‘..0 Dr. Reddy's Laboratories Ltd.
) ) ; 5
Formulation Unit-6
Dr' Reddy s L Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS  Tel : +91 98166 56001-02
CEPTHO®HKAT AHAJIN3A www.drreddys.com

Product: Novigan, film-coated tablets /
Horunran®, ra6nerku, MOKPEITHLIE MJIeHOYHOH 0601049K0ii
Batch No. / Cepus Ne : V2101573 Batch Size / O6bem napruum : 684.000 KG

Analytical Report No / AnanuTHueckuii oTuer Ne Date of Analysis / lata anasnu3a :25.09.2021
1890001546781, 890001546710

Date of Manufacture / lata nponzesoacrsa :SEP-2021 Date of Expiry / Cpoxk roanoctu : AUG-2026 |
Analysis performed according ND / Auaius nposenex mo HJI: [TN008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019

Page 1 of 8
Sr. |Test/ NokasaTtennb Result / PesaynsTaTh! Specification / Hopma
No.
1 Description /|White round biconvex film-{White round biconvex film-coated tablets|
Onucanve coated tablets debossed with|debossed with NOVIGAN on one side.
NOVIGAN on one side. On alOn a cross section white to off-white
cross section white core. core.
/ Kpyrnbie ABOSIKOBbINYKIbIe / Kpyrnbie aBosikoBbINyKribie TabneTku,
TabneTku, NoKpbIThIE NOKPbITbIE MAEHOYHOW 060104KOM
nneHo4Hoi obonoukoii 6enoro  |6enoro LBeTa, ¢ TUCHEHUEM
LBeTa, ¢ TUCHEHUEM «NOVIGAN» Ha ogHol cTopoHe. Ha
«NOVIGAN» Ha ogHol rnonepe4Hom paspese sapo ot 6enoro Ao
cTopoHe. Ha nonepeyHom noyTun 6enoro LpeTa.
paspese sgpo 6enoro ugera.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpameyanne: Mponykr cootBeTcTByeT TpeGoBanusam HI[ | 3akmouenne: OOBPEHO
Prepared by / Checked by / ui, Approved by: Manager/Executive /
[Toarorosneno: [IposepeHo: Onobpero: Menemiep / PykoBoauress
Pravesh Rana "6, Ramakant w/ Manoj Kumar rittes (
Print Date / Print Date / Print Date /
Hara:25.09.2021 Hara:25.09.2021 Hara:25.09.2021

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 ":’.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS el : +91 98166 56001-02

CEPTH®HKAT AHAJIH

3A www.drreddys.com

Product: N ovigan, film-coated tablets /

Hosnran®, tabaerkn, MOKPLIThIE NIEHOYHOM 06071049K0jH

Batch No. / Cepust Ne : V2101573 Batch Size / O6bem naprun : 684.000 KG

Analytical Report No / Anannruuecknii oryer Ne Da
:890001546781, 890001546710

te of Analysis / lata ananusa :25.09.2021

Date of Manufacture / lata n poussoacTea :SEP-2021 Da

te of Expiry / Cpok rognoctn : AUG-2026

from 20.08.2019 / u3zm. Nel ot 20.08.2019

Analysis performed according ND / Anann3 nposenen no HJT: [T N008846-071216 (amend Ne 1

Page 2 of 8
Sr. lTestIl'loxasa'renb] Result / PesynbTaTthi Specification / Hopma
No.
2 |ldentification /
MoanuuHocTb a) Complies as prescribed/ Retention time of principal peak in the
a) Ibuprofen / B cooTtBeTcTBUM C ONUCaHKeEM chromatogram of test solution should
NBynpodeH correspond to retention time of principal

peak in the chromatogram of ibuprofen
standard solution. / Bpems yaepxusarus
OCHOBHOrO nMuKka Ha XpomaTtorpamme

