Dr.Reddy’s “:‘

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.drreddys.com

Pagelof6/Crp. 1136

Product Novigan, film-coated tablets
ITpoaykT Hoguran™, Tabnerks, MoKpbIThie [1EHOYHOIF 000104KO#
Batch No / Cepus Ne 1 V2201319 Batch Quantity / : 1135660 tablets / |
O61em cepun 1135660 Tabnetox
Analytical Report No / : 890001602553 Date of Analysis / : 15.07.2022
AHAJHTHYECKNI oT4YeT Ne JaTta ananusa
Date of Manufacture / : Jun-2022 Date of Expiry / : May-2027
JlaTa npox3BOACTEA Tomen o (Bxa)
Analysis performed according to ND / Anasu3 nposegen no H/: T1 N008846-020222 |
Ne Test / [lokazaTeas Result / Pezyssrars: Specification / Hopma
1 Description / Onucanne White round biconvex film-coated | White round biconvex film-coated tablets

tablets debossed with NOVIGAN
on one side. On a cross section
white core. /
JBOAKOBBIMYKIIbIE Tabnetkwu,
MOKPLITEIE TUIEHOUHOI 060nouKoH
6enoro uUBeTa, C THUCHEHHUCM
NOVIGAN Ha oaHoit cropoke. Ha
nonepevyHoM paspese sgpo 6enoro
uBeTa.

Kpyrnsie '

debossed with NOVIGAN on one side.
On a cross section white Lo off-white core.
/ Kpyrisle ABOAKOBBITYKIBIE TabNeTH,
MOKpLITHiE  MIEHOYHON  oBonoukoi
Bestoro upeTa, ¢ TUCHeHWeM NOVIGAN
Ha oaHo#l cropoHe. Ha monepeyHom
paspese sapo ot Henoro A0 NoyTH Henoro
upera,

Remarks : The Product confirms to ND /

IIpumenanne: ITponykT cootseTcTBYET TpeboBanuaM HI

Conclusion : APPROVED /
3akmouyenune: OJOBPEHO

Prepared by /
[MoaroTopneno; R;m}flcanl

4

Checked by /
IIposepeHo: Pardeep Kumar

Approved by: Manager / Executive /
Opobpeto: Menemrep / PykoBogHTEs
Amit Kumar N\

.b\'\ -
{ =

Reprint Date /
Hara: 15.07.2022

Reprint Date /
Hara: 15.07.2022

Reprint Date /
Hata: 15.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +51 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTM3A
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Product : Novigan, film-coated tablets

Mpoaykr Hosuran®™, Tabnerku, N0Kpurrbie nAeHOYHON 00004KOMR

Batch No / Cepust N © V2201319 Batch Quantity / : 1135660 tablets /

. QGvem cepnn 1135660 tabnetox
Analytical Report No / : 890001602553 Date of Analysis / : 15.07.2022 o

AHaTUTHYECKHI oTHeT N2

JlaTta ananuza

Date of Manufacture / : Jun-2022
JlaTa npon3sBoacTBa

Date of Expiry / : May-2027
Toxen go (Bx)

Analysis performed according to ND / Anaaus nposeaen no HJI: ITN008846-020222

2 Identification / [lognuunocTs

2a Ibuprofen / U6ynpoden

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). / Bpems  yaepxuBauus
OCHOBHOTO MWKa Ha XpoMarorpamMme
HCIILITYEMOT O pactBopa AOMDKHO
COOTBETCTBOBATEH BPEMEHH YIEPIKHBAHHS
OCHOBHOTO THKAa Ha XPOMAaTOrpaMme

pactBopa CTaHAApPTHOrO obpasua
ubynpodena (pazmen «KommuectseHHoe
OTIPE/IENIEHHER).

