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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A
Page 1 of 6/Ctp. 1 u3 6
Product : Novigan, film-coated tablets
IHpoaykr Hoeuran®, TaGneTkH, IOKPbITHIE MIIEHOYHO! 060104YKON
Batch No / Cepua Ne 1 V2300147 Batch Quantity / : 12,00,000 tablets /
O6bem cepun 12,00,000 Tabaerok
Analytical Report No / : 890001643929 Date of Analysis / : 10.02.2023
AHanuTH4YecKMii oTueT Ne JlaTta ananuza
Date of Manufacture / + Jul-2022 Date of Expiry / : Jun-2027
JlaTa npousBoacTBa IogeH po (BKJ1)
Analysis performed according to ND / AnaJuu3 nposeaen mo HJI: IT N008846-020222

No Test / [lokazaTens Result / PesyasTaTsi Specification / Hopma

1 Description / Onucauue 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 | On across section white to off-white core.
white core. / Kpyrnele | / Kpyrnbie OBOSIKOBBINYKiblE TableTkH,
JBOSIKOBBINYKJIbIE TabNeTKH, | MOKpBITEIE  IMICHOYHOH  060nouKoit
NOKPBITHIE TUIEHOYHO 0bosioukoii | Genoro npera, ¢ THcHeHHeM NOVIGAN
6bemoro 1uBeTa, ¢ THCHEHHEM | Ha OAHO crTopoHe. Ha mnonepeuHoM
NOVIGAN na onHoii ctopore. Ha | pa3spese simpo ot 6enoro no noutu 6enoro
MoTIepeyHOM paspese sapo benoro | LBera.

LBeTA.
Remarks: The Product confirms to ND / Conclusion: APPROVED /
IIpumeuanue: IpoaykT cooTBeTcTBYET TpeboBaHuam HJJ 3akaouenne: OJTIOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IToaroroeneHo: Ramakant [Ipoeepeno: Pardeep Kumar-!" Ono6peno: Menemxep / Rykosonuresns

A ud” = Amit Kumar &»v

Reprint Date/ =~ < Reprint Date / Reprint Date / -
Hara: 19.04.2023 Jlara: 19.04.2023 Hara: 19.04.2023

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: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

" CEPTUOUKAT AHAJIU3A

Page2 of 6/ CTp.2 3 6

Product Novigan, film-coated tablets

IlpoayxT Hoguran®, TabneTiu, NOKphIThIE MIEHOUHON 060I0UKOH

Batch No / Cepusa Ne 1 V2300147 Batch Quantity / : 12,00,000 tablets /
O6bem cepuu 12,00,000 TabneTok

Analytical Report No / : 890001643929 Date of Analysis / : 10.02.2023

AnanuTnyeckuii oTyeT Ne Jara aHanan3za

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

JlaTa npousBojacrea T'open po (B)

Analysis performed according to ND / Ananau3 nposenen no HJI: I1 N008846-020222

[ 2

Identification / IlopgaMuHOCTEL

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). / Bpemsa  ymepxusaHus
OCHOBHOIO TMHKa HAa XpOMaTorpamme
HCOBITYEMOTrO pacTBOpa IOJDKHO
COOTBETCTBOBATH BPEMEHH YIEPIKUBAHUs
OCHOBHOrO IMHKa Ha XpOMaTorpamme

pacTBopa CTaHAApPTHOTO obpasua
ubynpodena (paznen «KonudectBeHHoe
OTIpELiEeNEHHED).

