Dr.Reddy’s Q;

CERTIFICATE OF ANALYSIS

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

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

CEPTH®UKAT AHAJIU3A

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

Product: Novigan, film-coated tablets /
Hopurau®, Tad/ieTKH, NOKPLITHIE NJIEHOYHOi1 000/109K0#1

Batch No. / Cepust Ne : V2101994

Batch Size / O6bem maprum : 684.000 KG

Analytical Report No / AHaaaTHYecKui oTueT Ne
:890001559527, 890001559613

Date of Analysis / [laTa ananuza :07.12.2021

Date of Manufacture / [lata npoussoactea :NOV-2021

Date of Expiry / Cpox rogaoctu : OCT-2026

Analysis performed according ND / Auanu3 nposegen mo H/I: [T N0O08846-071216 (amend Ne 1
from 20.08.2019 / uzm. Nel ot 20.08.2019

NOVIGAN on one side. On a
cross section white core.
/ Kpyrnbie [BOsIKOBbINYKIIble

TabneTkn, NOKpbIThIE
nneHo4YHoi obonoukon Beroro
LBeTa, C TUCHEHNEM
«NOVIGAN» Ha ogHOn
cTopoHe. Ha nonepeyHom
paspese s4po 6enoro useTa.

Page 1 of 8
Sr. |Test/ Moka3atenb Result / PesynbTaTthbl Specification / Hopma
No.
1 |Description /IWhite round biconvex film-|White round biconvex film-coated tablets
Onucanve coated tablets debossed with|debossed with NOVIGAN on one side.

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

MOKpbITbIE NNEHOYHOW 060NOYKON
©enoro UBeTa, C TUCHEHUEM
«NOVIGAN» Ha ofiHoli cTopoHe. Ha
nonepevyHoM paspese s8po ot 6benoro go
noyTtu 6enoro useTa.

Remarks : The Product confirms to ND/
IIpumeuanue: [IpogykT cooTBeTcTBYeT TpeboBanusam HJJ

Conclusion : APPROVED /
3akmwouenue: OJOBPEHO

Prepared by /

[ToarorosieHo: 9’
Ramakant W

Checked by /
IIpoeepeHo: .
Om Prakash ¢

(W
L

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

Pawan Kumar 47/

Print Date /
Jata:07.12.2021

Print Date /
Hata:07.12.2021

Print Date / '
Jara:07.12.2021

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 Laboratories Ltd.

’ ° Formulation Unit-6
Dr' Reddy s " Vill. Khol, Nalagarh Road, Badd;i,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel - +91 98166 56001-02

CEPTUOUKAT AHAJIM3A www.drreddys.com

Product: Novigan, film-coated tablets /
Hopurau®, Tab6JjieTkH, NOKPLITHIE MJI€HOYHOH 000J10UKOH
Batch No. / Cepusa Ne : V2101994 Batch Size / O6bem maptuu : 684.000 KG
Analytical Report No / AHannTu4eckuii oTuer Ne Date of Analysis / laTa anayu3za :07.12.2021
:890001559527, 890001559613
Date of Manufacture / lata npousBoacrsa :NOV-2021  [Date of Expiry / Cpox rognoctn : OCT-2026
Analysis performed according ND / Anaaus nposeaen mo H/I: IT N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019
Page 2 of 8
Sr. |Test/ lNokasaTenb Result / Peaynbtathbl Specification / Hopma
No.
2 |ldentification /
MoanuHHoCTL a) Complies as prescribed/ Retention time of principal peak in the
a) Ibuprofen / B cootBeTcTBUMM C onucaHmeM  |chromatogram of test solution should
NéynpodeH correspond to retention time of principal
peak in the chromatogram of ibuprofen
standard solution. / Bpemsa yaepxuvsaHus
OCHOBHOrO MWKa Ha XpomaTtorpamme
UCMbITYEMOro pacTtsopa OOJDKHO
COOTBETCTBOBATb BpEMEHN
YAEPKMBaAHWA  OCHOBHOrO MNWUKa  Ha
XpomaTorpamme cTaHAapTHOro
pacTeopa nbynpodpeHa.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Tpoayxr cootpercTByeT Tpebosanuam HI | 3axmouenne: ONOBPEHO
Prepared by / Checked by / _ Approved by: Manager/Executive /
IloarorosneHo: | IIposepeHo: ¢ e Onobpeno: Menemxep / PykoBogurens
Ramakant Om Prakash Pawan Kumar /‘{Z,,
Print Date / Print Date / Print Date /
Hata:07.12.2021 Hara:07.12.2021 Harta:07.12.2021

