 1
from 20.08.2019 / n3m. Nel ot 20.08.2019

Kas umMcToTa
a) Total Aerobic
Microbial Count /
O0Lwee vucno
a3pobHbIX
MUKPOOPraHU3MoB

b) Total Combined
Yeasts and Mould
Count / Obee
YUCIIO OPONCKEBBIX
N MIIECHEBbIX
rpubos

c¢) E. coli

Page 5 of §
Sr. |Test/ Noka3zaTens Result / PesynbTathl Specification / Hopma
No.
7 |Related 0.04 %
substances / Total impurities not more than 1.0 % /
[NocTopoHHue Cymma npumecei — He 6onee 1,0 %
npumecu
8 |Microbial limits /
Mukpobunonornyec

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

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

Absentin1g/
OTcyterByeTB 1T

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

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

Absentin1g/
OtcytctBMEB 1 T

Remarks : The Product confirms to ND/
Ipumeuanne: [TpoaykT cootsercTByeT TpeGosanusm HJI | 3akmouense: OOBPEHO

Conclusion : APPROVED /

Jata:28.09.2021

Jlata:28.09.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBneHo: [TpoBepeHo: Ono6peHo: Menemxep / Pykosoaurens
Pardeep Kumar__ l Himesh @J’/D Pawan Kumar

— . = > —
Print Date / Print Date / Print Date /

JHara:28.09.2021

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: L85195AP1984PLC0O04507
www.drreddys.com




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

Dr.Reddy’s ‘

° Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOHUKAT AHAJIU3A www.drreddys.com
Product: Novigan, film-coated tablets /
Hopurau®, tab6aeTku, NOKPLIThIE MJ1€HOYHOH 000J109KOi
Batch No. / Cepust Ne : V2101569 Batch Size / O6nem napruu : 684.000 KG
Analytical Report No / AHanHTHYecKH i oT4eT Ne Date of Analysis / lata ananm3a :28.09.2021
:890001546984, 890001546964
Date of Manufacture / /Iata npoussoacrsa :SEP-2021 Date of Expiry / Cpok roaocTu @ AUG-2026
Analysis performed according ND / Auaau3 nposeaen no HJI: T N008846-071216 (amend No 1
from 20.08.2019 / u3m. Nel ot 20.08.2019
Page 6 of 8
Sr. |Test/ NokazaTenb Result / PeaynbTathi Specification / Hopma
No.

9 |Uniformity of _ Acceptance value (AV) should be not
dosage units of / more than 15.0. / NokasaTenb
OaHopoaHoCTb npvemnemocty (AV) AOMKHO BbITb He
003UpPOBaHNS: . 9.8 donee 15,0
Pitofenone
hydrochloride /

MNutodpeHoHa
rmapoxsiopua,
Fenpiverinium 6.8 Acceptance value (AV) should be not
bromide / more than 15.0. / [lokasaTtens
deHnueepuHUs npuemnemocty (AV) fOIKHO ObITb HE
Spomug 6onee 15,0
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IpoaykT cootseTcTByeT TpeGosanusam HJI | 3axmovenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosnexo: [IpoBepeHo: Ono6peHo: Menemxep / Pykosoaurens
Pardeep Kumarcii,_ Himesh K%J_/_: Pawan Kumar /g
Print Date / Print Date / Print Date /
Hata:28.09.2021 Hara:28.09.2021 JaTa:28.09.2021

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



@
Dr.Reddy’s €

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

CEPTHOUKAT AHAJIH3A www.drreddys.com

Product: Novigan, film-coated tablets /

HoBuran®, TabaeTkn, NOKPbLIThie MJ1eHOYHOH 000/104KOii

Batch No. / Cepusi Ne : V2101569

Batch Size / O6bem napruu : 684.000 KG

Analytical Report No / AHanuTH4yeckuii oTyer Ne Date of Analysis / lata ananu3a :28.09.2021

:890001546984, 890001546964

Date of Manufacture / /lata npoussojacta :SEP-2021 Date of Expiry / CpoK FrOAHOCTH : AUG-2026

