Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJTH3A

Page1 of 8/CTtp.1u3 8

Product : Novigan, film-coated tablets

Mpomyer Hoeuran®, TabneTky, HOKPLITHIC NISHOYHOH 060/I0UKON

Batch No / Cepust Ne 1 V2400337 Batch Quantity / : 12,00,000 tablets /
Q0nem cepun 12;00,000 Tabnerok

Analytical Report No / : 890001726945 Date of Analysis / : 24.03.2024

AHanuTHYECKHIT 0T4eT No JlaTa ananu3a

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

JiaTa npon3soacTBA Toaen o (Br)

Analysis performed according to ND / Auasus nposejed o H/L: 1 NO0RB46-020222

Ne Test / IloxaszaTens Result / PesyabTaTh Specification / Hopma

1 Description / Onucanne 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 off- | On a cross section white to off-white core.
white core, / Kpyrabie | / Kpyrnbie ABOAKOBBIMYKIbE TabneTku,
IBORKOBBILYKJIbIE TabAeTKH, | nokpbiTeie  MeHOYHOH  oBonouKo#
NOKpbITHIE [UIeHOYHOH obomouko# | Genoro mBeTa, ¢ TUCHEHWUEM NOVIGAN
ferioro LBETa, C THCHEHHEM | Ha ofHOW cropoHe. Ha mnonepeyHOM
NOVIGAN Ha oaroii cropone. Ha | paspese siapo ot 6enoro fo no4ru 6esioro
NONCPeYHOM paspese AAPO MOYTH | LBETA.
6enoro upera.

2 Identification / IlognuuHoCTL

2a Tbuprofen / Héynpoden

Complies as prescribed /
CooTBeTCTBYET

The retention time of the main peak on the
chromatogram of test solution should
correspond to lhe retention time of the
main peak on the chromatogram of
ibuprofen standard solution (section
Assay). / Bpems  ynepHuBaHHA
OCHOBHOrQ [M{Ka Ha XpOMaTorpamme
HCTIBITYEMOTO pacTBopa LLOJDKHO
COOTBETCTBOBAThH BPEMEHHU YAEPXKUBaHNA
OCHOBHOrO IHKa Ha Xpomarorpamme
pacTBOpa CTaHOapTHOTO ofpasua
n6ynpodena (pasnen «KonuuecTBeHHOE
QMPEOEISHHEN ),

Remarks : The Product confirms to ND /
Ipitvenanmes Tponyier oooroorernyor Tiodohaimns HI

Conclusion : APPROVED /
Zniecminsienne: NTNKRPEHO

Prepared by / ITogrorosneno:
Santosh Kumar Maurya

&

Checked by / IlposepeHo:
Pardeep Kumar

Approved by: Manager / Executive / Ono6peHo:
Meunenxep / PykoBonurenb
Manoj Kumar

ool

Reprint Date /

Iata: 24.03.2024

Reprint Date /
Hara: 24.03.2024

Reprint Date /
Hara: 24.03.2024




Dr, Reddy’s Laboralorias Lid.
Forinulation Unit=o

@
Dl’. ReddY’S “... Vill, ot Naingarh Road, Sadd,
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CEPTUH®HKAT AHAJIM3A
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Product : Novigan, film-coated tablets
Ipoayxr lornran™, Tabnerin, MOKpLITEIE MIeHOUHOIT 000A04KOit
Batch No / Cepus Ne 1 ' V2400337 Batch Quantity / : 12,00,000 tablets /
Obbem cepun 12.00,000 rabneTok
‘Analytical Report No / : 890001726945 Date of Analysis / : 24.03.2024
AHanuTHYCCKHi oTdeT Ne Jara apannsa
Date of Manufacture / : 02/2024 Date of Expiry / : 0172029
JlaTa npoH3BOACTBA Toaen go (Br)
Analysis performed according to ND / Ananus nposeaen mo H/I: [TN008846-020222

Ne Test / IloxazaTens Result / PesynsTaTht Specification / Hopma
| 2b Pitofenone hydrochloride and Complies as prescribed / The retention times of the main peaks in
fenpiverinium bromide / CootpeTcTnyeT the chromatogram of test solution should
IMutodeHoHa rHAPOXIIOPHA U correspond to the retention times of
dennuBepuHua Spomua pitofenone hydrochloride and

fenpiverinium bromide peaks on the
chromatogram of standard solution
(section Assay) / Bpemena ynep>kusaHus
OCHOBHBIX [IMKOB Ha XpOMaTorpamme