ucnbiTyemoro pacTtesopa AOIDKHO
COOTBETCTBOBATbL BpemeHn
YOEPXKNBAHNA  OCHOBHOIMO NuUKa Ha
XpomaTtorpamMmme cTaHgapTHoro

pacTeopa nbynpodeHa.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
lpuveuanne: [Tpomykr cootseTcTByeT TpeGoanuam HJ[ | 3axuodenue: OHOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneno: I[TposepeHo: Ui/ Ono6peno: Menemxep / PykoBoauress
Pravesh Rana r{ Ramakant Manoj Kumar ’ ) N4

s AL ;
Print Date / Print Date / Print Date /
Hara:25.09.2021 Harta:25.09.2021 Hata:25.09.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

CIN: L85195AP1984PLC004507
www.drreddys.com

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com




‘..0 Dr. Reddy's Laboratories Ltd.
9 [ ] i’
Formulation Unit-6
Dr’ Reddy s '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOHKAT AHAJIM3A www.drreddys.com

Product: Novigan, film-coated tablets /
Hoeuran®, tabnerku, nokpeiTeie mieHoYHOol 000104KO#H
Batch No. / Cepus Ne : V2101573 Batch Size / O6bem napruu : 684.000 KG ]
Analytical Report No / AHanuTHuecKHii oTueT Ne Date of Analysis / JaTa ananu3sa :25.09.2021
1890001546781, 890001546710
Date of Manufacture / HAata npoussoacrsa :SEP-2021 Date of Expiry / Cpox roanocts : AUG-2026
Analysis performed according ND / Auanns nposeaen no H: ITN008846-071216 (amend Ne 1
from 20.08.2019 / usm. Nel ot 20.08.2019 N
Page 3 of 8
Sr. |Test/ MokasaTtens Result / PeayneTaTs! Specification / Hopma
No.
3 |ldentification /|b) Complies as prescribed/ Retention time of principal peaks in the|
MoanuHHOCTB B cooTBeTcTBUM C onucaHuem chromatogram of test solution should
correspond to retention time of
b) Pitofenone pitofenone hydrochloride and
hydrgch!oride and fenpiverinium bromide peaks in the
fenpiverinium chromatogram of standard solution./
bromide / BpemeHa yaepxuBaHus oCHOBHBLIX NUKOB
MuTocbeHoHa Ha  XxpomarorpaMme  UCNbITYeMoro
rmapoxnopua u pacTtBopa AOMKHbI  COOTBETCTBOBATH
tpeHnnBsepuHNs BpeMeHam yAepXKUBaHNS nuKoB
6pomug nuTodeHoHa rmapoxnopuaa "
eHnuBepuHus 6pomuaa Ha
Xpomartorpamme cTaHaapTHoro
pacTsopa. .
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [poayxT cootBercTByeT Tpeboranuam HI[ | 3akmouenne: OJOBPEHO
Prepared by / Checked by / \ll' Approved by: Manager/Executive /
IMoaroroBneno: [IpoBepeHo: Ono6peHo: MeHemkep / Pykosogutens
Pravesh Rana ﬁ Ramakant M/ Manoj Kumar .)»';99—‘ L(/
Print Date / Print Date / Print Date /
Hara:25.09.2021 Mara:25.09.2021 Hara:25.09.2021

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



Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

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

CEPTHOUKAT AHAJIU3A

www.drreddys.com

Product: Novigan, film-coated tablets /

HoBuran®, TabieTku, NOKPbITHIC MICHOYHOH 060/109K0ii

Batch No. / Cepust Ne : V2101573

Batch Size / O6bem napram : 684.000 KG

Analytical Report No / AvanuTu4ecknii oryet No

890001546781, 890001546710

Date of Analysis / JaTa anaumnsa :25.09.2021

Date of Manufacture / lata npoussoacrsa :SEP-2021

Date of Expiry / Cpok rofnoctn : AUG-2026

Analysis performed according ND / Anasnus nposeaen no HJI: [T N008846-071216 (amend Ne 1

from 20.08.2019 / u3m. Nel ot 20.08.2019

Page 4 of 8

Sr. |Test/ [oka3atens
No.