Remarks : The Product confirms to ND /

Conclusion : APPROVED /

{ulo>

Tlpumewanue: [Iponykr cootsercryer Tpebosammnm H 3axntouenne: OJAOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[Moagrorosnena: Ramakant Ilposepeno: Pardeep Kumar Opobpero: Menemkep / Pykoponurens

fﬁL—:’ Amit Kumar {’&‘_ ,..‘:-:"

Reprint Date / Reprint Date / Reprint Date /
Jara: 15.07.2022 Jara: 15.07.2022 Jara: 15.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTU®HKAT AHAJIU3A
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Product Novigan, film-coated tablets j
IpoayxT Hosurau®, TabneTkn, NOKPbITIE TUICHOYHOH 00004KOH
Batch No / Cepus Ne : V2201319 Batch Quantity / : 1135660 tablets /

O6bem cepnu 1135660 TabneTok
Analytical Report No / 1 890001602553 Date of Analysis / 1 15.07.2022
AdanHTu4eckHii oTyet Ne JlaTa aranusa
Date of Manufacture / : Jun-2022 Date of Expiry / : May-2027
Jara nponssoacTBa Togex ao (BKN)

Analysis performed according ta ND / Auaauns nposcaen no H: TTNO08846-020222

2b Pitofenone hydrochloride and
fenpiverinium bromide /
[TuTodeHoHa ruapOXIOPUA 1
theHITHBEPUHU OPOMIA

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 yRep>xuBaHus
OCHOBHBIX THKOB Ha XpoMaTorpamme

MCIIBLITYEMOro pacTsopa LNOIDKHEI
COOTBCTCTBOBATh BpEMeEHaM
yhepKHUBAHUS OCHOBHBIX fINKOB
nutodeHoHa FPHAPOXIOPHAA H
dennuBepunus 6pomupa Ha
XpoMaTorpaMMe CTaHAapTHOTO PacTBOpa
(pazaen «KonnuecTreHHOe
onpeaeneHue»)

3 Average weight / Cpeaxsist
Macca TabJeTKi

5673 mg/ 5673 mr

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

4 Disintegration /
Pacnapaemocts

02 Minutes 31 Seconds

Not more than 30 min / He 6onee 30 mun

5 Dissolution / Pactsopeue

a) Ibuprofen / H6ynpoden

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

Not less than 70 % (Q) of labeled amount
of ibuprofen (C13H1305) is dissolved in

30 minutes. / He meree 70 % (Q) ot
HOMHHAIEHOTO coaepxaHus ubynpodena
(C13H,201) DOMAKHO pacTBOPUTLCS 38

30 MHH.

Remarks : The Product confirms to ND /

I pumeuanne: IIpogykT cooTBeTcTBYET TpeGopanuam HI

Conclusion : APPROVED /
3armoueune: OJJOBPEHO

Prepared by /
[Moarorosneno: Ramakant

Bl

Checked by /
ITposepenio: Pardesp Kumar

e

Approved by: Manager / Executive /
Onobpeno: Mexemxep / Pykopoautess
Amit Kumar I\

'

Reprint Date /
Mara: 15.0'7.2022

Reprint Date /
MHara: 15.07.2022

Reprint Date /
Hara: 15.07.2022

Registered Office: 8-2-337, Road No, 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04S07
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIU3A
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Product Novigan, film-coated tablets

IMpoaykT Hosuran®, Tab1eTkH, NOKPhITLIE NACHOYHON 060N0UKOI

Batch No / Cepust Ne 1 V2201319 Batch Quantity / ¢ 1135660 tablets /
= Oo0bem cepun 1135660 TabneTok
Analytical Report No / : 890001602553 Date of Analysis / : 15.07.2022
AHanuTHYeCcKHH oTyeT Ne Hdara anannsa

Date of Manufacture / ¢ Jun-2022 Date of Expiry / : May-2027

JiaTa npousso/icTea Iogen go (Bra)

Analysis performed according to ND / Ananus nposencn mo HJI: T1 N008846-020222

| b) Pitofenone hydrochloride /
[MuTodenoHa ruapoxiopun

104 %, 104 %, 105 %, 104 %,
104 %, 104 %

Not less than 75 % (Q) of the labeled
amount of pitofenone hydrochloride
(C22HasNO4+HCI) dissolved in
30 minutes. / He menee 75% (Q) ot
HOMMHAILHOIO COJEPKaHUA NHTOGQEHOHA
ruapoxnopuaa (CaaHasNO4- HCl) nomkro
pacTBOpUTHCA 3a 30 MHH.

