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Novigan, film-coated tablets

Hosuran™, 1adieisil. NOKPLITHIC [IEHOYHOM oBonoykoi

1 V2201712 Batch Quantity /
Oodnem cepuinn

Product
Tposyxr
Batch No / Cepus Ne

"+ 12,00,000 tablets /
12,00.000 TabneTok

Analytical Report No / : 890001610851 Date of Analysis / : 29.08.2022
AnanuTHYecknii oTueT Ne Aata aHann3a
Date of Manufacture / : Aug-2022 Date of LExpiry / : Jul-2027

Jara npousBoAcTBa B Tonen ao (BKJ)
|Analysis performed according to ND / Auanus nposeaen no HJI; TI N008846-020222

Specification / Hopma

Ne Test / TTokazarens i Result / PesynbTaTs!

White round biconvex film-coated tablets
debossed with NOVIGAN on onc side.

White round, biconvex film-coated
tablets debossed with NOVIGAN

1 Description / Onucanue

on one side. On a cross section

white core. / Kpyrasie
[BOAKOBLINYKIbIE TabneTkH,
MOKPLITLIE MNEHOYHOH 000n0UKOH
Benoro useTa, C THCHEHHEM

NOVIGAN Ha opHo# ctopone. Ha
ronepeqHoM paspese aapo 6enoro
LBeTa.

On a cross section white to off-white core.
/ Kpyrnsle ABOAKOBBINYKNbIE TAGNeTKH,
NOKpBITEIE  NneHodHoit  oBonovkoi
fenoro upera, ¢ TicHeHHem NOVIGAN
Ha OAHON cTopoxe. Ha nonepeyrom
pazpese 4apo OT 6enoro o nouTH Senoro
I[IBETA.

Remarks: The Product confirms to ND /

IMpumecuanne: [TpoaykT coorsercTByeT Tpebopanuam HJT

Conclusion: APPROVED /
3axmouyenue: OJJOGPEHO

Prepared by /
[Moarotosneo: Piwan vlﬁumar

]

Checked by /
ITpoBepeto: Naresh Kumar (/{;

Approved by: Manager / Executive /
OpobpeHo: MeHrenxep /, PykosoauTens
2 Amit Kumar !

o

Nl e

Reprint Date/ |
JHara: 29.08.2022

Reprint Date /
Jlara: 29.08.2022

Reprint Date /
Hara: 29.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyrierokad - 50003 4, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Email: mail@direddys.com

CIN: L85195AP1984PLCOCA507
www.drreddys.com
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[Product Novigan, film-coated tablcts
[ITpopysr Hoguran®™, TaGAcTKH, MOKPLITLIE MIEHOYHOH 06OJIOUKOI

IBatch No / Cepna Ne 1 V2201712 Batch Quantity / : 12,00,000 tablets /

— = : pon s |Ob6nem cepun - 12.00,000 Tanerox
h'{lyﬁcal Report No / : 890001610851 Date of Analysis / : 29.08.2022 ]
AnasuTH4eckHii oTuer Ne Jata anaan3a

Date of Manufacture / 1 Aug-2022 Date of Expiry/ : Jul-2027
1JlaTa npoH3BOACTRA Topen go (Bxa)

LAnalysis performed according to ND / Ananus mposeaen mo HJI: TT N008346-020222

2 Identification / [TognuHuocTs

2a Ibuprofen / U6ynpodex

Complies as prescribed /
CooreeTcTRYET

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 YAEPIKUBAHHA
DCHOBHOrO MMKa Ha XpomarorpaMme
HCIIBITYEMOrO pacTeOpa JORKHO
COOTBETCTBOBATh BPEMEHH YAEPHHBAHHSA
OCHOBHOIO MHWK2 Ha Xpomarorpamme
pacTBopa CTaHIapTHOTrO obpaszua
ubynpodena (pasnen «Konuuecrsennoe
onpeneaeHue»).