Result / PeaynbTaThi

Specification / Hopma

4 |Average weight
and Uniformity of
weight / CpegHsis
mMacca u
OAHOPOAHOCTb MO
Macce

568.7 mg/ 568.7 mr

Complies

570.0 mg £ 3 % (from 552.9 mg to 587.1
mg) / 570,0 mr + 3 % (o1 552,9 mr ao
587,1 wmr)

18/20 tabl = NMT £ 5 % /
18/20 Tabn — He Gonee + 5 %

2/20 tabl = NMT + 10 %. /
2/20 Tabn — He 6ornee + 10 %.

5 |Disintegration /

03 min 46 seconds/ MuUH

Not more than 30 min/

Pacnagaemoctb He 6onee 30 muH

6 |Dissolution / Not less than 70 % (Q) of Ci3H1s02
PacTeopeHue (ibuprofen) after 30 min. / He meHee 70
Ibuprofen / 99-106% % (Q) C13H1s02 (M6ynpodbeH) yepes 30
N6ynpodeH MUH.
Pitofenone Not less than 75 % (Q) of C22H2sNO4-HCI
hydrochloride / 101-112% (pitofenone hydrochloride ) after 30 min. /
MutotheHoHa He mexee 75 % (Q) CaH2sNO4HCI
ruapoxnopug (nnTocbeHoHa ruppoxnopua) depes 30

MWH.

‘Remarks : The Product confirms to ND/

IIpumeuanue: [TponykT coorBercTBYeT TpeGoBanuam HJl

Conclusion : APPROVED /
3axmoyenne: OJOBPEHO

Prepared by / Checked by / A) Q Approved by: Manager/Executive /
[ToarotoBneHo: [TpoBepeno: ﬁu/ Ono6peno: Mewnenuep / Pykosoautens
Pravesh Rana .& Ramakant Manoj Kumar ) -}') anl

Print Date / Print Date / Print Date /

Harta:25.09.2021 Jara:25.09.2021 Hara:25.09.2021

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




‘.‘0 Dr. Reddy's Laboratories Ltd.
9 ® . "
Formulation Unit-6
Dr' Reddy s '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOHKAT AHAJIU3A www.drreddys.com

Product: Novigan, film-coated tablets /
Hosuran®, Tabéaerku, nokpoIThie niaeHoYHoi 000,104 K0l
Batch No. / Cepus Ne : V2101573 Batch Size / O6wem naprum : 684.000 KG
Analytical Report No / AnanuTuyecknii oryer Ne Date of Analysis / JaTa ananusa :25.09.2021
890001546781, 890001546710 )
Date of Manufacture / lata nponssoacrsa :SEP-2021 Date of Expiry / Cpoxk rognoctu : AUG-2026
Analysis performed according ND / Ananus npoeesex mo HJL: IT N0O08846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019
Page 5 of 8
Sr. |Test/ Mokazatens Result / Peaynktathl Specification / Hopma
No.
7 |Related 0.04 %
substances / Total impurities not more than 1.0 % /
MocTopoHHue Cymma npumeceit — He 6onee 1,0 %
npumecu
8 |Microbial limits /
Mwukpobuonoruyec
Kas yncToTa
a) Total Aerobic 100 CFU/ ml/
Microbial Count / MeHee 100 KOE/mn Not more than 1000 CFU/m| /
O6uwee yucno He 6onee 1000 KOE/mn
a3pobHbIX
MUKPOOPraHu3amoB
b) Total Combined Less than 50 CFU/ ml/
Yeasts and Mould Menree 50 KOE/mn Not more than 100 CFU/ml /
Count / Obwwee He 6onee 100 KOE/mn
YMCNO APOINOKEBbLIX
1 NnecHeBbIX
rpnboB Absentin1g/
OtcyTctByeTB 11 Absentin1g/
c) E. coli OtcyrctBue B 11
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [ponykT cootBeTcTBYeET TpeGoanusm HJ[ | 3akmouenue: OOBPEHO
Prepared by / Checked by / l)"d' Approved by: Manager/Executive /
[Toarotosneno: [TpoBepeHo: @/ Onobpeno: Meunenzxep / PykoBogutens
: p >
Pravesh Rana /L Ramakant Manoj Kumar ' })ZM._’;
Print Date / Print Date / Print Date /
Hara:25.09.2021 Hara:25.09.2021 Hara:25.09.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s Q,‘o