HCOBITYEMOTO pacTBopa JOMKHBI
COOTBETCTBOBATH BpemeHaM
yAepPXUBaHHA OCHOBHBIX MUKOB
nutodeHoHa rUOpOXJIopHAa H
(heHnuBepUHUS 6pomuaa Ha
XpPOMATOrPaMME CTaHJAapPTHOTO pacTBOpa
(paznen «KonuuerTREHHNA

onpenencHuen)

3 Average weight / Cpeausis 566.4 mg/566.4 Mr 570.0 mg £ 3 % (552.9 mg to 587.1 mg) /
Macca TabJieTKH 570,0 mr £ 3 % (ot 552,9 mr a0 587,1 mr)
Remarks : The Product confirms to ND / Conclusion : APPROVED /
HNpumedanne: IlpoaykT coorBercrayeT Tpeborannam HI Zaxmoucnue: OJOBPEHO
Prepared by / Iloarotoeneno: Checked by / IlposepeHo: Approved by: Manager / Executive / Ono6peno:
Santosh Kumar Maurya Pardeep Kumar MeHemxkep / Pyxosogurens
Cﬁ_ Q-t—‘ Manoj Kumar @Lpﬂ
- /—-
Reprint Date / Reprint Date / Reprint Date /
Jara: 24.03.2024 Hara: 24.03.2024 Hata: 24.03.2024

SGU03, Telingans, Ineii

S Areettes com
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CEPTHO®HKAT AHAJIHM3A
Page3 of 8/CTtp.3 u3 8
Product : Novigan, film-coated tablets
MpoaykTr Hoeurau®, TabneTky, NOKPBITEE MISHOYHON 060J08KOH
Batch No / Cepua Ne : V2400337 Batch Quantity / : 12,00,000 tablets /
O6seM cepin 12,00,000 tabnerok
Analytical Report No / : 890001726945 Date of Analysis / 1 24.03.2024
ARamTHTHHECKHH oTueT Ne JlaTa ananusa
Date of Manufacture / 1 02/2024 Date of Expiry/ : 01/2029
JlaTa mpoM3BOACTRA T'oaen o (Bxa)
Analysis performed according to ND / Anaaus nposeaen no HJI:. T1 N008846-020222

Ne Test / IokasaTeanb Result / PesyasTaThl Specification / Hopma
4 Disintegration / 02 min 15 sec /02 muH 15 cex Not more than 30 min / He 6onee 30 Mun
Pacnagaemocts
5 Dissolution / PacTtBopenue
a) Ibuprofen/H6ynpoden 101 %, 103 %, 103 %, 101 %, Not less than 70 % (Q) of labeled amount
101 %, 101 % of ibuprofen (Ci3H;g02) is dissolved in
30 minutes. / He menee 70 % (Q) or
HOMHHANILHOTO copepxkanus ubynpodena
(Ci3H1802) DOMWKHO pacTBOPUTLECS 32
30 MuH.
b) Pitofenone hydrochloride / 100 %, 102 %, 101 %, 101 %, Not less than 75 % (Q) of the labeled
Hurodienuta ruapuxiupui 10U %6, LUU Yo amount of plofenone hydrochlorlde
(C22HasNOHCI) dissolved in
30 minutes. / He menee 75% (Q) or
HOMUHAJIBHOTO CONEPXKaHH THTOGEHOHA
ruapoxnopuza (Ca2HasNO4-HCL) pomxuo
pacTBOpHUTHCA 3a 30 MUH.
6 Related substances / PoacTeeHHbIE TpHMecH
Any single impurity / Below BDL / Huke nopora Not more than 0.3 % /
Jrobas epHHUUHAsA IPHMECH perucTpauun He 6onee 0,3 %
Total impurities / Below BDL / Huxe nopora Not more than 0.7 % /
Cymma npumecei pErHCTpauuH He 6onee 0,7 %
7 Microbial limits / Mukpo6no.joruyeckas YHCTOTa
Remarks : The Product confirms to ND / Conclusion : APPROVED /
Tpumeuanue: Mponykr cootsercTByeT Tpebosatnam H{ 3akmouenne: OJOBPEHU
Prepared by / [TonroroeneHo: Checked by / IIposepeHo: Approved by: Manager / Executive / Ono6peHo:
Santosh Kumar Maurya Pardeep Kumar Menemxep / PykoBoauTens
A l Manoj Kumar
i -
Reprint Date / Reprint Date / Reprint Date /
Jlara; 24.03.2024 Hara: 24.03.2024 Hara: 24.03.2024
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIH3A

