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[Product : Novigan,‘ﬁlm-coated tablets

Mpogykr  Hosuraw®, Tadiw) ki1 NOKPrIThEe IeHO4HOH 08onouxoi -

Batch No / Ceplm Ne 1 V2202388 Batch Quantity / 1 12,00,000 tablets /
o ) O6nem cepri [ 2,006,000 TabneTok

Analytical Report No / : 890001629040 Date of Analysis / : 24.11.2022

|AHATHTHYECKHH OTUeT N Jara ananu3za

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

Java uponipoAcTBa Togen ao (BKA)

Analysis performed according to ND / Ananus nposeses no i1/1: [ NOO8846-020222

Ne P Test / IoxazaTean ! Result / PesynbTaThl Specification / Hopma
1 Description / Onucanue 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 | Ona cross section white to off-white core.
white core. / Kpyrneie | / Kpyrible ABOAKOBBIMYK/BIC TabNeTKH,
IBOSIKOBBINMYKILIC Tabnerku, NOKPLITLIE NAEHOYHOMH obBonoukofi
MOKPEITEIE TUTEHOUHOM 06onoukoi | Gesoro upera, ¢ THcHeHHeM NOVIGAN
fenoro LUBeTa, C THCHEHHEM | Ha oOmHO# cTopoHe. Ha nonepednom
| NOVIGAN na onroit cropore. Ha | paspese anpo ot 6enoro go nodru Genoro
| monepeyHoM pa3spese aapo denoro | LBera.
uBeTa.
| SN ! )

Remarks: The Product confirms to ND /

Npumeuanue: TIpOAYKT cooTBeTCTRYET Tpeovsanigm HII

Conclusion: APPROVED /
3axmwogenue: QOJOGPEHO

Prepared by /
TloagrorosneHo: Ankaj Verma
"

Checked by /
Iposepeno: Naresh Kumar
poBep @}

Approved by: Manager / Executive / A
Opnobpero: Menemxep / PykosoauTens _MQCLL L(,
2 Manoj Kumar & )

Reprint Date /
Iara: 24.11.2022

Reprint Date /
Hara: 24.11.2022

Reprint Date /
Nara: 24.11.2022

Registered Office: 8 2-357, Road Mo. &, Banjara Hills, Hyderabad - 500034, Tel-ngana, India
Tel: ~91 40 4900 2900, Fx: 401 40 4800 2929, Email: mail@drredays.com

CiN: L85 185AP1934PLC0O04507
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Product : Novigan, film-coated tablets

MpoaykT HogHran", radsieril. HOKPLITLIE NIEHOUHOH 000A04KOH _ - )

Batch No / Cepus Ne : V2202388 Batch Quantity / : 12,00,000 tablets /|
[ ) _ ) __ |O6unem cepnn 12.00.000 Tabnerox
Anafytical Report No / : 890001629040 Date of Analysis / : 24.11.2022
AHaJHTHYECKHIT oTueT No Jara ananusa B

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

Marta nponssojcTsa ] ) ) lomen po (Bxn)

Analysis performed according to ND / Anaaus nposenen no H/jl: [1N008846-020222

2 | Identification / Mogamunocts _ ) |
2a Ibuprofen / MUGynpoden Complies as prescribed / The retention time of the main peak on the |
Cootrsercrayer chromatogram of test solution should
correspond to the retention time of the
main peak on the chromatogram of
ibuprofen standard solution (section
Assay). / Bpema  yaepxusaHus
OCHOBHOTO MHKa Ha XpOMaTOrpamme
MCIBITYEMOrO pacrBopa NONMHO
COOTBETCTBOBATH BPEMEHH YAEPYKHBAHMA
| OCHOBHOIO THKa Ha XpoMaTrorpamme

pacTBopa CTaHAAPTHOIO obpasua
ubynpogena (paznen «KonuuectserHoe
orfpeneneHue»).

