®e
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

CEPTU®UKAT AHAJIN3A

Tel : +91 98166 56001-02

www.drreddys.com

Product: Novigan, film-coated tablets /
HoBurau®, tabnerku, NOKPbIThIe MJIEHOYHOH 000104KOH |

Batch No. / Cepusa Ne : V2101572

Batch Size / Oobem naptun : 684.000 KG

Analytical Report No / AHajiuTHYeckuii oTueT No
1890001555397, 890001555281

Date of Analysis / laTta anasmu3za :20.1 12021 |

Date of Manufacture / JaTa npouanoacTBa :SEP-2021

Date of Expiry / Cpok roasocTs : AUG-2026 |

Analysis performed according ND / Anaau3 npoBeaed no H/I: [T N008846-071216 (amend Ne 1
from 20.08.2019 / uzm. Nel ot 20.08.2019

NOVIGAN on one side. On a
cross section white core.
/ Kpyrmbie ABOSKOBBINYKNbIE

TabneTkn, NOKpbITbIE
nneHovHoln obonoukon 6enoro
LBeTa, C TUCHEHUEM
«NOVIGAN» Ha ogHol
cTopoHe. Ha nonepevHom
paspese sigpo 6enoro useTa.

Page 1 of 8
Sr. |Test/ NokazaTenb Result / Pe3synbTaTh! Specification / Hopma
No.
1 |Description /|White round biconvex film-|White round biconvex film-coated tablets
Onucanwne coated tablets debossed with|debossed with NOVIGAN on one side.

On a cross section white to off-white
core.
{ Kpyrnbele fBoskoBbINyKnblie TabneTkny,

NOKPLITHIE NNEHOYHOR 0BONOUKOA
6enoro ygeTa, C TACHEHUEM
«NOVIGAN» Ha ogHol cTopoHe. Ha
ronepeyHoM paspese sapo ot 6benoro Ao
nouTn 6enoro ugeta.

Remarks : The Product confirms to ND/
IIpumeyanmne: Ilpoaykr coorsercTByeT TpeboBanusam HJI

Conclusion : APPROVED /
3axmogenne: OJOBPEHO

Hara:20.11.2021

Jara:20.11.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: IIpoBepeno: ﬁ Opnobpeno: Menemxkep / PykoBoauTenb
Ankit Naresh Kumar A~ Manoj Kumar LML

> ol
Print Date / Print Date / Print Date /

Jata: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




Qe Dr. Reddy's Laboratories Ltd.
’ °® Formulation Unit-6
Dr. Reddy s ". Vill. Khol, Nalagarh Road, Baddji,

CEPTI/I(DI/IKAT AHAJIU3A Tel : +91 98166 56001-02
www.drreddys.com

Product: Novigan, film-coated tablets /
Hopurau®, TabaeTku, NOKPbIThIE MJIEHOYHOH 000J104KOI
Batch No. / Cepua Ne : V2101572 Batch Size / Oobem naptun : 684.000 KG
Analytical Report No / AHanuTH4YecKuid oT4yeT No Date of Analysis/ lata ananu3a :20.11.2021
1890001555397, 890001555281
Date of Manufacture / Jlata npouseoactea :SEP-2021 Date of Expiry / Cpok rogsocru : AUG-2026
Analysis performed according ND / Anaan3 nposeaen mo HJI: I1 N0O08846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019
Page 2 of 8
Sr. |Test/ Nokasatenb Result / PeaynbTaThl Specification / Hopma
No.
2 |ldentification i
MoanuHHOCTL a) Complies as prescribed/ Retention time of principal peak in the
a) Ibuprofen / B cooTtBeTcTBUM C onucaHnem  |chromatogram of test solution should
NéynpodeH correspond to retention time of principal
peak in the chromatogram of ibuprofen
standard solution. / Bpems yaepxvuBaHus
OCHOBHOIMO MWKa Ha XpomaTtorpamme
ncnblTyemoro pacTeopa OOMKHO
COOTBETCTBOBATb BpemMeHn
yoepXKuBaHUA  OCHOBHOrO MWMKa Ha
XpomaTtorpamme cTaHAapTHOro
pacTtsopa ubynpodeHa.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Tpoaykr coorercTByer TpeGoBanusam HJ | 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosiyieHo: IIporepeHno: ’ Opnobpeno: Menemxep / PykoBoaurens
Ankit @/ Naresh Kumar C/ﬁ/ Manoj Kumar ! W
Print Date / Print Date / Print Date /
Hara:20.11.2021 Hata:20.11.2021 Hata: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: L85195AP1984PLC0O04507
www.drreddys.com



‘.o Dr. Reddy's Laboratories Ltd.
! °® Formulation Unit-6
Dr‘ Reddy S b Vill. Khol, Nalagarh Road, Baddi,

