Dr.Reddy’s Q,’:‘e

CERTIFICATE OF ANALYSIS

CEPTHO®MUKAT AHAJII3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

Page 1 of 6/ Crp. 1136

Product Novigan, film-coated tablets

Mpoaykr Hosuran®, TabaeTku, MOKpPbITbIE MNICHOUHOW 000J04KOH

Batch No / Cepusa Ne 1 V2201710 Batch Quantity / : 12,00,000 tablets /

L - Ob6nev cepun 12,00,000 TadneToxk
Analytical Report No / : 890001610383 Date of Analysis / : 28.08.2022
AHaauTHYECKHH oTyeT Ne JlaTa anaan3sa

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

JlaTa npou3BoAcTBa Topen no (BKJ)

Analysis performed according to ND / Auaau3s nposesen mo HJI: [T N008846-020222 i

Ne

Test / lloka3aTenab

Result / PesyabTaTsi

Specification / Hopma

1

Description / Onucanune

White round biconvex film-coated
tablets debossed with NOVIGAN
on one side. On a cross section
white core. / Kpyrneie
[BOSIKOBbIMYKJbIE TabneTkH,
NOKpBITHIE MIEHOYHOH 060I0UKO#H
Genoro uBeTa, C THCHEHHEM
NOVIGAN Ha oaHoii cropone. Ha
ronepeyHoM paspese aapo 6enoro
ugeTa.

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

NOKpPbITbIE MJIEHOYHOM

o6onoukoit

6enoro usera, ¢ THcHeHuemM NOVIGAN

Ha OJHOH CTOpOHe.

Ha nonepeynom

paspese saapo ot Genoro 1o nouyTH Genoro

LBETA.

Remarks: The Product confirms to ND /
IMpumeuanue: [Ipoaykt coorseTcTByeT Tpebosanuam HII

Conclusion: APPROVED /
3axmouenue: OJJOBPEHO

Sharma

Prepared by /
IToaroToBJieHo: ﬂIyI_:_l_‘nish\_4

= et

-
=
—

e

Checked by /
Iposepeno: Himesh Kumar

Approved by: Manager / Executive /
Onobpeno: Menemxep / Pykosoantens
=a Manoj kumar /

)')){' (IR

Reprint Date /
JHara: 28.08.2022

Reprint Date /
Jara: 28.08.2022

Reprint Date /
Jara: 28.08.2022

Registerad Office: 8-2-337, Road No 3, Banjara Hills, Hyderabad - 500034, Telan;'ana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 23899, Email: mail@drreddys.com

CIN: L35195AP1985PLCO04507
www.drreddys.com
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Product : Novigan, film-coated tablets

Mpoaykr Hosuran", TaGneTkn, NokphiThie NACHOUHOIN 060104KO

Batch No / Cepusi Ne 1 V2201710 Batch Quantity / + 12,00,000 tablets /
o e Obnem cepiin 12,00,000 Tadnerok

Analytical Report No / : 890001610383 Date of Analysis / 1 28.08.2022

AHannTHueckHil oTdyeT Ne Jara ananusa

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

JlaTa npou3BoaAcTBa I'omen no (BK)

Analysis performed according to ND / Ananus nposegen no HJ: [1N008846-020222

2 Identification / IloasiuHHOCTH

2a Ibuprofen / H6ynpogen Complies as prescribed / The retention time of the main peak on the
CooTBETCTBYET chromatogram of test solution should
correspond to the retention time of the
main peak on the chromatogram of
ibuprofen standard solution (section
Assay). [/ Bpema  yuepxuBaHus
OCHOBHOTO [MHKa Ha XpomarorpaMmme
MCILITYEMOro pacTBopa DOJDKHO
COOTBETCTBOBATh BPEMEHH YIEPKUBAHUS
OCHOBHOIO TNHKa Ha XpomaTorpamme

pactBopa CTaHJapTHOTO obpasua
nbynpodena (pasnen «KonuuyectseHHoe
omnpeneneH1e).
Remarks: The Product confirms to ND / Conclusion: APPROVED /
Ipumeuanne: Ilpoaykr coorsercTByeT Tpeboranuam HJ 3aknouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Monratosaerno: Manish Iposepeno; Himesh Kumar OnobpeHo: Menemxkep / PykoBoauTenb I
P = Sl — j - i
Sharmas= ;::,,/j_ ~ | ' Manoj kumar \Y)?M/
: (4
Reprint Date / Reprint Date / Reprint Date /
Hara: 28.08.2022 Jara: 28.08.2022 Jara: 28.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyserabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2899, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Product Novigan, film-coated tablets

