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

CEPTUOUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product: Novigan, film-coated tablets /
Hoeuran®, Ta6JeTKH, IOKPLIThbIE MJEHO4HOH 060104K0ii

Batch No. / Cepus Ne : V2101993

Batch Size / O6bem naptun : 672.000 KG |

Analytical Report No / AHaauTH4Yeckuii oTdeT No
:890001557764, 890001557560

Date of Analysis / JlaTa anaausa :29.11.2021

Date of Manufacture / Jlata npoussoacrsa :0OCT-2021

Date of Expiry / Cpok rogaoctu : SEP-2026

Analysis performed according ND / Anaau3s npoeeaen no HJI: IT N008846-071216 (amend No 1
from 20.08.2019 / n3m. Nel ot 20.08.2019

Page 1 of 8

Result / PesynbTaTthl

Specification / Hopma

Sr. |Test/ lNoka3aTernb
No.
1 |Description /
Onucanve

White round biconvex film-
coated tablets debossed with
NOVIGAN on one side. On a
cross section white core.

/ Kpyrnble ABOSAKOBbINYKIbIE

TabneTku, NoKpbITbIE
nreHo4Hol obonovkon Genoro
LUBeTa, C TUCHEHUEM
«NOVIGAN» Ha ofHowu
CTopoHe. Ha nonepeyHom
paspese sapo 6enoro useTa.

White round biconvex film-coated tablets
debossed with NOVIGAN on one side.
On a cross section white to off-white
core.

/ Kpyrnble ABOsiKOBbINYKIble TabneTky,

NOKPbITbIE MEHOYHON 0BOMOYKON
6enoro yseTa, ¢ TMCHEHNEM
«NOVIGAN» Ha ogHon cTtopoHe. Ha
nonepeyHoM paspese spo oT Gernoro Ao
nouTtu 6enoro useTa.

Remarks : The Product confirms to ND/
ITpumeuanue: [Ipoaykr cooTBETCTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axkmouenue: OIOBPEHO

Hara:29.11.2021

Hara:29.11.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBieHo: ITpoBepeHo: Onobpeno: Menexep / Pykosoguresb
Ankit ’ Himesh K ﬁj/’_; Pawan Kumar

o= = -
Print Date / Print Date / Print Date /

Hara:29.11.2021

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
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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

CEPTUDPUKAT AHAJIU3A

Tel : +91 98166 56001-02

www.drreddys.com

Product: Novigan, film-coated tablets /

Hoeurau®, Ta6JeTku, NOKPbIThIe NJIeHOYHOH 000104K0H

Batch No. / Cepust Ne : V2101993

Batch Size / O6nem maptuu : 672.000 KG

Analytical Report No / Ananutniecknii orueT Ne

1890001557764, 890001557560 °

Date of Analysis / JlaTa ananmn3a :29.11.2021

Date of Manufacture / /lata n1pou3BoacTBa

:0CT-2021

Date of Expiry / Cpok roiHOCTH : SEP-2026 |

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

from 20.08.2019 / u3m. Nel ot 20.08.2019

Page 2 of 8
Sr. |Test / MNokasaTenb Result / PesynbTaTthb! Specification / Hopma
No.
2 |ldentification /
MoannHHOCTL a) Complies as prescribed/ Retention time of principal peak in the
a) Ibuprofen / B cooTBeTcTBUM C onucaHnem  |chromatogram of test solution should
NéynpocbeH correspond to retention time of principal

peak in the chromatogram of ibuprofen
standard solution. / Bpems yaepxusaHus
OCHOBHOrO MuKa Ha XpomaTorpamme

ncnbITyemoro pacreopa AO0IMXHO
COOTBETCTBOBATb BpeEMeEHU
yaepXKunsaHus OCHOBHOIoO nnMkKa Ha
XpomaTtorpamme CTaHOapPTHOro

pacTBopa nbynpodeHa.

Remarks : The Product confirms to ND/

ITpumeuanue: [IpoxykT cootBeTcTByeT TpeboBaHusam HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: [IpoBepeHo: Onobpeno: Menemxep / PykoBogures
Ankit - A Himesh —’m’gr'gf/—’-—’ Pawan Kumar :

[ =
Print Date / Print Date / Print Date / ’
Jara:29.11.2021 Hara:29.11.2021 Jara:29.11.2021

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 ‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHO®UKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product: Novigan, film-coated tablets /
Hoeuran®, TabaeTku, NOKpPHITHIE IIEHOUHOH 000/104K0i

