[ )
Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS

CEPTHDPHEAT AHAJH3A

Product: Novigan, film-coated tablets /

Hopurau®, TabaeTkn, MOKPRITHIE IMIEHOYHOH 000109K0#H

Batch No. / Cepua No : V21001 %6

Batch Size / O0bem naprun : 684,000 KG

Analytical Report No [ AnanuTayeckuii oTyet Ne

:890001503582, 890001503126

Date of Manufacture / JlaTa nponseogeTea :JAN-2021

Date of Analysis / Jata ananuza :31.01.2021

|Date of Expiry / Cpox rogmoctn : DEC-2025

Analysis performed according ND / Ananni nposesen no H/: T1 N008846-071216 (amend Ne 1

from 20.08.2019 / uam. Nel or 20.08.2019

Page 1 of 8

Sr. |Test/MNokazaTtene
No.

Result / Pesynetatsl

Specification / Hopma

1 |Descriplion /
OnucaHwe

While round biconvex  film-
coated tablets debossed with
NOVICAMN on onc aide, On o
crogs sectlon while core.

!/ Kpyrible gBoakoBLinyknbe

TabneTk, NoKpe/Tele

nnaHa iHoi ebono kel Benoro
LIBETA, € TUCHEHUEM
aNOVIGAN» Ha oaHORA
CTOpOHe. Ha nonepeyHonm
pa3pese Aagpo Genoro UseTa.

White round biconvex film-coated tablets
debossed with NOVIGAN on one side.
On o orooo oootion whito to off whito
Lo,

{ Kpyrnble oBosxkoBeINyKLIe TaBneTiw,
NOKPLITEE MNEHOYHOR 0DonoYKoR
DeNOro URSTA, © THCHEHMEM
«NUVIGANY HA ofHol cTopole. Ha
nonepeYyHom paspese agpo ot Benoro Ao
MNodYTH ﬁennrn IRATA

Remarks : The Product confirms to ND/
[Ipumeyanue: ITpoaykT cooreTcTBYeT TpeGopanuam HJT

Conclusion : APPROVED /
Jarmwaenne: OJOBPEHO

Prepared by /
[loaroroBineHo:
Pardeep Kumar

Checked by /
Ilpoeepeno:
Himesh Kumar

=l —=

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

Pavan KumapSharma
P

Print Date /

Hata:31.01.2021

Print Date /
Hara:31.01.2021

Print Date /

Hara:31.01.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A_F, India
Tel: @1 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com

CIN: LRS195AP1984PLCO04507

ww .l eddys.ouin




Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

CEFTH®HKAT AHAJTHU3A

Product: Novigan, film-coated tablets /

Hognran®, Tadierkn, nokpuIThie MIeHOYHOH obolouKoi

Batch No. / Cepua N2 : V2100186

Batch Size / Ofbem naprun : 684.000 KG

Analytical Report No / AHannTHYecKkuii oT4er Ne
:800001503582, 890001503126

Date of Analysis / TaTa anannsa :31.01.2021

Date of Manufacture / Jlava Tpousgoacrea :JAN-2021

Date of Expiry / Cpox roanocrs : DEC-2025

from 20.08.2019 / nam. Nel ot 20.08.2019

Analysis performed according ND / Auaaus nposeaen no HJL: T1 NO08846-071216 (amend No 1

Page2 of 8
Sr. |Test/lNokazaTensb Result / PeaynbTaThl Specification / Hopma
No.
2 |ldentification f
MognuHHOCTL a) Complies as prescribed/ Retention time of principal peak in the
a) Ibuprofen / B cooTeeTcTBMM ¢ onucaduan  [chromatogram of fest solution should
Weynpoder correspond to retention time of principal

peak in the chromatogram of ibuprofen
standard solution. / Bpemsa yaep#ueaHia
OCHOBHOMO MWKa Ha xpomarorpamme

MCneITYemury peC i HUpE L R HU
COOTEETCTEBOBATE BPEMEHK
YAEPHWBAEHWSE  OCHOBHOIMO  NWKa  Ha
XpomarorpammMe cTaHaapTHOro

pacTeopa WiynpodgeHa.

