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Product
TNpoaykT

Novigan, film-coated tablets

Hosuran™, TabneTkH, NoKkpeIThie MIeHOHHON 000J10UKOI1

Batch No / Cepusi Ne

: V2201711

Batch QuantitS/ /
Ob6bem cepun

: 12,00,000 tablets /
12,00,000 TadneTok

lara NPOKH3BOACTBA

Analytical Report No / : 890001610532 Date of Analysis / : 29.08.2022
AHajiuTHYeCKHIT 0T4eT No Jara ananusa
Date of Manufacture / : Aug-2022 Date of Expiry / + Jul-2027

I"'open go (BKJY)

Analysis performed according to ND / Auaaus nposeaen mo HJI: T1 N008846-020222

No

Test / Tloka3aTens

Result / Pesynbtars

Specification / Hopma

1 Description / Onucanie

White round, biconvex film-coated
tablets debossed with NOVIGAN
on one side. On a cross section
white core. / Kpyrnsie
NBOAKOBbINYKIIbiE TabaeTkH,
NOKPHLITLIE NIIEHOUHOH 060J104KO#
Genoro uBeTa, C THCHEHUEM
NOVIGAN Ha onHo#i cTopoHe. Ha
nonepeyHomM pazspese sapo 6enoro
UBETA.

White round biconvex film-coated tablets
debossed with NOVIGAN on one side.
On a cross section white to off-white core.
/ Kpyrnble OBOSKOBbLINYyKJblE TabNeTKH,
NOKpPbITbIE nIeHOYHOMH 0b0s10uKO#H
6enoro usera, ¢ TucHennem NOVIGAN
Ha ojHOi cropone. Ha mnomnepeuHom
pa3spe3e sapo ot 6enoro 1o noutH Gesoro
ugera.

Remarks: The Product confirms to ND /
INpumeuanne: [Ipoaykr coorBeTcTByeT TpeboBanuam HII

Conclusion: APPROVED /
3akarouenue: OJNOBPEHO

Prepared by /

Checked by /

Approved by: Manager / Executive /

Hara: 29.08.2022

Jara: 29.08.2022

HonrmosneHoZL/P yan Kumar | IIpoBepeno: Naresh Kumar Q Uz OnobpeHo: Meneny r-ep/ PyroBoauTens
N = Amit Kumar s
Reprint Date / ° Reprint Date / Reprint Date / ==,

Hara: 29.08.2022
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Product : Novigan, film-coated tablets

Mpoayxr Hosuran™, TadneTikH, NOKPLITHIE MIEHOYHOT 000I0UKOIT

Batch No / Cepusi Ne 1 V2201711 Batch Quantity / : 12,00,000 tablets /
Odbem cepun ) 12,00,000 TadneTok

Analytical Report No / : 890001610532 Date of Analysis / : 29.08.2022

AHaauTHyecKHii oTyeT No Jata anannsza

Date of Manufacture / : Aug-2022 Date of Expiry / ¢ Jul-2027

JaTa npon3BoacTBa Tomen go (Bka)

Analysis performed according to ND / Auanu3s nposeaen no HJI: T1 N008846-020222

2 Identification / IloagnunHocTh

2a Ibuprofen / U6ynpoden Complies as prescribed / The retention time of the main peak on the
CooTBeTCTBYET chromatogram of test solution should
correspond to the retention time of the
main peak on the chromatogram of
ibuprofen standard solution (section
Assay). / Bpems  ynepxuBaHus
OCHOBHOTO MMKa Ha XpoMmaTorpamme
MCIIbITYEMOTO pacrBopa AOJDKHO
COOTBETCTBOBATbL BPEMEHH YAEPHHBAHMA
OCHOBHOrO TMHKa Ha XpoMmarorpamme
pacTBopa CTaHJAapTHOI0 obpasua
nbynpodena (paznen «KonnuecrseHHoe
OMpencNeHUE).