CEPTUO®HUKAT AHAJIM3A Tel : +91 98166 56001-02
www.drreddys.com

Product: Novigan, film-coated tablets / |
Hopuran®, TadieTky, NOKPbLITHIE TUIEHOYHOH 0001049K0i1
Batch No. / Cepusa Ne : V2101572 Batch Size / O6bem naptun : 684.000 KG
Analytical Report No / AHanuTHYecKHii oTyeT Ne Date of Analysis / lara anaausa :20.11.2021
:890001555397, 890001555281
Date of Manufacture / laTa n—popaaoucn;a :SEP-2021 Date of Expiry / Cpok rognoctn : AUG-2026
Analysis performed according ND / Anaau3 nposegen no H/: [T N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019
Page 3 of 8
Sr. |Test / NokasaTenb Result / PeaynbTaThl Specification / Hopma
No.
3 |ldentification /1b) Complies as prescribed/ Retention time of principal peaks in the
MoanuHHOCTL B cooTBeTcTBUM C OnncaHMeM  |chromatogram of test solution should
correspond to retention time of
b) Pitofenone pitofenone hydrochloride and
hydr.och!o.ride and fenpiverinium bromide peaks in the
fenplyerlnlum chromatogram of standard solution./
bromide / BpemeHa yaep>XMBaHns OCHOBHbIX MKOB
MuToderoHa Ha  XpomartorpaMmMe  WCMbITYEMOro
IVARCXNORIA) pacTBopa [AOIKHbI  COOTBETCTBOBATb
cheHnusepuHUs BpemeHam yAepXnBaHus NUKOB
6pomma nuTodeHoHa ruapoxnopuaa "
heHnnBeprHUs Bpomunga Ha
Xpomarorpamme CTaHZapTHOro
pacTBopa.
"_/.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Ipoaykr coorBercTByeT TpeGoBanusam HIl | 3akmodenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBneHo: [IposepeHo: @ Onobpeno: Menemxep / PykoBoauresns
Ankit ﬂd Naresh Kumar = Manoj Kumar {h;i{',”;()/
e :
Print Date / Print Date / Print Date /
Hara:20.11.2021 Hara:20.11.2021 Hara:20.11.2021

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

CEPTU®HUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product: Novigan, film-coated tablets /

Hosuran®, tab/jieTki, NOKPLITHIE MJIEHOYHOH 000J104KOi

Batch No. / Cepus Ne: V2101572

Batch Size / O6bem naptuu : 684.000 KG

Analytical Report No / AnaiuTudeckuii oTuet Ne
:890001555397, 890001555281

Date of Analysis / JlaTa anamu3a :20.11.2021

Date of Manufacture / /lata npoussoacrsa :SEP-2021

Date of Expiry / Cpok rogHoctu : AUG-2026

from 20.08.2019 / u3m. Nel ot 20.08.2019

Analysis performed according ND / Anajn3 nposeen mo HJI: [T N008846-071216 (amend Ne 1

Page 4 of 8

Sr.
No.

Test / Noka3atenb Result / PesynbTaTthbl

Specification / Hopma

4 |Average weight
and Uniformity of
weight / CpegHss
Maccau
OLHOPOZHOCTL MO
mMacce

568.5 mg/ 568.5 mr

Complies

570.0 mg + 3 % (from 552.9 mg to 587.1
mg)/ 570,0 mr £ 3 % (oT 552,9 Mr o
587,1 mr)

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

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

5 |Disintegration / 02 min 52 seconds/ MUH

Not more than 30 min/

PacnagaemocTtb He 6onee 30 muH

6 |Dissolution/ Not less than 70 % (Q) of Ci3His02
PacTtBopeHue (ibuprofen) after 30 min. / He meHee 70
Ibuprofen / 100-104% % (Q) C13H1802 (MBbynpodeH) yepes 30
NGynpodeH MUH.
Pitofenone Not less than 75 % (Q) of C22H2sNO4-HCI
hydrochloride / 102-106% (pitofenone hydrochloride ) after 30 min. /
nVITO(beHOHa He meHee 75 % (Q) C22H2sNO4-HCI
rMAPOXIopUA, (muTocbeHoHa ruppoxnopug) depes 30

MWH.