Remarks : The Product confirms to NI/ Conclusion : APFROVED /
Ipumesanne: Tpoaykr cooteeTcTBYET TpeGopanam HI | 3axmouenue: OJIOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosncuo: [Mposepeto: Onobpeno: Meneep /
Pardeep Kumar Himesh Kumar PyKoRogHTENb

[.. M Pavan Kmny
Print Date / Print Date / Print Date /
Hara:31.01.2021 Hara:31.01.2021 Hara:31.01.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4500 2000, Fax: 91 40 4900 2099, Email; maili@drreddys.com
CIN: LES195API9R4PLCO04507

wwrw.drreddys.com




Qe
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOPHUKAT AHAJIH3IA

|Prudm:t: Novigan, film-coated tablets /

Hoeuran®, Tabiaerkn, MOKPLITHE MLIEHOYHOIH 060104K06H

Batch No. / Cepaa Ne : V2100186

Batch Size / Obsem naprun : 684,000 KG

Analytical Report No / Amajanrayeckuii oraer Ne
:890001503582, 890001503126

Date of Analysis / Jlara anannsa :31.01.2021

Date of Manufacture / lata nponzeoacTea :JAN-2011

Date of Expiry / Cpok roaroctn : DEC-2025

Analysis performed according ND / Anauus nposenen mo HJI: IT NO08846-071216 (amend No |
from 20.08.2019 / n3m. Nel ot 20.08.2019

Page3 of 8

Sr.
No.

Test / NokazaTens

Result / PezynkTathl

Specification /| Hopma

3

Identification /
MoanuHHOCTE

b) Pitafenone
hydrochloride and
fonpivorinium
bromida /
HIWTCRpaHOHA
rvapoxnopua 1
deHNUESDHHWA
bpomug

b) Complies as prescribed/
B cOOTBETCTBMM C ONUCEHWUEM

Retention time of principal peaks in the
chromatogram of test solution should

correspond  to  retention  time  of
pitofenone hydrochloride and
fenpivarinium  bromide  peskds Do e

chromatogram ol slandard  sululion./
Bpumi iy yURMEEHN ULHUBHBIA LIViRUS

Ha YNMATATTARAR P HENRITYARMARD
pacTeopa AOMXHbI  COOTEETCTBOBATH
BpemMeHam YaepHUE2HWA NWKOB
NUMTOPEHOHE ruapoxnopuag 1]
hCHNUDCPHI K Gpomuaa Ha
XKpomaTtorpamme CTaH4apTHOro
pRCTROPN.

Remarks : The Product confirms to ND/
Ipumeyanne: [TpoaykT cooTBeTCTRYET Tpeboranuam HJT

Conclusion : APPROVED /
Jakmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarotosnexo: ITposepeno: Onotpeno: Menemxep /
Pardeep Kumar Himesh Kumar Pykosoaurens
c.:)/,_’p Pavan Kumar-Sharma
c;f’:’ . o2
Print Date / Print Date / Print Date /
Jara:31.01.2021 Jara:31.01.2021 Hara:31.01.2021

Registered Office: 8-2-337, Road Mo, 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 31 40 4500 2900, Fax: 91 40 4900 2009, Email: mail@dmreddys.com
CIN: LEST95AP]1 984 PLCODM 507

wew drreddy s.com




.. Q%%
Dr.Reddy’s Qe
CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHATHIA

Product: Novigan, film-coated tablets /

Hosuran®, Taiierkn, NoKpbIThIe I1eH0 HOi ofonoykoii

Batch No. / Cepna Ne: V2100186 Batch Size / Odbem naprum : 684,000 KG
Analytical Report No / Anaanrindeckuii oraer Ne Date of Analysis / Jara anannsa :31.01.2021
:890001503582, 890001503126
Date of Manufacture / /lata npoussojcrea :JAN-2021 Date of Expiry / Cpok roanocrs : DEC-2025
Analysis performed according ND / Ananus npoeeaen mo HJI: 1T NOO8E46-071216 (amend No |
from 20.08.2019 / uzm. Nel ot 20.08.2019

Paged of B
| Sr. |Test/MokazaTens Result / PeayneTaTtel Specification / Hopma
No.

