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Product Novigan, film-coated tablets

Ipoaykr Hoguran®, TabneTku, NOKPHITLIE MIEHOYHON 000I0UKOM

Batch No / Cepust Ne 1 V2201341 Batch Quantity / : 1136860 tablets /

| - Ob6nem cepun 1136860 Tabnerok
Analytical Report No / : 890001602552 Date of Analysis / : 15.07.2022 o
AHaJIUTHYECKHI oTueT Ne JlaTa ananusa

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

JlaTa npousBoJcTBa Tonen a0 (BKu1)

Analysis performed according to ND / Anaaus nposeaen no H/I: I1 N008846-020222

Ne Test / IloxkazaTenn

Result / PesyabTaThl

Specification / Hopma

1 Description / Onucanune

White round biconvex film-coated
tablets debossed with NOVIGAN
on one side. On a cross section

white core. / Kpyrable
JBOSIKOBBINYKJIbIE TabneTku,
NOKPBITHIE MIEHOYHOI 060s10uKOH
6emoro upera, ¢ THCHEHHEM

NOVIGAN Ha ogHoii ctopone. Ha
FOMEPEYHOM paspese aapo Henoro

White round biconvex film-coated tablets
debossed with NOVIGAN on one side.
On a cross section white to off-white core.
/ Kpyrable ABOAKOBBIMYKJIbIE TabIETKH,
MOKpPBLITEIE  [JICHOYHOH  000J04KOii
6enoro uBera, ¢ Tucienuem NOVIGAN
Ha ojaHo# cropoHe. Ha mnonepeunom
paspese AApo OT 6eNoro Ao No4YTH Hestoro
LIBETA.

LBCTA.

Remarks : The Product confirms to ND /

IIpumeuanue: Ilponyxt coorBeTcTBYeET Tpebopanusam HJ|

Conclusion : APPROVED /
3akmoyenune: OJOBPEHO

Prepared by /
IToarorosneHo: Ramakant

ud

Checked by /

IlpoBepeno: Pardeep Kumar

Approved by: Manager / Executive /
Onobpeno: Meneukep / Pykosonures
Amit Kumar 3

[Aih—
g =

Reprint Date /
JHara: 15.07.2022

Reprint Date /
Hara: 15.07.2022

Reprint Date /
Jara: 15.07.2022

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: L85195AP1984PLC0O04507
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Product : Novigan, film-coated tablets
TpoaykT Hosuran™, TabneTku, NOKphIThIE NIEHOYHON 060104KOH
Batch No / Cepus Ne 1 V2201341 Batch Quantity / : 1136860 tablets /
- Obbem cepun 1136860 Tabnetok
Analytical Report No / 1 890001602552 Date of Analysis / : 15.07.2022
AHaMNTHYECKHIi oTueT Ne JlaTa ananu3sa
Date of Manufacture / : Jun-2022 Date of Expiry/ : May-2027
JlaTa npon3BoOACTBA Ioaen go (Bk)

Analysis performed according to ND / Anaju3s npoeeged no H/: [1N008846-020222

2 Identification / [ToagJMHHOCTL

2a Ibuprofen / U6ynpoden

Complies as prescribed / The retention time of the main peak on the

CoOTBETCTRYET chromatogram of test solution should
correspond to the retention time of the
main peak on the chromatogram of
ibuprofen standard solution (section
Assay). /  Bpemsa  ynepuBaHHf
OCHOBHOIO NHKa Ha XpoMarorpamme
HCIBITYEMOTrO pacteopa JIOJIKHO
COOTBETCTBOBATH BPEMEHH YAEPIKUBAHUS
OCHOBHOIO THKa Ha XpoMaTorpamme

pactBopa CTaHHAPTHOTO obpasua
ubynpodena (pazgen «KonuuectseHHOE
onpeneneHHe»).