Remarks: The Product confirms to ND /
IIpumeuanne: IIponykT cooTBeTcTBYET Tpeboranusm H]|

Conclusion: APPROVED /
3axmoueune: OJOBPEHO

Prepared by /
TTogrorosneno: Ramrakam

]

Cheeked by /
IIposepeno: Pardeep Kumar {

—

Approved by: Manager / Exceutive /
Onobpeno: Menemxkep / Pyrosoaurens
Amit Kumar f\_‘

. -

Reprint Date /
Hara: 19.04.2023

Reprint Date /
Hata: 19.04.2023

Reprint Date / W

Hara: 19.04.2023

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: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

CEPTU®UKAT AHAJIN3A
Page3 of 6 /Crp.3 u3 6
Product : Novigan, film-coated tablets
Tpoaykr Hosurau®, TabneTky, NoKphIThle MIEHOYHON 060104KO
Batch No / Cepus Ne : V2300147 Batch Quantity / : 12,00,000 tablets /
O6bemM cepum 12,00,000 TabneTtok
Analytical Report No / : 890001643929 Date of Analysis / : 10.02.2023
AHanuTnyecKnid oruer Ne Jarta ananu3za
Date of Manufacture / : Jul-2022 Date of Expiry / : Jun-2027
JaTa npousBoacTBa I'ogen mpo (Bka)
Analysis performed according to ND / Ananus nposeaen mo HJI: IT N008846-020222

2b Pitofenone hydrochloride and Complies as prescribed /
fenpiverinium bromide / CooTBeTcTBYyET
ITutodeHoHa PHAPOXTIOPHA U
deHnmuBepruHs GpoMun

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 ynepKHBaHUs
OCHOBHBIX [HKOB Ha XpOMaTOrpamme

HCIIBITYEMOTO pacrteopa JIOJIKHBI
COOTBETCTBOBATH BpEMEHaM
yIOEpXKUBAHUS OCHOBHEIX [MUKOB
nuTodeHoHa THAPOXJIOPHAA U
¢dbeunuBeprHUs 6pomuna Ha
XpOMAaTOrpaMMe CTAHJIAPTHOrO PacTBopa
(pazmen «KonuuectreHHoe
OTpenieNieHHE)

3 Average weight / Cpeanss 575.7mg/ 575.7 mr
Macca TabJeTku

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 / 02 Minutes 48 Seconds Not more than 30 min / He 6onee 30 mun
Pacnapaemocts
5 Dissolution / PacTBopeHue
a) Ibuprofen / U6ynpoden 100 %, 98 %, 97 %, 96 %, 99 %, Not less than 70 % (Q) of labeled amount
99 % of ibuprofen (Ci3Hi30-) is dissolved in
30 minutes. / He menee 70 % (Q) ot
HOMHHAJIEHOTO coliepxaHus ubynpodena
(C13H305) momxHO pacTBOpPUTLCA 3a
30 MuH.
Remarks: The Product confirms to ND / Conclusion: APPROVED /
IIpnmevanne: IlpoaykT cooTBeTCTBYET TpeboBanusm HJI 3axmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
ITonrotoneno: Ramakant Iposepeno: Pardeep Kumar OpobpeHo: Meuemxap / _PX:(GB_OI[HTCJ‘IB
rémibt | N— Amit Kumar R
Reprint Date / ; Reprint Date / Reprint Date / . .
Hara: 19.04.2023 JHara: 19.04.2023 Hara: 19.04.2023

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Q_'f‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJTU3 A

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 4 of 6/ CTp. 4 u3 6

Product Novigan, film-coated tablets

Tpoaykr Hosuran®, TabieTku, MOKPLITBIE MIEHOUHOM 060N10UKOT

Batch No / Cepusi Ne 1 V2300147 Batch Quantity / : 12,00,000 tablets /
Ob6bem cepun 12,00,000 Tabnetox

Analytical Report No / : 890001643929 Date of Analysis / : 10.02.2023

AHanuTHYeCKHH oT4yeT Ne Jlara anasnza

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

JlaTa npou3BOACTBA T'ogen ao (BK)

