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CERTIFICATE OF ANALYSIS

CEPTHDUKAT AHAJIU3A

Pagel of 8 /Crp.1u3 8

Product : Novigan, film-coated tablets

IMpoaykr Hoeuran®, TabneTky, NOKpBITHIE MIIEHOYHON 000J104KOM

Batch No / Cepusi Nt 1 V2400336 Batch Quantity / : 12,00,000 tablets /
O0beM cepHH 12,00,000 tabnerok

Analytical Report No / : 890001726659 Date of Analysis / : 24.03.2024

AHaJIUTHYECKHI oTYeT Ne JlaTa ananusa

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2029

JlaTa Nnpou3BoaCTBA I'onen go (Bxa)

Analysis performed according to ND / Anaau3 nposeaes no H/: T1 N008846-020222

Ne Test / IlokazaTens Result / PesyabTathl Specification / Hopma

1 Description / Onncanue White round hiconvex 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 off- | On a cross section white to off-white core.
white core. / Kpyraeie | / Kpyrnele OBOSKOBBINYKIIBIE TabneTku,
IBOSIKOBBIITYKITBIE TabneTku, | MOKpHIThIE — [JIEHOYHOK  06osouKoH
NOKpPBITLIE NAEHOUHOMH ofonoukoit | Genoro upeta, ¢ THcHeHHeM NOVIGAN
fenoro uUBeTa, C THCHEHHeM | Ha onxHOH cTopone. Ha mnomnepeynom
NOVIGAN Ha oaHoii cTopore. Ha | pa3spese sapo ot Gesoro Ao noutu 5eiioro
MOMepeyHoOM paspese sApo MOYTH | LIBETA.
6enoro ugera.

2 Identification / IloginHHOCTH

2a Ibuprofen / U6ynpodex

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). / Bpems YAEPKUBAHUA
OCHOBHOrO MHKa Ha XpOMaTorpaMMe
HCITBITYEMOTO pactBopa JIOTHKHO
COOTBETCTBOBATH BPEMEHH YAEP>KUBaHHA
OCHOBHOTO TIIHKa Ha XpOMaTorpaMmme
pacreopa CTaHNAPTHOTO obpazua
ubynpodena (pazaesn «KoinuecTtsenHoe
onpesieneHHe»).

Remarks : The Product confirms to ND /

ITpumeyanne: IponykT cooteeTcTByeT TpeboBanusm HJT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / IToarorosineno:
Santosh Kumar Maurya

Checked by / ITporepeHno:
Pardeep Kumar

o

—

Approved by: Manager / Executive / OnobpeHo:
Menemxep / PykoBoauTens
Manoj Kumar

sl

Reprint Date /
Hara: 24.03.2024

Reprint Date /
IMata: 24.03.2024

Reprint Date /
Jata: 24.03.2021
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Jdara NpoM3BOACTEA

Product Novigan, film-coated tablets

IIpoayks Hoguran®, TabieTky, MOKPHITHIE MUIEHOYHON 00010UKOM

Batch No / Cepus Ne : V2400336 Batch Quantity / : 12,00,000 tablets /
O0bem cepuu 12,000,000 1abneroxk

Analytical Report No / : 890001726659 Date of Analysis / 1 24.03.2024

AnanuTHyeckuii oTuer Ne JlaTa ananuza

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2029

TNogen mo (BKMN)

Analysis performed according to ND / Auanus nposeaen no HJL: [T N008846-020222

Ne Test / Iloka3zarennb

Result / PesyjabTaTsl

Specification / Hopma

2b Pitofenone hydrochloride and
fenpiverinium bromide /
[MutodeHona ruapoxiIopua U
¢dennusepuHus 6pomun

Complies as prescribed /
CoOoTBETCTBYET

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 yaep>kKuBaHuUs
OCHOBHBIX ITHKOB HAa XpOMATOrpaMme

HCIBITYEMOro pacTBopa IOJDKHBI
COOTBETCTBOBATH BpeMeHam
yIAEep>KUBaHUS OCHOBHBIX FIUKOB
nutodeHoHa THAPOXJIOpUAA H
¢bennuBepuHUA 6pomuaa Ha
XpOMaTOrpaMMe CTaHJapTHOrO pacTBopa
(paznen «KomuuecTreHHoe
OIIpesieNieHHE )