Remarks: The Product confirms to ND /
Ipumeqanne: [Ipoayxr coorsercTBYeT TpeGosanuam HIJ

Conclusion: APPROVED /
3akawuenne: OJOBPEHO

Mara: 29.08.2022

Jara: 29.08.2022

Prepared by / Checked by / Approved by: Manager / Executive /
[oarorosnero: WaJJ‘Kumar INpoeepeno: Naresh Kumar @ Onobpeno: Menemxkep | Pykosomires,

E’-f’*/ = Amit Kumar N s
Reprint Date / Reprint Date / Reprint Date / 1 S

Hara: 29.08.2022

Registered Office: 8-2-337, Read No 2, Banjara Hills, Hyderabad - 52002 ¢, Telangans, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 299%, Email: mail@ drreddys.com

CIN: LB5195AP1984PLCCOA507
www.drreddys.com
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Product Novigan, film-coated tablets

|Mpopyrr Hoskran™, TabnerkH, NOKPLITEIE NACHOSHONH 050N04KOI

Batch No / Cepust Ne 1 V2201712 [Batch Quantity / : 12,00,000 tablets /
o Oobem cepun 12,00.000 rabnetox

Analytical Report No / : 890001610851 Date of Analysis / : 29.08,2022 - ]

AHanuTH4YecKHil oTyeT No Hata ananusza

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

Jara nponspoacTea ] Conen xo (BEa) e

Analysis performed according to ND / Auaans nposeaen no HII: T1 N008846-020222

2b Pitofenonc hydrochloride and
fenpiverinium bromide /
[MuTodenoHa THAPOXIOPHIL H
thenmiBeprHHs Gpomua

Complies as prescribed /
Cootsercrayer

The retention times of the main pe'z-lks m |

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) / Bpemena yacpskiBanus
OCHOBHBIX TIMKOB Ha XpOMAarorpamme

UCTILITYEMOro pactsopa [OJDKHBI
COOTBETCTBOBATD BpEMEHAM
YOEPHUBAHHA OCHOBHEIX NHKOB
nurodeHoHa rulipoxaopuaa [0
tennuBepunus tpomuaa Ha
XpoMaTorpaMMe CTaHAapTHOrO pacTeopa
(paznen «KonuuecteeHHoe

oTIpefeneHue»)

3 Average weight / Cpenuasn
macca TabneTkun

5722 mg/572.2 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 /
Pacnagaemocrts

03 Minutes 39 Seconds

Not more than 30 min / He 6onee 30 muu

5 Dissolution / PacTeopenue

a) Ibuprofen / U6ynpoden

95 %, 97 %, 97 %, 97 %, 96 %,
97 %

Not less than 70 % (Q) of labeled amount
of ibuprofen (Ci3H,30,) is dissolved in
30 minutes. / He meree 70 % (Q) ot
HOMUHANBHOTO ConepaHHA ubynpodena
(C13H;302) nomxkHoO pacTBOpPHTLCA 32

30 MHH.

Remarks: The Product confirms to ND /

[Ipumeuanne: IlponykT cooTBeTcTByeT Tpebosannam HIJ

Conclusion: APPROVED /
3akmouenue: OJOEPEHO

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

Iogrotoenetio? Pawan Kumar | [posepewo: Naresh Kumar Onobpeno: Mewemkep / Pyrosogurens
/pues— o Amit Kumar AR

Reprint Date /! Reprint Date / Reprint Date / 8

Hara: 29.08.2022 Hara: 29.08.2022 Hara: 29.08.2022

Registered Office: 8-2-337, Road Mo 3, Banjara Hills, Hyderabad - 50033, Telangana, India
Tel: +91 40 4900 2900, Fux: +91 40 4900 2056, Fmail: inaiicarreddys.cem

CIN: L85195AP1934PLLO045S07
www drreddys com
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CEPTHO®UKAT AHAJIM3A
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Product Novigan, film-coated tablets

Hpoayxr Hoswuran", Tabnerky, NOKpLITEIE NIEHOYHOMA 0GONOHKOH

Batch No / Cepus Ne 1 V2201712 'Batch Quantity / : 12,00,000 tablets /
| B __O6bem cepum 12,00,000 Tabnerok
Analytical Report No / : 890001610851 Date of Analysis / 1 29.08.2022
AHannTHueckHit oTyer No JlaTta ananusa