4 |Average weight 570.0 mg = 3 % (from 552.9 mqg to 587.1
and Uniformity of 566.0 mg/nr mg) / 570,0 MF £ 3 % (0T 552,9 mMr Ao
woight / Cpagrnn BAT. 1 wi)
macca u
bl LampGS TR AB] = NM | + 5 % [

18/20 Tabn —He Gonee + 5 %
2/20 tabl — NMT £ 10 %. /
2120 140 —He Ouiee £ 10 %,

& |Dioinleyrution / U i T8 wuoonds/mun Mol rurg W U man /
PacnagacmocTL He Bonee 30 muH

6 |Dissolution / Mot less than 70 % (Q) of C4HwO:
PacTeopeHue (ibuprofen) after 30 min. / He meHee 70
Ibuprofen / 100-103% % (Q) CizHs02 (wbynpodpen) yepes 30
M6ynpodeH MHAH-

Pitofenone Not less than 75 % (Q) of CaaHzsNOsHCI

hydrochloride / 100-109% (pitofenone hydrochloride ) after 30 min. /

Murodbe ionia He meHee 75 % (Q) CuH:sNOgHCI

FMGPOXTIOPG (nuTodpeHoHa rwgpoxnopng) vepes 30
MWH.

Remarks : The Product confirms to ND/
ITpumeaanne: [poaykr cooteercreyeT Tpebopanuam HJT

Conclusion : APPROVED /
Jakmouenne: OJOBPEHO

.

Prepared by / Checked by / Approved by: Manager/Executive /
lloaroToBneHo: Ipoeepeno: Omobpeno: Menenaep /
Pardeep Kumar Himesh Kumar PykoBOOWTENE

:;L"”j.jj

o

Pavan [{umf Sharma

Print Date /
Hara:31.01.2021

Print Date /
JaTa:31.01.2021

==
Print Date /

Hara:31.01.2021

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: ©1 40 4900 2900, Fax: 01 40 4900 2999, Email: maild@drreddys.com
CIM; LES195API984PLCO04507

wwwdrreddys.com



Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CFPTHOHKAT AHATH3A

Product: Novigan, film-coated tablets /

Hosuran®, rabaerku, NOKpeITHIE IIEHOYHOH 000104 KO

Batch No./ Cepua Ne ; V2100186

Batch Size / Ubbem napTai : 654,000 KG

Analytical Report No / AmanaTuyecknii oruer Ne

:890001503582, 890001503126

Date of Analysis / laTa amaansa :31.01.2021

Date of Manufacture / JaTa npoussoncrea :JAN-2021

Date of Expiry / Cpok ronHocTs ; DEC-2025

Analysis performed aceording ND / Ananus nposegen no HJI: TT N0O08846-071216 (amend MNe |
from 20.08.2019 / wasm. Nel ot 20.08.2019

Page 5 of 8
Sr. (Test/ Nokazatens Result [ PeaynkTaTthl Specification / Hopma
No.
7 |Related 0.04%
substances / Total impurities not more than 1.0 %/
MNocTopoHHWE Cymma npumeceil — He Bonee 1,0 %
npMMecH
8 |Microbial limits /
Mukpobuonoruyec
KaA 4ncToTa

a) Total Aerobic
Microbial Count /
Obwee yucno
AspOBHLIX
MUKPOOPraHW3MoB

b) Total Combined
Yeasts and Mould
Count / Obuee

YUCNO OPOXRCKEBbBIX

Less than 100 CFU/ ml/

Menee 100 KOE/an

Less than 50 CFU/ ml /

Menee 50 KOE/mn

Mot more than 1000 CFU/mI /
He Bonee 1000 KOE/un

Mot more than 100 CFU/mI /
He Gonee 100 KOE/mn

W MRecHeBbIX
rpuboe

Absentin1g/ Absentin1g/
c) E. coli OtcytcTeyeTB 11 OTtcyTcTBme B 1T

Remarks : The Product confirms to ND/
TMpumeuanne: [poaykr cooreercTeyeT Tpebosanman HIT

