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'Product Novigan, film-coated tablets
|MpoaykT Hosuran™, TabieTkH, NOKPBITbIE MIIEHOUHOIT 000JIOHKOH B ]
Batch No / Cepus Ne 1 V2201703 Batch Quantity / : 112846 tablets/
- Oo0bem cepun 112846 tadnerok
Analytical Report No / : 890001610009 Date of Analysis / : 27.08.2022
|AHAJHTHYECKHH oT4eT No Jarta ananusa
Date of Manufacture / : Jul-2022 Date of Expiry / : Jun-2027
Jlata npou3BoacTBa Ioaen ao (Bxn) o

Analysis performed according to ND / Anaau3 nposeaen no H/1: I1 NO08846-020222

Ne

Test / [TokazaTenn

Result / PesynbTaTsl

Specification / Hopma

1 Description / Onucanue

White round biconvex film-coated
tablets debossed with NOVIGAN
on one side. On a cross section
white core. / Kpyrneie
JBOAKOBBIMYKJIble TabNeTKH,
MOKPbITbIE MIEHOUHOH 06010uKOi
fenoro uUBeTa, € THUCHEHHEM
NOVIGAN Ha onHoii ctopone. Ha
nonepeyHoM paspese sapo 6enoro
LBeTa.

White round biconvex film-coated tablets
debossed with NOVIGAN on one side.
On a cross section white to off-white core.
/ Kpyrnele NBOSKOBBLINYKIbE TabNETKH,
MOKpPBITHIE NJIEHOYHOM oBonovKoi
6enoro useta, ¢ Tucuenuem NOVIGAN
Ha opHOR crtopoHe. Ha mnonepeutom
pazpese fApo oT GeNoro A0 NO4TH Benoro
uBeTa.

Remarks : The Product confirms to ND /
IIpumeuanne: IlpoxykT coorsercTBYeT TpebGoBaHusm HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

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

[ToarorosneHo: Marnjsh IposepeHo: Himesh kumar Onobpeno: Meuemxep / Pykoroayrens
P P It P . . v

Sharma (=4~ ~ C}L”/—/ Manoj kumar \&jéil/

Reprint Date / Reprint Date / Reprint Date /

Jarta: 28.08.2022 Jara: 28.08.2022 Jata: 28.08.2022

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Product Novigan, film-coated tablets

Npoaykr Hoeurau™, TabieTku, NMOKPbIThIE MICHOYHOI 00010UKOH

Batch No / Cepus Ne 1 V2201703 Batch Quantity / 112846 tablets /
- - - Odbem cepun 112846 TadbneTok
Analytical Report No / : 890001610009 Date of Analysis / 1 27.08.2022
AHAJHTHYECKHIT 0T4eT No JlaTta ananu3za

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

JlaTa npon3BoACTBa Togen po (BKJI)

Analysis performed according to ND / Anaaus nposepen no HJI: [T N008846-020222

2 Identification / [TopanunocTh

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). /  Bpema  yIepKuBaHus
OCHOBHOro TIIMKa Ha XpOMaTorpaMmme
MCIIBITYEMOrO pacTBopa JOJDKHO
COOTBETCTBOBATh BPEMEHU YIEPIKUBAHUS
OCHOBHOrO TMHMKa Ha XpOMaTrorpamme
pacTBopa CTaHIAPTHOTO obpasua
ubynpodena (pazaen «Konuuectsennoe
orpeaeneHue).

Remarks : The Product confirms to ND /

Ipumeuanne: IIpoayKT cooTBeTcTByeT Tpebobanuam HJL

Conclusion : APPROVED /
3axarouenne: OJJOBPEHO

Prepared by /
Toaroroeneno: Manish
Sharma<J=—f~~ .