Remarks: The Product confirms to ND / Conclusion: APPROVED / 4

Npumeyanne: [TpoayxT coorsercTByet Tpebosanusm HJL 3akarwuenune: ONOBPEHO

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

Toprorosnedy: Ankdj Veuny [Mpusepeno: Naresh Kumar Onobpcro: Menicnxep / Pykopoautens }r&ll t‘f

A @5-:, Manoj Kumar T_————
Reprint Date / = Reprint Date / Reprint Date /
Hara: 24.11.2022 JHata: 24.11.2022 Jara: 24.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: 491 40 4900 2999, Email: mail@drreddys.com
CIN: LB5195AP1984PLCO04507
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Product : Novigan, film-coated tablets
Ipoaykr Hosuran®, TaBiieTky, MOKpeITIE MNCHOYHOH OBoNoUKOH )
Batch No / Cepus Ne : V2202388 Batch Quantity / : 12,00,000 tablets /
. | Otbem cepun 12,00,000 Tadnerox
IAnalytical Report No / : 850001629040 Date of Analysis / 1 24.11.2022
| AsanuTH4ecknii oryer Ne HMata anannsa ) ki
iDate of Manpufacture / : Jul-2022 Date of Expiry / : Jun-2027
{laTa npoM3BOACTBA - lCopen mo (Bxn) B
!_A_nal_vsis performed according to ND / Ananus nposenen no HJL: ITN008846-020222

2b Pitofenone hydrochloride and Complies as prescribed / The retention times of the main peaks in
fenpiverinium bromide / CooTBeTcTBYCT the chromatogram of test solution should
[urodeHoHa rMAPOXIAOPHA H correspond to the retention times of
dennuBepHHHI OPOMHKL | pitofenone hydrochloride and
fenpiverinium bromide peaks on the
chromatogram of standard solution
(scction Assay) / BpemeHa yoepskiBaHus
OCHOBHBIX [HKOB Ha XpOMATOrpavMme
MCTTLITYEMOTO pacTeopa DOJIKHB
COOTBETCTBOBATH BpEMEHaM
[ | ynepxuBaHHs OCHOBHBIX MIHKOB
I muTodeHoHa rHAPOXNOpHIA H
theHnHBEPHHMA 6pomuaa Ha
XpOMaTorpaMMe CTaHAAPTHOrO pacTBopa
(pasnen «KonmuectseHHoe
onpenencHue)
3 Average weight / Cpeansns 569.7 mg/ 569.7 mr 570.0 mg £+ 3 % (552.9 mg to 587.1 mg)/
macca Tabnerku 570,0 mr+ 3 % (ot 552,9 mr no 587,1 mr)
4 Disintegration / 02 Minutes 37 Seconds Not more than 30 min / He Gonee 30 Mun
PacnagaemocTs I
5 Dissolution / Pacreapenne - .
a) Ibuprofen/HEynpoden 103 %, 102 %, 104 %, 104 %, Not less than 70 % (Q) of labeled amount
102 %, 104 % of ibuprofen (Ci3His0n) is dissolved in
30 minutes. / He menee 70 % (Q) ot
HOMHHANELHOrO cojJepxanus ubynpodena
(C13H:02) nomxHoO pacTBOPUTLES 32
30 MuH.
{
Remarks: The Product confirms to ND / Conclusion: APPROVED /
Ipumeuanne: [Tpongykt cooTBeTcTBYET TpeboBanusm HJ| 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
Moarotoeneno: Ankaj. Verma Ipoeepeno: Naresh Kuma@ OnobpeHo: Menemxep / PykoBoguTens | Lt
o = Manoj Kumar
Reprint Date / Reprint Date / Reprint Date /
JHara: 24.11.2022 JHata: 24.11.2022 Hara: 24.11.2022

Registered Office: € 2-337, Road No 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 30 4500 2900, Fax: +91 40 3900 2939, Einail: mail@drreddys.com
CIiN: LB5195AP1984PLCO04507
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Product : Noviéa_n, film-coated tablets

Tpogykr ‘Hoeuran®, TabneTku. NIOKpbITHIE MICHOUHOH 0D0J0UKOH ~ B ) o
Batch No / Cepun Ne 1 V2202388 Batch Quantity / : 12,00,000 tablets /

. . _|O0nem cepun __1200.000 TaBacToxk |
Analytical Report No / : 890001629040 Date of Analysis / 1 24.11.2022
AHanuTHYecKHIl oT4eT Ni Jarta ananmsa

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

Jara npoussoacToa !I”__c_).nen mo (Bxui)

|Analysis performed according to ND / Auanus mposnesncii no H/L: TIN008846-020222

b) Pitofenone hydrochloride / 103 %, 104 %, 104 %, 104 %, i Not less than 75 % (Q) of the labeled [

I'luTodeHoRa ruapoXIopHa, 101%, 108 % | amount of pitofenone hydrochloride |
(C12HasNQy-HCI) dissolved in
30 minutes. / He menee 75% (Q) or
HOMWHAJIEHOTO COICPaHHA nHrodeHona
ruapoxnopuaa (CaaHasNOy-HCI) pomxro
pacTeopuThCA 3a 30 MUH.