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

Mpumeuanue: INpoaykt coorpercTayeT Tpedopanisay HL 3akmodyenne: OJJOBPEHO

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

Houroroaneﬂo:rI-?awaQ\Kmnar INpoeepeno: Naresh Kumar @ Opnobpeno: Menemuxep / PykoBoauTtens
/['\,"J;-"/ = Amit Kumar [& A=

Reprint Date / Reprint Date / Reprint Date /

Jara: 29.08.2022 Hara: 29.08.2022 Hara: 29.08.2022

e s

] &
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Product Novigan, film-coated tablets

Mpoaywr Hoswran", tadiaeTkil, ROKPbITHIE MIEHOUHOH 000104KOI

Batch No / Cepusi Ne : V2201711 Batch Quantity / : 12,00,000 tablets /
- Odbem cepuu 12,00,000 Tadnerox
Analytical Report No / : 890001610532 Date of Analysis / : 29.08.2022
AHannTH4eckni oTyeT No Hara ananisa

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

JlaTa npoM3BoACTBA lopen no (Bx)

Analysis performed according to ND / Auanu3 nposegen no H/L: JT N008846-020222

2b Pitofenone hydrochloride and
fenpiverinium bromide /
IMuTodeHoHa rapoxnopua u
teHnMBepHHIA GpoMun

Complies as prescribed /
CooTeeTcTBYET

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) / BpemeHa ynepacuBanns
OCHOBHBIX THKOB Ha XpoMaTorpamme

WCIBITYEMOTO pacTBOpa JLOJIZKHBI
COOTBETCTBOBATH BpeMeHam
yIOEPXKHUBaHUS OCHOBHBIX NUKOB
nurodeHoHa rugpoxnopuaa "
¢dheHnUBEPHHUA 6pomuaa Ha

XpoMaTorpaMme CTaHAapTHOrO pacTBOpa
(pazmen «KonuuectBeHHoe
onpencicHUE)

3 Average weight / Cpeanss
macca TabnaeTkn

567.9 mg/567.9 mr

570.0 mg £ 3 % (552.9 mg to 587.1 mg)/
570,0 Mr + 3 % (ot 552,9 mr no 587,1 mr)

4 Disintegration /
PacnagaemocTthb

03 Minutes 34 Seconds

Not more than 30 min / He 6onee 30 Mun

5 Dissolution / PacTBopeHue

a) Ibuprofen / U6ynpoden

103 %, 105 %, 103 %, 102 %,
102 %, 104 %

Not less than 70 % (Q) of labeled amount
of ibuprofen (Ci3H30-) is dissolved in
3U minutes. / He meHee /U % (Q) oT
HOMMHAJILHOTO cofeprkaHua HbynpodeHa
(C13H1302) momkHO pacTBOpHThHCA 3a

30 MuH.

Remarks: The Product confirms to ND /
ITpumeuanne: IIpooyKT COOTBETCTBYET Tpe!

6oBanusaM HJ

Conclusion: APPROVED /
3akmouenne: ONOGPEHO

Prepared by /
ﬂoul‘o‘ronﬂeudf’!’u\\-'an Kumar

YTl

Checked by /
Ipoeepeno: Naresh Kumar / !
[

Approved by: Manager / Executive /
Onobpeno: Menenmsxep / PykosoanTens
Amit Kumar &-_L\\'"', -

Reprint Date / '
Hara: 29.08.2022

Reprint Date /
Jara: 29.08.2022

Reprint Date /
Jara: 29.08.2022
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: LE5195AP1984PLCO04507
vsww.drreddys.com




Dr.Reddy’s ‘p.