Batch No./ Cepust Ne : V2101993

Batch Size / O6sem naprin : 672.000 KG

Analytical Report No / AnaauTudecknii order No
:890001557764, 890001557560

Date of Analysis / lara anamusa :29.11.2021

Date of Manufacture / Jlata npoussojersa :0CT-2021

Date of Expiry / Cpok roanoctu : SEP-2026

Analysis performed according ND / Anasn3 nposeaen no HJL: I1 N008846-071216 (amend Ne 1
from 20.08.2019 / n3m. Nel ot 20.08.2019

b) Pitofenone
hydrochloride and
fenpiverinium
bromide /
MutodeHoHa
rmgpoxnopua
theHnnBepuHNA
dpomng

Page 3 of 8
Sr. |Test/ NokasaTensb Result / PeaynbTaTthl Specification / Hopma
No.
3 |ldentification /|b) Complies as prescribed/ Retention time of principal peaks in the
MoannHHOCTL B COOTBETCTBUM C ONucaHneM  |chromatogram of test solution should

correspond to retention time of
pitofenone hydrochloride and
fenpiverinium bromide peaks in the
chromatogram of standard solution./

BpemeHa yaepXxuBaHNs OCHOBHBIX NMNKOB

Ha  XpomarorpaMmme NCNbITYyeMOoro
pacTBopa [AOSkHbl COOTBETCTBOBATH
BpemMeHam yAEPKUBaHNSA nuKoB
nuTogeHoHa ruapoxnopuga "
theHnnBEepUHMA Bpomuga Ha
XpomMaTorpamme CTaHAapTHOro
pacTBopa.

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykr cooTBeTcTBYeT Tpebosanuam HJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Hara:29.11.2021

Hara:29.11.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToByieHO: [IpoBepeHo: Ono6peno: Menemkep / PykoBoaurensb
Ankit Himesh W Pawan Kumar

(A | ——
Print Date / Print Date / Print Date / '

Harta:29.11.2021

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
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Dr.Reddy’s ‘3’

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIN3A

Tel : +91 98166 56001-02

www.drreddys.com

Product: Novigan, film-coated tablets /
HoBurau®, Ta61eTKH, NOKPBLIThIE MJIEHOUHOI 060104KOH

Batch No../ Cepusi Ne : V2101993

Batch Size / O6bem naptuu : 672.000 KG

Analytical Report No / Ananutudeckuii order Ne
:890001557764, 890001557560

Date of Analysis / /laTta anannsa :29.11.2021

Date of Manufacture / lata nponssoncrsa :0CT-2021

Date of Expiry / Cpok rognocts : SEP-2026 -

Amnalysis performed according ND / Ananu3 nposeaen mo H/I: [T NO08846-071216 (amend Ne 1
from 20.08.2019 / n3m. Nel ot 20.08.2019

Page 4 of 8

Sr. |Test / NMokasaTenb
No.

Result / PesynbTaThl

Specification / Hopma

4 |Average weight
and Uniformity of
weight / CpegHss
Macca un
OAHOPOAHOCTL NO
macce

565.6 mg/ 565.6 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 bonee £+ 5 %

2/20 tabl = NMT + 10 %. /
2/20 Tabn — He 6onee + 10 %.

5 |Disintegration /

03 min 11 seconds/ muH

Not more than 30 min/

PacnagaemocTb He 6onee 30 muH

6 [Dissolution/ Not less than 70 % (Q) of CiH1sO2
PacTtBopeHue (ibuprofen) after 30 min. / He meHee 70
Ibuprofen / 101-102% % (Q) C13H1s02 (MbynpodeH) yepes 30
N6ynpodeH MiAks
Pitofenone Not less than 75 % (Q) of C22H2sNO4-HCI
hydrochloride / 99-104% (pitofenone hydrochloride ) after 30 min. /
MuTodheHoHa He menee 75 % (Q) C2H2sNO4HCI
rmapoxnopua (nuTocbeHoHa rugpoxropug) depes 30

MUH.

Remarks : The Product confirms to ND/
Ipumeyanne: [Tponykr cooTBeTcTBYET TpeboBaHUsM HJI

Conclusion : APPROVED /
3axarouenue: OJOBPEHO

Jara:29.11.2021

Jata:29.11.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosnexo: IIpogepeHo: Onobpeno: MeHeuxep / PykoBoaurens
Ankit 4 Himesh KW' Pawan Kumar {)

|,-" i " = .
Print Date / Print Date / Print Date /

Jata:29.11.2021

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 ‘.’

