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CERTIFICATE OF ANALYSIS
CEPTHOPHUKAT AHAJTHU3A
Pagelof6/Crp.1mu36
Product Novigan, film-coated tablets
IIpoaykT Hosuran®, Tabnerky, Noxpe(Thie NieHoYHOM 060T0UKOi
Batch No / Cepus Ne 1 V2201788 Batch Quantity / : 12,00,000 tablets /
QObbem cepuu 12,00,000 Tabnerok
Analytical Report No / : 890001611609 Date of Analysis / : 09.05.2022
AHaauTHYeCKHH oTyeT No JarTa ananusa
Date of Manufacture / : Aug-2022 Date of Expiry / + Jul-2027
JlaTa npou3BOACTBA Togen go (Bxu)
Analysis performed according to ND / Ananus nposegen no HJI: I1 N008846-020222
l Ne Test / TlokazaTens Result / PesyasTaTh Specification / Hopma
i 1 Description / Onucanue White round, biconvex film-coated | White round biconvex film-coated tablets

tablets debossed with NOVIGAN
on one side. On a cross section
white core. / Kpyrnsie
JBOSIKOBBIMYKJIIbIE TabneTxy,
NOKPHITHIE MNIEHOYHOM 0Bon0uKOit
Gemoro UBETa, C THCHEHHEM
NOVIGAN na onHoit cropone. Ha
NOMEepEYHOM paspese saapo Genoro
uBera.

debossed with NOVIGAN on one side.
On a cross section white to off-white core.
/ Kpyrnble OBOAKOBHINYKNblE TabieTkw,
MOKPLITEIE  [UIEHOYHOM  o6omoukoit
Genoro wugera, ¢ TMcHeHHeM NOVIGAN
Ha onHoH cropowe. Ha mnonepeunom
pa3pese aapo ot 6enoro 1o noutk Gesoro
uBeTa,

Remarks: The Product confirms to ND /
IIpumeuanne: [TpoaykT coorBercTBYeT TpebGoBannam HII

Conclusion: APPROVED /
3axarwyenne: OJJOBPEHO

Prepared by /

INoaroToeneno: Ranjeet

Checked by /
TpoeepeHo: Ankaj Verma @f‘

Approved by: Manager / Executive /

Onobpeno: Menemxep / PykoBoaurens M—
Manoj Kumar L

Reprint Date /

Hara: 09.09.2022

Reprint Date /
Hara: 09.09.2022

Reprint Date /
Hata: 09.09.2022

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: L85195AP1984PLCOC4507
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

CEPTHOHUKAT AHAJIV3A
Page2of 6/Crp.2u3 6
Product : Novigan, film-coated tablets
IpooykTt Hosuran™, TabneTky, NOKpHITHIE MIEHOUHON 060A04KO#
Batch No / Cepns Ne : V2201788 Batch Quantity / + 12,00,000 tablets /
. OGbem cepun 12,00,000 TabneTox
Analytical Report No / : 890001611609 Date of Analysis / : 09.09.2022
AHaJuTHYECKHI oTyeT No Jara anaanza
Date of Manufacture / 1 Aug-2022 Date of Expiry / : Jul-2027
Jata npou3BoACTBA Toaen ao (Bru)
Analysis performed according to ND / Anann3 nposegen no H/I: TIN008846-020222

2 Identification / ITognHBHOCTE

2a Ibuprofen / H6ynpoden

Complies as prescribed /
CooTBercTByeT

i 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). / Bpemsa  ymepxupaHus
OCHOBHOrO TMHKa Ha XpOMaTorpamme
HCTIBITYEMOTO pacTteopa JOJIXKHO
COOTBETCTBOBATH BPEMEHHM YIEPKHBAHKA
OCHOBHOrO [MKA Ha XpoMarorpamme
pacTBOpa CTaHIApPTHOTO obpasua
ubynpodena (pazgen «KonuuecrseHHoe
oTipeaeneHuey).

