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Product Novigan, film-coated tablets
Npoaykr Houran®™, Tabnerku, MOKPLIThIE MIEHOUHON 000104KOK
Batch No / Cepus Ne 1 V2201369 Batch Quantity / : 1123660 tablets /
Ofbem cepuu 1123660 TadneTok .
Analytical Report No / : 890001602555 Date of Analysis / : 18.07.2022
AHaJHTHYEeCKUI oTyeT No JlaTa ananu3sa
Date of Manufacture / : Jun-2022 Date of Expiry / : May-2027
JlaTa npon3BoacTBa I'ogen ao (BK)

Analysis performed according to ND / Ananns nposenen no HJI: 1T N008846-020222

Ne Test / [lokazaTesb

Result / PesynbTaTst

Specification / Hopma

1 Description / Onucanue

White round biconvex film-coated
tablets debossed with NOVIGAN
on one side. On a cross section
white core. / Kpyrabie
JIBOSIKOBBITYKJIbIE TabJIeTKH,
NOKPBITBIE [UICHOYHOH 000104KOH
0esloro  UBETa, C THCHEHHEM
NOVIGAN Ha onHoli cropoHe. Ha
nonepeuHoM paspese aapo benoro
UBETA.

White round biconvex film-coated tablets
debossed with NOVIGAN on one side.
On a cross section white to off-white core.
/ Kpyrinele ABOSIKOBBIMYK/IbIE TAONETKH,
MOKPHITEIE  TUIEHOYHOH  000nouKoit
Genoro ugera, ¢ TMcHeHMem NOVIGAN
Ha oaHoM cropoHe. Ha nonepeuHom
paspese saapo oT besoro ao noytu 6enoro
uBeTa.

Remarks : The Product confirms to ND /

ITpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBanusam HI

Conclusion : APPROVED /
3aknwuenue: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
IoarororneHo: Apkaj Verma [posepeno: Pardeep Kumar Opnobpeno: Menemxep / Bykoponurens
ﬂ/ . Abhishek Chauhan /% /
.- {! e
Reprint Date / Reprint Date / Reprint Date /
Hara: 18.07.2022 Hata: 18.07.2022 JHara: 18.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddvs.com
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Product Novigan, film-coated tablets

MMpoaykr Hosuran®, Tab/eTKH, OKPBITbIE MIEHOUHOH o6onouKoit

Batch No / Cepus Ne 1 V2201369 Batch Quantity / : 1123660 tablets /
| _ O6bem cepun 1123660 TabneTok
Analytical Report No / : 890001602555 Date of Analysis / : 18.07.2022
AHaauTHYecKH i oTueT No Jlara aHaanza

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

JaTta npon3soacTsa T'omen po (BKJT)

Analysis performed according to ND / Anaaus npoeeaen mo HJ: I1 NO08846-020222

2 Identification / IlognMHHOCTEL

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). / Bpems  yaepxkuBaHuA
OCHOBHOIO TNHKa Ha XpoOMaTorpamme
HCTIBITYEMOTO pacTeopa IOJDKHO
COOTBETCTBOBATh BPEMEHH YAEPKUBAHHS
OCHOBHOrO [MHKa Ha XpoOMaTorpamme
pacTBOpa CTaHAAPTHOTO obpazua
nbynpodena (pasgen «KonuuectsenHoe
ornpeeseHUe»).

Remarks : The Product confirms to ND /

IIpumeuanue: [Iponykt cooTBeTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3akmouyenune: OJJOBPEHO

Prepared by /
[Moarotosneno: Ankaj Verma

V2

Checked by /
Ipoeepeno: Pardeep Kumar

g

—

Approved by: Manager / Executive /
Ono6peno: Menemxep //PykosoauTennb
Abhishek Chauhan /

= /

Reprint Date /
JHarta: 18.07.2022

Reprint Date /
Jara: 18.07.2022

Reprint Date /
Hara: 18.07.2022
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Product Novigan, film-coated tablets
Mpoayxr Hoeurau®, TabieTkH, NOKPBITbIE MIIEHOYHOH 060104KOM
Batch No / Cepus Ne 1 V2201369 Batch Quantity / : 1123660 tablets /
- O6bem cepun 1123660 TabneTok
Analytical Report No / : 890001602555 Date of Analysis / : 18.07.2022 —
AnanuTu4eckui otuer Ne JlaTa ananusa
Date of Manufacture / : Jun-2022 Date of Expiry / : May-2027
Jlara npon3BoacTBa I'ogen o (BxJI)

Analysis performed according to ND / Anaaus nposegen no HJI: T1 N008846-020222

2b Pitofenone hydrochloride and
fenpiverinium bromide /
Iurodenona ruapoXIOpUA U
beunuBepunus Gpomun

Complies as prescribed /
CooTtBercTBYET

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>kuBaHus
OCHOBHBIX [HKOB Ha XpOMaTorpamme