Conclusion : APPROVED /
Jaxmouenne: OJOBEPEHO

Hara:31.01.2021

Jara:31.01.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IoaroTopneno: [Tposepeno: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar Pykoponurens
Pavan Kumar Sharma
Print Date / Print Date / Print Date /=

Hata:31.01.2021

Registered Otfice: §-2-337, Road Mo, 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@dmreddys.com
CIN: LES193AP 1984 PLCOO4507

www.drreddys.com




Dr.Reddy’s €%

CERTIFICATE OF ANALYSIS

CEPTHO®HEAT AHATH3A

Product: Novigan, film-coated tablets /
Hopuran®, TabaeTkn, noKpLITHE NaeHouMHOH ofonoukoii

Batch No. / Cepua Ne : V2100186

Batch Size / Ofnem naprun : 684,000 KG

Analytical Report No / Anaanrnveckuii orver Ne
(200001503582, 820001503126

Date of Analysis/ JlaTa anaamsa :31.01.2021

\Date of Manufacture / Jara nponssoacrsa :JAN-2021

Date of Expiry / Cpok rognocrs : DEC-2025

Analysis performed according ND / Ananus upane_,u;ef[ no HA: TT NO08846-071216 (amend Ne 1
from 20.08.2019 / nam. Nel or 20.08.2019

Page b of 8

No.

Sr. |Test/ MNokazatens Result [ PezynbTaTkl

Specification / Hopma

9 |Uniformity of
dosage units of /
OgHopogHOCTE
40aMponol v
Filulurniu
hydrochloride /
MuToteHoHa
IMAPURI VRN

Fenpiverinium
bromide /
WeHnUEEpUHUS
bpoming

Acceptance value {AV) should be not
more than 15.0. / Noxkasatens

3.4 npuemnemocT (AV) omeHo BelTe He
dance 16,0
34 Acceptance value (AV) should be not

more than 15.0. [ MNokazaTtens
ipmeniemos W (AY) 4onsHo ObliTb HE

Gones 15,0

Remarks : The Product confirms to ND/
Hpumedanne: IMpoaykT cooreeTcTByeT Tpeboranuam HI

Conclusion : APPROVED /
Jaknwaenaue: OJOBPEHO

Prepared by /
IMoarorosneHo:
Pardeep Kumar

-

Checked by /
[Mposepeno:
Himesh Kumar

=

Approved by: Manager/Executive /

Onobtpeno: Menemxep /
Pyrosogurens

Pavan Kumar Sharma
o gy

Print Date /
Hara:31.01.2021

Print Diate /
Hara:31.01.2021

Print Date /
Hara:31.01.2021

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

CIN; LES195APT984PLCO04507
wwrw.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHDHKAT AHAJIM3A

Product: Novigan, film-coated tablets /
Hopuran®, TabaeTkH, NoKpeITLIE ILIEHOYHO# 060104K0#H

Batch No. / Cepun Ne : V2100186

Batch Size / Obem naprau @ 684 000 KG

Analytical Report No / Anaantaueckuii oryer Ne
:890001503582, 890001503126

Date of Analysis / laTa ananmza :31.01.2021

Date of Manufacture / lara npouseojcrsa :JAN-2021

Date of Expiry / Cpok rogaoers : DEC-2025

Analysis performed according ND / Anaauz nposegen no H: [T NO08846-071216 (amend Ne 1

|from 20.08.2019 / uam. Nel o1 20.08.2019 ]
Page 7ol 8

Sr. |Test/MNokasarens Result / PeaynikTathl Specification / Hopma

No.

