, ‘..o 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
CEPTUDPHUKAT AHAJIN3A

Page 1 of 6/ Ctp.1 136

Product : Novigan, film-coated tablets

N poayrT Hosurau™, TadmeTkil, HOKPLITEIE JIEHOYHO 000J10UKOH

Batch No / Cepus Ne 1 V2201709 Batch Quantity / : 12,00,000 tablets /
o Obnem cepiin . 12,00.000 Tabnerok

Analytical Report No / : 890001610825 Date of Analysis / : 28.08.2022

AHaJuTHYecKHii oTyeT Ne Jlara ananusa

Date of Manufacture / : Aug-2022 Date of Expiry / : Jul-2027

Jlara npon3poacrea Toaen a0 (BK1)

Analysis performed according to ND / Avanus nposesen no H/: ITN008846-020222

Ne Test / [loka3aTenb Result / PesyabTars! Specification / Hopma

1 Description / OnucaHnune White round biconvex film-coated | White round biconvex film-coated tablets
tablets debossed with NOVIGAN | debossed with NOVIGAN on one side.
on one side. On a cross section | Ona cross section whiteto off-white core.
white core. / Kpyrnsie | / Kpyrnbie IBOAKOBBITYKIIbIE TabneTku,
JBOAKOBBIMYK/bIE TabneTky, | MOKpHITHIE  MseHOYHOH  oBonoukoit
TOKPBITHIE MIEHOUHOI 0Bonoukoi | 6enoro uBera, ¢ THCHEHHEM NOVIGAN
Genoro LBETa, C THCHeHWeM | Ha onHoii cropowe. Ha nonepedHom
NOVIGAN ua onHoii cropore. Ha | pazpese snpo oT 6€10ro 10 no4TH 6enoro
fioniepeu oM paspese sapo benoro | UBETa.

LBETA.

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

Mpumeuanue: [IpoayKT COOTBETCTBYET TPeOOBAHHAM HI 3akmouenne: QAOBPEHO

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

[MoaroTosneHo: Manish Mposepeno: Himesh Kumar Onobpeno: Menemiep / Pygosoapirent
e —w © s i8s j : ‘

Sharma="" %_;{f't‘_v_/ —_—) Manoj kumar '\'l }Lé/‘L-:-k’ )

Reprint Date / Reprint Date / Reprint Date /

Jlata: 28.08.2022 Iara: 28.08.2022 Jara: 28.08.2022

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
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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

CERTIFICATE OF ANALYSIS

CEPTHOHKAT ANAJITIZA

Page2 of 6/ CTp. 2 13 6

Product : Novigan, film-coated tablets

Mponyst Hopuran™, TadieTiin. NOKpPuITLIE NJeHOYHOH 000J104KO#H _

Batch No / Cepusi Ne 1 V2201709 Batch Quantity / : 12,00,000 tablets /
Oobem cepiin 12,00.000 TabneTok

Analytical Report No / : 890001610825 Date of Analysis / : 28.08.2022

Ananutryecknii oruer Ne Jara ananausa

Date of Manufacture / : Aug-2022 Date of Expiry / : Jul-2027

JlaTa npon3Boiacrs: Topen o (BKA)

Analysis performed according to ND / AHanu3 nposeach no 11:

T1 N008846-020222

2 Identification / Iominnnocts

2a Ibuprofen / U6ynpoden

Complies as prescribed /
COOTBETCTBYET

The retention time of the main peak on the
chromatogram of test solution should
correspond to the retention time of the
main peak on the chromatogram of
ibuprofen standard solution (section
Assay). /  Bpema  ynepxuBaHus
OCHOBHOIO [MMHKa Ha Xpomarorpamme
MCNBITYEMOTO pacTsopa LOJIKHO
COOTBETCTBOBATbL BPEMEHH YAEPIKHBAHMUS
OCHOBHOFO NMKa Ha XpOMaTorpamme

pactBopa CTaHAapTHOro obpazua
ubynpodena (paznen «KonuuecrsenHoe
OTIpEAENEHHEN).

