Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

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

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

Product: Novigan, film-coated tablets /

Hopuran®, Tab/1eTKH, MOKPbIThIE IJICHOYHOH 0001049KOH

Batch No. / Cepus Ne : V2101998

Batch Size / O6bem napruu : 684.000 KG

Analytical Report No / AHanuTH4ecKHi oTueT Ne
:890001560161, 890001560131

Date of Analysis / laTta ananusa :09.12.2021

Date of Expiry / Cpok roanocru : OCT-2026

Date of Manufacture / lata nponssoacTsa :NOV-2021

Analysis performed according ND / Anasu3 npoeegen no HJI: [T N008846-071216 (amend Ne 1
from 20.08.2019 / uzm. Nel ot 20.08.2019

OnucaHue

coated tablets debossed with
NOVIGAN on one side. On a
cross section white core.

/ Kpyrnble [BOAKOBbLINYKIbIE

TabneTky, NOKPbITbIE
nnexo4Hol o6onoykoi 6enoro
LUBETa, C TUCHEHVEM
«NOVIGAN» Ha ogHoOMn
cTopoHe. Ha nonepeyHom
paspese sgpo beroro useTa.

Page 1 of 8
Sr. |Test / [Noka3atenb Result / Pesynbrarsl Specification / Hopma
No.
1 |Description /|White round biconvex film-|White round biconvex film-coated tablets

debossed with NOVIGAN on one side.
On a cross section white to off-white
core.

/ Kpyrnble gBOSIKOBbINYKNblE TabneTky,

NOKpPbITbIE NNEHOYHON 060NOYKON
6enoro upeTa, ¢ TUCHEHUEM
«NOVIGAN» Ha ogHo# ctopoHe. Ha
nornepeYHom paspese sapo ot 6enoro Ao
noyTtn 6Genoro ugeTa.

Remarks : The Product confirms to ND/
IIpumeuanue: [TpoayKT cooTBeTcTBYeT TpeboBanusM HJL

Conclusion : APPROVED /
3akaiouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: IIposepeHo: Onobpeno: Menemkep / PykoBoauTenb
Pravesh Rana Ramakant Pawan Kumar ,é;ip_

Print Date / Print Date / Print Date / '
Jata:.09.12.2021 Jata:09.12.2021 Hata:09.12.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 25839, Email: mail@drreddys.com
CIN: L85185AP1984PLC0O04507

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 : 491 98166 56001-02

CEPTHDUKAT AHAJTH3A

www.drreddys.com

Product: Novigan, film-coated tablets /
Hopuran®, TabaeTkH, NOKPbLITHIE MNIeHOYHOH 060/104KOH

Batch No. / Cepus Ne : V2101998

Batch Size / O6bem naptun : 684.000 KG

Analytical Report No / Ananurudyeckuii oryer Ne
1890001560161, 890001560131

Date of Analysis / laTa anannsa :09.12.2021

Date of Manufacture / Jlata npoussoacTea :NOV-2021

Date of Expiry / Cpok rogsoctu : OCT-2026

Analysis performed according ND / Auau3 nposesen mo HJL: [1N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019

Page 2 of 8

Sr.
No.

Test / [MokazaTenb

Result / PesynbTaThl

Specification / Hopma

2

Identification /
MNoannHHOCTb

a) lbuprofen /
NGynpodeH

a) Complies as prescribed/

B cooTBeTCTBUM C ONUCaHUEM

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 yaepxusaHus
OCHOBHOrO TNWKa Ha Xpomarorpamme

ncnbiTyemoro pacteopa AOJTKHO
COOTBETCTBOBATbL BpPEeMEHN
yoepxuaHusg  OCHOBHOTO nuKa Ha
XpomaTtorpamMmme CTaHOapTHOro

pacTBopa ubynpodeHra.

