Dr. Reddy's Laboratories Ltd.

. @ pELEE
Dr. Red dy S .. Formulation Unit-6

CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,

CEPTIIOIKAT AHAJIN3A  Distt Solan, H.P, 173 205, INDIA
Tel : +91 98166 56001-02

WWW.ATTeddys.com

Product: Novigan, film-coated tablets /
HoBurau®, Ta61eTKkH, NOKPLIThIE MJIeHOYHOI 000/109K0M
Batch No. / Cepus N : V2200977 Batch Size / O6bem naptuu : 684.000 KG

Analytical Report No / AuaguTH4ecKHi oTyeT Ne Date of Analysis / {aTa anann3a :27.05.2022
:890001593007, 890001592547
Date of Manufacture / JlaTa npon3ssojcrsa :APR-2022 Date of Expiry / Cpox rogaoctn : MAR-2027

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

Page 1 of 8
Sr. |Test / MokasaTesnb Result / PesynbtaThl Specification / Hopma
No.
1 |Description /|\White round biconvex film-|White round biconvex film-coated tablets
OnucaHve coated tablets debossed with|debossed with NOVIGAN on one side.
NOVIGAN on one side. On a|On a cross section white to off-white
cross section white core. core.
/ Kpyrnble [BOSKOBLINYKbIE !/ Kpyrnible gBOSIKOBbIMYKIble TabneTku,
TabneTkn, NOKpbIThIE NOKPbITblE NEeHOYHOW 0600UKOM
nneHo4yHol oborno4vkoi 6enoro |6enoro ugeTa, ¢ TUCHEHUEM
LuBeTa, ¢ TUCHEHUEM «NOVIGAN» Ha ogHolt cTopoHe. Ha
«NOVIGAN» Ha ogHo# ronepeyYHom paspese sapo oT beroro Ao
cTopoHe. Ha nonepeyHom nouTu 6enoro yseTa.
paspese sapo 6enoro uBeTa.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
TIpameuanne: [IpoaykT cooTBeTcTByeT Tpebosanusam HJI | 3akmoqenune: OXOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: IIpoBepeHo: Ono6peno: Menemxep /
Ankit Naresh Kumar PykoBoautens
) Manoj Kumar J (
(- é ..'\Yh ’_g;ff_..-'
>
Print Date / Print Date / Print Date /
Jara 27.05.2022 Jara:27.05.2022 JHarta:27.05.2022

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 Laboratories Ltd.

[ X3
Dr. Reddy,s ‘...‘ Formulation Unit-6

CERTIFICATE OF ANALYSIS Vill- Khol, Nalagarh Road, Baddi,
= Distt. Solan, H.P,, 173 205, INDIA

Tel : +91 98166 56001-02

CEPTHOHUKAT AHAJIM3A

Product: Novigan, film-coated tablets / iiisaiaansl iaide
HoBuran®, TabaeTkH, IOKPLITHIE NJIEHOYHOH 000/104K0M
Batch No. / Cepusi Ne : V2200977 Batch Size / O6bem naptiu : 684.000 KG
Analytical Report No / AnajanrHuecknii oryer Ne Date of Analysis / JlaTa ananan3a :27.05.2022
:890001593007, 890001592547
Date of Manufacture / Jlata nponssoacrsa :APR-2022 Date of Expiry / Cpok roguoctn : MAR-2027
Analysis performed according ND / Auasus nposeaen mo HJI: I1 N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019
Page 2 of 8
Sr. |Test/ NokasaTene Result / PeaynbTaTthbl Specification / Hopma
No.
2 |ldentification /
MoannHHoCTL a) Complies as prescribed/ Retention time of principal peak in the
a) lbuprofen / B cooTBeTCTBUM C onucaHnmem  [chromatogram of test solution should
UGynpodeH correspond to retention time of principal
peak in the chromatogram of ibuprofen
standard solution. / Bpems yaep>kuBaHus
OCHOBHOro MUKa Ha Xpomarorpamme
UCMbITYyEMOro pacTteopa DOIMKHO
COOTBETCTBOBATb BPEMEHMN
YOEPKVBAHWA  OCHOBHOrO MNuka  Ha
XpomaTorpamme CTaHAapTHOro
pacTBopa ubynpodeHa.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
TIpumeuanne: [Ipoaykr cootBeTcTByeT Tpebopanuam HJI | 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: [IpoBepeHo: Ono6peHo: Menemxep /
Ankit Naresh Kumar PykoBoautens
Manoj Kumar i 1
(3 2 Fduel
Print Date / Print Date / Print Date /
Jata 27.05.2022 Hara:27.05.2022 Hata:27.05.2022

