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 : +81 98166 56001-02

CEPTUOHUKAT AHAJIM3A

www.drreddys.com

Product: Novigan, film-coated tablets /
Hopurau®, Ta61eTKH, NOKPbIThIE MJIeHO4YHOi 000J04KOH

Batch No. / Cepust Ne : V2200468

Batch Size / O6bem maptuu : 684.000 KG

Analytical Report No / AHanuTn4yeckuii order Ne
1890001579706, 890001579303

Date of Analysis / Jlata ananusa :17.03.2022

Date of Manufacture / Jlata nponspojactsa :FEB-2022

Date of Expiry / Cpok rognoctn : JAN-2027

Analysis performed according ND / Auaau3 nposenen no HJI: I1 N008846-071216 (amend Ne 1
from 20.08.2019 / usm. Nel ot 20.08.2019

NOVIGAN on one side. On a
cross section white core.
[ Kpyrnele 4BOSAKOBbLINYKIbIE

TabneTky, NOKpbITLIE
nreHo4YHol obonoykoi benoro
uBeTa, C TUCHEHNEM
«NOVIGAN» Ha oaHOI
cTopoHe. Ha nonepeyHom
paspese sapo 6enoro ugeTa.

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

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

NOKPbITbIE NNEHOYHON 060M0YKON
enoro UBeTa, C TUCHEHUEM
«NOVIGAN» Ha oagHow cTopoHe. Ha
rornepeyHoM paspese s4po o1 benoro Ao
noytu 6enoro UBeTa.

Remarks : The Product confirms to ND/
Ilpumeuanmue: [Iponykr cootBeTcTBYET TpeboBanusam HJT

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

JlaTa 17.03.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: [IpoBepeno: Ono6peno: Menemxep /
Ankit Naresh Kumar PykoBonutens
Abhishek Chauhan |
& & fL \
Print Date / Print Date / Print Date /

Jlata:17.03.2022

Harta:17.03.2022

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.
y & : . 3
Formulation Unit-6
Dr. Reddy S Ne Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel:+51 98166 56001-02
CEPTUOHUKAT AHAJIN3A www.drreddys.com

Product: Novigan, film-coated tablets /
Hopurau®, Ta6/1eTKH, HOKPLITHIE MJIeHOYHOH 000/1049K0#i
Batch No. / Cepus Ne : V2200468 Batch Size / O6bem mapruu : 684.000 KG
Analytical Report No / AranuTuyeckuii oTuet Ne Date of Analysis / JlaTa ananusa :17.03.2022
:890001579706, 890001579303
Date of Manufacture / Jlata npou3soactsa :FEB-2022 Date of Expiry / Cpox roaunoctu : JAN-2027
Analysis performed according ND / Auasu3 nposened mo HJI: I1 NO08846-071216 (amend Ne 1
from 20.08.2019 / uam. Nel o1 20.08.2019
Page 2 of 8
Sr. |Test/ NMokasatenb Result / Peaynetathl Specification / Hopma
No.
2 |ldentification /
MoANUHHOCTL a) Complies as prescribed/ Retention time of principal peak in the
a) Ibuprofen / B cooTBeTcTBUM C onucaHuem |chromatogram of test solution should
N6ynpocbeH correspond to retention time of principal
peak in the chromatogram of ibuprofen
standard solution. / Bpems yaepxwvisaHus
OCHOBHOrO MMKa Ha XpomaTtorpamme
“cnblTyemoro pacTeopa OOIMKHO
COOTBETCTBOBATH BpeMeHu
yOepXKMBaHUS  OCHOBHOrO MWKa Ha
XpomaTorpamme CTaHAapTHOro
pacteopa nbynpocdeHa.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanue: [IpoaykT coorseTcTBYeT Tpebopanuam HJ| | 3axmodenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBnexo: [IposepeHo: OnobpeHo: Menemxep /
Ankit Naresh Kumar PykoBoautens
‘ @ Abhishek Chauhan !'
(A - |
Print Date / Print Date / Print Date /
Jara 17.03.2022 JHarta:17.03.2022 Harta:17.03.2022

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: L85195AP1384PLCO04507
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
Tel : +91 98166 56001-02

CEPTUDPUKAT AHAJIU3A

www.drreddys.com

Product: Novigan, film-coated tablets /
Hopuran®, ta6,1eTKH, NOKPBITHIE NJIeHOYHOH 000J09KOM

Batch No. / Cepust Ne : V2200468

Batch Size / O6nem nmapruu : 684.000 KG

Analytical Report No / AHaauTHYecKHi oT4eT Ne
:890001579706, 890001579303

Date of Analysis / /laTa anaiausa :17.03.2022

Date of Manufacture / Jiata npoussoacrsa :FEB-2022

Date of Expiry / Cpok rogsoctu : JAN-2027

Analysis performed according ND / Anasu3s npoeeaen mo HJI: ITN008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019

Page 3 of 8

Sr.
No.