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

from 20.08.2019 / n3m. Nel ot 20.08.2019

Page 7 of 8
Sr. |Test/ Nokasatenb Result / PeaynbTathbl Specification / Hopma
No.
10 |Assay/ 398.7 mg/ 398.7 mr From 384.0 to 416.0 mg of C13H150>
KonunyecTseHHoe (ibuprofen) per tablet. /
onpeaeneHue OT 384,0 no 416,0 mr Cy3H1302
Ibuprofen / (ubynpocheH) B TabneTke.
NéynpodeH
Pitofenone 4.996 mg/ 4.996 mr From 4.5 to 5.5 mg of C2H2sNO4-HCI
. (pitofenone hydrochloride) per tablet. /
hydrochloride / OT 4,5 10 5,5 Mr C22H2sNO4 HCI
[lvrodietona (nUTodheHoHa ruapoxnopua) B TabneTke
rmapoxsiopua AR e
. .. From 0.09 to 0.11 mg of szHngero
Fenp!verlnlum 0.1050 mg/ 0.1050 mr (fenpiverinium bromide) per tablet.
bromide / O71 0,09 o 0,11 mr Cz2H20BrN2O
deHnunBepuHns (beHnuBepyHus 6pomuna) B TabneTke
6pomug

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Ipumeuanue: [TpoayKT cooTBeTcTBYET TpeGoBanmsiv HI[ | 3akmouenue: OJOBPEHO

Prepared by / Checked by /
[IpoBepeHo:

[TogrorosneHo:
Pardeep Kumarcjf___ Himesh 1{%'}/—) Pawan Rumat JTD”

Approved by: Manager/Executive /
Opnobpeno: Menemkep / PyxoBoaurensb

e

Print Date / Print Date /

Print Date /

Hara:28.09.2021 Hata:28.09.2021 Jara:28.09.2021

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: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s Q:'.

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

CEPTUO®HUKAT AHAJIM3A

www.drreddys.com

Product: Novigan, film-c

oated tablets /

Hosnran®, ta6aeTKi, NOKPbITHIE MJIEHOYHOH 000J109K0H

Batch No. / Cepust Ne: V21

01569

Batch Size / O6bem maptuu : 684.000 KG

Analytical Report No / AHasuTHYecKHii oT4eT N
1890001546984, 890001546964

Date of Analysis / lara anaausa :28.09.2021

Date of Manufacture / Jlata ﬂpOI;3EﬂCTBH :SEP-2021

Date of Expiry / Cpok rOXHOCTH : AUG-2026 |

from 20.08.2019 / u3m. Neo

Analysis performed according ND / Anasu3s nposexed no HJI: T1 N008846-071216 (amend Ne 1

1 o1 20.08.2019

Page 8 of 8
Sr. |Test/ lNokasatenb Result / PesynbTathl 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. / Mo 10 |blisters and patient information leaflet in
TabneToK B /anbloMWUHUEBDIN a carton pack. / [o 10 TabrieTok B
6nvcTtep. Mo 2 GnucTepy ¢ MBX/antoMuHueBbIn 6nuctep nnn
WHCTpYKUMeit no npumeHeHunto B |MA/AN/MBX//antomrHnesblin 6amcTep.
nayky KapTOHHY!O. Mo 1 unn 2 Gnuctepa ¢ UHCTPYKLMEN Mo
NMPUMEHEHUIO B NaYKy KaPTOHHYIO.
12 |Labeling/ According to ND / B cooTtBeTtcTBUM C H[]
MapkupoBka
13 /Storage conditions |At temperature below 25°C / TTpn Temnepatype He Bbiwe 25 °C.
XpaHeHune
14 |Shelf life / Cpok 5years /5 ner
rogHocTu

Remarks : The Product confirms to ND/
Ipumeuanue: [Tpoaykt cootBeTcTBYeT TpeboBanusam H/I

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: IIpoBepeHo: Opobpeno: Menemxep / Pykosoaurensb
Pardeep Kumar Himesh Kumar — Pawan Kumar

Print Date / Print Date / Print Date /

Jarta:28.09.2021 JaTa:28.09.2021 Jata:28.09.2021

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: L85195AP1984PLC0O04507

www.drreddys.com