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 €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTHPUKAT AHAJIM3A

Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

Product: Novigan, film-coated tablets /
HoBurau®, TabaeTkn, NOKPbLIThIE MJIEHOYHOIH 060J104KO0H

WWW.Arreddys.com

[Batch No. / Cepust Ne : V2200977

Batch Size / O6bem naptun : 684.000 KG

Analytical Report No / Ananutaudeckuii oryer Ne
:890001593007, 890001592547

Date of Analysis / laTa anann3a :27.05.2022

Date of Manufacture / /lata npoun3sojcrsa :APR-2022

Date of Expiry / Cpok rognoctu : MAR-2027

Analysis performed according ND / Ananns nposeaen no HJI: TIN008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019

b) Pitofenone
hydrochloride and
fenpiverinium
bromide /
MutocheHoHa
MMAPOXIOPUA 1
heHnnBepuHns
Spomug

Page 3 of 8
Sr. |Test / MNokasaTenb Result / PeaynbTaTthl Specification / Hopma
No.
|3 |Identification /|b) Complies as prescribed/ Retention time of principal peaks in the
[NognNHHOCTL B cooTBeTCTBUM C ONNCaHnemM  |chromatogram of test solution should

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

chromatogram of standard solution./
BpemeHa yaepxuBaHnsa O0CHOBHbIX NMNKOB

Ha XpomaTorpamme UCMbITYEMOro
pacTBopa [AOSKHbl ~ COOTBETCTBOBATH
BpemeHam yaepXusaHns nMKoB
nutocpeHoHa rugpoxnopuaa n
heHnusepuHNs tpomuaa Ha
XpomaTorpammve CTaH4apTHOro
pacTeopa.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Tpoaykt coorercTayer TpeGosanuayv HI[ | 3axmouenue: ONIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBNEHO: IIpogepeno: OnobpeHo: Menemxep /
Ankit Naresh Kumar PyxoBoautens

" Manoj Kumar \ Y é
Print Date / Print Date / Print Date /
Hata 27.05.2022 Hata:27.05.2022 Jata:27.05.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal: +91 40 490N 7900, Fax* +97 40 4900 2999, Email; mail@drreddys.com

CIN: L85195AP1984PLC004507
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

CEPTHOHKAT AHAJIN3A

Tel : +91 98166 56001-02

Product: Novigan, film-coated tablets /
Hopuran®, ta6/ieTKH, NOKPbITHIE IVICHOYHOH 060J109KOH

wwiw. drreddys.com

Batch No. / Cepusi Ne : V2200977

Batch Size / O6nem maptuu : 684.000 KG

'Xnalytical Report No / AHanuTn4eckuii oTdyer Ne
:890001593007, 890001592547

Date of Analysis / Jlata ananusa :27.05.2022

Date of Manufacture / Jata npoussoacrsa :APR-2022

Date of Expiry / Cpok rogHoetn : MAR-2027

Analysis performed according ND / Ananus nposegen mo HJI: I1 N008846-071216 (amend Ne 1
from 20.08.2019 / uzm. Nel ot 20.08.2019

Page 4 of 8

No.

Sr. |Test / lloka3aTenb

Result / PesynbTtathl

Specification / Hopma

4 |Average weight
and Uniformity of
weight / CpegHsas
macca v
OOHOPOAHOCTb MO
macce

571.3 mg/ 571.3 mr

Complies

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

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 34 seconds/03m 34uH

Not more than 30 min /

PacnagaemocTtb He 6onee 30 muH

6 |Dissolution/ Not less than 70 % (Q) of CisH1s02
PacTteopeHne (ibuprofen) after 30 min. / He mexee 70
Ibuprofen / 101-103% % (Q) C13H1502 (|/|6ynpocbeH) yepes 30
N6ynpoceH Mk
Pitofenone Not less than 75 % (Q) of C22H2sNO4-HCI
hydrochloride / 99-103% (pitofenone hydrochloride ) after 30 min. /
MuTodeHoHa He meHee 75 % (Q) Ca2H2sNO4HCI
MAPOXIIopUA (nutocbeHoHa ruapoxnopua) depes 30