Regislered 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: L85195AP13984PLC0O04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

B

! * Formulation Unit-6

Dr’ Red dy S o Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tol : +91 98166 56001-02

CEPTHOUKAT AHAJIU3A www.drreddys.com
[Product: Novigan, film-coated tablets /
Hopurau®, TabeTKH, NOKPHITHIE JIEHOYHOH 060J104KOi
Batch No. / Cepusi Ne : V2101994 Batch Size / Oobem maprTuu : 684.000 KG
Analytical Report No / AnaanTH4yeckuii oTyet Ne Date of Analysis / Jlata ananusa :07.12.2021
2890001559527, 890001559613
Date of Manufacture / Jlata npousBoacrea :NOV-2021 Date of Expiry / Cpok roguoctu : OCT-2026
Analysis performed according ND / Ananau3 nposeaes mo HJI: IT N008846-071216 (amend Ne 1
from 20.08.2019 / uam. Nel ot 20.08.2019
Page 3 of 8
Sr. [Test/ MokasaTenb Result / PeaynbTaTthl Specification / Hopma
No.
3 |ldentification /|b) Complies as prescribed/ Retention time of principal peaks in the
MoanuHHoCTb B cooteTcTBUM C onUcaHUEM  [chromatogram of test solution should
correspond to retention time of
b) Pitofenone pitofenone hydrochloride and
hydrpch!oride and fenpiverinium bromide peaks in the
fenpiverinium chromatogram of standard solution./
bromide / BpemeHa yaepKMBaHNA OCHOBHBLIX MUKOB
MutocpeHoHa Ha  XxpomaTtorpamme  WCMbITYeMoro
QAR OEIORIAY pacTBopa [AOIKHbl  COOTBETCTBOBATb
cpeHnmeepuHNS BpemMeHam y4EepXKMBaHUS MUKOB
Opomua nuTodeHoHa rngpoxnopuaa "
cheHnmBepuHUSA Bpomuaa Ha
Xpomarorpamme CTaHZapTHOro
pacTsopa.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanue: [Tpoaykr cootBercTByeT Tpebopanuusam HI | 3akmouenne: ONOBPEHO
Prepared by / Checked by / » Approved by: Manager/Executive /
[Toarotosnengy) | L& IIpoBepeHo: e Onobpeno: Menemxep / Pykosoguress
Ramakant o Om Prakash £ Pawan Kumar X
W LSS
Print Date / Print Date / Print Date /
Hata:07.12.2021 Hara:07.12.2021 Harta:07.12.2021

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, INDJA

CERTIFICATE OF ANALYSIS "7 000 Lo o)

CEPTHOUKAT AHAJIU3A

www.drreddys.com

Product: Novigan, film-coated tablets /

HoBuran®, Tab6/ieTKH, NOKPbITHIE IIEHOYHOH 000/104KOi

Batch No. / Cepusi No : V2101994

Batch Size / Oobem naptun : 684.000 KG

Analytical Report No / AHanmuTHYeckuii oTueT No

:890001559527, 890001559613

Date of Analysis / laTa anann3za :07.12.2021

Date of Manufacture / lata npousBoacTBa

:NOV-2021

Date of Expiry / Cpok rogaoctu : OCT-2026

Analysis performed according ND / Anamu3 nposeaen mo HJ/I: I1 N008846-071216 (amend Ne 1

from 20.08.2019 / u3m. Nel ot 20.08.2019

Page 4 of 8
Sr. |Test/ NokasaTenb Result/ PeaynbTaTthl Specification / Hopma
No.