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

JlaTa npouseoacTsa Tonen no (BKkn) L

|Analysis performed according to ND / Auasns llpUBez—l—éH no HJL: TT N008846-020222 )

b) Pitofenone hydrochloride /

91 %, 91 %, 92 %, 92 %, 92%,

Not less than 75 % (Q) of the labeled

CyMmMa npumecei

[MuroderoHa ruapoxnopus, 92 % amount of pitofenone hydrochlorid
{C2aHasNQs-HCI) dissolved in
30 minutes. / He menee 75% (Q) or
HOMMHAJILHOIO COACPXaHHsA MUTO(GeHOHa
ruapoxnopuaa (Co2HasNOs-HCl) noasxno
pacTBopuThes 3a 30 MHH.
" 6 | Related substances / PoacreenHbie npuMecH -
Any single impurity / 0.03 % Not more than 0.3 % /
TMiobas equHUYHAS TPUMECH He Gonee 0,3 %
| Total impurities/ 0.03 % Not more than 0.7 % /

He 6oxee 0,7 %

7 Microbial limits / MukpoGuonorn

HeCKass 4YHCTOTA

a) Total aerobic microbial
count / Ob1uee uucio
a3po6HBLIX MUKPOOPraHU3MOB

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

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

b) Total combined yeasts and
mould count / O6wee yucno
APOMCHEBBIX H MIIECHEBBIX

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

Not more than 100 CFU/g /
He Gonee 100 KOE/r

rpubos
c) E. coli Absentin g/ Shall be absent in 1g /
OrcytetByeT B 1T JlomxHel oTcyTeTBOBaTE B 1 T
[ 8 [ Uniformity of dosage units of / OunopoanocTs A03UPOBAHIA

Remarks: The Product confirms to ND /

Ilpumeuanne: [IpoaykT cooTReTcTBYET TpebGosaHusaM H]T

Conclusion: APPROVED /
3axkmoyenue: OJOEPEHO

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

Mogrorosnena]Pawan Kumar | INpoeepeno: Naresh Kumar C OnobpeHo: Meremkep, / PyKkosomsmens
*im‘%’— A;E./ Amit Kumar T

Reprint Date / | Reprint Date / Reprint Date / T

Hara: 29.08.2022 Hara: 29.08.2022 Hara: 29.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLL0O04507

www.drreddys.com
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Product Novigan, film-coated tablets

Npoayxt Hosiras™, TalneTki, NOKpEIThiE NNCHOYHOI 05004KOH ) .

Batch No / Cepus No V2201712 Batch Quantity / - 12,00.000 tablets /
. Odnem cepun 12.00.000 radnetok
Analytical Report No / : 890001610851 Date of Analysis / 1 29.08.2022
AnanuTuyecknii oTyer No Jata ananusa

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

Jlara npon3eoacTBa Togen xo (Bra)

Analysis performed according to ND / AIIBJIH;HPDBE}]EH no HJ: TTN008846-020222

dennuBeprHua Gpomun

Ibuprofen / 2.7 Acceptance value (AV)-shou]d be not

Hbynpoden more than 15.0. / TloxazaTens
npuemnemocty (AV) nomxen 66ITs He
6onee 15,0

Pitofenone hydrochloride / 43 Acceptance value (AV) should be not

[TurodeHoHa ruapoxncpun more than 15.0. / IMokazarens
npuemnemMoctd (AV) nosked BuITh He
bonee 15,0

Fenpiverinium bromide / 4.6 .;x(;ceptance value (AV) should be not

more than 15.0. / [TokazaTens
npuemnemMoctd (AV) nomked 6uiTh He
Gonee 15,0

9 Assay / KoinuecTBeHHOe onpeaciene

Ibuprofen / M6ynpoden

409.9 mg / 409.9 mr

From 384.0 to 416.0 mg of C13H 1304
(ibuprofen) per tablet. /

Ot 384,0 1o 416,0 mr Cj3Hz0-
(nbynpoden) B TabreTke.

Pitnfenane hydrachlnride /
[MurodeHoHa ruapoXIopH

S0 mp /5057 Mr

From 4.3 1o 5.5 mg of CrH~NOQy-HCl
(pitofenone hydrochloride) per tablet. /
Ot 4,5 no 5,5 Mr CaxHasNQ4-HCI

(nuroderiona ruapoxnopua) B Tabnerxke.