MUH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanne: [Ipoaykr cootBeTcTByeT Tpebosanuam HJl | 3akmouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToxgrorosineHo: [IposepeHo: Omobpeno: Menemxep /
Ankit » Naresh Kumar PykoBopurenb

| A/ @ Manoj Kumar \T_véj—_‘_‘."_(_.a
Print Date / Print Date / Print Date /
Jlara 27.05.2022 Hara:27.05.2022 Jlata:27.05.2022

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 “:"

CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIM3A

Tel : +91 98166 56001-02

www drreddys.com

Product: Novigan, film-coated tablets /
Hopurau®, Tab/ieTKH, NOKPHITHIE IICHOYHOH 000109K0#

Batch No. / Cepus Ne : V2200977

Batch Size / O6bem maptnu : 684.000 KG

Analytical Report No / AnanuTH4eckuii oT4eT Ne
1890001593007, 890001592547

Date of Analysis / JlaTa ananuza :27.05.2022

Date of Manufacture / Jlata npousBoacraa :APR-2022

Date of Expiry / Cpok rogaoctn : MAR-2027

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

Kasi umcToTa
a) Total Aerobic
Microbial Count /
Obuee 4ucno
a3pOBHbIX
MUWKPOOPraHM3mMoB

b) Total Combined
Yeasts and Mould
Count / Obuwiee
UYUCIIO OPONCKEBbLIX
N NSIECHEBBLIX
rpubos

c) E. coli

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

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

Absentin1g/
OtcytctByeTB 11

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

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

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

Absentin1g/
OTtcyrcteue s 1r

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpuveuanne: [IponykT cootseTcTByeT Tpeboanuam HJI | 3axmodenue: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotosieHo: [IpoBepeHo: Onobpeno: Menenxep /
Ankit Naresh Kumar PykoBoautens

A Manoj Kumar f

= B @/ \1}:“9::&-#

Print Date / Print Date / Print Date /
Jlara 27.05.2022 Hara:27.05.2022 JlaTa:27.05.2022

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,

CERTIFICATE OF ANALYSIS  pisit. Solan, H.P., 173 205, INDIA

L4

CEPTUOHKAT AHAJIM3A  1¢: 491 98166 56001-02

Product: Novigan, film-coated tablets /

www.drreddys.com

Hoeuran®, TadjaeTkn, NOKPbIThIE IIEHOYHOH 000J104K0iM

Batch No. / Cepua Ne : V2200977 Batch Size / O6bem napruu : 684.000 KG

890001593007, 890001592547

Analytical Report No / AHaauTHYeckHii oTyeT Ne Date of Analysis / /laTa ananu3a :27.05.2022

Date of Manufacture / Jlara npoussoacrsa :APR-2022 Date of Expiry / Cpok roanoctu : MAR-2027

from 20.08.2019 / usm. Nel ot 20.08.2019

Analysis performed according ND / Ananu3 nposegen no HJI: [T NOO8 846-071216 (amend Ne 1

Page 6 of 8

Sr. |Test/ NMokazartenb Result / PeaynbTarthl
No.

Specification / Hopma

9 |Uniformity of
dosage units of /
OaHopoaHoCTb
L031poBaHUs:

Pitofenone
hydrochloride /
MutodpeHoHa
rmapoxsiopus,

7.8

L 7.4
Fenpiverinium

bromide /
dennnseprHmua
6pomug

Acceptance value (AV) should be not
more than 15.0. / NokasaTenb
npnemnemocTy (AV) fOMKHO BbITh He
6onee 15,0

Acceptance value (AV) should be not
more than 15.0. / MNokasaTtenb
npuemnemoctut (AV) AOMKHO BbITb He
6onee 15,0

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipameuanue: TIpoaykT cooTBeTcTByeT TpeGosanuam HJI | 3axmovenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToByieHO: [IpoBepeHo: Ono6peHo: Menemxep /
Ankit i Naresh Kumar PykoBoauTens
: Manoj Kumar i f
lf\ @( . .\_')‘n j&g&_g_.,
/
Print Date / Print Date / Print Date /
Jara 27.05.2022 Hata:27.05.2022 Jata:27.05.2022

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 ‘;

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P.,, 173 205, IND|A

Tel : +91 98166 56001-02
www.drreddyscom

Product: Novigan, film-coated tablets /
Houran®, Ta6JeTKH, NOKPbIThIE IJIeHOYHOH 000J109KOM