Checked by /
[MpoeepeHo: Himesh kumar

—

~

Approved by: Manager / Executive /
Onobpeno: MeHemxep / Pyxosonfcm:

Manoj kumar hl‘-‘ ot

Reprint Date /
Jata: 28.08.2022

Reprint Date /
Jara: 28.08.2022

Reprint Date /
Jara: 28.08.2022

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
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Product Novigan, film-coated tablets

IMpoaykTt Hosurad™, TabneTkis, MOKpbITbIE [IEHOUHOI 000M104KOM

Batch No / Cepus Ne 1 V2201703 Batch Quantity / 112846 tablets /

L Oo0bem cepuu 112846 TadneTok
Analytical Report No / : 890001610009 Date of Analysis / : 27.08.2022
AHaJHTHYECKHI oTUeT No JlaTa anasusa

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

JlaTa npon3BoACTBA [ogen mo (BiT)

Analysis performed according to ND / Ananus nposeges no HJ: T1 N008846-020222

2b Pitofenone hydrochloride and
fenpiverinium bromide /
IutodeHoHa rHAPOXIOPHA U
dbeHnuBepruHms 6pomua

Complies as prescribed /
CooTBeTCTBYET

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) / Bpemena ynep>xMBaHus
OCHOBHBIX [IMKOB Ha XpOMaTorpamMmMe

UCTIBITYEMOro pacTBopa JIOTKHBI
COOTBETCTBOBATD BpeMeHaM
yIAEpPKHBAHUSA OCHOBHBIX NUKOB
nutodeHoHa rugpoxnopuaa u
¢dennvBeprHHUA 6pomuna Ha
XpoMaTorpaMMe CTaHIapTHOTO pacTsopa
(paznen «KonuuecTBeHHOE
onpeneneHue»)

3 Average weight / Cpeausis
mMacca TabJieTKH

569.8 mg/569.8 mr

570.0 mg + 3 % (552.9 mg to 587.1 mg) /
570,0 mr £ 3 % (ot 552,9 mr o 587,1 mr)

4 Disintegration / 03 Minutes 02 Seconds Not more than 30 min / He 6onee 30 mun
Pacnanaemocts
5 Dissolution / Pacreopenue

a) Ibuprofen/ U6ynpoden

102 %, 102 %, 102 %, 103 %,
102 %, 102 %

Not less than 70 % (Q) of labeled amount
of ibuprofen (C13H30-) is dissolved in
30 minutes. / He menee 70 % (Q) ot
HOMHHAJILHOTO coJiepkanus noynpodena
(Ci3H130-) nomKkHO pacTBOPHUTHLCS 3a

30 MuH.

Remarks : The Product confirms to ND /
INpumeuanue: [Ipogykt coorseTcTBYeT Tpeboranuam HIL

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

Prepared by /
Ioarorosnewo: Mggh

Sharma (—_,],th;_f-fﬂﬂ

Checked by /

Approved by: Manager / Executive /
Onobpeno: Menemxep / PykoBonurgiib
Manoj kumar

lonstss

Reprint Date /
Jara: 28.08.2022

Reprint Date /
Jara: 28.08.2022

Reprint Date /
Jata: 28.08.2022

Registered Office: 8-2-337. Road No. 3. Banjara Hills, Hyderahad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Ernall: mdil@drreddys.cuim

CIN: L85195AP1984PLC0O04507

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

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

CERTIFICATE OF ANALYSIS

CEPTU®HKAT AHAJII3A

Page 4 of 6/ CTp. 4 u3 6

Product + Novigan, film-coated tablets

IMpoayia Hosuran®, TabneTki, NOKPLITLIE MJIEHOYHOH 000N10UKOM

Batch No / Cepus Ne 1 V2201703 Batch Quantity / : 112846 tablets/

L O0bem cepun 112846 Tabnetoxk
Analytical Report No / : 890001610009 Date of Analysis / 1 27.08.2022
AHnanurnueckuil otuer No Jlara aHanau3a

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

Jdata npon3Boacrsa Toaen g0 (BK)

| Analysis performed according to ND / Ananus nposesen no H/L: 1 N008846-020222

IurodeHoHa ruapoXnI0pHa 106%, 108 %

b) Pitofenone hydrochloride / 104 %, 105 %, 106 %,_109 %, Not less than 75 % (Q) of the labeled

amount of pitofenone hydrochloride
(C22HasNO4-HCI) dissolved in
30 minutes. / He menee 75% (Q) ot
HOMMHANBLHOTO COJIEPXKaHHs TTHTOgEeHOoHA
ruapoxinopraa {Co2HasNOg-HCI) nomxro
pacTBopuThCA 33 30 MUH.

