Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIM3A

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

Product: Novigan, film-coated tablets /

Hosuran®, tabineTku, NOKpbIThIE MJEHOUYHOH 000J104KOI

Batch No. / Cepust Ne : V2101571

Batch Size / O6bem nmaprun : 672.000 KG

Analytical Report No / AnasuTu4eckuii oTyeT No

:890001550763, 890001550729

Date of Analysis / JlaTa anaan3za :19.10.2021

Date of Manufacture / Hdata npousBoacTea :SEP-2021

Date of Expiry / Cpok rognoctn : AUG-2026

Analysis performed according ND / Anaaus nposegen no HJI: I1 N008846-071216 (amend No 1

from 20.08.2019 / u3m. Nel ot 20.08.2019

OnucaHve

coated tablets debossed with
NOVIGAN on one side. On a
cross section white core.

/ Kpyrnble ABOSKOBbIMNYKIIblE

TabneTku, NOKpbITbie
nneHo4YHon obonoykoin 6enoro
LuBeTa, C TUCHEHNEM
«NOVIGAN» Ha oaHon
cTopoHe. Ha nonepeyHom
paspese a4po benoro UBeTa.

Page 1 of 8
Sr. |Test/ Nokazartenb Result / Pesynbrarbl Specification / Hopma
No.
1 |Description /|White round biconvex film-|White round biconvex film-coated tablets

debossed with NOVIGAN on one side.
On a cross section white to off-white
core.

/ Kpyrrible ABOSAKOBbLINYKMble TabneTkuy,

MOKPbITbIE NNEHOYHON 000MNOYKOA
fenoro ugeTa, C TUCHEHNEM
«NOVIGAN» Ha ogHo cTopoHe. Ha
nonepeYHoM paspese 4po oT 6enoro o
noytn 6enoro useTa.

Remarks : The Product confirms to ND/ _
Ilpumeuanne: [Tponyxr coorBercTByeT TpeboBaHusimM HI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBneHo: IIpoBepeno: Onobpeno: Menemxkep / PykoBonurens
Pardeep Kumar Qf__' Himesh Kl?%r/l//,‘: Amit Kumar YN

Print Date / Print Date / Print Date /

Hara:19.10.2021 Hara:19.10.2021 Hara:19.10.2021

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 ‘;

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CEPTUOUKAT AHAJIN3A

www.drreddys.com

Product: Novigan, film-coated tablets /
Hoguran®, rad/ieTku, NOKpbIThIE NJIEHOYHOI 000J104K0i

Batch No./ Cepus Ne : V2101571

Batch Size / O6bem maprTum : 672.000 KG

Analytical Report No / Arasinruuecknii ordyer No
1890001550763, 890001550729

Date of Analysis / laTa ananusa :19.10.2021

Date of Manufacture / Jdarta npousBoacTsa :SEP-2021

Date of Expiry / Cpok rognocru : AUG-2026

Analysis performed according ND / Anaau3 npoeeaen no H/I: [T N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019

Page 2 of 8
Sr. |Test/ NokazaTens Result / Pe3ynbTaThl Specification / Hopma
No.
2 |ldentification /
MoanMHHOCTB a) Complies as prescribed/ Retention time of principal peak in the
a) Ibuprofen / B cootBeTcTBUM C onucaHnem  [chromatogram of test solution should
NoynpodeH correspond to retention time of principal

peak in the chromatogram of ibuprofen
standard solution. / Bpema yaep>xusaHus
OCHOBHOIMo TMMKa Ha Xpomarorpamme

NCNbITYyemoro pacTeopa ZOMKHO
COOTBETCTBOBATL BpEMEHHN
YOEPXKUBAHMS  OCHOBHOTO MUKa Ha
XpomMaTtorpaMmme cTanaapTHOro

pactBopa ubynpodeHa.