Test / MNoka3aTternb

Result / PesynbTaTthl

Specification / Hopma

3

ldentification /
MNMoannHHOCTL

b) Pitofenone
hydrochloride and
fenpiverinium
bromide /
MutodheHoHa
rmapoxnopua v
heHnMBEpPUHNSA
6pomug

b) Complies as prescribed/
B cooTBeTCcTBUM C ONUCaHNEM

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

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

chromatogram of standard solution./
BpemeHa yaepXvBaHUsi OCHOBHbIX MUKOB

Ha XpomaTtorpamme UCMbITYEMOro
pacTBopa [OMKHbI  COOTBETCTBOBAaTb
BpPEMEHaM YAEPXKUBaHNA nvKoB
nMTodeHoHa rmgpoxnopuga "
heHnmBEPUHUA 6pomuaa Ha
XpomaTtorpamme CTaHgapTHOro
pacTteopa.

Remarks : The Product confirms to ND/
Mpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
IToaroroBieHo:
Ankit

(k

Checked by /
[IpoBepeHo:
Naresh Kumar

Approved by: Manager/Executive /
Onob6peno: Menenxep /

PykoBoautenn |
Abhishek ChauhaniL \

J

Print Date /
JlaTta 17.03.2022

C‘ Y
/
Print Date /

Hata:17.03.2022

Print Date /
Jarta:17.03.2022

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: L85195AP1984PLCC04507
www.drreddys.com
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

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
www.drreddys.com

Product: Novigan, film-coated tablets /

Hosurau®, TabeTKH, NOKPbIThIE NJ1eHOYHOH 000JI0YKOH

Batch No. / Cepust Ne : V2200468

Batch Size / O6bem napruu : 684.000 KG

Analytical Report No / AHannTHYeckuii oT4eT Ne

:890001579706, 890001579303

Date of Analysis / /laTa anann3a :17.03.2022

Date of Manufacture / lata npouspoactsa :FEB-2022

Date of Expiry / Cpok roanoctu : JAN-2027

Analysis performed according ND / Auasnu3s nposegen mo HJI: II N008846-071216 (amend Ne 1

from 20.08.2019 / usm. Nel ot 20.08.2019

Page 4 of 8

No.

Sr. |Test/ Moka3aTenb

Result / PesynbTaTthl

Specification / Hopma

4 |Average weight
and Uniformity of
weight / CpegHsia
mMacca u
04HOPOJHOCTL NO
macce

570.0 mg/570.0mr

Complies

570.0 mg + 3 % (from 552.9 mg to 587.1
mg) / 570,0 mr £ 3 % (o1 552,9 mr fo
587,1 mr)

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

2/20 tabl = NMT + 10 %. /
2/20 Tabn — He Gonee + 10 %.

5 |Disintegration /

02 min 59 seconds/02m 59vH

Not more than 30 min/

PacnagaemocTb He 6onee 30 muH

6 |Dissolution / Not less than 70 % (Q) of CisHsO2
PacTteopeHue (ibuprofen) after 30 min. / He meHee 70
Ibuprofen / 98-100% % (Q) C13H180, (MBynpodpeH) uepes 30
N6ynpodeH MAGE
Pitofenone Not less than 75 % (Q) of C22H2sNO4-HCI
hydrochloride / 96-102% (pitofenone hydrochloride ) after 30 min. /
MuTodheHoHa He meHee 75 % (Q) CzH2sNO4HCI
ruapoxnopua (nutocpeHoHa ruppoxnopua) 4vepes 30

MWH.