Analysis performed according to ND / Ananus nposeaen mo HJI: I1 N008846-020222

b) Pitofenone hydrochloride /

99 %, 99 %, 100 %, 97 %, 99%,

Not less than 75 % (Q) of the labeled

IurodeHoHa ruapoxnopun 99 % amount of pitofenone hydrochloride
(C22HasNO4-HCl) dissolved in
30 minutes. / He menee 75 % (Q) or
HOMMHAJBLHOTO cOAepXKaHNs NHUTodeHoHa
ruapoxiopuaa (C22H>sNO4- HCI) nomxkro
pacTBOpUTECA 32 30 MUH.
6 Related substances / PoxcTBeHHBIe npuMecu
Any single impurity / 0.03 % Not more than 0.3 % /
Jlrobas enMHuuHasA MpUMech He 6onee 0,3 %
Total impurities / 0.03 % Not more than 0.7 % /
CymMma npumeceit He 6onee 0,7 %
7 Microbial limits / Mukxpo6nonoruyeckast 4HcToTa

a) Total aerobic microbial
count / Ob1iee uncno

a3pOOHBIX MUKPOOPTaHHU3MOB

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

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

APOXKOKEBBIX U MICCHEBBIX

b) Total combined yeasts and
mould count / Obwiee yucno

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

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

rpubos
¢) E. coli Absent in 1g/ Shall be absent in 1g/
OrcyrcTBYeT B Ir JloIDKHBI OTCYTCTBOBATH B 1
| 8 | Uniformity of dosage units of / OanopoaHocTh 103MpoBaHHs

Remarks: The Product confirms to ND /
[pumenanne: [lpoaykT coorsercrByet TpeboaHusam HJI

Conclusion: APPROVED /
3akutodenue: OJJOBPEHO

Jlarta: 19.04.2023

Jara: 19.04.2023

Prepared by / Checked by / Approved by: Manager / Executive /
IToarorosneno: Ramakant ITpoepeHo: Pardeep Kumar + Opobpeno: Menemxep,/ Pykoroagurens

ﬁ.,_ui . ‘—:1"1' Amit Kumar et X~
Reprint Date / ' Reprint Date / Reprint Date / {

Hara: 19.04.2023

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




Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

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

Page5of 6/ Crp.5u3 6

Product Novigan, film-coated tablets

TlpoayxT Hosuran®, tabneTku, TOKpbITbIE MIEHOYHOH 060104KOH

Batch No / Cepusi Ne 1 V2300147 Batch Quantity / : 12,00,000 tablets /
Oo6bem cepun 12.00.000 TabneTok

Analytical Report No / : 890001643929 Date of Analysis / : 10.02.2023

AHanuTHYEeCKHH oTyeT Ne Jara ananuza

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

JlaTa npon3BogcTsa Toaen ao (BK1)

Analysis performed according to ND / Anaau3s npoeegen no H/1: ITN008846-020222

Ibuprofen / 1.6 Acceptance value (AV) should be not

Hb6ynpogen more than 15.0. / Tloka3aresnb
npuemaeMocTH (AV) nomkeH 6bITh He
6onee 15,0

Pitofenone hydrochloride / 2.7 Acceptance value (AV) should be not

[TutodeHoHa TUOPOXIOPUA more than 15.0. / IToka3aTens
npuemiaeMoctu {(AV) nomkeH 6bITh He
6onee 15,0

Fenpiverinium bromide / 3.0 Acceptance value (AV) should be not

®eHnuBepuHus GpoMuzn

more than 15.0. / TToka3arens
npuemieMocTH (AV) noikeH 6bITh He
6onee 15,0

Assay / KonnuecTBeHHOE onpeaeieHne

Ibuprofen / M6ynpoden

408.8 mg / 408.8 mMr

From 384.0 to 416.0 mg of Ci3H;30a
(ibuprofen) per tablet. /

Ot 384,0 no 416,0 mr Ci3H30:
(ubynpoden) B Tabnerke.

Pitofenone hydrochloride /
IMutodeHoHa runpoxnopun

5.107 mg/5.107 mr

From 4.5 to 5.5 mg of C2xHasNO4-HCl
(pitofenone hydrochloride) per tablet. /
Or 4,5 Ao 5,5 MmMr C33H25NO4‘HC1
(nuTodeHoHa rUAPOXIOPH) B TAONETKE.