6 | Related substances/ PogcTeennsie npumMecu
_A—HS' single impuriiy./ N 0.04 % Not more than 0.3 % /
JroBas enMHU4HAS TPHMECH | Hebonee 0,3 %
i Total impurities / 7 0.04 % | Not more than 0.7 % /
| Cymma npumecei He Gonee 0,7 %
7 | Microbial limits / MukpoGuosoru4yeckas Hcrora )
a) Total aerobic microbial Less than 100 CFU/g/ Not more than 1000 CFU/g /
count / Obuee uucso Menee 100 KOE/r He 6onee 1000 KOE/r
a3pOBHLIX MHKPOOPTraHHIMOB
b) Total combined yeasts and Less than 50 CFU/gﬁ/ Not more than 100 CFU/g /
mould count / OGuree yucno Mewnee 50 KOE/r He 6onee 100 KOE/r
APOIKEBEIX H NNECHEBLIX
rpu6oB
¢) E. coli Absent in 1g/ Shall be absent in 1g/
Orcyrcreyer B 1T JomicHbl oTcyTcTBOBaThL B 1 T
j 8 T Uniformity of dosage units of / QuitoponiiocTs 4031IPOBANNAA ~I
Remarks: The Product confirms to ND / Conclusion: APPROVED /
INpumeuanne: [Tpoaykr cooreercTByeT TpeboBauaM HIL 3axmwyenye: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive / 3 I)j-'
Toarotosnero: Ankaj \erma TIposepeno: Naresh Kumaéf_ Opno6peHo: Mewenxep / Pykosonurens @L’LL/
|~ “"5 Manoij Kumar
Reprint Date / G Reprint Date / Reprint Date /
Hara: 24.11.2022 JHara: 24.11.2022 Hara: 24.11.2022

Registered Office: 8 2 337, Road Mo. 2, Banjara Hills, Hyderabad - 5000234, Telangana, India
Tel: 91 40 4500 2900, Fax: €1 40 2900 2229, Email: mail@drredays.com
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Product I\fovigan, film-coated tablcts

Tlponyxt Hoeuran™, TaGneTkH, MOKpLITLIE MICHO4HOH 080104 KOH ] o

Batch No / Cepusa Ne : V2202388 Batch Quantity / 12,00,000 tablets /

L = O6wnem cepiin 12.00.000 TabneTox |
| Analytical Report No / : 890001629040 Date of Analysis / 1 2411.2022

| AHanuTHYeCKHI 0TueT No Jata ananuza

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

Jara npon3BoacTBa

Lonen ao (BKa)

|Analysis performed according to ND / Araaus nposenen no H1: [1 NO08846-020222

®ennueepuuua Spomun

Ibuprofen / 14 Azceptancc value Q\V) should be not

Hbéyupoden more than 15.0. / IMokazarens
npuemnemoctv (AV) nonken bsITh He
tonee 15,0

Pitofenone hydrochloride / 2.4 Acceptance value (AV) should be not

[MurotdeHoHa THAPOXAOPHA ‘ more than 15.0. / [okasarens
fnpueMaemocTH (AV) nomkeH ObITh He
Bosee 15,0

—Fcnpiven'nium bromide / 1.7 ) 'Acccptance value (AV) should benot |

more than 15.0. / INokasarens
OpHEMIEMOCTH (AV) HOMKEH BLITL HC
fonee 15,0

9 Assay / KonyuecTBeHHOe ompeaesieHie

Tbuprofen / H6ynpoden

397.0 mg / 397.0 Mr

i (ibuprofen) per tablet. /

From 384.0 10 416.0 mg of Cj3H 402 ‘

Ot 384,0 10 416,0 mr Ci3H 30
(nBynpoden) B Tabnerke.

Pitofenone hydrochloride /
[TuTodeHoHa rHAPOXIOPHA

5.082 mg / 5.082 mr

From 4.5 to 5.5 mg of CaaHasNO,-HCI
(pitofenone hydrochloride) per tablet. /
O 4,3 40 3,3 Mt CaaHasINOy- IICI

(muToderona ruapoxnopu) B Tabnetke.