Remarks : The Product confirms to ND/
Ipumeuanne: [IponyxT coorBeTcTByeT TpeboBanmam HJI

Conclusion : APPROVED /
3axinouenue: OJJOBPEHO

Prepared by /
[TogroroBneHo:

Ankit
A

Checked by /
[TpoBepeHo:
Naresh Kumar

2

Approved by: Manager/Executive /
OnoGpeno: Menemxep /

PykoBoputens
Abhishek Chauhan L j /\
P

Print Date /
Jara 17.03.2022

Print Date /
Jata:17.03.2022

Print Date /
Jara:17.03.2022

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, INDIA

CERTIFICATE OF ANALYSIS Tel: +91 98166 56001-02

CEPTUDPUKAT AHAJIN3A www.drreddys.com

Product: Novigan, film-coated tablets /

HoBuran®, TabaeTKH, NOKPLITHIE IIEHOYHOH 000J104KOH

Batch No. / Cepust Ne : V2200468

Batch Size / O6bem naprun : 684.000 KG

Analytical Report No / AHaquTHYecKHii oTueT Ne
:890001579706, 890001579303

Date of Analysis / laTa ananuza :17.03.2022

Date of Manufacture / Jlata npon3Boactsa :FEB-2022

Date of Expiry / Cpok rognoctu : JAN-2027

from 20.08.2019 / usm. Nel ot 20.08.2019

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

kas yncroTa
a) Total Aerobic

Microbial Count / Less than 100 CFU/ ml /
O6wwee uncno MeHee 100 KOE/mn
a3po6HbIX

MUKPOOPraH3mMoB

b) Total Combined
Yeasts and Mould Less than 50 CFU/ ml/
Count / Obulee MeHee 50 KOE/mn
UYUCIO OPOANCKEBBLIX
W MNEeCHEBbIX
rpnoos
Absentin1g/
¢) E. coli OTtcytctBYyeTB 11

Page 5 of 8
Sr. |Test / [NokazaTenb Result / PesyneTtaTthbt Specification / Hopma
No.
7 |Related 0.03%
substances / Total impurities not more than 1.0 % /
MocTtopoHHue Cymma npumecen — He 6onee 1,0 %
npumecwu
8 |Microbial limits /
Mukpobuonorudec

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

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

Absentin1g/
OtcyictBue B 11

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [TpoaykT coorBeTcTBYeT Tpebosanusam HJL | 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: [1poBepeno: Ono6peHo: MeHemxep /
Ankit Naresh Kumar PyxoBonurens
G Abhishek Chauhan & \
é: :
B
Print Date / Print Date / Print Date /
Jara 17.03.2022 Jlarta:17.03.2022 Jata:17.03.2022

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: L85195AP1984PLCC0O4507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulatior Unit-6

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

CERTIFICATE OF ANALYSIS Ta|:+91 93166 56001-02

CEPTU®UKAT AHAJIU3A www.drreddys.com

Product: Novigan,

film-coated tablets /

Hopnran®, TabaeTkn, NOKPbITHIE NJIEHOYHOH 0001049KO0M

Batch No. / Cepus Ne : V2200468

Batch Size / O6bemM napruu : 684.000 KG

Analytical Report No / AuanuTu4yeckuii oTuer Ne
1890001579706, 890001579303

Date of Analysis / /laTa ananmn3za :17.03.2022

Date of Manufacture / lata npouspoacrsa :FEB-2022

Date of Expiry / Cpok rogHoctn : JAN-2027

Analysis performed according ND / Anann3 nposenen no HJI: I1 N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019

Page 6 of 8

No.

Sr. [Test / NokasaTtenb Result / PesynbTaTthl

Specification / Hopma

9 |Uniformity of

[03MPOBaHUA
Pitofenone

hydrochloride
[MnTodheHoHa
rmapoxnopug

bromide /

Bpomng

dosage units of /
OaHopoaHoCcTb

Fenpiverinium

®eHnuBepuHUg

41

/

4.7

Acceptance value (AV) should be not
more than 15.0. / MNokasaTens
npuemnemoctu (AV) AOMXHO ObITb He
donee 15,0

Acceptance value (AV) should be not
more than 15.0. / MNokasaTens
npvemnemoct (AV) AormkHo 6bITb He
bonee 15,0

Remarks : The Product confirms to ND/
IIpameuyanne: [IponykT cootBeTcTBYET TpeOGoBaHUsM HJI

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Jata 17.03.2022

JHata;17.03.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBneHo: IIpoBepeHo: OpnobpeHo: Menemxep /
Ankit Naresh Kumar Pyxoronurens
Abhishek Chauhan
/ v |
/X & A
Print Date / Print Date / Print Date /

Jata:17.03.2022

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

CIN: L85195AF1984PLCC04507
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, INDIA

CERTIFICATE OF ANALYSIS Tel: +91 98166 56001-02

CEPTUO®UKAT AHAJIM3A www.drreddys.com

Product: Novigan, film-coated tablets /
Hosuran®, TabdJjieTKH, NOKPbIThIE ILIEHOYHOH 000J104K0ii