3 Average weight / Cpeannas
Macca TabJeTKHU

569.3 mg/569.3 mr

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

Remarks : The Product confirms to ND /

Ilpumeuanne: Ilponyxr coorBercTBYeT TpeboraHusm HIL

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / [Toarotoenexo: Checked by / TIposepeHo: Approved by: Manager / Executive / Ono6peHo:
Santosh Kumar Maurya @ Pardeep Kumar Menemxep / PykoBonutens

P — i Manoj Kumar W
Reprint Date / Reprint Date / Reprint Date /
Jara: 24.03.2024 JHarta: 24.03.2024 Jara: 24.03.2024

Registered Office: £-2-337, Road Mo,
Tel: +91 40 1800 28900, Fax: ¢

(%]

, Banjara Hills, Hyderabad - 500034, Telangana, Indis
140 4400 2824, Emaitin

ail@drraddys.com

CIM: LESIS5AP188APLCONSS0T

wsew, drieddys,.com
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Product Novigan, film-coated tablets

Hpoaykr Hosuran®, TabyieTkH, MOKPbITHIE MIIEHOYHOH 060104KO#

Batch No / Cepust Ne 1 V2400336 Batch Quantity / : 12,00,000 tablets /
O0beM cepuu 12,000,000 TaONETOK

Analytical Report No / : 890001726659 Date of Analysis / 1 24.03.2024

AHaaHTHYecKHii oTyeT No JlaTa aHaqu3a

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2029

JlaTa npou3BOACTEA Tlogen a0 (BKI1)

Analysis performed according to ND / Auanu3s npoegen mo H/I: [TN008846-020222

Ne Test / Ilokaszarennb Result / PesynabTaTsl Specification / Hopma

4 Disintegration / 02 min 29 sec / 02 mMuH 29 cex Not more than 30 min / He 6onee 30 mun
Pacnapaemocrn

5 Dissolution / PacTeopenne

a) Ibuprofen / U6ynpoden

101 %, 100 %, 101 %, 100 %,
102 %, 102 %

Not less than 70 % (Q) of labeled amount
of ibuprofen (Ci3H30-) is dissolved in
30 minutes. / He menee 70 % (Q) ot
HOMUHAJILHOTO coaepxkaHus ubyrnpodeHa
(Ci3H;302) DOMmKHO pacTBOPUTHCA 3a

30 MuH.

b) Pitofenone hydrochloride /
TnTodeHona ruapoXIOpHL,

100 %, 100 %, 101 %, 104 %,
103 %, 102 %

Not less than 75 % (Q) of the labeled
amount of pitofenone hydrochloride
(C»2HasNO4HCI) dissolved in
30 minutes. / He menee 75% (Q) ot
HOMHHAJILHOIO COIepKaHus MuTodeHoHa
ruapoxsopuaa (C22HasNO4-HCI) momxno

pacTBopUThCA 3a 30 MHH.

6 Related substances / PoacTBeHHble npuMecH
Any single impurity / Below BDL / Huxke nopora Not more than 0.3 % /
JIrobast egMHUYHAS IPUMECH perucTpanuu He 6onee 0,3 %
Total impurities / Below BDL / Huxe nopora Not more than 0.7 % /
CymmMa npumMeceit perucTpauum He 6onee 0,7 %

7 Microbial limits / Mukpofuosioruueckasi YHCTOTA

Remarks : The Product confirms to ND /

Conclusion : APPROVED /

IMpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanusam HJJ

3axmouenne: OJJOBPEHO

Prepared by / IToarotoeneHo: Checked by / IIposepeHo: Approved by: Manager / Executive / Ono6peno:
Santosh Kumar Maurya Pardeep Kumar Menemxkep / PykoBonurens
l@ Qf__. Manoj Kumar W,
- [
Reprint Date / Reprint Date / Reprint Date /
Jara: 24.03.2024 JHara: 24.03.2024 Jata: 24.03.2024
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Product Novigan, film-coated tablets