4 |Average weight 570.0 mg £ 3 % (from 552.9 mg to 587.1
and Uniformity of 568.9 mg/ 568.9 mr mg) / 570,0 mr £ 3 % (oT 552,9 mr go
weight / CpegHss 587,1 mr)

Macca v

P opadoeT® Mo Coimplics 18/20 tabl — NMT £ 5 % /
18/20 Tabn — He 6onee + 5 %
2/20 tabl = NMT £ 10 %. /
2/20 Tabn — He 6onee = 10 %.

5 |Disintegration/ 03 min 59 seconds/ MuH Not more than 30 min /
PacnagaemocTb He ©6onee 30 muH

6 [Dissolution/ Not less than 70 % (Q) of Ci3H180:
PacTBopeHue (ibuprofen) after 30 min. / He meHee 70
Ibuprofen / 103-105% % (Q) Cq3H10; (nbynpodbeH) uepes 30
W6ynpodeH MUGL
Pitofenone Not less than 75 % (Q) of C22H2sNO4-HCI
hydrochloride / 100-108% (pitofenone hydrochloride } after 30 min. /
MuTocheHoHa He menee 75 % (Q) CzHzsNO4HCI
rMapoOXNopUA (nuTodeHoHa ruapoxnopug) 4vepes 30

MWH.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Ipumeyanue: [Tpoaykt cooTBeTcTBYET TpeGoBanusaM HJT | 3axmoyenune: ONOBPEHO

Prepared by / Checked by / - Approved by: Manager/Executive /
HOILFOTOBHeHr N [poBepeHo: % Opno6peHo: Menemkep / Pykooaurens
Ramakant %‘U' ' Om Prakash © Pawan Kumar /\7

Print Date / Print Date / Print Date /

Hara:07.12.2021 Hara:07.12.2021 Hata:07.12.2021

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 Laboratories Ltd.
" r Formulation Unit-6
Dr. Reddy S ® Vill. Khol, Nalagarh Road, Baddj,
i P, 173 205, IND
CERTIFICATE OF ANALYSI§ DSt solan HP, 1 IA

Tel : +91 98166 56001-02
CEPTHO®UKAT AHAJIN3A www.drreddys.com

Product: Novigan, film-coated tablets /
Hopurau®, Tab1eTkH, IOKPbITHIE MIEHOYHOH 060104YKOMH
Batch No. / Cepus Ne : V2101994 Batch Size / O6nem napruu : 684.000 KG
Analytical Report No / AHaniuTH4YecKHii oTUeT Ne Date of Analysis / JlaTta anannza :07.12.2021
890001559527, 890001559613
Date of Manufacture / JaTa npon3BogcTea :NOV-2021 Date of Expiry / Cpok rognoctu : OCT-2026
Analysis performed according ND / Anaau3 npoeegen no HJI: I1 N0O08846-071216 (amend Ne 1
from 20.08.2019 / uzm. Nel ot 20.08.2019
Page 5 of 8
Sr. |Test/ MokasaTtenb Result / PesynbTaTthl Specification / Hopma
No.
7 |Related BDL (Disregard limit 0.03%)
substances / Total impurities not more than 1.0 % /
MocTtopoHHWe Cymma npumecen — He 6onee 1,0 %
npumecwu
8 |Microbial limits /
Mukpobnonoruvyec
Kasi uucToTa
a) Total Aerobic Less than 100 CFU/ ml/
Microbial Count / Menee 100 KOE/mn Not more than 1000 CFU/mI /
O6uwee yncno He 6onee 1000 KOE/mn
a3pobHbIX
MMWKPOOPraHn3moB
b) Total Combined Less than 50 CFU/ ml/
Yeasts and Mould MeHee 50 KOE/mn Not more than 100 CFU/ml /
Count / O6Luee He 6onee 100 KOE/mn
4YNCNO APOAOKEBBIX
¥ NNECHEBbLIX
rpubos Absent /
OTcyTcTBYET Absentin1g/
¢) E. coli OTcyrctBue B 11
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Ipumeuanue: [Ipoaykr cootBeTcTByeT TpeboBanusam HJl | 3akmouenne: OJOBPEHO

