Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product: Novigan, film-coated tablets /
Hopuran®, TabieTkH, NOKPbIThiE ILJIEHOYHOH 000/104K0H

Batch No. / Cepust Ne : V2100250

Batch Size / O6nem napruu : 684.000 KG

Analytical Report No / AnanuTnueckuii or4yer Ne
890001507688, 890001507646

Date of Manufacture / Jlata npoussoacrsa :JAN-2021

Date of Analysis / laTa ananu3a :24.02.2021

Date of Expiry / Cpoxk roanoceru : DEC-2025

Analysis performed according ND / Anaiu3 npoBe/eH 1o HJ: T1 N008846-071216 (amend Ne 1
from 20.08.2019 / uzm. Nel or 20.08.201Y

Sr. |Test / loka3aTenb

No.

Result / PesynbTaThl

Page 1 018

Specification / Hopma

Nesaription
QnuraHue

White round blconvex [llin-
rnated tablets debossed with
NOVIGAN on one side. On a
cross section white core.

/ Kpyrrible ABOSIKOBLIMYKIbIE

TabneTku, NoKpbIThle
111eHudHLIA UGoNoYKon Gernoro
uBeTa, ¢ TUCHeHnem
«NOVIGAN» Ha vgHOR
cTopoHe. Ha livlepedHom
paspese sgpo 6enoro upeTa.

While round bicunvex film-coated tableto
debossed with NOVIGAN on one side.
On a cross section white to off-white
core.

| Kpyrnbie ABOSIKOBBINYKIbIE TAONETKN,

MOKPbITbIE NAEHOYHOW 060NOYKOM
Senoro UpcTa, ¢ TUGHBHUBM
«NOVIGAN» Ha ogHoll cTopoHe. Ha
noriepe4iioM paspeac napo vi besoro go
noutu Genoro upcTa.

Remarks : 'I'he Product confirms to ND/
I pumenanue: [Ipoaykr coorerctayeT Tpeboanusm HJL

Cundlusion : APTPROVED /
Zakmouenue: OTOBPEHO

Prepared by /
TanroTORICHO;
Pardecp Kumar

=l

Checked by /
ITpoBepeHoO:
Himesh FKumaur

s

Approved by: Manager/Executive /
Qnobpeno: Menemxep /

Print Date /
Tara:24.02.2021

Print Date /
Jata:24.02.2021

D yKoBGATE TR :‘\
Print Date /

Ajay Sharma
Hara:24.02.2021

Registerend Office. 8-2-337, Ruad No. 3, Danjasa Llills, Llyderabad 500034, AP, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com

. CIN: L85195AP1984PLC00450
www.drreddys.com
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Product: Novigan, film-coated tablets /

Hopuran®, Ta6ieTKH, NOKPbITHIE IIEHOUHOIH 060104KOH

Batch No. / Cepun Ne : V2100250 Batch Size / O6nem naptau : 684.000 KG
Analytical Report No / AHanuTHYecKui oT4eT Ne Date of Analysis / lata ananu3za :24.02.2021
890001507688, 890001507646
Date of Manufacture / Jlata npoussojcTsa :JAN-2021 Date of Expiry / Cpox rogaoctn : DEC-2025
Analysis performed according ND / Anajiu3 npoBejen no HJI: T1 N008846-071216 (amend Ne 1
from 20.08.2019 / usm. Nel ot 20.08.2019

Page 2 of 8
Sr. |Test / [MokasaTenb Result / Pesynbrathl Specification / Hopma
No.
|2 |Identification /
MopnuHHoOCTE a) Complies as prescribed/ Retention time of principal peak in the
a) lbuprofen / B cOOTBETCTBMM C onucaHueM  |chromatogram of test solution should
MéynpodeH correspond to retention time of princlpal
peak in the chromatogram of ibuprofen
aslandard solution. / BpeM#A yaepyMBaHn«
OCHOBHOIO MNuKa Ha XpomaTorpamme
NCMbITYEMOTO pacTteopa [AOITKHO
COOTBETCTBOBATh BpeMEHU
yAepXuBaHWs  OCHOBHOrO  nnka Ha
Xpomarorpamme cTaHpapTHOro
pacTeopa ubynpodeHa.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Tpumeuanne: Ipoaykr coorsercTByeT Tpedosarunsm HIL 3axmoyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToAroToOBJIEHO: [TposepeHo: Opo6peno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoauTenb
Qf, O}/D Ajay Sharma (ﬂ”
Print Date / Print Date / Print Date /
Jara:24.02.2021 Jlata:24.02.2021 Jlara:24.02.2021