Remarks : The Product confirms to ND /

Conclusion : APPROVED /

Ipumeuanue: [Ipoaykr cooreeTcTBYET TpeboBaHUAM HJI 3axmouenne: OJJOBPEHO

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

IMoearoToeneyo: Ramakant Iporepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoauTens
M ‘ Amit Kumar \ S

Reprint Date / Reprint Date / Reprint Date / '

Hara: 15.07.2022 Hata: 15.07.2022 Jara: 15.07.2022

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
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Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS

AHAIUTHYECKHH oTYeT Ne

CEPTUPUKAT AHAJIU3A
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Product : Novigan, film-coated tablets
IMpoaykr Hosuran®, rabnerku, NOKpbITHIE MIIEHOYHON 0607104K0 M
Batch No / Cepust Ne 1 V2201341 Batch Quantity / : 1136860 tablets /
I B Ob6bem cepuu 1136860 Tabnetok
Analytical Report No / : 890001602552 Date of Analysis / : 15.07.2022

JaTta ananusa

JlaTa npousBoacTBa

Date of Manufacture / ¢ Jun-2022

Date of Expiry / : May-2027
TI'onen go (BkT)

Analysis performed according to ND / Ananns nposeaen no HJI: IT N008846-020222

2b Pitofenone hydrochloride and
fenpiverinium bromide /
[TuTodeHoHa THAPOXIIOPH H
heHnyBepUHUsS GpOMHUT

Complies as prescribed / The retention times of the main peaks in
CootBercTBYET 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) / Bpemena ynepcuBaqus
OCHOBHBIX NHKOB HA XpPOMAaTOrpaMMe

Macca TabeTKn

HCIIBITYEMOTO pacTBopa JIOJDKHBI
COOTBETCTBOBATH BpeMeHaM
yIoepXKUBaHUs OCHOBHBIX MIHKOB
nurodeHona FUAPOXIIOpHAA "
(deHnuBepHHUs 6pomuna Ha
XpOMATOrpamMme CTAaHJAPTHOTO PacTBOpa
(paznen «Konunuecrsennoe
OMpEHEICHHEY)

3 Average weight / Cpeansis 566.6 mg/566.6 mr 570.0 mg+ 3 % (552.9 mgto 587.1 mg) /

570,0 mr+ 3 % (ot 552,9 mr oo 587,1 mr)

4 Disintegration / 03 Minutes 33 Seconds Not more than 30 min / He 6onee 30 Muu
Pacnapaemocts
5 Dissolution / PactBopeHue

a) Ibuprofen / U6ynpoden

107 %, 105 %, 103 %, 103 %, Not less than 70 % (Q) of labeled amount
107 %, 102 % of ibuprofen (C3H,50x) is dissolved in

30 minutes. / He meree 70 % (Q) ot

HOMMHAJIBHOTO coAepxannud HoynpodeHa

(Ci13H1302) nosmkHO pacTBOpHTHECS 3a

30 MuH.

Remarks : The Product confirms to ND /

Conclusion : APPROVED /

IIpumeyanne: [Ipoaykr coorseTcTRyeT TpeboBanuam H]L 3axaouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
ITonrotosneno: Ramakapt IIposepeno: Pardeep Kumar OnobpeHo: Menemxep / Pykoroaurens
%‘_LB\}I/ Amit Kumar /XV N
\ T
Reprint Date / Reprint Date / Reprint Date /
Hara: 15.07.2022 Hara: 15.07.2022 Hara: 15.07.2022

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
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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

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A

Page4 of 6/ Crp. 4136

Product Novigan, film-coated tablets

IMpoaykT Hosuran®, Ta6neTkH, NOKpLITHIE MIEHOYHON 000I0UKO

Batch No / Cepus Ne 1 V2201341 Batch Quantity / : 1136860 tablets /
Ob6bem cepun 1136860 Tabnerok

Analytical Report No / : 890001602552 Date of Analysis / : 15.07.2022

AHAINTHYECKNH oTueT No JlaTa aHanuza

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

JaTa npon3BoacTBa I'ogen ao (Bru1)