6 Related substances / PoacTBeHHblE npumec_n

Any single impurity / 0.03 %
JIrobas enMHWYHAas MPUMECH

Not more than 0.3 %/
He Gonee 0,3 %

a3poOHBIX MUKPOOPraHU3MOB

Total impurities / 0.03 % Not more than 0.7 % /
Cymma npumecei He 6onee 0,7 %
7 Microbial limits / Mukpo6uosornyeckas 4ucrora
a) Total aerobic microbial Less than 100 CFU/g / Not more than 1000 CFU/g /
count / Obwee yucio Menee 100 KOE/r He 6onee 1000 KOE/r

OtcyTcTBYeT B 11

b) Total combined yeasts and Less than 50 CFU/g / Not more than 100 CFU/g /
mould count / O61uee yucao Menee 50 KOE/r He 6onee 100 KOE/r
JPOXOKEBBIX M MJIECHEBBIX

rpubos

¢) E. coli Absentin 1g/ Shall be absent in 1g/

JlomkHbl OTCYTCTBOBaTb B 1 1

Remarks : The Product confirms to ND /
Ipumeuanue: [Tpoaykt cooTeercTByeT Tpedosanuam HJY

Conclusion : APPROVED /
Zakmoyenne: OJIOGPEHO

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

MoarortoeneHo: Manish Iposepeno: Himesh kumar Ono6peno: Menemxep / Pyxgsom-:’renb
- —— prird = p— . -

Sharma e g Manoj kumar Jh’ﬁ_@;f..-—ﬂ

Reprint Date / Reprint Date / Reprint Date /

Jara: 28.08.2022 Hara: 28.08.2022 Jara: 28.08.2022

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: LB5195AP1984PLC0O04507

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

Vill. Khol, Nalagarh Road, Badd,i,
Distt. Solan, H.P.,, 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJI3A

PageSof 6/ Crp.51u3 6

[Product Novigan, film-coated tablets
Npoaykr Hosuran®, Tabnerku, NoOKpbITHIE MACHOUHOH 000104KOH
Batch No / Cepusa Ne 1 V2201703 Batch Quantity / : 112846 tablets/
B _ |O0bem cepun 112846 Tadnetox
Analytical Report No / : 890001610009 Date of Analysis / : 27.08.2022
Ananutnuecknii oruer No JlaTa ananu3sa
Date of Manufacture / : Jul-2022 Date of Expiry / ¢ Jun-2027
JlaTa npon3BoacTBa I'ogen go (BKa)

Analysis performed according to ND / Ananns nposeaen no H/: I1N008846-020222

8 Uniformity of dosage units of / OgHopoaHoCTh 103HPOBAHNSA
Ibuprofen / 1.7 Acceptance value (AV) should be not
H6ynpodeH more than 15.0. / TTokasatens
npuemsiemoctH (AV) fomken ObITb He
oonee 15,0
Pitofenone hydrochloride / 4.4 Acceptance value (AV) should be not
IurodeHoHa ruapoXIOpUa more than 15.0. / TToka3zatens
npuemsiemoctu (AV) nomkeH ObITb He
oonee 15,0
Fenpiverinium bromide / 4.5 Acceptance value (AV) should be not
®eHnuBepUHUA GpoMura more than 15.0. / IToka3arens
npremaeMocty (AV) noykeH ObITh He
oonee 15,0
9 Assay / KosinyecTBeHHOe onpeaenenne

Ibuprofen / U6ynpodeH

403.7 mg/403.7 mr

From 384.0 to 416.0 mg of Cj3H1530>
(ibuprofen) per tablet. /

Or 384,0 no 416,0 Mmr C13H130:
(ndynpoden) B Tabnerke.

Pitofenone hydrochloride /
IMurtodeHoHa rMapOXIOPUA

5.060 mg/ 5.060 mr

From 4.5 to 5.5 mg of C22H2sNO4HCI
(pitofenone hydrochloride) per tablet. /
Ot 4,5 10 5,5 mr C22HasNO4-HC
(nuTodeHoHa rHIPOXIOPUI) B TAONETKE.