CERTIFICATE OF ANALYSIS

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

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

CEPTUO®UKAT AHAJIU3A

Tel : +91 98166 56001-02

www.drreddys.com

Product: Novigan, film-coated tablets /
Hopuraun®, Ta6JieTku, MNOKPbIThIE NJIeHOYHOH 000/109KO0K
Batch No. / Cepus Ne : V2101993 Batch Size / O6bem maptuu : 672.000 KG
Analytical Report No / AnanaTu4ecknii order Ne Date of Analysis / JlaTa ananu3sa :29.11.2021
1890001557764, 890001557560
Date of Manufacture / JaTta nponsBogcra :0OCT-2021 Date of Expiry / Cpok rognoctu : SEP-2026
Analysis performed according ND / Auaau3 nposenen mo H: I1 N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019
Page 5 of 8
Sr. |Test/ NMokazaTenb Result / PesynbTtathl Specification / Hopma
No.
7 |Related 0.04 %
substances / Total impurities not more than 1.0 % /
MocTopoHHve Cymma npumecein — He 6ornee 1,0 %
npvmecwu
8 |Microbial limits /
Mukpobunonornyec
Kas uncrtoTta
a) Total Aerobic Less than 100 CFU/ ml/
Microbial Count / MeHee 100 KOE/mn Not more than 1000 CFU/ml/
OO0Lee yncno He 6onee 1000 KOE/mn
a3pobHbIX
MUKPOOPraHM3moB
b) Total Combined Less than 50 CFU/ ml/
Yeasts and Mould Menee 50 KOE/mn Not more than 100 CFU/ml /
Count / Obuwee He Gonee 100 KOE/mn
UNCIO OPOACKEBBIX
1 NnecHeBbIX
rpnbos Absent /
OTtcyTcTBYET Absentin1g/
c) E. coli OtcytctBeB 11

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Hpumeuanue: [Tpoaykr cootBeTcTByeT Tpebopanusm HJ | 3akmouenue: OIOBPEHO

Prepared by / Checked by /

Approved by: Manager/Executive /

Print Daté_/ Print Date /
IaTta:29.11.2021 Hata:29.11.2021

[TonroroBneHo: IIpoeepeHo: | Onobpeno: Meremxep / PykoBoaurens
Ankit ﬂJ‘/ Himesh Kgr%a_g,’ff Pawan Kumar /?"

Print Date /
Jara:29.11.2021

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 “:‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUDPUKAT AHAJIM3A

Tel : +91 98166 56001-02
www.drreddys.com

Product: Novigan, film-coated tablets /
Hourau®, Tad/ieTKu, NOKPbiThie NJeHOYHOH 000/104KOM

Batch No. / Cepust Ne : V2101993

Batch

Size / O6bem maptuu : 672.000 KG

:890001557764, 890001557560

Analytical Report No / AnanuTuuecknii or4yer No

Date of Analysis / JlaTa ananau3sa :29.11.2021

Date of Manufacture / lata nponssojcrsa :0CT-2021

Date of Expiry / Cpoxk rogaocts : SEP-2026

Analysis performed according ND / Ananu3 nposeaex mo HJI: IT N008846-071216 (amend Ne 1
from 20.08.2019 / uam. Nel ot 20.08.2019

Page 6 of 8

Sr.
No.

Test / [TokazaTesnb

Result / PesynbTathl

Specification / Hopma

9 |Uniformity of
dosage units of /
OpHopoaHOCTb
0031poBaHUs:
Pitofenone
hydrochloride /
MutocbeHoHa
rmgpoxnopnz

Fenpiverinium
bromide /
dPeHnuBepnHUA
Gpomna

3.8

43 Ac

Acceptance value (AV) should be not
more than 15.0. / lNokasaTenb
npuemnemocty (AV) AOMKHO BbITL He
6onee 15,0

more than 15.0. / MNokasaTens
npuemnemoctu (AV) BOMMKHO OblTb HE
6onee 15,0

ceptance value (AV) should be not

Remarks : The Product confirms to ND/
IIpumeuanue: [TpoayxT coorBeTcTBYeT TpeboBaHusaM HJI

Conclusion : APPROVED /
3akaruenue: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosieHo: [IpoBepeHo: Onobpeno: Menemxep / PykoBoaurenb
Ankit (/-‘\ Himesh W Pawan Kumar %2

Print Date / Print Date / Print Date /

Hara:29.11.2021 HaTa:29.11.2021 Jata:29.11.2021

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

CEPTHOUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product: Novigan, film-coated tablets /