Analysis performed according to ND / Anaau3s nposeaen mo HJ: I1 N008846-020222

b) Pitofenone hydrochloride /
ITurodeHoHa ruapoxiopun

102 %, 105 %, 102 %, 102 %,
104 %, 104 %

Not less than 75 % (Q) of the labeled
amount of pitofenone hydrochloride
(C2:H2sNO4-HCY) dissolved in
30 minutes. / He wmenee 75% (Q) or
HOMMHAJIBHOTO COIEpXKaHKS MHTOdEHOHA
ruapoxiopuaa (C22HxsNO4-HCl) momkHo

pacTtBopuThCs 3a 30 MUH.

6 Related substances / PogcTBeHHble npuMecu
Any single impurity / 0.04 % Not more than 0.3 %/
Jro6as enMHuYHAs MPHMECDH He 6onee 0,3 %
Total impurities / 0.04 % Not more than 0.7 % /
CymmMma nprmeceit He 6onee 0,7 %

7 Microbial limits / MukpoGuoJsiornyeckasi 4ucToTa

a) Total aerobic microbial
count / Obuiee uncno
a3pOOHBIX MUKPOOPraHU3MOB

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 / O6iee ynciao
JPOMOKEBBIX U [UIECHEBBIX
rpuboB

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

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

¢) E. coli

Absent in 1g/
OrcytcrByeT B 1T

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

Remarks : The Product confirms to ND /

Ilpumeuanue: IponykT cooTBeTcTBYET Tpebopauusim HJ

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Prepared by /
TToarorosneHo: Ramakant

Checked by /
Tposepeno: Pardeep Kumar

_f

==

Approved by: Manager / Executive /
OnobpeHo: Menemiep / PykoBoauTess
Amit Kumar ‘A

{ ==

o
Reprint Date /

Hara: 15.07.2022

Reprint Date /
Hara: 15.07.2022

Reprint Date /
Hara: 15.07.2022

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
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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

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A
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Product Novigan, film-coated tablets

IlpoaykT Hosuran®, TaGneTku, MOKpbITbHIE MIEHOYHON 000N104KOH

Batch No / Cepusa Ne 1 V2201341 Batch Quantity / : 1136860 tablets /
O0nem cepun 1136860 Tabnetok

Analytical Report No / : 890001602552 Date of Analysis / : 15.07.2022

AHATUTHYECKHI oTueT No Jlara ananusa

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

JlaTa npou3BojacTBa Toaen g0 (Bk)

Analysis performed according to ND / Anaaus nposenen mo HJL: T1 N008846-020222

®dennusepuHus Spomun

8 Uniformity of dosage units of / OaHopoAHOCTL A03MPOBAHMH

Ibuprofen / 1.0 Acceptance value (AV) should be not

Hoynpoden more than 15.0. / [Tokasarens
npuemnemocti (AV) nomkeH ObITh He
Gonee 15,0

Pitofenone hydrochloride / 5.6 Acceptance value (AV) should be not

ITurodeHoHa rHAPOXIOPUL more than 15.0. / TTokazarens
npuemiieMocTH (AV) nomkeH O6bITh He
bonee 15,0

Fenpiverinium bromide / 5.1 Acceptance value (AV) should be not

more than 15.0. / ITokazarens
npuemaeMoctu (AV) nomkeH 6bITh He
6osee 15,0

9 Assay / KosinuecTBeHHOe onpegenenne

Ibuprofen / U6ynpodeH

401.1mg/ 401.1 mr

From 384.0 to 416.0 mg of Ci3H;502
(ibuprofen) per tablet. /

Or 384,0 mo 416,0 mr Ci3H;502
(nbynpoden) B Tabnerxe.