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: L85195AP1984PLC004507 .
www.drreddys.com



Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Product: Novigan, film-coated tablets /
Hosuran®, Tab1eTkH, NOKPLITHIE NIIEHOYHOH 000J04KO0#

Batch No. / Cepust Ne : V2100250

Batch Size / O6nem naprun : 684.000 KG

Analytical Report No / AnannTudeckuii oT4eT Ne
:890001507688, 890001507646

Date of Analysis / [IaTa ananmsza :24.02.2021

Date of Manufacture / /lata npon3soacrBa :JAN-2021

Date of Expiry / Cpok rogaoctn : DEC-2025

Analysis performed according ND / AHaJu3 npoBeJeH no HJI: 1 N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019

b) Pitofenone
hydrochloride and
fenpiverinlum
bromide /

| lInToheHoHa
rmapoxnopua v
theHNREpUHUA
Bpomua

Page 3 of 8
Sr. |Test/ [okasaTenb Result/ Pe3synbTtarthbl Specification / Hopma
No.
3 |ldentification /|b) Complies as prescribed/ Retention time of principal peaks in the
MNognuHHOCTL B cooTBeTCTBUM C onucaHnem  [chromatogram of test solution should

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

chromatogram ot standard solutlon./
BpemeHa yaepKueBaHusa 0CHOBHbBIX NMUKOB

Ha xpoMartorpaMme  MCMbITYEMOro
pacTBopa [OfbKHbl COOTBETCTBOBATb
BpeMeHaMm YASPXURAHUA MUKOB
nuTodeHoHa rugpoxnopuaa "
heHNnBEPVHNS Bpommnaa Ha
Xpomartorpamme cTaHAapTHOTO
pacTeopa.

Remarks : The Product confirms to ND/
Hpumeuanue: [Iponykr cootBercTByeT Tpebopannsm HJL

Conclusion : APPROVED /
3aknogenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToAroTOBNAEHO: IIpoBepeHo: Ono6peno: Meremxkep /
Pardeep Kumar Himesh Kumar PykoBoautens
QI/ ! ~ Ajay Sharma '
Print Date / Print Date / Print Date /
JNarta:24.02.2021 Hara:24.02.2021 Jlara:24.02.2021

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: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIU

3A

Product: Novigan, film-coated tablets /
Hopuran®, Ta61eTKH, NOKPbITHIE IICHOUHOH 060104KOiH

Batch No. / Cepust Ne : V2100250

Batch Size / O6bem mapruu : 684.000 KG

Analytical Report No / Ananurnaeckuif oTuer Ne
:890001507688, 890001507646

Date of Analysis / /laTa aHau3a :24.02.2021

Date of Manufacture / Jlara npoussoacrsa :JAN-2021

Date of Expiry / Cpok roxHoCcTH : DEC-2025. '

Analysis performed according ND / AHaju3 NpoBe/ieH 1o HJI: T1 N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019

Page 4 of 8

Sr. |Test / NokasaTtenb Result / PesynbTarthl Specification / Hopma
No.

4 |Average weight 570.0 mg + 3 % (from 552.9 mg to 587.1
and Uniformity of 568.1 mg/ 568.1 mr mg) / 570,0 mr £ 3 % (0T 552,9 mMr 8o
weight / CpeaHsas 587,1 Mr)
macca v
oy e edh 18 Complies 18/20 tabl — NMT £ 5 % /

18/20 Tabn 11c Gonee £ 5 %
2/20 tabl = NMT % 10 %. /
2/20 14611 — He Gunige + 10 %.

5 |Disintegration / 03 min 01 seconds/M1H Not more than 30 min/
PacnagaemocTb He 6onee 30 MyH

6 |Dissolution / Nol less (han 70 % (Q) ol CisHisO:2
PactBopeHnue (ibuprofen) after 30 min. / Hu Mmuliee 70
Ibuprofen / 99-101% % (Q) CisH1s02 (nbynpoceH) yepes 30
W6ynpodeH MUAH,

Pilotenone Not less than 75 % (Q) of C22H2sNO4HCI

hydrochloride / 95-97% (pitotenone hydrochloride ) after 30 min. /

MuTtodeHoHa He meHee 75 % (Q) Ca2H2sNO4-HCI

FMAPOXIOPYA (nuTodbeHoHa TMApOXMNopuA) uepes 30
| MWH.