Remarks : The Product confirms to ND / Conclusion : APPROVED /
HMpumesanne: [IpoaykT coorsercTByeT TpedoBanusm HI 3axmouenue: QJOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Moaroroeneno: Manish [MposepeHo: Himesh Kumar Onobpeno: Menemxep / Pykopomreis
St e i, P _—— T Manoj k -

harma e C . — anoj kumar .]hvj)_l{‘,‘i-f'
Reprint Date / Reprint Date / Reprint Date /
Hara: 28.08.2022 INata: 28.08.2022 Jlara: 28.08.2022

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
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CERTIFICATE OF ANALYSIS

CEPTH®IKRAT AHAMIZA

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tef : +91 98166 56001-02
www.drreddys.com

Page3 of 6/ Ctp.3 u3 6

[Product Novigan, film-coated tablets

Mpoaykr Hosura®. TabneTky, NOKPLITHIE ICHOUHO#H 0800104KO#

Batch No / Cepusi Ne 1 V2201709 Batch Quantity / . 12,00,000 tablets /

v ] Odnem cepun _ 12,00,000 Tadnerok

Analytical Report No / : 890001610825 Date of Analysis / : 28.08.2022
AnannTHyecknii oTyer No JlaTta ananusa

Date of Manufacture / 1 Aug-2022 Date of Expiry / : Jul-2027

Jlara apon3soacTs:i Tonen po (BK.I)

Analysis performed according to ND / Anajin3 npose/cH no HJT: TTN008846-020222

2b Pitofenone hydrochloride and
fenpiverinium bromide /
[MurodeHoHa rHAPOXAOPHA H
dennneepunus GpomMun

Complies as prescribed /
CoOTBETCTBYET

The retention times of the main peaks in
the chromatogram of test solution should
correspond to the retention times of
pitofenone hydrochloride and
fenpiverinium bromide peaks on the
chromatogram of standard solution
(section Assay) / BpemeHa ynep:kHBaHHA
OCHOBHBIX TNHKOB Ha XpomaTorpamme

HCTILITYEMOTO pacTBopa JIOMKHBI
COOTBETCTBOBAThH BpEeMeHaM
yIaepIKUBAHUA OCHOBHBIX MHKOB
nuTogpeHoHa rMApOXJIOpHIa 7
eHnMBEPHHHS 6pomnna Ha
XpOMAaTOrpaMMe CTaHAapTHOTO pacTBopa
(paznen «KonuuecTBeHHOE
onpefeneHney)

3 Average weight / Cpeausist
mMacca TabneTKn

569.6 mg / 569.6 Mr

570.0 mg = 3 % (552.9 mg to 587.1 mg) /
570,0 mr £ 3 % (ot 552,9 mr o 587,1 wmr)

Not more than 30 min / He 6onee 30 MuH

4 Disintegration / 03 Minutes 11 Seconds
PacnagaeMoctb
5 Dissolution / PacTBopenue

a) Ibuprofen/Ubynpoden

104 %, 104 %, 102 %, 104 %,
101 %, 103 %

Not less than 70 % (Q) of labeled amount
of ibuprofen (Ci3H;50z) is dissolved in
30 minutes. / He menee 70 % (Q) ot
HOMHHAIBHOTO cofiepkanns nBynpodeHa
(C13H302) nomxHO pacTBOpUTLCA 32

30 MuH.

Remarks ; The Product confirms to ND /

Mpumeuanue: [IpoaykT cooTReTCTBYET TPEGOBAHHAM 1

Conclusion : APPROVED /
3akmouenue: OJOGPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[oaroroenexo: Manish Mporepeno; Himesh Kumar OnobpeHo: MeHemxkep / PyKouoguTenb
th e S ) iy | . ~ oy < S /
Sharma- ,’Jé':/’t/f_,‘/ Cep — Manoj kumar Yoo
Reprint Date / Reprint Date / Reprint Date /

Jata: 28.08.2022 Hara: 28.08.2022. Iara: 28.08.2022

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
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CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIIBA

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

Page4 of 6/ CTp. 4 u3 6

Product Novigan, film-coated tablets

Mpoayrr Hosuran®, radicrkil. NOKpLITHE MEHOYHOH 000J104KOH

Batch No / Cepusa Ne 1 V2201709 Batch Quantity / : 12,00,000 tablets /
— -~ Qobem cepin 12,00,000 TadneTok
Analytical Report No / : 890001610825 Date of Analysis / : 28.08.2022
AnannTHueckuii oTyeT No JaTa ananunsa

Date of Manufacture / 1 Aug-2022 Date of Expiry / : Jul-2027

JlaTa npon3BOACTBA

TopeH po (BX)