Fenpiverinium bromide /
dennuBepuHus Gpomun

0.1008 mg / 0.1008mr

From 0.09to 0.11 mg of CaaH%BrN-O
(fenpiverinium bromide) per tablet.
010,09 10 0,11 mr C2:H»BrN-O
(dbennueeputiva Gpomun) B TabneTke.

Remarks: The Product confirms to ND /

IIpumeuanne: [IpopgykT coorBeTcTBYET Tpebopanuam HJ

Conclusion: APPROVED /
3arxmwouenne: OJJOGPEHO

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

[Monrorosnepo: Pawan Kumar | [posepeno: Naresh Kumar Ggf Onodpeno: Menemsep { Pyxosonnrens
ifnﬁw < Amit Kumar ~\<.~ &

Reprint Datel/ Reprint Date / Reprint Date / ;

JHara: 29.08.2022 Harta: 29.08.2022 JHara: 29.08.2022

Registered Office: 8-2-337, Hoad No. 3, Banjara Hills, Hyderahad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4200 2995, Email: mail¢rdrreddys.com

CIN; L85195AP19834PLC0O04507
www.drreddys.com



Dr.Reddy’s €

CERTIFICATE OF ANALYSIS
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Date of Manufacture /
JaTa nponsBoacTBa

1 Aug-2022

|Product Novigan, film-coated tablets
MpoayxT Hosuran™, TabneTku, MokpbITHIE NICHOUHOI 0DONOUKOH _
Batch No / Cepus Ne T V2201712 Batch Quantity / 12,00,000 tablets /
e Obwvem cepuu - 12,00,000 TaGnerox
Analytical Report No / : 890001610851 Date of Analysis / : 29.08.2022
AHanuTHuecknii oTyeT Ne Jata anann3a
Date of Expiry/ + Jul-2027

Topen no (BEn)

Analysis performed according to ND / Anaauz nposeaen no HJ: T1 N008846-020222

10 Packag}é / ¥Ynaxoska

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.
/ Mo 10 Tabrnerox B Gmucrep M3

aNHOMUHHEBOH tonbru,
NaMHHHPOBaHHOH

OPHMEHTHPOBAHHBIM MMONHAMUAOM H
MOIMBHHUAXIOPHIOM /
AMOMHHHEBOM donbru,

ITo 2 6auctepa ¢ MHCTpyKUMeil mo
NPHMEHEHHIO B MaUKy 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. / Tlo 10 Tabnerok B Gnucrep H3
MOTUBUHHIIXJIOPH AHOM TUIEHKH /
amoMuHUeBod QonsTH MU B GIHCTEp U3
antoMHHKHEBOH QONbrY, NAMUHUPOBAHHOI
OpPHMEHTHPOBAHHBIM  TONHAMMOOM M
MONHBHHUNXIOPHAOM/aNFOMHUHHEBOT
doneru. Ilo 1 wmm 2 Gnucrepa c
MHCTPYKUHMEH MO MPUMEHEHHIO B rauky
KapTOHHYHO.

11 | Labeling/ Mapxuposka

Complies as  prescribed  /
CooteetcTsyet TpeboBaHHAM

According toND/
B cooreercrenu ¢ HJI

12 Storage conditions /
Xpauenue

At temperature below 25°C / [1pu Temniepatype He Bbnue 25 °C.

13 Shelf life / Cpok roanocTu

5 years / 5 ner

Remarks: The Product confirms to ND /

Ilpumeuanue: [TpogykT cooTBeTcTBYET TpeboBanuam HJT

Conclusion: APPROVED /
3aknrouenne: OJOBPEHO

Prepared by /

INoarotoBnenoyPawan Kumar
ke
=

Checked by / i
Ilpoeepero: Naresh Kumar (Al
i

Approved by: Manager / Executive /
Cuaobpeno: Menemagp / Pykoromimens
Amit Kumar Ny b

Reprint Date /
Jlara: 29.08.2022

Reprint Date /
Hara: 29.08.2022

Reprint Date /
Hara: 29.08.2022

T o

Registercd Office: 8-2-237, foad No. 3, Banjara Hills, Hyderabad - 50303, Talangana India
Tel: +91 40 4900 2900, Fax: +91 40 1900 2995, Email: mail@drreddys.com
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