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUDPHUKAT AHAJIU3A www.drreddys.com

Product: Novigan, film-coated tablets /
Hopuran®, Ta6jeTKkH, NOKPBITHIE MJIEHOYHOH 060109KO0M

Batch No. / Cepus Ne

: V2101573

Batch Size / O6bem napruu : 684.000 KG

Analytical Report No / AnaauTn4eckuii oTyeT Ne
1890001546781, 890001546710

Date of Analysis / [laTa ananu3a :25.09.2021

Date of Manufacture / lata npon3soactsa :SEP-2021

Date of Expiry / Cpox roanocts : AUG-2026

Analysis performed according ND / Ananu3 nposeaes mo HJI: I1 N008846-071216 (amend Ne 1
from 20.08.2019 / uzm. Nel ot 20.08.2019

Page 6 of 8

No.

Sr. |Test / MNokazaTenb Result / PeaynbtaTthl

Specification / Hopma

9 |Uniformity of

OpHopogHoCTb
[,03UPOBaHNS:
Pitofenone
hydrochloride /
MuTtodbeHoHa
rnapoxnopua

Fenpiverinium
bromide /
deHnmMBepuHUA
Opomwug,

dosage units of /

4.0

5.4

Acceptance value (AV) should be not
more than 15.0. / MokasaTenb
npvemnemocTty (AV) OMKHO BbITb He
6onee 15,0

Acceptance value (AV) should be not
more than 15.0. / NokasaTenb
npvemMnemocTy (AV) [OSMKHO ObITb He
Gonee 15,0

Remarks : The Product confirms to ND/
Ilpumeuanue: [IpoaykxT cooTBeTcTBYET TpeboBaHusM HJJ

Conclusion : APPROVED /
3axmarouenne: OJIOGPEHO

Prepared by /
[Toarotosnexo:
Pravesh Rana 4

Checked by /
[TpoBepeHo: W
Ramakant

Approved by: Manager/Executive /

OnobpeHo: Meneaxep / Pykosoautens
Manoj Kumar ")”MI/

Print Date /
Jlara:25.09.2021

Print Date /
Jarta:25.09.2021

Print Date /
Jata:25.09.2021

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




‘..0 Dr. Reddy's Laboratories Ltd.
) a . .
Formulation Unit-6
Dr. Red dy s '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUDOUKAT AHAJIM3A www.drreddys.com

Product: Novigan, film-coated tablets /
Hosuran®, taéaerkn, NOKPbIThIE IJIEHOYHOMH 0001049KOIH
Batch No. / Cepusi No : V2101573 Batch Size / O6bem naprun : 684.000 KG

Analytical Report No / AnannTHyecknii oryer Ne Date of Analysis / JlaTa ananu3a :25.09.2021
:890001546781, 890001546710

Date of Manufacture / Tata nponssoacrsa :SEP-2021 Date of Expiry / Cpok roanocrn : AUG-2026
Analysis performed according ND / Ananns nposeaen no H/I: T1N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019