Analysis performed according to ND / Auwaaus nposeactt o H /T TIN008846-020222

b) Pitofenone hydrochloride /

95 %, 94 %, 93 %, 92 %, 90%,

Not less than 75 % (Q) of the labeled

Cymma npumeceit

INuTodeHoHa PHOPOXIOPHA 94 % amount of pitofenone hydrochloride
(C22H2sNO4-HCI) dissolved in
30 minutes. / He menee 75 % (Q) ot
HOMHWHANBHOTO COAepXaHUs NuToheHoHa
runpoxnopuza (CaaHasNO4-HCl) nomiHo
pacrBopuThca 3a 30 MUH.
6 Related substances / PoacTeHHbie NPUMECH

Any single impurity / 0.04 % Not more than 0.3 % /

Jlro6as eqHUYHas PUMECH He 6onee 0,3 %

Total impurities / 0.04 % Not more than 0.7 % /

He 6onee 0,7 %

7 Microbial limits / Muxpoouoaoriueckas 4ncTora

a) Total aerobic microbial
count / Obiuee uncio
a3po6HBIX MMKPOOPraHU3MOB

Less than 100 CFU/g/
Meunee 100 KOE/r

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total combined yeasts and
mould count / Obee uucno
IPOOKEBBIX U [IECHEBBIX
rpubos

Less than 50 CFU/g /
Menee 50 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

¢) E. coli

Absentin 1g/
OtcyTcTBYeT B 1T

Shall be absent in 1g /
J0oMmKHBI OTCYTCTBOBATE B 1 T

Remarks : The Product confirms to ND /
IMpumeuanue: TIPOAYKT COOTBETCTRYCT TPeOOBAHIAM HI

Conclusion : APPROVED /
Baxnioyenne: ONJOBPEHO

Prepared by /
TloaroToBneHoO: I\flanish
Sharma o _pt—=A =5

Checked by /
Iposepero: Himesh Kumar

Approved by: Manager / Executive /
Opnobpeno: Menemxep / Pykosonyreit
— . | Manoj kumar [T

hmfuirs >—

Reprint Date /
INata: 28.08.2022

Reprint Date /
Jara: 28.08.2022

Reprint
Jara: 2

Date /
8.08.2022

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
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CERTIFICATE OF ANALYSIS

CEPTU®HKAT AHAJIHM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com
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Product : Novigan, film-coated tablets

MpoaykTr Hornran®, TabneTkil, nokpbiThie NASHOUHOI 0BonouKoi

Batch No / Cepus Ne 1 V2201709 Batch Quantity / + 12,00,000 tablets /

- O0bem cepun 12,00.000 Tadnetok
Analytical Report No / : 890001610825 Date of Analysis / : 28.08.2022
AHanuTHYECKHii oTyeT No JlaTta ananusa

Date of Manufacture / : Aug-2022 Date of Expiry / ¢ Jul-2027

JlaTa npon3BoAcTBa Ioaen no (Bxa)

Analysis performed according to ND / Ananus nposenen no HJI: ITN008846-020222

8 Uniformity of dosage units of / Oauopoanocts a03upoBanis
Ibuprofen / 1.9 Acceptance value (AV) should be not
HBynpoden more than 15.0. / TToka3arenb

npuemnemoctd (AV) nomxken 6u1Th He
6onee 15,0

dennuBepuHHs 6poMua

Pitofenone hydrochloride / 2.5 Acceptance value (AV) should be not

[uTod)eHoHa rHOPOXIOPHAL more than 15.0. / [Tokasatens
npuemnemoctu (AV) nomxken 6biTe He
6onee 15,0

Fenpiverinium bromide / 2.3 Acceptance value (AV) should be not

more than 15.0. / IToka3zaTens
npuemaemoctH (AV) momxeH 6biTh He
Gonee 15,0

9 Assay / KoanyecTBeHHOe onpeaenelte

Ibuprofen / H6ynpoden

405.7 mg/ 405.7 mr

From 384.0 to 416.0 mg of C3H 302
(ibuprofen) per tablet. /

Ot 384,0 no 416,0 mr Ci3H,302
(wbynpoden) B TabneTke.

Pitofenone hydrochloride /
[TuTodeHOHa rHAPOXNOPHA

5.035 mg/5.035 mr

From 4.5 to 5.5 mg of Ca2H2sNO4-HCl

(pitofenone hydrochloride) per tablet. /
0Ot 4,5 10 5,5 Mr C22HasNO4-HCI

| (murodenona ruapoxnopun) B TabneTke.