Paged4 of 8/ Ctp. 4 nz 8§

Product : Novigan, film-coated tablets

Hpoaykr Hosuran®, TabneTky, MOKPHITHE NAeHOUHOI 060n04KO#H

Batch No / Cepus Ne 1 V2400337 Batch Quantity / : 12,00,000 tablets /
O6bem cepin 12,00,000 Tabnerox

Analytical Report No / : 890001726945 Date of Analysis / 1 24.03.2024

AnanvTHuecknii oTuer No Jara ananusa

Date of Manufacture / 1 02/2024 Date of Expiry / : 01/2029

JlaTa NpoM3BOACTEA T'ogeH Ko {BIN)

Analysis performed according to ND / Ananus nposesen no HJL: TI N008846-020222

Ne Test / IlokazaTenn

Result / Pe3ynbTarsl

Specification / Hopma

a) Total aerobic microbial
count / O6iee 4HCI0
23pO6HBIX MHKPOOPraHi3MOB

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

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

b) Total combined yeasts and
mould count / O6mee yycio
JPOMXOKEBBIX H IIIECHEBBIX
rprboB

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

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

¢) E. coli

Absentin 1g/
OtcyrctByeT B Ir

Shall be absent in 1g /
JlofHEl OTCYTCTBOBaTh B 1 T

8 Uniformity of dasage imits of / Onapapanaocts 1030PORAHEA

Santosh Knm@ryﬂ

Pardeep Kumar [

Ibuprofen / 1.3 Acceptance value (AV) should be not
Héynpoden more than 15.0. / [Toka3zaTesns
npuemMaemocty (AV) aomket 6e1Th He
6onee 15,0
Pitofenone hydrochloride / 3.7 Acceptance value (AV) should be not
[TutoderoHa THAPOXIIOPUL more than 15.0. / [TokasaTens
nipueMeMocTH (AV) nomkeH O5iTb He
Gosnee 15,0
[F enpiverinium bromide / 3.8 Acceptance value (AV) should be not
QeunuseprHns GpoMun more than 15.0. / ITokazaTens
npuemnemoctd (AV) JomkeH 6bITh He
6onee 15,0
9" | Assay/KoauizecreeHHOE onpeaenienye
Remarks : The Product confirms to ND / Conclusion : APPROVED /
Tpumeganne: TpogykT cooTBeTcTEyeT TpeOOBAHHAM H‘q 3akmouenne: QNOBPEHO
Prepared by / IoaroTosieHo: Checked by / [Tposepewo: Approved by: Manager / Executive / Ono0peHo:

Menepxep / PykoBomuTenb
Manoj Kumar

ndped.

Reprint Date /
Hara: 24.03.2024

‘i Reprint Date /

JlaTa: 24.03.2024

Reprint Date /
Jara: 24.03.2024
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3A

Page5of 8/Ctp.5u3 8

Product Novigan, film-coated tablets

MpoayxT Horuran®, TaGnerki, NOKPLITLE NNeHOYHOM 0Bonoukoi

Batch No / Cepun Ne : V2400337 Batch Quantity / : 112,00,000 tablets /
Oosem cepun 12,00,000 tabnetok

Analytical Report No/ : 890001726945 Date of Analysis / 1 24.03.2024

AnanuTu4ecKnii oryeT Ne JaTta ananuza

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

Jara mpon3BoacTsa Topen xo (BKA)

Analysis performed according to ND / Ananu3 nposeaes mo HJL: I1 N008846-020222

Ne

Test / Ilokazatennb

Result / PesyabTarsl

Specification / HopMa

Ibuprofen / U6ynpoden

400.9 mg / 400.9 mr

From 384.0to 416.0 mg of C3H 80,
(ibuprofen) per tablet. /

Or 384,0 5o 416,0 mr Ci13H;302
(u6yupoder) B TabneTke.