Remarks : The Product confirms to ND/
Mpumeyanne: [1pojIyKT COOTBETCTBYET TPeOOBAHUAM H

Conclusion : APPROVED /
Baxmouenue: OJOBPEHO

Prepared by /
[MoaroToORAEHO:
Pardeep Kumar

=f—

Checked by /
[IpoBepeHo:
Himesh Kumar

=3

Approved by: Manager/Executive /
Ono6peno: Menemkep /
PykoBoautesb

Ajay Sharma

Print Date /
Ilata:24.02.2021

Print Date /
Hara:24.02.2021

Print Date /
Iara:24.02.2021

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: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Product: Novigan, film-coated tablets /
Hoeuran®, TabieTkn, NOKPbIThIE JeHOYHOH 000J104K0H

Batch No. / Cepust Ne : V2100250

Batch

Size / O6bem naptun : 684.000 KG

Analytical Report No / AHamuTHuecKui oT4eT Ne
:890001507688, 890001507646

Date of Analysis / laTa ananu3a :24.02.2021

Date of Manufacture / [lata npoussojacrsa :JAN-2021

Date of Expiry / Cpox roasocts : DEC-2025 |

Analysis performed according ND / Ananus nposenen no HJI: I1 N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019

Muipobionori' 106
Kas uncroTa

a) Total Aerobic
Microbial Count /
O6Lwee uncno
AapafiHkIX
MUWKPOOPraHn3MoB

b) Total Combined
Yeasts and Mould
Count / ObLiee
YMCIO OPONOKEBLIX
¥ MNEeCHEBbIX
rpubos

c) E. coli

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

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

Absentin1g/ Ab

OtcytctByeTB 1T

. Page 5 of 8
Sr. |Test / [MokasaTtenb Result / PeaynbTathbl Specification / Hopma
No.
7 |Related 0.03%
substances / Total impurities not more than 1.0 % /
MocTopoHHKe Cymma npumeceii — He 6onee 1,0 %
npumecu
8 |Microbial limits /

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

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

sentin1g/

Otcyrctene B 11

Remarks : The Product confirms to ND/
Ipumeuanue: [Ipoaykr cootBeTcTByeT TpeGoBanusim HJT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[TonroToBneHo: IIpoBepeHo: Ono6peno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoautens 1
Qf- B ! ~ Ajay Sharma
Print Date / Print Date / Print Date /
Jara:24,02.2021 Hata:24.02.2021 Jara:24.02.2021 ]

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

CEPTUO®UKAT AHAJIU3A

Product: Novigan, film-coated tablets /
Hosuran®, TaéleTKH, NOKPLITbIE NJIEHOYHOH 060/104KO#

Batch No. / Cepus Ne

: V2100250 Batch Size / O6nem naptun : 684.000 KG

Analytical Report No

890001507688, 890001507646

/ AHanuTHYeCKU i oTueT No Date of Analysis / lata ananusa :24.02.2021

Date of Manufacture / /lata npoussoacTea :JAN-2021

Date of Expiry / Cpok rognoctu : DEC-2025

Analysis performed according ND / Anaus nposenes no HJL: I1N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019

Page 6 of 8

No.

Sr. |Test / MNokasaTenb Result / Pe3ynbTaThl

Specification / Hopma

9 |Uniformity of

OgHopoOHOCTb
BO3NPOBaHNS:
Pitofenone
hydrochloride /
| InTocbeHoHa

I NUPURI IUPAY

Fenpiverinium
bromide /

opomug

dosage units of /

PeH mBEpPUHUA

4.6

23

Acceptance value (AV) should be not
more than 15.0. / NokasaTersnb
npuemnemocty (AV) formkHO BbiTb He
bonee 15,0

Acceptance value (AV) should be not
more than 15.0. / MokazaTenk ’
npuemnemarTu (AV) 1onxkHo BbiTh He
oonee 15,0

Remarks : The Product confirms to ND/
[Ipumeuanue: [Tponykr cooTBeTcTByeT Tpebosanusm HJL

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
[TogrorosiieHo:
Pardeep Kumar

 Print Date /
Jata:24.02.2021

Checked by /
ITpoBepeHo:
Himesh Kumar

cﬁ)_J’/__C\-

Approved by: Manager/Executive /
Opno6peno: Menemxep /

PykoBoautens
Ajay Sharma
J »

Print Date /
Jarta:24.02.2021

Print Date /
Jlara:24.02.2021

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: L85195AP1984PLC004507

www.drreddys.com




CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product: Novigan, film-coated tablets /
Hosuran®, Ta6JeTKH, NOKPLITHIE IVIEHOYHOkH 000/109K0H