Remarks : The Product confirms to ND/
Tpumeuanue: [1IpoaykT coorsercTByeT Tpebosanmnsam HJL

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

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

[ToarorosneHo: /g [IpoBepeHo: Ono6peno: Menemiep / PykoBoaurenb
| Pravesh Rana Ramakant Pawan Kumar 22—

Print Date / Print Date / Print Date /

Jara:.09.12.2021 Hara:09.12.2021 Hara:09.12.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: 491 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O0A507
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

CEPTHO®UKAT AHAJIHU3A

www.drreddys.com

Product: Novigan, film-coated tablets /
Hoenrau®, TaéieTkH, NOKPbITHIE MJIEHOYHOI 0601049KOH

Batch No. / Cepusi Ne : V2101998

Batch Size / O6bem maptuu : 684.000 KG

Analytical Report No / AHanuTH4ecKuii oT9eT No
:890001560161, 890001560131

Date of Analysis / laTa ananusza :09.12.2021

Date of Manufacture / Jlata nponssoscrsa :NOV-2021

Date of Expiry / Cpok roguoctn : OCT-2026

Analysis performed according ND / Anau3 npose/ieH 1o HJT: IT N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019

b) Pitofenone
hydrochloride and
fenpiverinium

Page 3 of 8
Sr. |Test/ NokasaTenb Result / PesynbTathl Specification / Hopma
No.
3 |ldentification /|b) Complies as prescribed/ Retention time of principal peaks in the
MoanuHHOCTL B cOOTBETCTBUM C ONMCaHWem  |[chromatogram of test solution should

correspond to retention time  of
pitofenone hydrochloride and
fenpiverinium bromide peaks in the

chromatogram of standard solution./

Ipumeuanue: [TpoayKT

bromide / BpemeHa yaepKUBaHsi OCHOBHbIX M1KOB

MuTocberora Ha  XpomaTtorpamme  WUCTbLITYemMoro

rMAPOXIIopPUA v pacTeopa [JOMKHbl COOTBETCTBOBATbL

theHnmBepuHUA BpemMeHam yaepKusaHua NMKOB

Opomug nutodgeHoHa rmapoxnopuaa "
heHnnsepuHus 6pomuaa Ha
XpomaTtorpaMmme CTaKOapTHOro
pacteopa.

Remarks : The Product ¢onfirms to ND/ Conclusion : APPROVED /

cooTBeTcTBYET TpeboBaHusM HJY

3akmouenne: OJOBPEHO

Jara:.09.12.2021

Jata:09.12.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroBieHo: | [TpoBepeHo: ‘7 ol o Ono6peno: Menempkep / PykoBoaureny
Pravesh Rana 4] Ramakant X 4~ Pawan Kumar z‘é\/

Print Date / Print Date / Print Date / "

MaTa:09.12.2021

Registered Office: 82-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2399, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ":.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd,
Forniuiation Unit-6

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

CEPTUOUKAT AHAJIU3A

www.drreddys.com

Product: Novigan, film-coated tablets /

Hopurau®, Ta6eTKH, IOKPbIThIE JIeHOYHOI 060J109K0i

Batch No. / Cepus Ne : V2101998

Batch Size / O6bem mapTun : 684.000 KG

Analytical Report No / AnanuTnyeckuii order Ne

:890001560161, 890001560131

Date of Analysis / JlaTa anaim3za :09.12.2021

Date of Manufacture / /laTa mpoussoacrea :NOV-2021

Date of Expiry / Cpok roanoctn : OCT-2026

Analysis performed according ND / Ananu3s nposexen no HJI: IT N008846-071216 (amend Ne 1

from 20.08.2019 / u3m. Nel ot 20.08.2019

Page 4 of 8
Sr. |Test/NokazaTenb Result / PeaynbTaTthbl Specification / Hopma
No.

4 |Average weight 570.0 mg £ 3 % (from 552.9 mg to 587.1
and Uniformity of 569.4 mg/ 569.4 mr mg) / 570,0 mr £ 3 % (oT 552,9 Mr go
weight / CpepgHsas 587,1 mr)
macca u
PopoAnoeTe 8 SORICS 18/20 tabl — NMT = 5 % /

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

5 |Disintegration / 03 min 37 seconds/ MuH Not more than 30 min/
PacnapaemocTb He 6onee 30 muH

6 |Dissolution / Not less than 70 % (Q) of CiH1sO2
PacTeopetue (ibuprofen) after 30 min. / He meHee 70
Ibuprofen / 98-101% % (Q) C13H1s02 (MbynpodbeH) yepes 30
N6ynpodeH g5
Pitofenone Not less than 75 % (Q) of C22H2sNO4-HCI
hydrochloride / 95-99% (pitofenone hydrochloride ) after 30 min. /
MuTodeHoHa He meHee 75 % (Q) CaH2sNO4HCI
FMApOXIopUA, (nuTodbeHoHa ruapoxnopug) udepes 30

MUH.