Remarks : The Product confirms to ND/
IIpumeyanne: IIpoaykr cooTBeTcTBYET TpeboBaHusm HJJ

Conclusion : APPROVED /
3axnrouenue: OJJOBPEHO

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

[loarorosneHo: [IposepeHo: p OnoOpeno: Menemxkep / PykoBoautens

Ankit (& Naresh Kumar g Manoj Kumar \'_V‘Z/;{/
Mgl -

Print Date / Print Date / Print Date /

Hata:20.11.2021 Hata:20.11.2021 Hata: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: L85195AP1984PLC0O04507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Sofan, H.P., 173 205, INDIA

CEPTUDOUKAT AHAJIN3A Tel : +91 98166 56001-02
www.drreddys.com

Product: Novigan, film-coated tablets /

Hopuran®, tabyieTku, NOKPLIT

bi€ IJIeHOYHOH 00010YK0H

Batch No. / Cepust Ne : V2101572

Batch Size / O6bem naptun : 684.000 KG

Analytical Report No / AHanuTny
:890001555397, 890001555281

eCKHIT oTyeT No Date of Analysis / /laTta anaymmsa :20.11.2021

Date of Manufacture / laTa npoussoacrea :SEP-2021 Date of Expiry / Cpok rogHocTt : AUG-2026

Analysis performed according ND / Ananu3 nposeaen nmo HJ/I: IT N008846-071216 (amend No 1
from 20.08.2019 / u3zm. Nel ot 20.08.2019

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 npumecei — He 6onee 1,0 %

npumecu

8 [Microbial limits /

Mukpo6buonorudyec

Kas yncroTa

a) Total Aerobic Less than 100 CFU/ ml/

Microbial Count / MeHee 100 KOE/mn Not more than 1000 CFU/ml /

O6uwee uucno He 6onee 1000 KOE/mn

a3pobHbIX

MUWKPOOPraHM3moB

b) Total Combined Less than 50 CFU/ ml/

Yeasts and Mould MeHnee 50 KOE/mn Not more than 100 CFU/ml /

Count / Obwee He 6onee 100 KOE/mn

YNCIO APONCKEBBIX

1 NNecHeBbIX

rpubos Absent /

OtcyTcTByeT Absentin1g/

c) E. coli OtcytctBUEe B 1T
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Tpoaykr coorsercreyet TpeGosanusam HJ | 3axutouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeineHo: [IpoBepeHo: Ono6peno: Menemxkep / PykoBoaures
Ankit QL’ Naresh Kumar @ Manoj Kumar lﬁltfl&;a,
Print Date / Print Date / Print Date /
Hata:20.11.2021 Harta:20.11.2021 Hata: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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Dr.Reddy’s ‘:’.’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

CEPTUOUKAT AHAJIN3A

Tel : +91 98166 56001-02

www.drreddys.com

Product: Novigan, film-coated tablets /
HoBurau®, tabiaeTku, N0OKPbHITHIE ILIEHOYHOH 0001049KO

Batch No./ Cepusa Ne : V2101572

Batch Size / O6bem naptum : 684.000 KG

Analytical Report No / AHaauTHYeCKHIT oTueT No
1890001555397, 890001555281

Date of Analysis / JlaTa ananu3za :20.11.2021

Date of Manufacture / JlaTa npoussoacrea :SEP-2021

Date of Expiry / Cp_()K rogHoctu : AUG-2026

Analysis performed according ND / Ananm3 nposeaen no HJI: T1 N008846-071216 (amend Ne 1
from 20.08.2019 / uzm. Nel ot 20.08.2019

Page 6 of 8

Sr.
No.

Test / MokaszaTenb

Result / PesynbTaThbl

Specification / Hopma

9

Uniformity of
dosage units of /
OpgHopoaHoCTh
O031POBaHus:
Pitofenone
hydrochloride /

MutocheHoHa
rmapoxnopuna

Fenpiverinium
bromide /
®deHnnBepuHnS
6pomug,

4.3

6.7

Acceptance value (AV) should be not
more than 15.0. / MNokasaTensb
npuemnemocTu (AV) AoSKHO BbITh He
Bonee 15,0

Acceptance value (AV) should be not
more than 15.0. / MMokasatensb
npuemnemoctn (AV) AOMKHO BbITb He
Oonee 15,0

Remarks : The Product confirms to ND/
IIpnmeuanue: [lpoaykT cooTBeTcTBYeT TpeboBanuam HJJ

Conclusion : APPROVED /
3akaouenue: OJJOBPEHO

Jara:20.11.2021

Hata:20.11.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosnexo: IIposepeHo: @ Onobpeno: Menemxep / PykoBoaurens
Ankit @ Naresh Kumar Manoj Kumar M

——
Print Date / Print Date / Print Date /

Hara: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: L85195AP1984PLC0O04507