10 |Assay/ 393.5 ma/mr From 384.0 to 4186.0 mg of C1:H::02
KonuuecTteeHHoe {ibuprofen) per tablet. /
onpegsneHne OT1 384.0 ao 416,0 mr CqgH 505
Ibuprofen / (MBynpodber) B TabBnetke.
Weynpodean
Hitotenone From 4.5 [u 5.5 my ol CaHzsNO-HCI
hydrochloride / 5.011 mg/ mr (pitofenone hydrochloride) per tablet. /
MuTotheroHa O1 4,5 po 5,5 mr CazHsNOy-HCI
rapoxTOPUg, (nvTotheHoHa rugpoxnopus) B TaneTie

B amariad From 0.02to 0.11 mg of C2:HzBrN-0

Fenp!venmum (fenpiverinium bromide) per tablet.
sromide / 01005 mat - OT 0,09 710 0,11 Mr CzHzsBrN;O
DeHnnBEPUHISA : mgim (dpernuBepuHUs Bpommua) B TabneTke
bpomupg

Remarks : The Product confirms to ND/
 Ipumeuanue: [ponykr coorserctayer Tpebopanusm HI | 3axmouenue: OJJOBPEHO

Conclusion : APPROVED /

Prepared by /
[MonrotosneHo:
Pardeep Kumar

=

Checked by /
[Mpoeepexo:
Himesh Kumar

QJ—/Q Pavan Kumar (SE%

Approved by: Manager/Executive /
Opobpeno: Menepxep /
PykoBonuTElL

Print Date /
Hara:31.01.2021

Print Date /
Hara:31.01.2021

Print Date /
Hara:31.01.2021

Registered Office: -2-337, Road MNo. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 40 400 2000, Fax: 91 40 4900 2999 Email: maili@drreddys.com
CIN: LES195AP1984PLC004507

www.drreddys.com



Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS
UEPIHOHEAT AHAJTH3IA

Product: Novigan, film-coated tablets /

Hopuran®, TabaeTkn, mokpeIThie IeHoYHoi oboaouko
Batch No./ Cepun Ne : V2100186 Batch Size / O6bem naprun ; 654.000 KG

Analytical Report No / Ananwrnaecknii oruer Ne Date of Analysis / llaTa ananu3a :31.01.2021

1890001503582, 890001503126 |
Date of Manufacture / JlaTa npon3goacrsa :JAN-2021 Date of Expiry/ Cpok rogsocrn : DEC-2025

Analysis performed according ND / Anaaus nposenen no HL: T1 MNO08846-071216 (amend Ne |
from 20.08.2019 / u3m. Nel or 20.08.2019

Page 8 of 8
Sr. Test/Nokazarenb Result / PeaynbTaThbl Specification f Hopma
No.
11 |Packagef 10 tablets in a aluminum blister. |10 tablets in a PVC/aluminum blister or
ynakoska 2 blister and patient information |PA/AL/PVC//aluminum blister. 1 or 2
leatlet in & carton pack. / Mo 10 |biletore and palient infunation leaflet in
TABNETOK B [aNOMWHWEBLIRA a carton pack. / Mo 10 TabneTok B
Dnmciep. Hu 2 Limuiepy MDA mnanu el Grmu iup s
MHCTpYKUMed no npumererio B NMA/ATITIBX//aniomvHyessiid Gnvcep.
nadyky KapTOHHYH. Mo 1 wnn 2 BNMCcTERa © MHCTPYKUWEA No
MPUMEHEHWIO B MAYKY KapTOHHYIO.
{2 |Lab&hng / Aooording lu ND 7B cuuiweiciwan < |
MaprupoBka
13 lfS‘u::r.r.ag,jﬂ condifions | Al temperature below 25°C / [Mph TemnepaTtype e Beilwe 25 °C.
XpaHeHwe
14 |Shelflife /Cpox 5 years/5 net
rofHOCTK .
Remarks : The Product confirms to NIV Conclusion : APPROVED /
Ipumeaanue: [poaykt cooTeeTcTaYeT TpeGoBanusm HI[ | 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroropneHo: [Nposepeno: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PykoRoauTENE
Qﬁ’/ QA/,—’& Pavan Kumar S/E%
Print Date / Print Date / Print Date /
Hara:31.01,2021 Hara:31.01.2021 JNara:31.01.2021

Registered Ciffice: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 31 40 4500 2900, Fax: 81 40 4900 2999, Email: maili@dreddys.com
CIN: LES195AP 1 934PLCO04507
www, dmeddys.com