Remarks : The Product confirms to ND/

IIpumeyanue: IIpoaykr cooTBeTcTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3akimouenue: OJJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: /& [IposepeHo: w Opnobpeno: Menekep / Pykosoaurennb
Pravesh Rana Ramakant Pawan Kumar =

Print Date / Print Date / Print Date / !

JHara:.09.12.2021 Jata:09.12.2021 Jara:09.12.2021

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 Q':'.

CERTIFICATE OF ANALYSIS

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

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

CEPTHO®HUKAT AHAJIM3A

www.drreddys.com

Product: Novigan, film-coated tablets /
Hopuran®, TabjaeTkH, NOKPHITHIC ILICHOYHOH 000104KOii

Batch No. / Cepusi Ne : V2101998

Batch Size / O6nem naprud : 684.000 KG

Analytical Report No / AnaanTuyeckuii oruer Ne
1890001560161, 890001560131

Date of Analysis / JlaTa ananusa :09.12.2021

Date of Manufacture / lata nponssoacrsa :NOV-2021

Date of Expiry / Cpok roanoctn : OCT-2026

Analysis performed according ND / Anasns nposened 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 /
O6uee yncno
a3pobHbIX
MUWKPOOPraHU3MOoB

b) Total Combined
Yeasts and Mould

Page S of 8
Sr. |Test/ [NokasaTenb Result / PeaynbTathl Specification / Hopma
No.
7 |Related BDL (Disregard limit 0.03%)
substances / Total impurities not more than 1.0 % /
[MocTOpOHHUE Cymma npumeceit — He Gonee 1,0 %
rpumecu
8 |Microbial limits /
Mukpobuonorudec

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

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

Count / O6wwiee He 6onee 100 KOE/mn
4YNCNO OPOAOKEBBIX
¥ NNIECHEBbIX
rpnbos Absent /
OtcyTcTtBYET Absentin1g/
¢) E. coli OTtcytctBue B 11

Not more than 1000 CFU/ml /
He Gonee 1000 KOE/mn

Not more than 100 CFU/ml /

Remarks : The Product confirms to ND/
Ipumeuanue: [poaykr coorsercTByet TpedoBannsm HJL

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Jara:.09.12.2021

Hata:09.12.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBneHo: [IpoBepeHo: w Ogno6peno: Menekep / PykoBoauTesb
Pravesh Rana Ramakant Pawan Kumar /L;?—'—-

Print Date / Print Date / Print Date /

Jata:09.12.2021

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: L85195AP1384PLC0O04507

www.drreddys.com




q... Dr. Reddy's Laboratories Ltd.
, . o .
Formulation Unit-6
Dr. Reddy S Ne Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTHOUKAT AHAJIN3A www.drreddys.com

Product: Novigan, film-coated tablets /

Hopuran®, Ta6aeTkH, NOKPLIThIE NJeHOYHOH 000109K0#

Batch No. / Cepust Ne : V2101998 Batch Size / O6bem napruu : 684.000 KG
Analytical Report No / AnanuTH4ueckuii oTuer Ne Date of Analysis / laTta ana;n3a :09.12.2021
1890001560161, 890001560131

Date of Manufacture / Jlata npoussoactpa :NOV-2021 Date of Expiry / Cpox rognocts : OCT-2026
Analysis performed according ND / Auanus nposeaen no H/L: I1 N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019

Page 6 of 8

| Sr. |Test/ Noka3aTensb Result / Pesynetathl Specification / Hopma

No.

9 |Uniformity of Acceptance value (AV) should be not
dosage units of / more than 15.0. / NokasaTenb
OpHopoaHOCTb npuemnemocTy (AV) AOSKHO ObITh He
A03NPOBaHUSA: 4 Gonee 15,0
Pitofenone
hydrochloride /
lMuTodeHoHa
rmapoxnopua
Fenpiverinium 4.6 Acceptance value (AV) should be not
bromide / more than 15.0. / MNokasaTenb
deHnuBepuHNs npvemnemocTy (AV) AOMKHO BbITb HE
6pomug oonee 15,0

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
INpumeuanue: [TpoayKT coOTBETCTBYeT Tpebopanmam HJ[ | 3akmodenne: OHOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToAroToBNIEHO: % [IpoepeHo: W Onobpeno: Menenxep / PykoBopuTenb
Pravesh Rana Ramakant Pawan Kumar X

Print Date / Print Date / Print Date / J

Hara:.09.12.2021 Hara:09.12.2021 Hata:09.12.2021

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: 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