Prepared by / Checked by / . Approved by: Manager/Executive /
[ToaroroBneHo; dr [Iposepeno: < ) " Onobpeno: Menemxep / PykoBoaurens
Ramakant @L W Om Prakash ¢ Pawan Kumar

Print Date / Print Date / Print Date /

Jara:07.12.2021 Hata:07.12.2021 Harta:07.12.2021

Negistered Office: 8 2 337, Road Mo. 3, Banjara Hillg, Hydarahad - SNNN3A, Talangana, 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 Laboeratories Ltd.
Formulation Unit-6

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

CEPTHOUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product: Novigan, film-coated tablets /
Hopurau®, tab/eTKH, NOKPHITHIE MIEHOYHOH 000/104YKOii

Batch No. / Cepusi Ne : V2101994 Batch Size / O6bem maptuu : 684.000 KG

:890001559527, 890001559613

Analytical Report No / AnanutHyecknii oruer Ne Date of Analysis / laTa anannsa :07.12.2021

Date of Manufacture / lara npouzeogcrea :NOV-2021 Date of Expiry / Cpok rognoctu : OCT-2026

from 20.08.2019 / u3m. Nel ot 20.08.2019

Analysis performed according ND / Ananu3 nposeaex no HJ/I: [T N008846-071216 (amend Ne 1

Page 6 of 8
Sr. |Test/ MNoka3atenb Result / PeaynbtaThl Specification / Hopma
No.

9 |Uniformity of Acceptance value (AV) should be not
dosage units of / more than 15.0. / MokasaTenb
OpHopoagHocTb npviemnemoctu (AV) 4OSKHO BbITb He
O031POBaHNS: 4.6 tonee 15,0
Pitofenone
hydrochloride /

[TnTocbeHoHa

rmapoxnopng

Fenpiverinium 5.2 Acceptance value (AV) should be not
bromide / more than 15.0. / lokasaTens
deHnnBepuHns npuemnemoctu (AV) fOMKHO ObITb He
Spomug Oonee 15,0

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Tpoaykr cooteeTcTByeT Tpebopanusam HJl | 3axmouenne: ONOBPEHO

Prepared by / Checked by / - Approved by: Manager/Executive /
[TorotoeneHo; 1{» [TpoBepeHo: <) A~ Opobpeno: Menemxkep / PykoBoauTtens
Ramakant &1l W Om Prakash V{fv Pawan Kumar