Pitofenone hydrochloride /
IMuroderoHa ruapoxIopug,

4.993 mg/4.993 mMr

From 4.5 to 5.5 mg of C2:H2sNO4-HCI
(pitofenone hydrochloride) per tablet. /
Or 4,5 no 5,5 mr C22HasNOs-HC1

(nuTodeHoHa rrAPOXNOpPHN) B TabneTke,

Fenpiverinium bromide /
®ennusepuHns GPOMHA

0.1013 mg/ 0.1013 wr

From 0.09 to 0.11 mg of C22HxBrN.O
(fenpiverinium bromide) per tablet.
Ot 0,09 10 0,11 Mr C22Ha9BrN>O
(dbenmueepunus 6pomun) B TabneTke.

Remarks : The Product confirms to ND /
Npumveuanne: [IpOJYKT COOTBETCTBYET TPEGOBAHHAM HI

Conclusion : APPROVED /
Zarmouenune; OIOBPEHO

Prepared by / [ToaroTosneHo:
Santosh Kumar Maurya
N

Checked by / TIpoeepeHo:

Pardeep Kumar t

Approved by: Manager / Executive / Ono6peno:

Menemxep / PykoBoguTens g g

Manoj Kumar

Reprint Date /
Hata: 24.03.2024

Reprint Date /
Hara: 24.03.2024

Reprint Date /
Jara: 24.03.2024

a, e
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 6 of 8/ CTp. 6 u3 8

Product : Novigan, film-coated tablets
ITpoaykr Hosuran®™, Ta6nerku, MOKpHITHIE NJIEHOYHOH 060104KOI
Batch No / Cepus Ne 1 V2400337 Batch Quantity / + 12,00,000 tablets /

O6bem cepun 12,00,000 tabnerok
Analytical Report No / : 890001726945 Date of Analysis / 1 24.03.2024
AHaaMTHYeCKHiT oTyeT Ne IlaTa ananu3sa
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2029 =
JaTa npou3BoAcTBa Toaen xo (BKJ)

{Analysis performed according to ND / Ananinz nposegex no HJI: I N008846-020222

Ne Test / [lokazaTeas

Result / Pesyantarst

Specification / Hopma

10 Package / Ynaxoska

10 tablets in a aluminum foil
laminated with oriented polyamidc
and polyvinyl chloride / aluminum
foil blister. 2 blisters and patient
information leaflet in a carton pack.
/ Tlo 10 Tabnerox B OnHcTep M3

ANOMHHHEBOH ¢onsru,
JaMHUHUpPOBaHHOMN

OPUEHTHPOBAHHBIM MONHAMHMAOM H
MONHBUHWIXJIOPHIOM /
aIFOMUHHUEBOH donsru.

Tn ? AmAcTepa ¢ WHCTPYKITARHR 10
MPYMEHEHHIO B Ma4YKy KapTOHHYIO.

10 tablets 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 Ta6nerok B
61cTEp M3 NOJIMBHHWIXJIOPHAHOHN MIEHKK
/ amomuHKMeBoi GobrH UMM B GIuMcTep 3
AMOMHUHHEROH (GONBIH, TAMHHAPOBAHHON
OPHWEHTHPOBAHHEIM  MOMMAMHIOM H
[OJIMBUH MIXIIOPHACM/ aIFOMUHHEBOH
domren T 1 wmu 72 Aavetepa o
HMHCTpYKLMEH MO MPUMEHEHUIO B MadkKy
KapTOHHYIO.