6 Related substances / Pogcrsennsie npumect

Any single impurity /
Jobas efuHMIHAL NpUMech

0.04 %

Not more than 0.3 % /
He 6onee 0,3 %

Total impurities / 0.04 % Not more than 0.7 % /
Cymma npumeceii He 6onee 0,7 %
7 Microbial limits / MukpoGuonoruyeckan 4aucrora

a) Total aerobic microbial
count / Obiuee uncio
a3pOGHBIX MMKPOOPIaHH3IMOB

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

Not more than 1000 CFU/g/
He Gonee 1000 KOE/r

b) Total combined yeasts and
mould count / O6uiee uncno
JIPOAOKEBBIX U TUIECHEBBIX
rpubos

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

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

¢) E. coli

Absent inlg/
Urcytcteyer B IT

Shall be absentin 1g/
Homxus! otcyTcTeoBath B 1 1

Remarks : The Product confirms to ND /

IIpimeyanue: [poaykT cooTeercTBYET TREGOBaHAM HI

Conclusion : APPROVED /
3akmouenne: QJOEPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IMoarorosneqo. Ramakant TIposepeno: Pardeep Kumar Opobpeno: Menemxep / Pykosoaurens
W (__;" Amit Kumar N
op— ’;//
Reprint Date / Reprint Date / Reprint Date /
Jara: 15.07.2022 JHata: 15.07.2022 Hara: 15.07.2022

Registercd Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Product Novigan, film-coated tablets

[TpoaykT Hosuran®, Taénerxky, NokpeiTLie (ICHOYHON 000104K0NA

Batch No / Cepus Ne 1 V2201319 Batch Quantity / s 1135660 tablets /
O6nem cepun 1135660 TadneTok

Analytical Report No / : 890001602553 Date of Analysis / + 15.07.2022

AnanuTnueckuii oryet Ne JlaTa aHanu3a

Date of Manufacture / : Jun-2022 Date of Expiry/ : May-2027

JlaTa npon3BoACTBA Tonen go (Bka)

Analysis performed according to ND / Auanus nposexer no HJI: 11 N008846-020222

8 Uniformity of dosage units of / OnaopoanocTs 1031POBaAHHA
Ibuprofen / 1.2 Acceptance value (AV) should be not
Hbynpoden more than 15.0. / Toka3atens

npuemnemoctu (AV) nonxken 6uiTh He
fosree 15,0

®ennusepuHus GpomMua

Pitofenone hydrochloride / 5] Acceptance value (AV) should be not

[MutodieHoHa ruApOXNOpUL more than 15.0. / ITokazarens
npueMeMoct (AV) nomxkeH 6bITh He
Bonee 15,0

Fenpiverinium bromide / 4.8 Acceptance value (AV) should be not

more than 15.0. / [TokazaTtens
npremiieMocTi (AV) gomkeH ObITh HE
Gonee 15,0

9 Assay / KoanuecrBenuoe onpegejenue

Ibuprofen / H6ynpoden

401.9mg /401.9 mr

From 384.0 to 416.0 mg of C3His0-
(ibuprofen) per tablet. /

Ot 384,0 10 416,0 mr Cy3H,30:
(ubynpoden) B TabneTke.

Pitofenone hydrochloride /
ITurodeHOHA rAApOXIIOPHA

4.984 mg/4.984 mMr

From 4.5 to 5.5 mg of C22HasNOw-HCI
(pitofenone hydrochloride) per tablet. /
Ot 4,5 no 5,5 mr C22HasNO4-HCl
(nurodeHoHa rUOPOXAOPHA) B TabieTke.

Fenpiverinium bromide /
®@eHnuBepHHHA GpomMHI

0.0985 mg / 0.0985 mr

From 0.09 to 0.11 mg of CaaHasBrN2O
(fenpiverinium bromide) per tablet.
Ot 0,09 g0 0,11 Mr C22HapBrN2O
(¢ennuBeprHUs Gpomua) B Tabrerke.