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

IIpumeuanne: [Tponyxt cootsercrayet Tpebosanuam HJL 3akmotdenne; OJIOBPEHO

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

[MoarotornchoRanject Mposepeno: Ankaj Verma @ Onobpeno: Meremxep / PykoBogutens @g
i Manoj Kumar '

Reprint Date / Reprint Date / Reprint Date /

Hara: 09.09.2022 JHara: 09.09.2022 Hara; 09.09.2022

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: LB5195AP1984PLCO0A507

www.drreddys.com
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CEPTHRITKAT AHAJTII3A

Page3 of 6 /Crp.3 u3 6

Product : Novigan, film-coated tablets

Nponykr Hopurau®, TabiieTku, MOKpbITHIE TUIEHOYHOR 060104KOH

Batch No / Cepust Ne 1 V2201788 Batch Quantity / : 12,00,000 tablets /
O6BeM cepiti 12.00,000 Tabnerox

Analytical Report No / : 890001611609 Date of Analysis / : 09.059.2022

AManuTHYeCKHi oTyeT Ne HJaTa asanusa

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

[Jara npon3soacTBa Topen mo (BK)

Analysis performed according to ND / Awanus nposegen mo HJI: TTI N008846-020222

2b Pitofenone hydrochloride and Complies as prescribed / The retention times of the main peaks in
fenpiverinium bromide / CooreercTyer the chromatogram of test solution should
[MuroderoHa rHAPOXNIOPHA U correspond to the retention times of
dennuBepuHus GpoMuL pitofenone hydrochloride and
fenpiverinium bromide peaks on the
chromatogram of standard solution
(section Assay) / BpemeHa ynep»xHBaHHs
OCHOBHBIX THKOB Ha XpOMaTorpamme
HCTIBITYEMOTO pacteopa FOTDKHBI
COOTBETCTBOBATE BpeMeHaM
YHEPKHBAHUA OCHOBHBIX NHKOB
nuTodeHoHa THAPOXJTOPHIA u
ennuBepHHUA Gpomuaa Ha
XpoMaTorpaMme CTaHAAPTHOIO pacTBOpa
(pasnen «KonuuecTBeHHOE
ONpeaceHHE»)
3 Average weight / Cpeansas 571.5mg/571.5 mr 570.0mg =3 % (552.9 mg to 587.1 mg) /
Macca TabaeTkHn 570,0 mr £ 3 % (ot 552,9 Mr zo 587,1 mr)
4 Disintegration / 03 Minutes 46 Seconds Not more than 30 min / He Gosee 30 muu
Pacnagaemocts
5 Dissolufion / PacTeopenue
a) Ibuprofen / U6ynpoden 101 %, 101 %, 100 %, 101 %, Not less than 70 % (Q) of labeled amount
101 %, 101 % of ibuprofen (Ci3H;s0,) is dissolved in
30 minutes. / He menee 70 % (Q) ot
HOMMHAIEHOTO cofepkaHus nbynpodena
(C13H,g02) OMmKHO pacTBOPHTRCA 3a
30 MHH.
Remarks: The Product confirms to ND / Conclusion: APPROVED /
Ipumeuanne: ITpoayxT cooTBeTcTRyeT Tpebosantam HJL 3akawyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
TMoarorosnesxg: Ranjeet IpoBepero: Ankaj Verma & Onobpeno: Menemxep / Pykosogxtens :“L‘Zu“'{ 1
- Manoj Kumar T
Reprint Date / Reprint Date / Reprint Date /
Hara: 09.09.2022 Hara: 09.09.2022 Hara: 09.09.2022

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hysershac 500034 Telangang, india
Tel: +91 40 4900 2900, Fax: +§1 40 4500 2999, Email: mail‘2drreddys.com
CIN: L85195AP1984PLC004507
www drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

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

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

Paged4 of 6/ Crp. 4 u3 6

Product : Novigan, film-coated tablets

IIpoayxr Hoguran®, TabneTku, IOKpsITHIE TUIEHOUHOH 060on0uKoit

Batch No / Cepus Ne 1 V2201788 Batch Quantity / : 12,00,000 tablets /
Ob6bem cepun 12,00,000 Tabnerox