Batch No. / Cepust Ne : V2200977

Batch Size / O6bem napruu : 684.000 KG

Analytical Report No / AnanmuTuyeckuii oruer Ne
1890001593007, 890001592547

Date of Analysis / /laTa ananu3a :27.05,2022

Date of Manufacture / Jlata npousBoacTBa :APR-2022

Date of Expiry / Cpok rognoctu : MAR-2027

Analysis performed according ND / Anann3 npoeesen mo H/I: [T N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019

Fenpiverinium
bromide /
®deHnueepuHNS
Bpomug

0.0992 mg/ mr

Page 7 of 8
Sr. |Test/ NokasaTenk Result / PesynbtaThl Specification / Hopma
No.
10 |Assay/ 407.2 mg/mr From 384.0 to 416.0 mg of C13H102
KonnyecTtBeHHoe (ibuprofen) per tablet. /
ornpeaeneHne Ot 384,0 po 416,0 mr C13H1502
Ibuprofen / (nbynpodheH) B Tabrnietke.
NoynpodeH
Pitofenone From 4.5 to 5.5 mg of C22H2sNO4-HCI
: 4.972 mg/ mr (pitofenone hydrochloride) per tablet. /
pydiochionde / OT 4,5 10 5,5 Mr C2oHzsNO4-HCl
rurocerona (nuTodheHoHa rugpoxnopua) B Tabnetke
rMapoXnopua AP PYA

From 0.09 to 0.11 mg of C2H2sBrN.O
(fenpiverinium bromide) per tablet.
OT1 0,09 no 0,11 mr C2H29BrN20O

(dbeHnueepuHus 6pomng) B Tabnetke

Remarks : The Product confirms to ND/
ITpumeuanue: [IpoaykT cooTBeTcTBYET Tpebobanusam HJ

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroyeHo: [IpoBepeHo: Onobpeno: Menemxep /
Ankit Naresh Kumar PykoBoautens
_ @/ Manoj Kumar ' }
ﬁ) . g@cut
e
Print Date / Print Date / Print Date /
Jata 27.05.2022 JHata:27.05.2022 Jarta:27.05.2022

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: L85195AP1984PLCO04507
www.drreddys.com



‘ ..o Dr. Reddy's Laboratories Ltd.
/ ] . )
Formulation Unit-6
’ Dr. Reddy s '. Vill. Khol, Nalagarh Road, Baddi,
’ CERTIFICATE OF ANALYSIS  pjgtt, Solan, H.P, 173 205, INDIA
CEPTUOUKAT AHAJIA3A 1| : +91 98166 56001-02

www.drreddys.com

Product: Novigan, film-coated tablets /
Horurau®, Ta6eTKH, MOKPLIThIe IICHOYHOI 000J104KOi

Batch No. / Cepus Ne : V2200977 Batch Size / O6pem naptun : 684.000 KG

Analytical Report No / AnanuTn4ecknii oruer Ne Date of Analysis / laTa anaymsa :27.05.2022
:890001593007, 890001592547

Date of Manufacture / lara npoussoacrsa :APR-2022 Date of Expiry / Cpok rogaoctn : MAR-2027

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

Page 8 of 8
Sr. |Test/ MNokazaTtenb Result / PesynbTrathbl Specification / Hopma
No.
11 |Package / 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
leaflet in a carton pack. / Mo 10 |blisters and patient information leaflet in
TabneTok B /antoMnH1EBbIA a carton pack. / Mo 10 TabneTok B
6nuctep. No 2 6riuctepy ¢ MNBX/antomMmyuHUeBbI 6nucTep Unu
WHCTpYKUMeii no npumereHwuio B |MA/AJI/MBX//antommHnesbii 6nvcTep.
nayvky KapTOHHYIO. Mo 1 unn 2 6nnuctepa ¢ MHCTPYKUMEN NO
NPUMEHEHMIO B NaYKy KaPTOHHYIO.
12 |Labeling / According to ND / B cootBeTcTBUM ¢ H
MapkupoBka
13 ;Storage conditions |At temperature below 25°C / Tlpn TemnepaTtype He Bbille 25 °C.
XpaHeHne
14 |Shelf life / Cpok 5 years / 5 net
rogHocTu
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: [TpoykT cooTseTcTRYeT Tpebosanmam H] | 3akmoyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosiieHo: IIpoBepeHo: Onobpeno: Menemxep /
Ankit Naresh Kumar PykoBoautenb
/A @ Manoj Kumar ‘J:—’C
T A1 Iy ELE~
> </ :
Print Date / Print Date / Print Date /
Hata 27.05.2022 Hara:27.05.2022 Hata:27.05.2022

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
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