Mpoaykr Hosuran®™, TabieTKH, MOKPLITHIE MIICHOYHOM 0607104KO#

Batch No / Cepua Ne : V2400336 Batch Quantity / : 12,00,000 tablets /
Ob0nem cepuu 12,000,000 TadJIETOK

Analytical Report No / : 890001726659 Date of Analysis / 1 24.03.2024

AHAJUTHYECKNH oT4yeT No Jarta anannsa

Date of Manufacture / 1 02/2024 Date of Expiry / : 0172029

JaTa IpoM3BOACTBA T'onen no (B1)

Analysis performed according to ND / Anasu3 nposeaed mo H/I: IT1 N008846-020222

Ne Test / IlokazaTenanb

Result / Pesyabrarsl

Specification / Hopma

a) Total acrobic microbial

Less than 100 CFU/g/

count / Obuee uucio
a3pOoOHBIX MHUKPOOPraHH3MOB

Menee 100 KOE/r

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

b) Total combined yeasts and
mould count / O61ee uncno
IPOMOKEBBIX U TJIECHEBBIX

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

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

rpudoB
¢) E. coli Absentin 1g/ Shall be absent in 1g /
OtcyrcTtByer B 1T JomxHb! oTCyTCTBOBaTL B 1 T
8 Uniformity of dosage units of / OgHOpoAHOCTH 103NPOBAHUSA
Ibuprofen / 1.1 Acceptance value (AV) should be not
HbynpodeH more than 15.0. / IlokazaTens
npuemneMocTy (AV) gomxeH OBITh He
oonee 15,0
Pitofenone hydrochloride / 4.0 Acceptance value (AV) should be not
IMurodeHoHa ruAPOXIOPHA more than 15.0. / [TokazaTens
npHemieMocTH (AV) gomkeH OBITh He
6ogee 15,0
Fenpiverinium bromide / 4.7 Acceptance value (AV) should be not
deHnuBepHHUs OpOMUL more than 15.0. / Tlokazarenb
npHemsiemocTH (AV) noipkeH ObITE HE
6onee 15,0
9 Assay / KonuecTBeHHOE onpeaeneHue
Remarks : The Product confirms to ND / Conclusion : APPROVED/
IMpumeuanne: IponykT cooTeeTcTBYET TpeboBaHuaM HJI 3axnouenne: OJOBPEHO
Prepared by / TTonrorossneHo: Checked by / ITposepeno: Approved by: Manager / Executive / Onobpero:
Santosh Kumar Maur Pardeep Kumar j Menemxkep / PykoBoautens
ﬂg__\fﬁ Q‘l— Manoj Kumar W
- T
Reprint Date / Reprint Date / Reprint Date /
Hara: 24.03.2024 Hata: 24.03.2024 Hara: 24.03.2024
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Product : Novigan, film-coated tablets
IIpoaykT Hosuran®, TabneTku, NOKpLITHIE MJIEHOYHOM 000JI09KOH
Batch No / Cepus Ne : V2400336 Batch Quantity / : 12,00,000 tablets /
O6Bem cepun 12,00,000 TabneTok
Analytical Report No / : 890001726659 Date of Analysis / : 24.03.2024
AHanuTHYEeCKH# oTyer No JlaTta ananuza
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2029
JaTa npoussoacTsa T'oaen o (BKI)
Analysis performed according to ND / Auanus nposegen mo H/I: [T N008846-020222

Ne Test / [TokazaTesnb Result / PesynabTaTnl Specification / Hopma

Ibuprofen / M6ynpoden 400.9 mg /400.9 mMr From 384.0 to 416.0 mg of C13H 504
(ibuprofen) per tablet. /

Ot 384,0 no 416,0 mr C13H;302
(ubynpocdeHn) B TabneTke.

Pitofenone hydrochloride / 5.039 mg/5.039 mr From 4.5 to 5.5 mg of C22H2sNO4-HCI

[MutodeHoHa rUAPOXIOPUA (pitofenone hydrochloride) per tablet. /
Or 4,5 oo 5,5 Mr C’?"H’75N04'HC1

(nuTodeHoHa runpoxnopun) B TabneTke.