Batch No./ Cepusi Ne : V2100250 Batch Size / O6nem napthu : 684.000 KG

Analytical Report No / AnaauTHuecKkuii oTyeT N Date of Analysis / laTa ananu3sa :24.02.2021
:890001507688, 890001507646

Date of Manufacture / lata npoussojcrsa :JAN-2021 Date of Expiry / Cpok roagnocru : DEC-2025

Analysis performed according ND / Ananu3s nposesen no HJI: I1 N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019

Page 7 of 8

Sr. |Test / Nokasarenb Result / PeaynbTathbl Specification / Hopma

No.

10 |Assay/ 397.7 mg/ mr From 384.0 to 416.0 mg of C13H1802
KonwuyectBeHHOE (ibuprofen) per tablet. /
onpepenexune OT1 384,0 po 416,0 mr Ci3H102
Ibuprofen / (nbynpodpeH) B TabneTke.
NBynpodeH
Pitofenone - |From 4.5 to 5.5 mg of C22H2sNO4-HCI

; 5.031 mg/ mr (pitofenone hydrochloride) per tablet. /
nydrochlaride / OT 4,5 20 5,5 Mr Cz2H2sNO4-HCI
MIHOLEHE S (nuTocheHoHa rnapoxnopua) B Tabnetke
ruapoxnopua AP PUA
Eenpiverini From 0.09 to 0.11 mg of C22H2sBriN.O
enp!verlnlum (fenpiverinium bromide) per tablet.

bromide / OFI0710 mell OT 0,09 g0 0,11 Mr C22H2BrN20O
deHnMBepuHIA : mg’mr (beHnuBepuHna Gpomua) B TabneTtke
tpomua

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Mpumeuanue: [IponykT cooTBeTCTBYeT Tpebosanuam HJ[ | 3axumouenye: OJIOBPEHO

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

IToaroroBieHo: IIpoBepeHo: Onobpeno: Menemxep /

|| Pardeep Kumar Himesh Kumar PykxoBoauTens
j_/ l A Ajay Sharma
Print Date / Print Date / Print Date /
Hata:24.02.2021 Jara:24.02.2021 JlaTta:24.02.2021




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Novigan, film-coated tablets /
HoBuran®, 1a6/1eTKH, NOKPLITHIE IJIEHOYHOH 000104KOH

Batch No. / Cepus Ne : V2100250

Batch Size / O6bem napruu : 684.000 KG

Analytical Report No / AnanuTHYeckuii oTueT No
1890001507688, 890001507646

Date of Analysis / laTa ananmza :24.02.2021

Date of Manufacture / lara npoussoacrsa :JAN-2021

Date of Expiry / Cpok rognoctu : DEC-2025 3

Analysis performed according ND / Anajin3 npoBeJeH no HJI: I1 N008846-071216 (amend Ne 1
from 20.08.2019 / uam. Nel ot 20.08.2019

Page 8 of 8

Sr. |Test/ [NokasaTens Result / PesynbTathl 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 /a4l WUMNHUEBBIRN a carton pack. / Mo 10 TabneTok B
6nuctep. Mo 2 6GnncTtepy ¢ MBX/antoMUH1eEBbIN Briuctep unu
WIICTPYKLMEiA No npuMeHeHUKo B |MA/AJI/MNBX/anoMuH1eRkIA fnvcTep.
nayky KapTOHHYIO. Mo 1 unn 2 GnucTepa ¢ MHCTPYKUMEH no
NPVMEHEHUIO B NaYKy KapPTOHHYIO.
12 |Labeling / According to ND / B cootsetcTBun ¢ HLI
Mapkuposka
13 /Storage conditions |At temperature below 25°C / [pv Temnepatype He Bbilue 25 °C.
XpaHeHue
14 |Shelf life / Cpok 5 years /5 net
rogHoCTn

IIpumeuanne: [Ipoaykr

Remarks : The Product confirms to ND/

coorsercTByeT TpeboBanuaM HJI

Conclusion : APPROVED /
3axaouenne: OXOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBieHo: IIpoBepeHO: Ono6peno: Mesemxep /
Pardeep Kumar Himesh Kumar PykoBoautens /
C¢_/ ! ey Ajay Sharma \
Print Date / Print Date / Print Date /
JTata:24.02.2021 JHara:24.02.2021 Jata:24.02.2021

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: L85195AP1984PLC004507

www.drreddys.com