Pitofenone hydrochloride /
[MutodeHoHa rUAPOXIIOPUL

5.062 mg/ 5.062 mr

From 4.5 to 5.5 mg of C22HasNO4-HCl
(pitofenone hydrochloride) per tablet. /
Ot 4,5 10 5,5 mMr C22HasNO4-HC1

(nuTodeHoHa rMIPOXIIOPU) B TaONETKE. |

Fenpiverinium bromide /
deHnrBepuHUs HPOMILT

0.1004 mg / 0.1004 mr

From 0.09 to 0.11 mg of Cy:HayBrN-O
(fenpiverinium bromide) per tablet.
Ot 0,09 o 0,11 mMr C2oH29BrN.O

(¢penmuBepunms 6pomun) B TabIeTKE.

Remarks : The Product confirms to ND /

HMpumeuanue: [IpoaykT cooTBETCTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3akaouenue: OJOBPEHO

Prepared by /
IMoarorossieHo: Ramakant

Checked by /
[poeepeHo: Pardeep Kumar

o (-

Approved by: Manager / Executive /
OnobpeHo: MeHemiep / PykoBoaures
Amit Kumar f s

.

g

) ]
Rl
Reprint Date /

Jara: 15.07.2022

Reprint Date /
Marta: 15.07.2022

Reprint Date /
Jara: 15.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIHU3A

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 3 6

Product Novigan, film-coated tablets

IpoayxTr Hosuran®, TabneTku, MOKPbIThIE MIEHOUHOM 000104KOH

Batch No / Cepust Ne 1 V2201341 Batch Quantity / : 1136860 tablets /
Ob6bem cepun 1136860 Tabnetok

Analytical Report No / : 890001602552 Date of Analysis / : 15.07.2022

AHaJIMHTUYeCKHT oTyeT Ne Jara ananusa

Date of Manufacture / : Jun-2022 Date of Expiry / ¢ May-2027

JlaTa npou3BoacTBa I'onen xo (BK)

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

10 Package / Ynakoska 10 tablets in a aluminum foil | 10 tablets 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
/ Tlo 10 rtabnerok B Gaucrep w3 | patient information leaflet in a carton
aNntOMHHHEBOM cdonery, | pack. / Tlo 10 tabnerok B Gnucrep u3s
NaMUHHPOBAHHOM MOJIMBUHHIIXJIOPUAHON TUIeHKH /
OPUEHTHUPOBAHHBIM MOJIMAMHUIOM M | alOMUHHEBOH ¢onbru unu B 6nrcrep u3s
NONHBHHUIXJIOPHIOM / | amomMunKeBoit Gonbru, TaMMHUPOBaHHOM
ATFOMUHHUEBOM ¢donbru, | OpHEHTHPOBAHHBIM ~ MOJHAMMLAOM U
ITo 2 6muctepa ¢ MHCTPYKUMEH MO | MOMMBHHWIXJIOPUIOM/aTIOMHUHHEBOR
NMPUMEHEHHUIO B NAaUKy KapTOHHYro. | gonmbru. [lo 1 wmm 2 6nucrepa c

WHCTPYKUUEHN 10 MPUMEHEHHIO B Navky
KapTOHHYIO.
11 Labeling / MapkupoBka Complies as  prescribed / | Accordingto ND/
CootBercTBYeT TpebOBAHUAM B cooreercrBuu ¢ HJ
12 | Storage conditions / At temperature below 25°C / TIpu Temneparype He Beime 25 °C,
XpaHenne
13 Shelf life / Cpok rogHocTn 5 years / 5 ner

Remarks : The Product confirms to ND /

Npumeuanue: IIpoaykr coorsercTByeT TpeboBanusm HJI

Conclusion : APPROVED /
3akawouenne: OJOBPEHO

Prepared by /
IToarorosneHo: Ram akj&

Checked by /
IIporepeHo: Pardeep Kumar

< -

—

Approved by: Manager / Executive /
Onobpeno: Menemep / PykoroaMTENb
Amit Kumar

e

-_'_____...--'"_'_

Reprint Date /

JHata: 15.07.2022

Reprint Date /
Hara: 15.07.2022

Reprint Date /
Hara: 15.07.2022

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: L85195AP1984PLC004507
www.drreddys.com