Fenpiverinium bromide / 0.1022 mg / 0.1022 mr From 0.09 to 0.11 mg of C22H2yBrN->O

dennuBepyuHus OpoMun (fenpiverinium bromide) per tablet.
Ot 0,09 mo 0,11 Mr C>2H29BrN-O
(dennuBepuHus 6pomun) B TabIETKe.

Remarks : The Product confirms to ND / Conclusion : APPROVED /
Mpumeuanne: Hpoaykr coorsercTryeT Tpebosanuam HJI 3akmouenue: OJJOBPEHO
Prepared by / IToarorosneno: Checked by / Ilposepero: Approved by: Manager / Executive / Ono6peno:
Santosh Kumar Maury, Pardeep Kumar Menemkep / PykoBoaurens

% Ql Manoj Kumar W,‘
Reprint Date / Reprint Date / Reprint Date /
Hata: 24.03.2024 Hara: 24.03.2024 Hata. 24.03.2024
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Date of Manufacture /
Jlata opou3BoacTBa

Product Novigan, film-coated tablets
Hpoaykr Hopwran®™, TabaeTkH, MOKPHITEIE TIIEHOUHOH 060I0YKOH
Batch No / Cepus Ne : V2400336 Batch Quantity / : 12,00,000 tablets /
O6beM cepHn 12,000,000 Tadnetok
Analytical Report No / : 890001726659 Date of Analysis / 1 24.03.2024
AHajguTHYeckuii oTueT No JlaTa ananusa
: 02/2024 Date of Expiry / : 01/2029

ToaeH no (BKA)

Analysis performed according to ND / Ananus nposesen mo HJL: [T N008846-020222

Ne Test / IlokazaTeanb

Result / PesynbTaThl

Specification / Hopma

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 Gaucrep H3

ANOMHHHEBOMH ¢onbry,
JNAaMUHUPOBAHHOH

OPUEHTUPOBAHHBIM MOJIMAMHIOM H
MOJUBHHUIXIIOPHIOM /
aNOMHMHHEBOMR dosnbru.

ITo 2 6nucTepa ¢ MHCTPYKLUHEH MO
NPUMEHEHHIO B [TAYKy 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 2blisters and patient information
leaflet in a carton pack. / ITo 10 TabneTok B
GAMCTEp U3 NOJTHBHUHHIXJIOPUIHOM MNEHKH
/ amoMHHHEBOM (POTBTH MK B GiircTep M3
aIIOMMHHWEBOI (ONbrH, NaMUHHPOBAHHOM
OpPMEHTHPOBAHHBIM fI0JTIMaMUIIOM u
NOJMBUHHJIXJIOPUIOM/2IIIOMUHUEBOH
domern. Ilo 1 wnu 2 Oaucrepa ¢
MHCTPYKUMEH [0 NPUMEHEHHIO B MNAYKy
KapTOHHYHO.

11 Labeling / MapkHpogka

Complies as  prescribed /
CooTBeTCTBYET TPEOOBAaHUAM

According to ND /
B cootBercTaun ¢ HJL

12 Storage conditions /
XpaneHue

At temperature below 25°C / Ilpu remnepaType He Belle 25 °C.

13 Shelf life / Cpox rognocrn

5 years / 5 net

Remarks : The Product confirms to ND /
Ipumeuanue: [IponykT cooTBeTcTBYET Tpebosanusam HJI

Conclusion : APPROVED /
Jaxmaouenue: OJOBPEHO

Prepared by / [Togrororneno:
Santosh Kumar Maurya (9

—

Checked by / TTpoepeHo:

Pardeep Kumar E

Approved by: Manager / Executive / OnofpeHo:
Menemxkep / PykoBoauTens
Manoj Kumar

sl

Reprint Date /
Hara: 24.03.2024

Reprint Date /
Hara: 24.03.2024

Reprint Date /
Hata: 24.03.2024
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Product Novigan, film-coated tablets
I pogyxT Hosuran", TabneTkn, NoKpsiThie MIEHOYHOH 060710UKOH
Batch No / Cepus Ne 1 V2400336 Batch Quantity / : 12,00,000 tablets /
Qobem cepu 12,000,000 rabnciok
Analytical Report No / : 890001726659 Date of Analysis / : 24.03.2024
AHanuTuyeckuii oTyet Ne JaTa ananunsa
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2029
Jlara npoussoACTBa Toaen Ao (BK)
Analysis performed according to ND / Anaaus nposenen mo H/JL: IT1N008846-020222
API name (INN) / naumenosanne A®C (MHH): Ibuprofen /U6ynpoden