Batch No. / Cepus Ne : V2200468

Batch Size / O6bem mapruu : 684.000 KG

Analytical Report No / Ananutudecknii oruet Ne
1890001579706, 890001579303

Date of Analysis / laTa anaianza :17.03.2022

Date of Manufacture / Jlata npousroacrBa :FEB-2022

Date of Expiry / Cpok rognoctH : JAN-2027

Analysis performed according ND / Ananu3 nposeaen mo HJ/I: I1 NO08846-071216 (amend Ne 1
from 20.08.2019 / uzm. Net ot 20.08.2019

Page 7 of 8

Sr.
No.

Test / MokasaTenb

Result / PesynbTaTthl

Specification / Hopma

10

Assay /
KonuyecTtseHHoe
onpepenexHvie
Ibuprofen /
NéynpocheH

Pitofenone
hydrochloride /
MNMuTtochbeHoHa
rmapoxnopua

Fenpiverinium
bromide /
deHnuBepUHNS
Spomug

403.4 mg/mr

5.130 mg/ mr

0.1016 mg/ mr

From 384.0 to 416.0 mg of C3H1502
(ibuprofen) per tablet. /
or 384,0 ao 416,0 Mr C13H1802

(nbynpodheH) B TabneTke.

From 4.5 to 5.5 mg of C2H2sNO4-HCI
(pitofenone hydrochloride) per tablet. /
OT 4,5 40 55 wmr C22H2sNO4+HCI

(nnTodheHoHa ruapoxnopua) B TabneTtke

From 0.09 to 0.11 mg of szHngero
(fenpiverinium bromide) per tablet.
O71 0,09 go 0,11 mr C22Ha9BrN.O

(heHnueepuHna Gpomua) B TabneTke

Remarks : The Product confirms to ND/
Ilpumeyanue: [poaykr coorsercrByer TpebGosanusm HJI | 3akmouenne: ONIOBPEHO

Conclusion : APPROVED /

Jara 17.03.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: [IposepeHo: Onobpeno: Menemxep /
Ankit Naresh Kumar PykopoauTtenn
A @ Abhishek Chauhan |
o = L
Print Date / Print Date / Print Date /

JHata:17.03.2022

Hara:17.03.2022

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




Qo
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

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product: Novigan, film-coated tablets /
HoBuraun®, TabdjieTKH, NOKPHIThIE MJIEHOYHOI 000J1049KOi

Batch No. / Cepust Ne : V2200468

Batch Size / O6nem maptum : 684.000 KG

Analytical Report No / AnannTnyecknii oryet Ne
:890001579706, 890001579303

Date of Analysis / /laTa anannsa :17.03.2022

Date of Manufacture / Jata npousBogersa :FEB-2022

Date of Expiry / Cpox roguocty : JAN-2027

Analysis performed according ND / Auanu3 nposeaen no HJ{: IT N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019

Page 8 of 8
Sr. |Test/ NokasaTtenb Result / Pe3ynbTaThl Specification / Hopma
No.
11 |Package / 10 tablets in a aluminum blister. |10 tablets in a PVC/aluminum blister or
YnakoBka 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 /antoMNHUEBLINA a carton pack. / [To 10 TabneTtok B
6nncTep. Mo 2 GnucTepy ¢ MBX/anoMmuHnesbli 6Gnuctep unm
WHCTpyKUmen no npumeHennto B |MNA/AN/MNBX//antomyHnesblin 6nncTep.
Nnaydky KapTOHHYIO. Mo 1 unu 2 6nuctepa ¢ NHCTPYKUMEN NO
NPVMEHEHUIO B NaYKy KapTOHHYIO.
12 |Labeling/ According to ND / B cooTtBeTcTtBumn ¢ H[J
MapkupoBka
13 /Storage conditions |At temperature below 25°C / [lpn Temnepatype He Bbilue 25 °C.
XpaHeHue
14 |Shelf life / Cpok 5years /5 net
rogHocTu

Remarks : The Product confirms to ND/
IIpumeuanue: [Iponykt coorsercTByeT TpeboBanusm HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Jara 17.03.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[TogrorosneHo: [IpoBepeHo: Opno6peHo: Menemxep /
Ankit - Naresh Kumar PykoBoautens
\ @ Abhishek Chauhan |
Print Date / Print Date / Print Date /

Harta:17.03.2022

Hara:17.03.2022

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: L85195AP1584PLCO04507
wwws.drreddys.com