HCTIBITYEMOTO pacTBopa IOJKHBI
COOTBETCTBOBATH BpeMeHaM
yAEp>KUBaHHs OCHOBHBIX [IMKOB
nutodeHoHa rUapoXIopuaa U
dbeHnvBepUHNA 6pomuaa Ha
XpOMaTOrpaMMe CTaHJapTHOTO PacTBOpa
(paznen «KonuuecrseHHOE
ornpeneneHue»)

3 Average weight / Cpeauns
Macca Tabjerkn

568.9 mg/568.9 mr

570.0 mg £ 3 % (552.9 mg to 587.1 mg)/
570,0 Mr £ 3 % (o1 552,9 Mr oo 587,1 mr)

4 Disintegration /
PacnagaemocTthb

03 Minutes 33 Seconds

Not more than 30 min / He 6oiee 30 Mun

5 Dissolution / PacTBopenne

a) Ibuprofen / U6ynpoden

104 %, 102 %, 102 %, 101 %,
101 %, 101 %

Not less than 70 % (Q) of labeled amount
of ibuprofen (C13H30-) is dissolved in
30 minutes. / He menee 70 % (Q) ot
HOMMHATILHOIO CofieprkaHust ubynpodena
(Ci3H1302) 10mKHO pacTBOPUTHCA 3a

30 MuH.

Remarks : The Product confirms to ND /

Ipumeuanne: [Ipoaykt cooreTcTBYET Tpebosanuam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
ITonrotosnexo: Ankaj Verma

A

Checked by /
IIposepeno: Pardeep Kumar

4]
=l
L—

Approved by: Manager / Executive /
OnoGpeno: Menemsep / Pykosoayrens
Abhishek Chauhan e

Reprint Date /
Hara: 18.07.2022

Reprint Date /
Jara: 18.07.2022

Reprint Date /
Hara: 18.07.2022

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

CIN: L85195AP1984PLLCOV4507

www.drreddys.com
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[Product Novigan, film-coated tablets
IpoaykT Hosuran®, Ta6i1eTku, NOKpbIThie MIEHOYHOM 060104KOH
Batch No / Cepus Ne 1 V2201369 Batch Quantity / : 1123660 tablets /
_ Obbem cepuy 1123660 TabneTok
Analytical Report No / : 890001602555 Date of Analysis / : 18.07.2022
AHalnTuyeckui oTuer Ne JaTa anann3a
Date of Manufacture / ¢ Jun-2022 Date of Expiry / : May-2027
JaTa npou3BoACTBa Togen po (BK)
Analysis performed according to ND / Ananu3s nposeaen mo HJI: IT N008846-020222

b) Pitofenone hydrochloride /
[MurodeHona ruapoxnopua

105 %, 103 %, 103 %, 103 %,
103%, 103 %

Not less than 75 % (Q) of the labeled
amount of pitofenone hydrochloride
(C22H2sNO4-HC1) dissolved in
30 minutes. / He menee 75% (Q) or
HOMMHAJILHOTO COJIepKaHNs MUTOhEHOHA
ruppoxopuaa (C22HasNO4 HCl) nomkho
pacreopuThcs 32 30 MUH.

Related substances / PoacTeennnie npumecu

CymMma npumecer

| Any single impurity / 0.04 % Not more than 0.3 %/
Jhrobas eqMHUYHAs IPUMECH He 6onee 0,3 %
Total impurities / 0.04 % Not more than 0.7 % /

He 6onee 0,7 %

Microbial limits / MukpoGnoaornyeckast 4ucToTa

a) Total aerobic microbial
count / Obuiee yucno
a3p0oBHBIX MMKPOOPraHH3MOB

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 / Obiuee yucno

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

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

rpubos

APOAOKEBBIX H [INIECHEBBIX

¢) E. coli

Absent in 1g /
OrcytcTBYeT B 1T

Shall be absent in 1g/
JlomKHBI OTCYTCTBOBATE B 1 T

Remarks : The Product confirms to ND /
IIpumeuanue: [Tpoaykr cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
Zaxarouenune: OJIOBPEHO

Prepared by /
IToaroTorneHo: Ankaj Verma

Vo

Checked by /
IIpoBepeno: Pardeep Kumar

-

Approved by: Manager / Executive /

Onobpeno: Menemxep / PYKOBOHITEND
Abhishek Chauhan -

Reprint Date /
Jara: 18.07.2022

Reprint Date /
Hara: 18.07.2022

Reprint Date /
JHata: 18.07.2022

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




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

AHATHTHYECKHIT oTyeT No

CEPTU®HUKAT AHAJIU3A
Page50f6/Crp.5u36
Product : Novigan, film-coated tablets
Ipoaykr Hoguran®, TabneTku, NokpbITbie TUIEHOYHOM 060J04YKON
Batch No / Cepusi Ne 1 V2201369 Batch Quantity / : 1123660 tablets /
Ob6bem cepuu 1123660 Tabnetox
Analytical Report No / : 890001602555 Date of Analysis / : 18.07.2022

JlaTa ananusa

Hata MpOU3BOACTBA

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

Togen ao (BK)