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

CEPTH®HKAT AHAJIH3A

Page 4 of 6/ CTp. 4 u3 6

Product Novigan, film-coated tablets

Mpoayxr Hosurah", TadneTku, NoKpLIThIE NIEHOYHOH 000104 KO

Batch No / Cepus No : V2201711 Batch Quantity / 12,00,000 tablets /
O6bem cepun 12,00,000 Tadnetok

Analytical Report No / : 890001610532 Date of Analysis / 1 29.08.2022

AHanuTHYecKHii oTyeT No JlaTa ananusa

Date of Manufacture / ¢ Aug-2022 Date of Expiry / : Jul-2027

JaTa npon3BoacTBa TI'ogen xo (BK)

Analysis performed according to ND / Anaans nposeaen mo HJI: I1 N008846-020222

b) Pitofenone hydrochloride /

92 %, 94 %, 97 %, 95 %, 90%,

Not less than 75 % (Q) of the labeled

Cymma npumeceii

He Gonee 0,7 %

IurodeHoHa ruapoxmopua 92 % amount of pitofenone hydrochloride
(C22H2sNO4HCI) dissolved in
30 minutes. / He menee 75 % (Q) ot
HOMMHaJILHOTO COAEpXaHus NUTOdeHOHa
ruapoxnopuaa (C2aHasNO,-HCl) momxno
pacTBopUThCs 3a 30 MUH.
6 Related substances / PoacTBennbIe npHMecH

Any single impurity / 0.03 % Not more than 0.3 % /

JIiobas equHM4HAs npUMech He 6onee 0,3 %

Total impurities / 0.03 % Not more than 0.7 % /

7 Microbial limits / Mukpo6nonoruyueckas 4YucToTa

a) Tot
count

al aerobic microbial
/ Obwee uncno

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

a3pO6HBIX MHKPOOPraHU3MOB

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

b) Total combined yeasts and
mould count / O6uwee yucno
IPONOKEBBIX W MIIECHEBBIX

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

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

rpubos

c) E. coli

Absentin 1g/
OrtcyrcTByer B 1T

Shall be absent in 1g /
JlosmkHbl OTCYTCTBOBaTh B 1 1

3

| Uniformity of desage units of / QnHopoxHoCTE A03HpPOBaHNT

Remarks: The Product confirms to ND /
ITpumeuanmne: INponykt cootBeTcTRYeT Tpeboranuam HJI

Conclusion: APPROVED /
3akaouenne: OJIOBPEHO

Prepared by /

Checked by /

Approved by: Manager / Executive /

Jara: 29.08.2022

Hara: 29.08.2022

TNoaroToBneH: Pa\"g\ap/Kumar IMpoeepeno: Naresh Kumar @g OnobpeHo: Menemxgp { PykoBoaures
Qr=— = Amit Kumar o —
Reprint Date /' Reprint Date / Reprint Date /

Hara: 29.08.2022
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Product Novigan, film-coated tablets

Mpoxykr Hosuran", TaGneTku, mokphiThie NAEHOUHOH 060104KOH

Batch No / Cepus Ne : V2201711 Batch Quantity / i 12,00,000 tablets /

i O6Bem cepuu 12,00,000 Tadnetok
Analytical Report No / : 890001610532 Date of Analysis / 1 29.08.2022
AHanuTHYeCKMH oTyeT No ' Jarta ananusa

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

JlaTa npon3BoAcTBA Topen no (BKJT)

Analysis performed according to ND / Anaaus nposegen no HJI: I1 N008846-020222

dennuBepHHUs GpomMua

Ibuprofen / 2.0 Acceptance value (AV) should be not

H6ynpodeH more than 15.0. / IToka3atens
npuemsemoctH (AV) nomieH ObITs He
6onee 15,0

Pitofenone hydrochloride / 2.6 Acceptance value (AV) should be not

IurodeHoHa ruapoxopun more than 15.0. / ITokazartens
npuemnemocty (AV) nomieH 6bITh He
6onee 15,0

Fenpiverinium bromide / 2.8 Acceptance value (AV) should be not

more than 15.0. / [Toka3arens
npuemaeMocty (AV) nomkeH ObITh He
6onee 15,0

9 Assay / KonnyecTBeHHOe onpesenetine

Ibuprofen / H6ynpoden

404.0 mg / 404.0 mr

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

Ot 384,0 a0 416,0 Mr C3H,30
(nbynpoden) B Tabnerke.