MpoaykTr

Hosuran™, TabneTki, NOKPbIThIE M/1€HOYHOI 000104KOH
> > p

Batch No / Cepnsa Ne : V2201710 Batch Quantity / : 12,00,000 tablets /
P O6nem cepun 12,00,000 Tadnerok

Analytical Report No / : 850001610383 Date of Analysis / : 28.08.2022

AHaauTHyeckuii oTyer N JlaTa anaausa

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

JlaTa npousBoacTsa Tonew ao (BK)

Analysis performed according to ND / Anaau3s nposeaen no H/: I1 N008846-020222

2b Pitofenone hydrochloride and
fenpiverinium bromide /
ITurodeHoHa ruApOXAOpHA U
dbennuseprHis OpoMua

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 ylnep>kiBaHHs
OCHOBHBIX TMHKOB Ha XpomaTorpamme

HCTIBITYEMOTO pacTBopa JODKHBI
COOTBETCTBOBATH BpeMeHaM
yaepKUBaHUS OCHOBHBIX MHKOB
nutodeHoHa riapoxaopHaa "
deHnuBepUHUA 6pomuaa Ha
XpOMaTorpamMMe CTaHAapTHOroO pacTBopa
(paspen «KonuuectBeHHOE
onpeaeneHHe»)

3 Average weight / Cpeanasn
mMacca TabaeTkH

5714 mg/571.4 mr

570.0 mg =+ 3 % (552.9 mg to 587.1 mg) /
570,0 mr % 3 % (ot 552,9 mr no 587,1 mr)

4 Disintegration / 03 Minutes 18 Seconds Not more than 30 min / He 6onee 30 muu
PacniagaemocTh
5 Dissolution / PacTBopenue

a) Ibuprofen / Hbynpoden

102 %, 102 %, 102 %, 102 %,
102 %, 102 %

Not less than 70 % (Q) of labeled amount
of ibuprofen (C;3H;30x) is dissolved in
30 minutes. / He menee 70 % (Q) ot
HOMMHAJILHOI'O CoAepkKaHus noynpodeHa
(C13H301) noMmKHO pacTBOPUTLCS 3a

30 MuH.

Remarks: The Product confirms to ND /

Mpumeuanue: [porykt coorsercTByeT Tpedosanmam HII

Conclusion: APPROVED /
3axmiouenue: OJJIOGPEHO

Prepared by /
Ioarotosneno: Manish

—

Sharmﬂ",/’ﬁ_‘._-—;: T
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Checked by /
[Mposepeno: Himesh Kumar

Approved by: Manager / Executive /
Opnob6peHo: Menenxep / Pyzmr;omp'enb
Manoj kumar

e

Reprint Date /
Hara: 28.08.2022

JlaTa: 28.

Reprint Date /

08.2022

Reprint Date /
JHara: 28.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hydzrabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com

CIN: L85195AP1984PLC0O01507
www.drreddys.com
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O6bem cepun

Froduct Novigan, film-coated tablets
Ipoaykr Hosuran". radneTkm, IOKpbITHIE NAEHOUHOH 060J0UYKOI]
Batch No / Cepusa Ne 1 V2201710 Batch Quantity / : 12,00,000 tablets /

12,00,000 Tadaerok

dara npoussoacraa

;\nalytical Report No / : 890001610383 Date of Analysis / : 28.08.2022
AHannTH4YecKHil oTyeT Na JaTta anannza
Date of Manufacture / 1 Aug-2022 Date of Expiry / : Jul-2027

Ilopen po (Bka)

Analysis performed according to ND / Anasns nposenen no HJI: I1 N008846-020222

b) Pitofenone hydrochloride /
[MurodeHoHa ruppoxaopun

104 %, 100 %, 103 %, 105 %,
103%, 104 %

Not less than 75 % (Q) of the labeled
amount of pitofenone hydrochloride
(Ca2HasNO4-HCI) dissolved in
30 minutes. / He menee 75% (Q) or
HOMMHaJIbHOT0 COlIePKaHHsl MHTO(EHOHa
ruapoxnopuaa (CaaHasNOyHCI) nosmxHo
pacTBOpHTLCA 3a 30 MHH.