Hopurau®, Tab/eTKu, NOKPHIThIE NJieHOYHOH 000J04YKOH

Batch No./ Cepusa Ne : V2101993

Batch Size / O6bem naptuu : 672.000 KG

Analytical Report No / AHaIuTHYecKHi oT4eT Ne

1890001557764, 890001557560

Date of Analysis / /laTta ananuza :29.11.2021

Date of Manufacture / {laTa npoussoacrea

:0CT-2021

Date of Expiry / Cpok roaHoctn : SEP-2026

Analysis performed according ND / Anaau3 npoeeen no HJ/I: [1 N008846-071216 (amend Ne 1

from 20.08.2019 / u3m. Nel ot 20.08.2019

Page 7 of 8
Sr. |Test/ Moka3aTenb Result / PeaynbTtaThl Specification / Hopma
No.
10 |Assay/ 403.3 mg/ 403.3 mr From 384.0 to 416.0 mg of C13H150:
KonnyecTteeHHoe (ibuprofen) per tablet. /
Ibuprofen / (nbynpodpeH) B TabneTke.
N6ynpodeH
Pitofenone 5.016 mg/ 5.016 mr From 4.5 to 5.5 mg of Cz2H2sNO4-HCI
; (pitofenone hydrochloride) per tablet. /
;ﬂj’;:':;’:ae ! OT 4,5 50 5,5 Mr Ca2H2sNOsHCI
FUEPOXTIOPMA (nuTodeHoHa rmgpoxnopua) B TabneTke
D From 0.09 to 0.11 mg of C22H29BrN2O
RERpIVEKniUm 0.0995 mg/ 0.0995 mr (fenpiverinium bromide) per tablet.
bromide / OT1 0,09 Ao 0,11 mr C22H20BrN,O
dernuBepnH1SA (bennusepuHns Gpomua) B TabreTke
Spomung

Remarks : The Product confirms to ND/

ITpumeuanue: [Tpoaykr coorBercTBYyeT TpeboBaHusaM HJL

Conclusion : APPROVED /
3akiarouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotoseHo: IIpoeepeHo: Onobpeno: Menemxep / PykoBoauress
Ankit / \ Himesh Kumar | (> | Pawan Kumar 4

L_:»—' ~ - o ~ \ —t=
Print Date / Print Date / Print Date /
Jlata:29.11.2021 Hata:29.11.2021 Jlara:29.11.2021

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




‘.C Dr. Reddy's Laboratories Ltd.

’ . Formulation Unit-6

Dr. Reddy s '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU@®UKAT AHAJIN3A

Product: Novigan, film-coated tablets /

Hopuran®, ta6jieTKy, MOKPbIThIE MIEHOYHOI 000/1049KOi

Batch No./ Cepust Ne : V2101993 Batch Size / O6bem maptun : 672.000 KG
Analytical Report No / AHaanTH4eckuii oT4yeT Ne Date of Analysis / laTa ananusza :29.11.2021
:890001557764; 890001557560
Date of Manufacture / Jlata nponssoacrsa :0CT-2021 Date of Expiry / Cpok roanoctu : SEP-2026
Analysis performed according ND / Ananu3 npoegen mo HJI: 1 N008846-071216 (amend Ne 1
from 20.08.2019 / uam. Nel ot 20.08.2019

Page 8 of 8
Sr. |Test / Nokazatens Result / Pezynbtathl Specification / Hopma
No.
11 |Package / 10 tablets in a aluminum blister. |10 tablets in a PVC/aluminum blister or
Ynakoeka 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 /anblomMuH/UeBbIA a carton pack. /Mo 10 TabneTok B
onuctep. Mo 2 GnucTtepy ¢ MBX/antoMuHuesbln 6nvctep nnu
UHCTPYKLUMeRn no npumenHeruio B |MA/AJI/MBX//antomuHnesbin GnncTep.
na4yky KapTOHHYIO. Mo 1 wunun 2 GnucTepa ¢ UHCTPYKLUMen no
MPUMEHEHUIO B NAYKy KAPTOHHY!O.
12 |Labeling / According to ND / B cootsetcTBuM ¢ Hf
MapkupoBka
13 /Storage conditions |At temperature below 25°C / TTpu TemnepaType He Bbiwe 25 °C.
XpaHeHve
14 |Shelf life / Cpok 5years /5 net
rOAHOCTW
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IpoaykT cootBeTcTByeT Tpebosanusam HJ | 3akimouenue: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosnexo: IIposepeHo: Ono6peno: Menemxep / PykoBoauresb
Ankit 'é\ Himesh Kur;&_u;_,_‘l_,/'/" Pawan Kumar
Print Date / Print Date / Print Date / )
Jara:29.11.2021 Hata:29.11.2021 Hata:29.11.2021

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