CEPTUDOHUKAT AHAJIM3A

www.drreddys.com

Product: Novigan, film-coated tablets /

Hopurau®, TabaeTKH, NOKPbITHIE JIEHOYHOR o6os10uKOoM

Batch No. / Cepusi Ne : V2101998

Batch Size / O6bem naprun : 684.000 KG

Analytical Report No / AHanuTn4ecknii oTaeT Ne

1890001560161, 890001560131

Date of Analysis / laTa ananu3a :09.12.2021

Date of Manufacture / lata mponssoacrea :NOV-2021

Date of Expiry / Cpok rognoctn : OCT-2026

Analysis performed according ND / Anaiu3 nposeieH no HJI: [1N008846-071216 (amend Ne 1

from 20.08.2019 / uzm. Nel o1 20.08.2019

Page 7 of 8
Sr. |Test/ Mokasatenb Result / PesynbTaThl Specification / Hopma
No.
10 |Assay/ 398.3 mg/ 398.3 mr From 384.0 to 416.0 mg of C13H1s02
KonuyectBeHHoE (ibuprofen) per tablet. /
Ibuprofen / (vBynpodpeH) B TabneTke.
NoynpocdeH
Pitofenone 5.071 mg/ 5.071 Mr From 4.5 to 5.5 mg of C22H2sNO4-HCI
g (pitofenone hydrochloride) per tablet. /
hydioehiondcl OT 4,5 80 5,5 Mr C22H25NO4HCI
limegEhicns (nuTocbeHoHa ruapoxnopua) B Tabnetke
rugpoxnopua, Ap YA
L From 0.09 to 0.11 mg of C22H2BrN2O
EENRIKSHIIN 0.1017 mg/ 0.1017 mr (fenpiverinium bromide) per tablet.
bromide / OT 0,09 A0 0,11 Mr Co2H2eBrN20
deHnneepuHns (dbeHnneepuHns Gpomua) B TabneTke
Spomug

Remarks : The Product confirms to ND/

Tpumeuanue: [Ipoaykt cootBeTcTByeT Tpeboanusm H/

Conclusion : APPROVED /
3akmouenne;: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBneHo: J& [TpoBepeHo: W Ono6peno: Menemiep / PykoBoautens
Pravesh Rana Ramakant Pawan Kumar -

Print Date / Print Date / Print Date / '

Harta:.09.12.2021 Jata:09.12.2021 JNara:09.12.2021

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 Laboratories Ltd.

e
’ Q.. 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
CEPTHOUKAT AHAJIU3A www.drreddys.com

Product: Novigan, film-coated tablets /

Hopurau®, TabaerkH, NOKpbIThie MJeHOYHOH 000104YKOMH

Batch No. / Cepusi Ne : V2101998 Batch Size / O6nem naptun : 684.000 KG
Analytical Report No / AHanuTudeckuii oryer Ne Date of Analysis / lata ananusa :09.12.2021

:890001560161, 890001560131
Date of Manufacture / Jlata npon3Bogcrsa :NOV-2021 Date of Expiry / Cpok rognoctu : OCT-2026

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

Page 8 of 8
Sr. |Test / lNokasatenb Result / PesynbTathl Specification / HopmMa
No.
11 |Package / 10 tablets in a aluminum blister. |10 tablets in a PVC/aluminum blister or
Ynakoeka 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 /anbloMUHNEBbLI a carton pack. / Mo 10 TabneTok B
6nuctep. Mo 1 GnucTepy ¢ MBX/anioMUHKEBLIN BucTep unu
WHCTPYKLME# no npumeHenuio B |TTA/AN/MBX//antoMyHneBbId Gnuctep.
nayky KapTOHHYH. Mo 1 wnu 2 Bnucrepa ¢ NHCTPYKLIMEN No
MPVMEHEHWIO B MaYKy KapTOHHYHO.
12 |Labeling/ According to ND / B cootBeTctBuM ¢ HJ]
MapkunpoBka
13 /Storage conditions |At temperature below 25°C / [1py TeMmnepaType He BbiLle 25 G
XpaHeHue
14 |Shelf life / Cpok 5 years / 5 neT
rogHoCTU
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [Ipoayxt cootsercTRyet Tpedoannsm HJI 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarotoBneHO: [TpoBepeHo: W Opobpeno: Menemxkep / PykoBoaurenb
Pravesh Rana Ramakant Pawan Kumar
Print Date / Print Date / Print Date / ]
Jata:.09.12.2021 Jara:09.12.2021 Jata:09.12.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 49G0 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