6 | Related substances / PoacTBeHHbIE IpHMEeCH
Any single impurity / 0.04 % Not more than 0.3 % /
Jlrobas enrHn4Has npumech He 6onee 0,3 %
Total impurities / 0.04 % Not more than 0.7 % /
Cymma nipumecei He 6onee 0,7 %

7 Microbial limits / Muxpo6uosiornueckas uncrora

a) Total aerobic microbial
count / Obuiee yucio
a3po6HBIX MMKPOOPraHHW3MOB

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

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

b) Total combined yeasts and
mould count / O61wee uncno
JIPOMOKEBBIX M TJIECHEBBIX
rpubos

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

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

c) E. coli

Absentin 1g/
OrcyrcrByer B 1T

Shall be absent in 1g /
J1oJKHBI OTCYTCTBOBAaTE B 1 T

Remarks: The Product confirms to ND /

MMpunseuanne: Mpoaykr coatsercrsyeT Tpebosauuam HJJ

Conclusion: APPROVED /
3akniouenne: ONOGPEHO

Prepared by / Checked
ToarorosneHo: Manish

Sharma~_—+=2~" |
e —

Iposepeno: Himesh Kumar

by /

Approved by: Manager / Executive /
Ono6peno: Menemxep / Pykosoautens

Manoj kumar )
{ hydLe

LL

Reprint Date /

Jara: 28.08.2022 JHara: 28.

Reprint Date /

08.2022

Reprint Date /
Jara: 28.08.2022

Registered Office: 3-2-237, Road No. 3, Exnjara Hills, Hydeiabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 .i30(1 1293, Email

CIN: L35195AP192UIPLCOC 1507
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Product : Novigan, film-coated tablets
Mpoayxr Hosuran®, TadneTku, NOKpbITHIC AIEHOUYHON 000M0HKOM
Batch No / Cepusi Ne : V2201710 Batch Quantity / : 12,00,000 tablets /
O6bem cepin 12,00,000 TabneTok
Analytical Report No / : 890001610383 Date of Analysis / : 28.08.2022
AHanHTHYeCcKH i oT4yeT No Hara anann3a
Date of Manufacture / : Aug-2022 ‘ Date of Expiry / : Jul-2027
JlaTa npoH3BOACTBA Togen po (BKuT)
Analysis performed according to ND / Anasuns nposeaen no HJI: 1 N008846-020222
8 Uniformity of dosage units of / OaHopoaHOCTB 103HPOBAHHS
Ibuprofen / 2.0 Acceptance value (AV) should be not
H6ynpoden more than 15.0. / [Tokazarens
npuemnemoctH (AV) nomken ObITh He
oonee 15,0
Pitofenone hydrochloride / 54 Acceptance value (AV) should be not
IurodeHoHa ruapoxiopun more than 15.0. / IToka3zarens
npuemneMoctH (AV) nomxkeH 6bITh He
oonee 15,0
Fenpiverinium bromide / 5.6 Acceptance value (AV) should be not
dennuBepHHIA GpoMU, more than 15.0. / Ilokazarenb
npremaeMocTH (AV) nomkeH ObiTh He
6onee 15,0
9 Assay / KosqnuyecTBeHHOe onpeenenHe
Ibuprofen / Moynpodex 404.4 mg / 404.4 mr From 384.0 to 416.0 mg of C13H 30>
(ibuprofen) per tablet. /
Ot 384,0 no 416,0 mr C,3H,g0a
(ubynpodeH) B TabneTke.
Pitofenone hydrochloride / 5.062 mg/ 5.062 mr From 4.5 to 5.5 mg of CaxHasNO4-HCl
INurodeHona riuapoxaopun (pitofenone hydrochloride) per tablet. /
Ot 4,5 no 5,5 mr C22HasNO,-HCl
(nutodeHoHa ruapoxaopun) B Tabnerke.
Fenpiverinium bromide / 0.1010 mg/ 0.1010mr From 0.09 to 0.11 mg of C22H9BrN-O
®eunuBepuHus 6pomug, (fenpiverinium bromide) per tablet.
Or 0,09 no 0,1 1 mr C::H:r)BI‘N:O
(bennuBeprHua bpomun) B TabneTke.
Remarks: The Product confirms to ND / Conclusion: APPROVED /
Ilpumeyanue: IIpoaykt cooTBeTcTByeT TpeboBanusm HI 3akaouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Tozrotosnexo: Manish Ilposepeno: Himesh Kumar Onobpeno: Menemxep / PykopouiTelib
Sharma ‘itng:j— g e ———4 Manoj kumar ;\M
Reprint Date / Reprint Date / Reprint Date /
JHara: 28.08.2022 Jara: 28.08.2022 JHara: 28.08.2022
Registered Office: 3-2-237, Roac No. 2, Bcnjara Hills, Hydorabad - 530034, Telangana, India