Analytical Report No / : 890001611609 Date of Analysis / : 09.09.2022 i

AHanuTHYeCKHH oTyeT No JaTa aHann3a

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

JaTa npou3soacTea Togen po ()

|Analysis performed according to ND / Ananus npoeegen no HJ: 11 N008846-020222

b) Pitofenone hydrochloride /

97 %, 99 %, 98 %, 96 %, 98%,

Not less than 75 % (Q) of the labeled

CyMMma npumeceit

|

ITutodeHoHa ruApOXIIOpHE, 100 % amount of pitofenone hydrochloride
(Cs2HasNO4+HCI) dissolved in
30 minutes. / He mexee 75 % (Q) ot
HOMHMHAJIHOTO CONEPXKAHUA NUTOhEHOHA
ruapoxnopraa (CaaHasNO4 HCI) nonxHo
: pacTBOpHTLC 32 30 MHH,
6 Related substances / POJICTBeHHbiéVHpHMECH

Any single impurity / 0.03% Not more than 0.3 % / B

Thobas enHHHYHAA NPHMECH He 6onee 0,3 %

Total impurities / 0.03 % Not more than 0.7 % /

He 6onee 0,7 %

7 Microbial limits / Mukpo6Guonoruyeckas yHeToTa

a) Total acrobic microbial
count / O6imee yucno
a3pobHEIX MUKPOOPraHHUIMOB

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 / O61ee uucno
JPOMOKEBbIX M TIECHEBbIX

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

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

rpubos
c) E. coli Absentin 1g/ Shall be absent in 1g/
OrcyrerByeT B Ir JomxHb! oTCYTCTBOBATL B 1 T
[ 8 [ Uniformity of dosage units of / OanopoanocTs A0IMpoBaHIa

Remarks: The Product confirms to ND /

Ipumeyanne: [Ipoaykt cooTBeTcTBYET TpeboanuaM HJL

Conclusion: APPROVED /
3arnwyenune: OJOBPEHO

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

MoaroToeneno w_icet INposepeno: Ankaj Verma ﬂ Opnobpeno: Meunemxep / Pykosonurens '}-L,Ei U_ﬂ
5 Manoj Kumar gl

Reprint Date / Reprint Date / Reprint Date /

Hara: 09.09.2022 Hara: 09.09.2022 Hara: 09.09.2022

Registered Cffice: »-7-337, Road Ne 3, Bunjara Hiliz, K- erabad - 500934 Telangans, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2995, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CEPTUO®HKAT AHAJIM3A

PageSof 6/Crp.5u3 6

JaTa npousBoacTaa

Product : Novigan, film-coated tablets

Dpoayxr Hosuran®, TabaeTky, NOKPEITHIE MIEHOUHOH 06OJI0UKO#H

Batch No / Cepus Ne 1 V2201788 Batch Quantity / : 12,00,000 tablets /
O6beM cepHH 12,00,000 Tabnerox

Analytical Report No / : 890001611609 Date of Analysis / + 09.09.2022

AHaTHTHYECKH# oTyeT Ne Jara aHanun3a

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

Iogen po (BKA)

Analysis performed according to ND / Ananu3 npoeeaen no HJI: IT N008846-020222

DennuBeprHHI GpoMHUL

Ibuprofen / 1.7 Acceptance value (AV) should be not
Hb6ynpodien { more than 15.0./ [okasarens
| mpremnemocTH (AV) nomxen 6bITh He
Gonee 15,0
Pitofenone hydrochloride / 4,0 Acceptance value (AV) should be not
INurodeHoHa ruppoxnopun more than 15.0. / [Toxazarens
npuemaemocTH (AV) momxeH BuITh He
Gonee 15,0
Feﬁp}veﬁhium bromide / 34 Acceplancé value (Av) should be not

more than 15.0. / [Tokasarens
rpuemaeMocts (AV) momken BeiTh He
Bonee 15,0

9 Assay / KonngecTBeHHOe onpenedenne

Ibuprofen / H6ynpoden

400.4 mg / 400.4 mr

From 384.0 to 416.0 mg of C3H30a
(ibuprofen) per tablet. /

Or 384,0 no 416,0 mr C3H;z0»
(ubynpoden) B TabneTke.

 Pitofenone hydrochloride /
IMutodeHona ruapoxIopHa

5.059 mg/ 5.059 mr

From 4.5 to 5.5 mg of CasHasNQ4HCI
(pitofenone hydrochloride) per tablet. /
Or 4,5 no 5,5 Mr CaaHasNO4HCI
(nutodeHoHa ruapoxnopua) B TabneTke.