Fenpiverinium bromide /
®ennuBepunus 6poMua

0.1034mg / 0.1034 mr

From 0.09 to 0.11 mg of C2:H9BrN-O
(fenpiverinium bromide) per tablet.
Ot 0,09 mo 0,11 mr C2aH29BrN>O
(deunuBepunus 6pomun) B Tabnerke.

Remarks: The Product confirms to ND /
IMpumeuanue: [Iponykt coorsercreyet Tpedbosanuam HIJ

Conclusion: APPROVED /
3akaouenue: OJJOBPEHO

Prepared by /
IToAroToRIEHO: Raﬁa"

Checked by /

IIpoeepeno: Pardeep Kumar

Approved by: Manager / Executive /
Onob6peno: Meuenxcw KOBOAHTEE

U ==L Amit Kumar
Reprint Date / Reprint Date / Reprint Date / .
Jara: 19.04.2023 Hara: 19.04.2023 Jara: 19.04.2023

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




Dr.Reddy’s ‘,’:‘.

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIN3A

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 of 6 / CTp. 6 u3 6

Product Novigan, film-coated tablets

Hpoaykr Hosuran®, tabneTku, NOKPITHIE MIEHOUHOMH 06010UKO#M

Batch No / Cepus Ne 1 V2300147 Batch Quantity / : 12,00,000 tablets /
8 B Obnem cepuu 12,00,000 Tabnerok
Analytical Report No / : 890001643929 Date of Analysis / : 10.02.2023
AHaJIHTHYECKH i oTueT Ne JlaTa ananusa

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

JlaTa npou3BoOACTBA Tonen no (BKuI)

Analysis performed according to ND / Ananu3 nposeaen mo HJ/I: I1 N008846-020222

10 Package / Ynakoeka

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 Tabnerox B Omucrep U3

AMIOMMHHEBOH donbry,
JIAMUHUPOBAHHOK

OpPHEHTHPOBAHHBIM MOJMAMUAOM H
MOJIMBUHHUIIXJIOPHIIOM /
aJFOMHHHEBOH doneru.

IMo 2 6nuctepa ¢ MHCTPYKLUMEH IO
MPUMEHEHHIO B NMAYKY 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. / ITo 10 tabnerox B Oamcrep u3
NOJIHBHHWIXJIOPUAHON TUIEHKH /
TIOMHHUEBON (onbry UM B 6HcTep U3
ATFOMHHHEBO# QONBrH, TaMUHHUPOBAHHOM
OPHECHTHPOBaHHBIM  MOMMAMHUIOM  H
MOJIHBUHHUNIXJIOPHIOM/ AITFOMHHHEBOH
¢oneru. Ilo 1 unu 2 Guuctepa c
HWHCTPYKLMEH MO MPUMEHEHHIO B Mayky
KapTOHHY!O.

11 Labeling / MapxupoBka

Complies as  prescribed /
CootBetcrByet TpeboBaHUAM

According to ND /
B cootBerctBuM ¢ HJ|

12 Storage conditions /
XpaHenue

At temperature below 25°C / IIpu Temnepatype He Beie 25 °C.,

13 Shelf life / Cpok roguoctn

5 years / 5 net

Remarks: The Product confirms to ND /

Ipumeuanne: Ilponyxt coorsercTBYET TpeboBanusam HJI

Conclusion: APPROVED /
3akawyenne: OJIOBPEHO

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

TloaroTrorneno: Ramakant Ipoeepeno: Pardeep Kumar ./ Opnob6peHo: Menemxkep | PykoBoauTelis
il <—v—" | Amit Kumar ]\(‘4\\"’_

Reprint Date/ =~ Reprint Date / Reprint Date / '

Hara: 19.04.2023 Hara: 19.04.2023 Hara: 19.04.2023

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