Tel: +91 40 4900 2900, Fax 0 4200 2299, Email: mail@drreddys com
CIN: LE5195AP1984PLL00-1507
wwivedrreddys.con




Dr.Reddy’s Qj‘:‘.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIII3A

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.direddys.com

Page 6 of 6 / CTp. 6 u3 6

JlaTa npou3BOACTBA

Product Novigan, film-coated tablets

IpoaykT Hosuran", TabJCTKH, NOKPLITHIE NJIEHOUHOM 050NOUKO#

Batch No / Cepus Ne : V2201710 Batch Quantity / : 12,00,000 tablets /
N - Od1em cepuu 12.00,000 rabneTok

Analytical Report No / : 890001610383 Date of Analysis / : 28.08.2022

AHaauTHYecKHii oTueT No Hara ananusa

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

Ionen o (BK)

Analysis performed according to ND / Ananns nposeaen no HJ1: I1 N008846-020222

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 Gnucrep M3
anOMHHHEBOMH donbru,
JJaMMHHPOBaHHOH

OpHEHTHPOBAHHBIM MONHAMMIOM W
NOJIHBUHMIIXTIOPHAOM /
atOMUHHEBOH ¢oabru.
[To 2 daucTepa c HHCTpyKUMe#H NoO
APUMEHEHHIO B MAYKY KapTOHHYIO.

10tablets 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. / Ilo 10 Tadnerok B 6mucrep u3
TNOJIMBUHUXJIOPHIHOM NJICHKH /
anoMuHHeBoMH donbru wan B Bnucrep M3
anOMHUHHEBOH GoNbrH, IAMUHUPOBAHHOMH
OpPHEHTHPOBAHHBLIM  MOJNHAMHOOM W
NOJIMBHHUIXTIOPUIOM/aNFOMHHHEBO
¢onbru. Ilo 1 wmu 2 Gaucrepa c
MHCTpYKUHeH MO MPUMEHEHUIO B Mauky
KapTOHHYIO.

11 Labeling / Mapkuposka

Complies as  prescribed /
CooTBeTCTBYET TpEOOBAHHAM

According to ND /
B cooreercTBuun ¢ H/]

12 Storage conditions /
Xpaneuune

At temperature below 25°C / [1pu Temneparype He bime 25 °C,

13 Shelf life / Cpox roasoctu

S years / 5 ner

Remarks: The Product confirms to ND /

IIpumeuanne: Ilpoaykr cootBercTByeT Tpeboanuam HJI

Conclusion: APPROVED /
3akarwuenne: OJJOBPEHO

Prepared by /

[Tonrotosneno: Manish
Sharma < ===t~

Checked by /
IMpoeepeno: Himesh Kumar

— o=

I ~ e, §

Approved by: Manager / Executive /

Manoj kumar 3 -
Mgt .

Onob6peHo: Meunemxkep / PykopoauTess

Reprint Date /
Hara: 28.08.2022

Reprint Date /
Mara: 28.08.2022

Reprint Date /
Jara: 28.08.2022

Registered Office: 3-2-337, Road No. 3, Banjara Hili

Tel: +91 40 4900 2200, Fax: +31 40
CIMN: LA51951F1

. Huderabad - 509034, Telangana, India
Email: mail@drraddys com
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