Pitofenone hydrochloride /
IMuTodeHoHa ruaPOXIIOPHL

5.081 mg/5.081 mr

(pitofenone hydrochloride) per tablet. /
Ot 4,5 no 5,5 mr CaaHasNOyHCI
(nurodeHOHa rHApOXA0pKL) B TabneTke.,

From 4.5 to 5.5 mg of CaxHasNO4HCI

Fenpiverinium bromide /
®ennuBepUHUA GpomMKa

0.1014 mg/0.1014mr

From 0.09 to 0.11 mg of C22HBrN-O
(fenpiverinium bromide) per tablet.
Ot 0,09 mo 0,11 mr Ca2H29BrN.O
(dennusepunus 6pomun) B Tabierke.

Remarks: The Product confirms to ND /

Tpumeuanune: IpoaykT cootBercTByeT Tpebopanuam HJT

Conclusion: APPROVED /
3akaiouenne: OJIOGPEHO

Prepared by /
Honrorosneﬂofaws!n Kumar
P~

Checked by /
IIposepeno: Naresh Kumar @(

=

Approved by: Manager / Executive /
Onobpeno: Meuewsep / Pysosoanrens
Amit Kumar L epb—

Reprint Date /
Jata: 29.08.2022

Reprint Date /
Jara: 29.08.2022

Reprint Date / '
Jara: 29.08.2022
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Product Novigan, film-coated tablets

Ipoaykr Hosiran™, TabneTku, NoKpeIThIE MICHOUNOI 060104KOiT

Batch No / Cepua Ne V2201711 Batch Quantity / : 12,00,000 tablets /
O6bem cepun 12,00,000 TabneTok

Xnalytical Report No / : 890001610532 Date of Analysis / : 29.08.2022

AHANHTHYECKHI oTYeT No Jara aHanusa

Date of Manufacture / ¢ Aug-2022 Date of Expiry / : Jul-2027

Jara npou3BoacTBa TI'onen no (Bxn)

Analysis performed according to ND / Anaaus nposesen no HJI: ITN008846-020222

10 Package / Ynakoska

10 tablets in a aluminum foil
laminated with oriented polyamide
and polyvinyl chloride / aluminum
foil blister. 2 blisters and patient
information leaflet in a carton pack.
/ Tlo 10 Tabnetok B Gnucrep M3
ATIOMHHHCBOIA thonbry,
JJaMMHHPOBaHHOMH
OPHEHTHPOBAHHBIM MOJHAMUIOM W
MOJIMBUHHIIXJIOPHAOM /
aniOMHHHEBOM donsru.
ITo 2 Gnucrepa ¢ MHCTpYKUMER MO
MPUMEHEHHIO B NMAaYKy 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. / Ilo 10 Tabnerox B GnucTep u3
MONUBHUHUAXJIOPUIHOM TUICHKH /
anoMUHHUEBOH oabru unH B 6nKcrep U3
anoMHHKHEeBOH (GOABIH, TAMHHHPOBAHHOM
OpPHMEHTHPOBAHHLIM  [OJIMAMHAOM  H
MOJIMBUHUIIXIOPHAOM/aIOMHHHEBOM
¢omnern. Ilo 1 wm 2 OGancrepa c
WHCTPYKLHMEH N0 MPUMEHEHHIO B Mauky
KapTOHHYIO.

11 Labeling / MapxupoBka

Complies as  prescribed /
CootsetcTByeT TpeboBaHHAM

According to ND /
B cootBercTeun c HJJ

12 Storage conditions /
XpaHeHue

At temperature below 25°C / I[1pn Temnepatype He Boiwe 25 °C.

13 Shelf life / Cpox roanocru

5 years /5 ner

Remarks: The Product confirms to ND /

Tpumeyanne: Ipoaykt coorBeTcTBYeT TpeGoBanusam HJ{

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
Moarorosnenqg: Pawan Kumar
A

Checked by / .
[posepeno: Naresh Kumar @

Approved by: Manager / Executive /
Onobpexo: Menemx
e Amit Kumar Nt

/ Pykosopurenb

Reprint Date /'
JHara: 29.08.2022

Reprint Date /
JHata: 29.08.2022

Reprint

Date / J

JHara: 29.08.2022
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