Remarks : The Product confirms to ND /

Tpumeuanne: Iponykt cooTseTcTBYET Tpebosanuam HJI

Conclusion : APPROVED /
3axmouenuce: OJJOBPEHO

Prepared by /
IToaroTosneHo: Ramakant

G

Checked by /
Iposepero: Pardeep Kumar

‘. .

Coy—"

Approved by: Manager / Executive /
Onobpetio: Menemiep / PykopoauTens
Amit Kumar N

K=

Reprint Date /
JHara: 15.07.2022

Reprint Date /
Hara: 15.07.2022

Reprint Date /
Hara: 15.07.2022

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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Product Novigan, film-coated tablets

[IpoaykTr Hoeurau®, TabieTkH, NOKpeITLIE NAEHOUHON 000T0UKOH

Batch No / Cepusa Ne 1 V2201319 Batch Quantity / : 1135660 tablets /

L B Oobem cepun 1135660 tabnerox |
Analytical Report No / : 890001602553 Date of Analysis / : 15.07.2022
AHaauTuyeckuii oTuer No JlaTa aHasiu3a

Date of Manufacture / ¢ Jun-2022 Date of Expiry / : May-2027

JlaTa Nnpou3BOACTBA T'onen po (BxJT)

Analysis performed according to ND / Anajau3 nposeaed no HJI: ITN008846-020222

10 Package / Ynakoska 10 tablets in a aluminum foil | 10tablets in a polyvinyl chloride
laminated with oriented polyamide | film/aluminum foil blister or in a
and polyvinyl chloride / aluminum | aluminum foil laminated with oriented
foil blister. 2 blisters and patient | polyamide and polyvinyl chloride /
information leaflet in a carton pack. | aluminum foil blister. 1 or 2 blisters and
/ Tlo 10 Ttabnerok B Gaucrep u3 | patient information leaflet in a carton
AOMHHHEBOH donery, | pack. / ITo 10 tabnerok B Oaumcrep u3
JaMUHHUPOBAHHOM MOJIMBUHUIIXTOPUIHON TUTEHKH /
OPHEHTHPOBAHHBIM MOJIMaMHMAOM M | aFOMHHHEBOH (osIerv umm B 6imcTep U3
TOJIMBHHUWIXIIOPUIOM / | anromuHueBoit GoNbrH, TAMHUHUPOBAHHOH
ANOMUHHEBO GOnbru. | OPHEHTHPOBAHHBLIM  MONHAMMIOM U
[To 2 6nucTepa ¢ UHCTPYKLMEH MO | MOMUBHHUIXJIOPUAOM/aIOMUHHEBOH
NPUMEHEHHIO B Na4Ky KapToHHyo. | ¢oneru. Ilo 1 wmmu 2 OGnucrepa ¢

HHCTPYKUHEH MO MPUMEHEHWI0 B Nadky
KapTOHHYIO.
11 Labeling / Mapkupogxa Complies as  prescribed / | Accordingto ND/
CootBeTcTBYeT TpeOoBaHUSAM B cootBerctBuu ¢ HJJ
12 Storage conditions / At temperature below 25°C / [1pu Temneparype He Bbiie 25 °C.
Xpanenne
13 Shelf life / Cpok rognoctu 5 years /5 ner

Remarks : The Product confirms to ND /

IIpumeuanue: llponykt cooTBeTcTBYET TpebOoBaHNAM H]I

Conclusion : APPROVED /
3akawyenue: OJJOBPEHO

Prepared by /
IToarorosneno: Ramakant

Checked by /
I[Mposepeno: Pardeep Kumar

f—

Approved by: Manager / Executive /
Onobpeno: Menemep / PykosonnTenb
Amit Kumar

uE\.v:l:_\::__r,,_

Reprint Date/  °
Hara: 15.07.2022

Reprint Date /
Hara: 15.07.2022

Reprint Date /
Hara: 15.07.2022

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