Page 7 of 8

Sr. |Test/ MNokazarens Result / Peaynbrarsl Specification / Hopma
No.
10 Assay / 398.4 mg/ 398.4 mr From 384.0 to 416.0 mg of C13H150;
KonuyecTteeHHoe (ibuprofen) per tablet. /
Ibuprofen / (wBynpocheH) B Tabnetke.
U6ynpodgeH
Pitofenone 5.018 mg/ 5.018 mr From 4.5 to 5.5 mg of CzH2sNO4HCI
; (pitofenone hydrochloride) per tablet. /
nydrochloside] OT 4,5 0 5,5 Mr C22HzsNO4 HCI
nrosbelisna (nuTodbeHoHa ruapoxnopua) B TabneTke
rmapoxsopug, ap PvA
S From 0.09 to 0.11 mg of C2,H2sBrN,O

Fenp!vennaum 0.1050 mg/ 0.1050 mr (fenpiverinium bromide) per tablet.
bromide / OT 0,09 210 0,11 Mr C25H6BrN,0
PeHnusepuHis (theHnusepuHms Gpomua) B TabrneTke
Bpomug, I

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

ITpumeuanue: [ponykr coorsercreyer TpeGosannsm HJ | 3axmouenne: OJOBPEHO

Prepared by / Checked by / L‘f Approved by: Manager/Executive /

[Noarotosneno: [Tposepeno: Onobpeno: Menemxkep / Pykosoantennb

Pravesh Rana ,g, Ramakant Manoj Kumar })7

Print Date / Print Date / Print Date /

Hara:25.09.2021 Hara:25.09.2021 Hata:25.09.2021

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 Q‘:‘

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIU3A

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

HoBuran®, tadnerk

Product: Novigan, film-coated tablets /

H, IOKPLITIE IVICHOYHOH 000104K0iH

Batch No. / Cepusi Ne :

V2101573 Batch Size / O6bem napran : 684.000 KG

Analytical Report No / AuannTnyecknii oTyer No
1890001546781, 890001546710

Date of Analysis / lata ananu3za :25.09.2021

Date of Manufacture /

Hata npoussoacrsa :SEP-2021 Date of Expiry / Cpok roanoctn : AUG-2026

Analysis performed according ND / Anasus NnpoBeeH
from 20.08.2019 / u3m. Nel ot 20.08.2019

mo HJT: IT N008846-071216 (amend Ne 1

Page 8 of 8
Sr. |Test/ Mokasatensb Result / PesynbTaTh! Specification / Hopma
No.
11 |Package / 10 tablets in a aluminum blister. |10 tablets in a PVC/aluminum blister or
Ynakoska 1 blister and patient information |PA/AL/PVC//aluminum blister. 1 or 2
leaflet in a carton pack. / Mo 10 |blisters and patient information leaflet in
Tabnerok B /anbloMuHNeBbIii a carton pack. / Mo 10 TabneTok B
Brmctep. Mo 1 6nuctepy ¢ MBX/anomMuHuesbiin 6rinctep nnm
VHCTpYKLMeit no npumereruio B [MA/AN/MNBX//anioMuHueBsIii Gnucrep.
Nnayky KapTOHHYIO. Mo 1 unn 2 6nucTtepa ¢ MHCTPyKLUMeit No
NPUMEHEHUIO B NauKy KapTOHHYIO.
12 |Labeling / According to ND / B cooteeTcTBum ¢ HJ
Mapkuposka
13 /Storage conditions |At temperature below 25°C / Ipu TemnepaType He Bbilwe 25 °C.
XpaHeHue
14 [Shelf life / Cpok Syears /5 ner
rogHOCTN

Remarks : The Product confirms to ND/
ITpumeuanne: [poaykT cooTBeTcTBYET TpeGoBanusam HJI

Conclusion : APPROVED /
3akaoyenue: OJJOBPEHO

Prepared by / Checked by / " \d, Approved by: Manager/Executive /

IToarorosnexo: [Tposepeno: W OpnobpeHo: Meneauer /Pyxoaoum"enb
kant e Manoj K A

Pravesh Rana ;ﬁ, Ramakan anoj Kumar "}).

Print Date / Print Date / Print Date /

Hara:25.09.2021 Hara:25.09.2021 Hara:25.09.2021

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