Fenpiverinium bromide /
DeHnuBepHHHA GpOMHL,

0.1026mg /0.1026 mr

From 0.09 to 0.11 mg of CxxHzBrN-O

(fenpiverinium bromide) p;:;' t;blet.
Or 0,09 JA0 0,11 mr Ca:Ha9BrN-O

(pennupepunna 6pomua) B Tabnerke.

Remarks: The Product confirms to ND /
Tpumeaanne: [IpofyKT cooTseTcTBYeT Tpeboranuam HJI

Conclusion: APPROVED /
3axnwyenne: OJOBPEHO

Prepared by /
[MonroroeneHo: Ankaj Verma

/i

Checked by /

lIpoBepeno: Naresh Kuma@;

—

Approved by: Manager / Executive /

UnobpeHo: MeHemkep / I'yKOBOIMTCb A}n JARY

Manoj Kumar

Reprint Date /
Ilarta: 24.11.2022

Reprint Date /
Jara: 24.11.2022

Reprint Date /
Hara: 24.11.2022

Registered Office: 8-2-237, Road No 3, Banjora Hills, Hyderabad - 500034, Telangan= Indlia
Tel: +91 40 4905 2500, Fax: +91 4C 4900 7529, Lmail: mail@drredays com
CIN: LB5195AP 1984PLCO04507
www.drreddyz.com
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"Product Novigan, film-coated tablets

MpoaywT Hosuran®. Tabnetku, nokpilrhle NIeHo4HoH obonoukod

Batch No /’Ceplm N 1 V2202388 Batch Quantity / + 12,00,000 tablets /
o O6bem cepuir 12.00.000 TabaeTok

A;a_lytical Report No / : 890001629040 Date of Analysis / 1 24.11.2022

AnanuTHdeckHi oTder No Mara ananusa

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

Aata nponssoiacraa logen no (Bi)

Analysis performed according to ND / Ananus nposexen no H: [T NQ08846-020222

10 Package / Ynaxoska

| 10 tablets in

laminated with oriented polyamide
and polyvinyl chloride / aluminum
foil blister. 2 blisters and patient

information leaflet in a carton pack. |
" patient information leaflet in a carton

/ Tlo 10 raGnerok B OnvcTep u3

ATFOMHEHEBOH donury,
JIlaMMHHPOBaHHOMH

OPHEHTHUPOBAHHBIM TOJIMAMMAOM H
MOMHBHHHIXTIOPHAOM /
aNnOMUHHEBOH tdonuru.

ITo 2 Gnuctepa ¢ HHCTpYKUHEH no
NPMMEHEHHIO B Na4KY KAPTOHHYIO.

a aluminum foil

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

pack. / ITo 10 tabnerok B Gaucrep w3
MOAHBHHHIIXTOPHAHOM MNeHKH /
aNoOMHHHEBOI (ONbIKM UK B BnucTep us
aMIOMHHMEBOH (ONIBrH, TAMUHHPOBAHHOH!
ODHEHTHPOBAHHBIM  TIONMAMMIAOM  H
NONHBHHHIXJIOPUAOM/ LTIOMHHUEBOR
domern. Mo 1 wmm 2 6Bnucrepa ¢
WHCTPYKUMEH MO NMPUMEHEHHIO B TadKy
KAPTOHHYIO.

11 Labéﬁhg / MapkupoBka

12 Storage conditions /
Xpaneune

Complies as  prescribed 7
CootsercTByeT TpeboBaHuAM

Accordin_g_to ND /
B cooteetcreuy ¢ HJL

At temperature below 25°C / Hpﬁ TemnepaTypé ue Boiwe 25 °C.

13 Shelf life / Cpox rogHoCTH

5 years / 5 net

Remarks: The Product confirms to ND /

Npumeuanne: ITpoaykr cooTBercTByeT Tpebopanuam HI

Conclusion: APPROVED /
3aknarouenne: OQJOBPEHO

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

Tloarorosieno: Auka) Veting Tposepeno: Naresh Kumar C’j Onobpeno: Menemiep / Pyxonomitent W
(AP ﬁ‘_’g,‘ Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Hara: 24.11.2022 Hara: 24.11.2022 Hara: 24.11.2022

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: L85195AP1584PLCO04507
www.drreddys.com