Print Date / Print Date / Print Date /

Jara:07.12.2021 Hata:07.12.2021 Hata:07.12.2021

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




‘.0 Dr. Reddy's Laboratories Ltd

’ ® Formulation Unit-6

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

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

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Product: Novigan, film-coated tablets /
Hornran®, tadaeTku, NOKphIThIE MJIEHOYHOH 000104KOi
Batch No. / Cepusi Ne : V2101994 Batch Size / O6bem naprus : 684.000 KG
Analytical Report No / Ananutuyeckuii oTuer Ne Date of Analysis / JlaTta anannsa :07.12.2021
:890001559527, 890001559613
Date of Manufacture / lata npou3Boacrea :NOV-2021 Date of Expiry / Cpok roanoctn : OCT-2026
Analysis performed according ND / Ananau3 nposeaes no HJI: IT1 N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019
Page 7 of 8
Sr. |Test/ lNokasaTenb Result / PesynbTaThl Specification / Hopma
No.
10 |Assay/ 396.3 mg/ 396.3 mr From 384.0 to 416.0 mg of C13H1502
KonuyectserHoe (ibuprofen) per tablet. /
onpegeneHue Ot 384,0 o 416,0 mr C13H150-
Ibuprofen / (nBynpodeH) B TabneTke.
NéynpodcheH
Pitofenone 5.007 mg/ 5.007 mr From 4.5 to 5.5 mg of C22H2sNO4-HCI
: (pitofenone hydrochloride) per tablet. /
AYETOCHIMo Sy OT 4,5 0 5,5 Mr CzHzsNO4 HCI
THIetehghs (NMuTodeHoHa rugpoxnopus) B Tabnetke
rmapoxnopug P PvA
L From 0.09 to 0.11 mg of C22H29BrN,O
Fenpiverinium 0.1001 mg/ 0.1001 mr (fenpiverinium bromide) per tablet.
bromide / OT 0,09 0 0,11 Mr C22H29BrN,O
PeHnusepuHIs (dbeHnmBepuHKs Gpomua) B Tabrietke
6pomug,
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: Iponykr coorBercteyet TpeGosanusam HJ | 3axmouenne: OJOBPEHO
Prepared by / Checked by / - Approved by: Manager/Executive /
[loarorornexo: J wd' , [IpoBepeHo: ~ Opnob6peno: Menemxep / PykoBoaurens
Ramakant \ Om Prakash @ Pawan Kumar )X'i/
Print Date / Print Date / Print Date / |
Hara:07.12.2021 Hara:07.12.2021 Hata:07.12.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 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 Q'.'

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIU3A

Tel : +91 98166 56001-02

www.drreddys.com

Product: Novigan, film-coated tablets /
Hosurau®, tabjieTkH, DOKPHITHIE IJIEHOYHOH 0001049KOM

Batch No. / Cepust Ne : V2101994

Batch Size / O6bem naptum ; 684.000 KG

Analytical Report No / AnasuTu4yeckuii oruet Ne
:890001559527, 890001559613

Date of Analysis / JlaTa anann3za :07.12.2021

Date of Manufacture / lata npoussoacrsa :NOV-2021

Date of Expiry / Cpok roguoctu : OCT-2026

Analysis performed according ND / Anann3 nposegen o HJI: IT N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019

Page 8 of 8
Sr. |Test/ Mokasatenb Result / PeaynkTtathl Specification / Hopma
No.
11 |Package / 10 tablets in a aluminum blister. |10 tablets in a PVC/aluminum blister or
YnakoBeka 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 /anbiomMmnH1eBbIN a carton pack. /Mo 10 TabneTok B
6nuctep. No 2 6nnctepy ¢ MBX/anoMuHueBbIv Gnuctep unu
MHCTPYyKUKen no npumereHuto B (MA/AJ/TIBX//antomuHueBbI GrnvcTep.
na4Ky KapTOHHYIO. Mo 1 unu 2 Gnnuctepa ¢ MHCTPYKLWEI NO
NPVYIMEHEHUIO B NayKy KAPTOHHYIO.
12 |Labeling / According to ND / B cooteeTcTeuu ¢ Hj
Mapkuposka
13 /Storage conditions |At temperature below 25°C / Ipu Temnepatype He Bbiwe 25 °C.
XpaHeHue
14 |Shelf life / Cpok 5years /5 net
rogHoCTH

Remarks : The Product confirms to ND/
Ilpumeuanue: [Ipoaykt coorBeTcTByeT TpeGoBanusm HJT

Conclusion : APPROVED /
3aknwuenne: OJJOBPEHO

Prepared by /
[TonroroBneHo~
Ramakant

A

Checked by / .
il

| IIpoepeno: < i

1 O Prakush €

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

Pawan Kumar )%/

Print Date /
Hara:07.12.2021

Print Date /
Jata:07.12.2021

Print Date /
Hata:07.12.2021

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