Foupiverinium bromide /
®eHnuBepHHHS GPOMUL,

0.1004 mg/ 0.1004mr

From 0.09 to 0.11 mg of C2>HBrN2O
(fenpiverinium bromide) per tablet.
Ot 0,09 10 0,11 mMr CaaH29BrN2O
(¢pennuBepunmns 6pomua) B Tabnerke.

Remarks : The Product confirms to ND /
Mpumeuanue: MpoaykT coorsercTryeT Tpebosanuam HI

Conclusion : APPROVED /
3axaroyenne: OJNJOBPEHO

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

MoaroToBneHo: Mﬂnish Tposepeno: Himesh Kumar Onobpeno: MeHemxep / ngono;;n'reﬂb
g 0 T e P —ro— i q

Sharmac—_§ b=t T . ' Manoj kumar "_) ‘ijiﬂ'l\"’ .

Reprint Date / Reprint Date / Reprint Date /

Hara; 28.08.2022 Jara: 28.08.2022 Hara: 28.08.2022

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
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHATM3A

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

Page 6 0f 6/ CTp. 6 u3 6

Analytical Réport No/
AnanuTudeckuii otuet Ne

O0bem cepuu

Product ;. Novigan. film-coated tablets
[poayRT Hoeuran® . TabAETKH, NOKPLITbIE MIEHOYHO 000JIOUKOW
Batch No / Cepusi Ne 1 V2201709 Batch Quantity / : 12,00,000 tablets /

12,00,000 Tabnetok |

1890001610825 Date of Analysis / . 28.08.2022
JlaTa anaaunsa

Date of Manufacture /
Jata npon3soacTsa

: Aug-2022 Date of Expiry / : Jul-2027

Toaen oo {BKX)

Analysis performed according to ND / Anamus nposeaen mo HJ: T1 N008846-020222 o

10 Package / YnakoBka 10 tablets in a aluminum foil

laminated with oriented polyamide
and polyvinyl chloride / aluminum
foil blister. 2 blisters and patient
information leaflet in a carton pack.
/ Tlo 10 tabnerok B 6nucrep M3

aItOMHHHEBOM donbry,
NaMWHUPOBaHHOM

OpHEHTHPOBAHHEIM MOJIHAMUIOM H
MOJIMBUHUIXJIOPUAOM /
aniOMUHHWEBOH donbru.

[To 2 6aucTepa © HHCTPYKUMEH MO
NPUMEHEHHIO B MaUKy KapTOHHYIO.

10 tablets in a polyvinyl chloride
film/aluminum foil blister or in a
aluminum foil laminated with oriented
polyamide and polyvinyl chloride /
aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton
pack. / Tlo 10 Tabnerok B Gincrep u3
NOJMBUHHUAXIIOPUAHOH TIEHKH /
amomHHKueBol donbru unu B Gnncrep M3
anoMUHREBOH (OALTH, TAMHHHPOBAaHHOH
OpWEHTHPOBAHHEIM  TIONIMAMMAOM U
NONUBHHHAXIOPHAOM/aTIOMHHHEBOH
gomeru. Ilo 1 wmmu 2 Gaucrepa C
MHCTpYKLUMeEl M0 MPUMEHEHHIO B MauKy
KapTOHHY!O.

11 Labeling / Mapkuposka Complies as  prescribed /

CooteeTcTBYET TpeboBaHUAM

According to ND /
B cootserctuu ¢ HJI

12 Storage conditions / At temperature below 25°C / Ipu TeMnepaType HE BbILIE 25°C.
XpaHnenue
13 Shelf life / Cpox rogsocTu 5 years / 5 ner

Remarks : The Product confirms to ND /
Mpumeuanne: [IpoaykT COOTBETCTBYET TPeGOBAHIAM HI

Conclusion : APPROVED /
3akaiouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[Moxrotosnexo: Manish IMposepeno: Himesh Kumar Opobpeno: Menemiep / PykoeoaiTens
Sharma St~ 7 . P— £ Manoj kumar il

g o - ,})}1 w—*"
Reprint Date / Reprint Date / Reprint Date /
Iara: 28.08.2022 Jara: 28.08.2022 Jlara: 28.08.2022
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Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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