11 Labeling / MapxupoBia

Complies as  prescribed /
CooteercrByeT TpebOBaHHSM

According to ND /
B cootsetcTeun ¢ HJJ

12 Storage conditions /
XpaHeHue

At temperature below 25°C / Tlpu Temniepatype He Bbiue 25 °C,

13 Shelf life / Cpok rogsoctn

5 years / 5 ner

Remarks : The Product confirmns to ND /

Ipumeyanne: Tpoaykr coorsererayer Tpebosannam HII

Conclusion : APPROVED /
axmoucune: OJJOBPEHO

Prepared by / TTonrorosneso: Checked by / ITposepeHo: Approved by: Manager / Executive / Ono6peHo:
Santosh Kumar Maury; Pardeep Kumar Menemxep / PykoBoanTenb
& ’ Manoj Kumar
Reprint Date / Reprint Date / Reprint Date /
Iara: 24.03.2024 [ara: 24.03.2024 Ilara: 24.03.2024
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTHM3A
Page 70f8/CTtp. Tu3 8
Product ¢ Novigan, film-coated tablets
IMpomyxr Hoswurad®, Tanerky, noKpeIThe MIeHOYHOH 060/104KOH
Batch No / Cepus Ne 1 V2400337 Batch Quantity / : 12,00,000 tablets /
O6beM icepul 12,00,000 TabneTok
Analytical Report No / : 890001726945 Date of Analysis / 1 24.03.2024
AnanuTHYecKHuii oT4eT No Jara anajanza
Date of Manufacture / : 02/2024 Date of Expiry / : 0172029
JlaTa npoH3BOACTEA Togen 1o (Bi)
Analysis performed according to ND / Anaans nposeped no H/I: IT N008846-020222

Howmep cepun cybcTanuuu npouspoautens [JID:

API name (INN) / naumenoBanue A®C (MHH): Ibuprofen /H6ynpoden
API manufacturer batch number / PIRM230457
Homep cepuun nponssoantens AP®C:

FP Manufacturer API Batch number / FEQA00657

API Manufactured by & country /
ITpouseoputens A®C, crpana:

Solara Active Pharma Sciences Limited, India /
Conapa DxtuB ®@apma CaiteHcus Jlumurten, Maous

API name / naumenosaHue ADC:

Pitofenone /ITutodenos

INN / MHH:

Turoderona TAPOXIOPHA

Howmep cepuu cybcraHmum npoussogutens [JID:

API manufacturer batch number / PF/375
Homep cepuu nponssoxutens ADC:
FP Manufacturer API Batch number / FENAO4837

API Manufactured by & country /
Ipoussoaurtens APC, crpana:

R.L. Fine Chem Pvt. Ltd., India /
P. J1. ®aiin Kewm IlbT. JITA., MHnus

API pame (INN) / uanmenosanuc A@C (MHH):

Fenpiverinium bromide /Pennusepusus 6poMun

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

FA/213

Remarks : The Product confirms to ND /

IMpumeuanne: IIpoayKT cOOTBETCTBYET TPeHOBAHHAM HJ

Conclusion : APPROVED /
3axnwuenne: OJOBPEHO

Prepared by / IToarotoeneHo: Checked by / IIpoeepeHo:

Santosh Kumar Maurya Pardeep Kumar
Cha i

Approved by: Manager / Executive / Ono6peHo:

Menemep / PykoBonurens
Manoj Kumar w

Reprint Date / Reprint Date /
Jara: 24.03.2024 Ilarta: 24.03.2024

Reprint Date /
JHara: 24.03.2024
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3A
Page8of 8/CTp. 813 8
Product : Novigan, film-coated tablets
MpoaysT Hosuran™, TabieTkH, NOKpLITHIE INIEHO4YHOH 060110YKOH
Batch No / Cepun Ne 1 V2400337 Batch Quantity / + 12,00,000 tablets /
OfLem cepHi 12,00,000 Tabnetox
Analytical Report No / : 890001726945 Date of Analysis / 1 24.03.2024

Ananuruveckuil oTuet Ne Jarta anannsa

Date of Manufacture / » 02/2024 Date of Expiry / = 01/2029
Jata npoH3BoACTEA Tonen go (i)

Analysis performed according to ND / Auaans nposcaen mo HJI: I1N008846-020222

FP Manufacturer API Batch number / FENRO4553
Homep cepun cy6cTanunu npoussoaurens [JI®:

API Manufactured by & country / R.L. Fine Chem Pvt. Ltd., India /
NMpoussoaurens APC, crpana: P. J1. ®aiin Kem IBT. Mra., Unans

Remarks : The Product confirms to ND / e Conclusion : APPROVED /
Mpumeuaune: [ponyxr coorsercTByeT Tpebopanusm HIT 3axmouenne: ONOBPEHO
Prepared by / ITonrotoBnero; Checked by / ITposepeno: Approved by: Manager / Executive / Onobpeno:
Santosh Kumar Maurya~ Pardeep Kumar Menemxep / PykoBoanTens
Qf QL,:' Manoj Kumar @0

Reprint Date / Reprint Date / Reprint Date /
MHara: 24.03.2024 Hara: 24.03.2024 Jara: 24.03.2024

Registered Office: 3-1-357, Rood | 1d - 500034, Tetangane, indi
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