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

CEPTUDOUKAT AHAJIN3A

Tel : +91 98166 56001-02

www.drreddys.com

Product: Novigan, film-coated tablets /

Hopuran®, Tad/1eTKi, NOKPbITHIE INIEHOUHOI 0601049K0H

Batch No. / Cepust Ne : V2101572

Batch Size / O6vem naptun : 684.000 KG

Analytical Report No / AHanuTH4ecKkHuii oTuyer Ne

1890001555397, 890001555281

Date of Analysis / laTa ananu3a :20.11.2021

Date of Manufacture / JlaTa npousBoacTBa

:SEP-2021

Date of Exp}ry / Cpok roanoctu : AUG-2026

Analysis performed according ND / Ananu3 npoBeaen no HJI: I1 N008846-071216 (amend Ne 1

from 20.08.2019 / u3m. Nel ot 20.08.2019

Page 7 of 8
Sr. |Test/ NMokaszaTtens Result / PesynbTratbl Specification / Hopma
No.
10 |Assay/ 398.9 mg/ 398.9 mr From 384.0 to 416.0 mg of C13H150;
KonnyecTteeHHoe (ibuprofen) per tablet. /
OnpeneneHme OT 384,0 ,EI,O 416,0 Mr C13H1802
Ibuprofen / (nbynpodpeH) B TabneTke.
NéynpodpeH
Pitofenone 5.013 mg/ 5.013 mr Fr?n; 45+to 32 mgh(l)f Cd22|)-|25N?4b||_Kt3I/
: pitofenone hydrochloride) per tablet.
;ﬁ;’:;’:g:: / OT 4,5 20 5,5 Mr C2oHzsNO4-HCI
FAPOXTIOPNA (nuTodbeHoHa ruapoxnopua) B TabneTtke
. .. From 0.09to 0.11 mg of szHngero
Fenp!vennlum 0.0992 mg/ 0.0992 mr (fenpiverinium bromide) per tablet.
bromide / Ot 0,09 10 0,11 Mr CH29BrN2O
beHnmBepuHMs (cbeHnmBepuHns 6pomua) B TabneTke
opomung

Remarks : The Product confirms to ND/

IIpumeyanue: [Iponykt coorBeTcTBYyeT TpeboBanusam HJI

Conclusion : APPROVED /
3aknawuenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: [IpoBepeno: Onobpeno: Menemxep / PykoBogureins
Ankit /) Naresh Kumar @ Manoj Kumar

0?1/ L@L
Print Date / Print Date / Print Date /
Jara:20.11.2021 JHata:20.11.2021 Hata: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: 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

CEPTUPHUKAT AHAJIU3A

Tel ; +91 98166 56001-02

www.drreddys.com

Product: Novigan, film-coated tablets /
Hopurau®, Tad/1eTKH, NOKPBIThIE MJIEHOYHOH 000J049KOMH

Batch No. / Cepast Ne : V2101572

Batch Size / O6bem napruu : 684.000 KG

Analytical Report No / Anasurudeckuii oTuer Ne
1890001555397, 890001555281

Date of Analysis / JlaTa ananu3a :20.11.2021

Date of Manufacture / Jdata npousBonactra :SEP-2021

Date of Expiry / Cpok rognoctu : AUG-2026

Analysis performed according ND / Ananu3 nposeaen o H: [1 N008846-071216 (amend Ne 1
from 20.08.2019 / uam. Nel ot 20.08.2019

Page 8 of 8
Sr. |Test / NokazaTtenb Result / Pe3ynbTaThl Specification / Hopma
No.
11 |Package / 10 tablets in a aluminum blister. |10 tablets in a PVC/aluminum blister or
YnakoBka 1 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 /anbloMUHNEBBIN a carton pack. /1o 10 TabneTok B
6rivctep. Mo 1 GnucTepy ¢ MNMBX/antoMuHWeBbIA Brinctep nnn
WHCTpyKUuein no npumeHeHuio B |MNA/AJI/TNBX//antoMuHneBbi 6nncTep.
Nayvky KapTOHHYHO. Mo 1 unu 2 énnctepa ¢ MHCTPYKLUKMen no
NPYMEHEHUIO B MAYKy KAPTOHHYIO.
12 |Labeling / According to ND / B cooTtBeTcTBMM ¢ H/]
Mapkupoeka
13 /Storage conditions |At temperature below 25°C / Tpn TemnepaTtype He Bbiwe 25 °C.
XpaHeHue
14 |Shelf life / Cpok 5vyears / 5 net
rogHoCTH

Remarks : The Product confirms to ND/
ITIpumeuanne: IIpoaykT cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3axmoyenue: OJOBPEHO

Hara:20.11.2021

Hara:20.11.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[loarororneHo: [IposepeHo: @—- Onobpeno: Menemxkep / Pykooaurens
Ankit & Naresh Kumar Manoj Kumar \}@’l

{ o LLHX
Print Date / Print Date / Print Date /

Hara: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: L85195AP1984PLC0O04507

www.drreddys.com