Fenpiverinium bromide /
DennuseprHua bpomun,

0.1018 mg/0.1018mr

From 0.09 to 0.11 mg of Ca2HagBrN.O
(fenpiverinium bromide) per tablet.
Ot 0,09 no 0,11 mMr CaaHaoBrN2Q
(bennuBepunns Gpomun) B Tabnerke.

Remarks: The Product confirms to ND /

Ipumeuanne: IpoaykT cooTBeTcTBYET TpeGosaHuam HJT

Conclusion: APPROVED /
Jawmoyenue: OJJOBPEHO

Prepared by / ‘Checked by /

Moarorosncio~Ranjeet
e

ITposepeno: Ankaj Verma

B~

Approved by: Manager / Executive /
Onobpeno: Menemxep / Pykosomurens
Manoj Kumar

(X

Reprint Date /
Jlara: 09.09.2022

Reprint Date /
Hara: 09.09.2022

Reprint Date /
JHara: 09.09.2022

Reristered Gfficer 5-2-337, Roau N». 3.

Njare Rl i1y

iorahad - 380035, Telangans, India

Tei: +21 40 4900 2900, Fax: +91 40 4300 2993, Einail: mziddrreddys.com

CIN: L85195AP1584PLCO04507

wiww. drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJTH3A

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

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

Page 6 of 6/ CTp. 6 u3 6

Product Novigan, film-coated tablets _]
IIpoaykr Hopuran". TabreTku, NOKpEITHE MIEHOYHOH 060104K0H
Batch No / Cepust Ne 1 V2201788 Batch Quantity / s 12,00,000 tablets /
O6nem cepun 12,00,000 Tabnerox
Analytical Report No / : 850001611609 Date of Analysis / : 09.09.2022
AHaNHTHYeCKHH oTYyeT No JaTa aHanuza
Date of Manufacture / : Aug-2022 Date of Expiry / : Jul-2027
JlaTa mpou3BoAcTBa Iomen xo (BK)
Analysis performed according to ND / Ananus nposegen no HJI: I1 N008846-020222
10 Package / Ynmakopka 10tablets 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
/ Mo 10 Ttabnerox B Gmuctep w3 | patient information leaflet in a carton
ATOMHHHMEBOH donery, | pack. / Ilo 10 Tabnerok B Gaucrep M3
JIaMHMHHPOBaHHOH MOMHMBHHHIXI0PHAHO TIEHKK /
| OPHEHTHPOBAHHEIM MONHAMMAOM H | AMHOMUHMEROH (onbri Wi B GnucTep 3 i
TIOTHBHHHAXJIOPUIOM /| amoMuHHEBOH GOBIH, NAMHHHPOBAHHOM
AMOMHHHEBOH donera. ' OPHEHTHPOBAHHBIM  TONMAMMIOM K
I[To 2 6nucrepa © MHCTPYKUMEH MO | MONHBHHHIXIOPHIOM/ANOMUHHEROH
NPHMEHEHHIO B Ma4Ky KapToHHYrO. | donbru. Ilo 1 wmu 2 Gnucrepa ¢
MHCTPYKLHEH [0 NPHMEHEHHIO B Mauky
KapTOHHYIO.
11 Labeling / Mapkuposka Complies as  prescribed / | According to ND/
Cootsercrayer TpeGoBaHuAM B cooteercTBHM ¢ HJT
12 Storage conditions / | At temperature below 25°C / I[Tpu Temnepatype He Bbime 25 °C.
XpaHeHune
13 Shelf life / Cpok roauocTs 5 years / 5 ner

Remarks: The Product confirms to ND /

IIpumeuanne: [IpoaykT cootBercTByeT Tpebopanuam HJ

Conclusion: APPROVED /
Jawmouenne: OJJOGPEHO

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

[MogroroBneng~Ranjeet IMpoeepeno: Ankaj Verma ﬁ/ Onobpeno: Menemxep / Pykosonutens M'
(S/ Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Hara: 09.09.2022 Hara: 09.09.2022 Jara: 09.09.2022

Registerzed Office +-2-337, Road Mo. 3, Banjars Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com

CIN: LB5195AP1984PLCOD4507
www.drreddys.com