API manufacturer batch number /
Homep cepun npoussoaurens A®C:

PIBM230456, PIBM230457

FP Manufacturer API Batch number /
Homep cepun cyOcragunu npoussoautens IJI®;

FEQAO00656, FEQA00657

API Manufactured by & country /
Ipouseoautenp A®C, cTrpana:

Solara Active Pharma Sciences Limited, India /
Conapa Dxtne ®apma CaiteHcus Jlumuren, Maaus

API name / HaumenoBanue ADC:

Pitofenone /ITutodeHoH

Homep cepuu cyGcraHnun npounssoaurens [JI®:

INN /MHH: IMuTodeHoHa rHApOXJIOPU
API manufacturer batch number / PE/375

Homep cepuu nponssogutens ADC:

FP Manufacturer API Batch number / FENA04837

API Manufactured by & country /
IpousBoautens ADC, crpaHa:

R.L. Fine Chem Pvt. Ltd., India /
P. JI. ®aitu Kewm IlsT. JITH., UHOMA

API name (INN) / naumenopanue A®C (MHH):

Fenpiverinium bromide /®eHnusepyunms GpoMnI

API manufacturer batch number /
Homep cepuu npouspogutens ADC:

FA/213

Remarks : The Product confirms to ND /

TIpumeyanne: [Tponykt coorsercTByeT Tpebosanuam HJI

Conclusion : APPROVED /
Zakmoyenne: OJJOBPEHO

Prepared by / ITonrotosneHo:

Santosh Kumar MaU@

Checked by / ITpoBepeHo:

Pardeep Kumar r

—

Approved by: Manager / Executive / OmoGpeHo:

Menemxkep / PykoBonuTesnb 3 z 2

Manoj Kumar

Reprint Date /
Jlara: 24.03.2024

Reprint Date /
Jara: 24.03.2024

Reprint Date /
JHara: 24.03.2024
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CEPTU®UKAT AHAJIN3A
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Product : Novigan, film-coated tablets
IIpoaykr Hosurau®, Tabnerky, moKpbIThIE NIEHOUYHON 000I04KOH
Batch No / Cepus Ne : V2400336 Batch Quantity / : 12,00,000 tablets /
Obbem cepuu 12,00,000 Tabnerok
Analytical Report No / : 890001726659 Date of Analysis / : 24.03.2024
AHanuTHYeCKHH oTHeT No JlaTa aHasquza
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2029
JlaTa npou3BOACTBA T'open mo (BKJT)

Analysis performed according to ND / Anasu3 nposeaed mo HJI: I1 N008846-020222

FP Manufacturer API Batch number / FENRO4553
Homep cepum cy6eranuun npoussoautens LJID:
API Manufactured by & country / R.L. Fine Chem Pvt. Ltd., India /
IMIpoussoautens A®C, cTpaHa: P. JI. ®aiiu Kewm IIsT. JItA., UHous
Remarks : The Product confirms to ND / Conclusion : APPROVED /
Ilpumeuanne: IIponykT cooTBeTCcTBYET TpeboBanusam HJL 3akawyenne: OJOBPEHO
Prepared by / IloarotosneHo: Checked by / IIpogepeno: Approved by: Manager / Executive / Ono6pero:
Santosh Kumar Maury: Pardeep Kumar Menemxep / PykosoauTens

_ ‘ Manoj Kumar w
Reprint Date / Reprint Date / Reprint Date /
Jlara: 21.03.2021 Hata: 21.03.2024 Jara: 21.03.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2500, Fax: +81 40 4900 2999, Emait: mail@ drreddys.com
CIN: L85195AP1931PLCO0450T7
vavvdrreddys.com