Analysis performed according to ND / Ananus npoeeaen no HJI: IT N008846-020222

®ennuBepuHns 6pomua

8 Uniformity of dosage units of / OaHOpoAHOCTb J03HPOBAHUS

Ibuprofen / 1.0 Acceptance value (AV) should be not

HU6ynpodeu more than 15.0. / Ilokazarens
npuemsieMoctH (AV) nomieH 6bITb He
6onee 15,0

Pitofenone hydrochloride / [ 4.4 Acceptance value (AV) should be not

ITutodeHoHa ruapoOXIOpUL more than 15.0. / Ilokazarens
npuemiemMoctd (AV) nomxkeH 6bITh He
Bonee 15,0

Fenpiverinium bromide / 53 Acceptance value (AV) should be not

more than 15.0. / [Toxazatens
npuemaeMocty (AV) nosmxeH 6bITh He

6onee 15,0
9 Assay / KosinuecTBeHHOe onpejeieHue

Ibuprofen / U6ynpoden 402.1 mg/402.1 mr From 384.0 to 416.0 mg of C|3H130>
(ibuprofen) per tablet. /
Ot 384,0 ao 416,0 MIr C|3H1303
(ubynpoden) B Tabnetke.

Pitofenone hydrochloride / 5.001 mg/5.001 mr From 4.5 to 5.5 mg of C2xHasNO4HCI

IMutodeHona ruapoxnopusa (pitofenone hydrochloride) per tablet. /

(nutodeHona ruIpoXIopuL) B TabneTke.

01 4,5 10 5,5 mr C2:HssNO4-HCI

dennuBeprHus 6poMua

Fenpiverinium bromide /

0.0984 mg / 0.0984 mr From 0.09 to 0.11 mg of C22H29BrN-O
(fenpiverinium bromide) per tablet.
Ot 0,09 no 0,11 Mr CaxH29BrN>O
(pennusepuHus Gpomua) B TabneTKe.

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

Ipumeuanue: IIpoaykT coorseTcTByeT Tpedosanuam HI 3akaouenue: OJOBPEHO

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

[Moarororneno: Ankaj Verma IIpoBepeno: Pardeep Kumar Opobpeno: Menemxep //Pyko onUTeNL
[AZ/ Abhishek Chauhan f/ /3 ]

Reprint Date / Reprint Date / Reprint Date /

JHara: 18.07.2022 Jara: 18.07.2022 JHara: 18.07.2022

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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iProduct Novigan, film-coated tablets

INpoaykr Hoeuran®, Tabnerku, MOKphITbIE MIIEHOYHOH 0605104KOM

Batch No / Cepus Ne 1 V2201369 Batch Quantity / : 1123660 tablets /
| O6bem cepun. 1123660 TabneTok
Analytical Report No / : 890001602555 Date of Analysis / ¢ 18.07.2022
AHanUTHYECKHIT 0TUeT Ne Jara aHanusa

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

JlaTa npon3BoAcTBa IoneH no (Bl_c_ﬂ)

Analysis performed according to ND / Auanu3 nposesen no HJl: TTN008846-020222

10 Package / YnakoBka 10 tablets in a aluminum foil | 10tablets 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 Tabnetok B Gnucrep u3 | patient information leaflet in a carton
aNOMHHHUEBOI donsry, | pack. / ITo 10 Tabnerok B 6amcrep M3
NaMHUHHPOBaHHOM MOJIMBUHUITXTIOPHITHOM TUIEHKH /
OPUEHTHUPOBAHHBIM TOJIMAMHAOM U | AMOMHUHHEBO# GONBrM Uy B GucTep u3
MOIUBHUHUIXIOPHIOM / | amomuHueBoit Gosisry, TaMUHIPOBAHHOM
ATFOMHHUEROH GonLry. | OPUEHTHPOBAHHBIM  MOJMAMHAOM M
To 2 6nuctepa ¢ MHCTPYKUHEN NO | MONMMBHHUIXIOPHAOM/aTIOMUHHEBOH
NPHMEHEHHIO B MAuKy KapToHHylo. | omeru. Ilo 1 wnn 2 6aucrtepa c

UHCTPYKUHMEH 110 MPUMEHEHHUIO B Ma4dKy
KapTOHHYIO.
11 Labeling / MapkupoBka Complies as  prescribed / | AccordingtoND/
CooTeeTcTBYeT TpeboBaHUIAM B coorBercTRuu ¢ HJ{
12 Storage conditions / At temperature below 25°C / [1pu Temneparype He Boie 25 °C.
XpaHeHune
13 Shelf life / Cpok roxnocT S years / 5 net

Remarks : The Product confirms to ND /

Mpumeuanne: [IpogyKT cooTBETCTBYET TpeboBanuam HI

Conclusion : APPROVED /
3axknwuyenue: OJOBPEHO

Prepared by /
IMoarorosieno: Ankaj Verma

Checked by /
ITposepeno: Pardeep Kumar

Approved by: Manager / Executive /
Ono6peno: Menemxkep / [,’.P*Kmaom- enb
Abhishek Chauhan  //

|

Reprint Date /
Jara: 18.07.2022

Reprint Date /
Hara: 18.07.2022

Reprint Date /
Jara: 18.07.2022

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