Fenpiverinium bromide /
®dennyBeprHmns 6pomMuL

0.1008 mg / 0.1008mr

From 0.09 to 0.11 mg of C»HxBrN>O
(fenpiverinium bromide) per tablet.
Ot 0,09 1o 0,11 Mr C2oH29BrN-O
(peunuBepuHus 6pomun) B TabneTke.

Remarks : The Product confirms to ND /
INpumeuanne: ITponyxT coorBeTcTBYET TpeboBaHUaM HJI

Conclusion : APPROVED /
3akarouenue: OJOBPEHO

Sharma

Prepared by / Checked by /
Ioarorosneno: Manish

IIpoeepeno: Himesh kumar

S .:J—L;%i it C_l—//: ’

Approved by: Manager / Executive /

Onobpeno: Menemxep / Pykosoauneib
Manoj kumar {-M__

Reprint Date / Reprint Date /
Jara: 28.08.2022

Jara: 28.08.2022

Reprint Date /
Jlata: 28.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emall: mall@drreddys.com
CIN: L85195AP1984PLC004507
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A
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Tel : +91 98166 56001-02
www.drreddys.com

Page 6 of 6/ CTp. 6 13 6

Product Novigan, film-coated tablets

Ipoaykr Hosuran®, TabeTKH, MOKPLITHIC MJIEHOYHOH 000N0HKOH

Batch No / Cepus Ne 1 V2201703 Batch Quantity / : 112846 tablets/
| Obdbem cepru 112846 TadneTok
Analytical Report No / : 890001610009 Date of Analysis / : 27.08.2022
AHANUTHYECKHH oTdeT No JaTta avanusa

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

Jara npou3BoacTBa Togen ao (BK.)

Analysis performed according to ND / Ananu3s nposeaen no HJ/I: T1 N008846-020222

10 Package / YnakoBka

10 tablets in a aluminum foil
laminated with oriented polyamide
and polyvinyl chloride / aluminum
foil blister. 1 blisters and patient
information leafiet in a carton pack.
/ Tlo 10 Tabnetok B OnucTep M3

aITFOMMHHUEBOH ¢donbry,
JTaMWHHPOBaHHOM

OpPHEHTHPOBAHHBIM TMOIUAMUAOM U
MOJIMBUHUAXIOPUIOM /
aNFOMUHHUEBO donbry.

[To 1 6aucrepa ¢ UHCTPYKUMEH MO
NPUMEHEHUIO B TaYyKy 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. / Tlo 10 Tabnetox B 6aucTep u3
NMOJIMBUHHUIIXJIOPHIHON MIEHKH /
aNrOMHHKEBOM donbru unu B 6nucrep U3
aATtOMUHKEBOH GONBLIH, NAMUHUPOBAHHOM
OpPUEHTHPOBaHHBIM  MNOJMAMMIOM M
NONMMBUHUIXJIOPHAOM/aNtOM HHHERBOI
donerun. Ilo 1 wunm 2 Onucrepa ¢
MHCTPYKLIMEN 10 MPUMEHEHWIO B MauKy
KapTOHHYIO.

11 Labeling / MapkupoBka

12 Storage conditions /
XpaHeHue

Complies as  prescribed /
CooTtBeTcTRYeT TpeOOBaHHAM

According to ND /
B coorsercTteuu ¢ HJL

At temperature below 25°C / Ilpu Temneparype He Beiie 25 °C,

13 Shelf life / Cpox roaHocrn

5 years /S net

Remarks : The Product confirms to ND /

IMpumeuanne: Ilpoaykr cooTBeTcTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
3axaouenne: OJOBPEHO

Prepared by /
Iozaroroenexo: ‘Manjsh
Sharma < —f—="t-"

Checked by /
IIpoBepeno: Himesh kumar

Approved by: Manager / Executive /

Onob6pedo: Menemxep / Pykosonurens
;’L/’;‘_J Manoj kumar QE‘%@

.

Reprint Date /
Jara: 28.08.2022

Reprint Date /
[Hara: 28.08.2022

Reprint Date /
HaTta: 28.08.2022

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
www.drreddys.com