Remarks : The Product confirms to ND/
IIpumeyanmne: Ilpoaykr cooreTcTBYyeT TpeboBaHusam HJJ

Conclusion : APPROVED /
3akawouyenue: OJJOBPEHO

Prepared by /
IlogrotoBneno:
Pardeep Kumar

— —_—

Checked by /
IIpoBepeHo:

Himesh I\W

=

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauTens

Amit Kumar CN—
A

Print Date /
Jara:19.10.2021

Print Date /
Jata:19.10.2021

Print Date /
Jata:19.10.2021

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
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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

CEPTUOPUKAT AHAJIM3A

www.drreddys.com

Product: Novigan, film-coated tablets /
Hosuran®, tabi1eTKH, NOKPBbITHIE TJIEHOYHO 0001049KO0#

Batch No. / Cepusa Ne: V2101571

Batch

Size / O6bem mapruu : 672.000 KG

Analytical Report No / Ananuruueckuii oTueT Ne
:890001550763, 890001550729

Date of Analysis / JlaTa ananu3a :19.10.2021

Date of Manufacture / laTa npomBoncn_sa :SEP-2021

Date of Expiry / Cpok rogsocetu : AUG-2026 |

Analysis performed according ND / Ananu3 nposeaen o HJI: ITN008846-071216 (amend Ne 1
from 20.08.2019 / u3mM. Nel ot 20.08.2019

MNoanuHHOCTL

b) Pitofenone

fenpiverinium

hydrochloride and

Page 3 of 8
Sr. [Test/ NokaszaTens Result / PesynbTaTthbl Specification / Hopma
No.
3 |ldentification /|b) Complies as prescribed/ Retention time of principal peaks in the

B cooTBeTCcTBUM C ONUCAHNEM

bromide / BpemeHa yaepxuBaHUs OCHOBHbIX MUKOB

lNnTocheHoHa Ha xpomarorpamme UCnbITYEMOro

rmapoxnopui u pacTBopa [AOMKHbI  COOTBETCTBOBAaTb

heHnmeepuHns BpEMeHaMm yOEPKUBaHUSA M1KoB

Bpomug nutodgpeHoHa rmapoxnopuga n
theHnmBepnHus 6pomuga Ha
Xpomarorpamme cTaHAapTHOro
pacTsopa.

chromatogram of test solution should
correspond
pitofenone
fenpiverinium bromide peaks
chromatogram of standard solution./

of
and
in the

retention time

hydrochloride

to

Remarks : The Product confirms to ND/
IIpumeuanne: Ilponykt cooTBeTcTBYET TpeboBanusm HJ[

Conclusion : APPROVED /
3akmrouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToprororneHo: IIposepeHo: Onob6peno: Menemxep / PykoBoaurens
Pardeep Kumar @f/j Himesh X"%%J_,/—H‘ Amit Kumar A

_ Ad—
Print Date / Print Date / Print Date /
Hara:19.10.2021 Harta:19.10.2021 Hara:19.10.2021

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  Tel:+91 98166 56001-02

CEPTUDPUKAT AHAJIU3A www.drreddys.com

Product: Novigan, film-coated tablets /

HoBurau®, TadjieTkH, NOKPbIThIE JIEHOYHOH 0001049KO¥H

Batch No. / Cepus Ne : V2101571

Batch Size / O6bem maptuu : 672.000 KG

Analytical Report No / Anagutudeckuii otuer No

1890001550763, 890001550729

Date of Analysis / lara anranuza :19.10.2021

Date of Manufacture / lata npouzsoacrsa :SEP-2021

Date of Expiry / Cpok roaHocty : AUG-2026 |

Analysis performed according ND / Anaau3 nposeaen no HJI: IT N008846-071216 (amend Ne 1

from 20.08.2019 / u3m. Nel ot 20.08.2019

Page 4 of 8

Sr. |Test / Noka3zaTtenb Resuit / PeaynbTaTthl

No.

Specification / Hopma

4 |Average weight
and Uniformity of
weight / CpegHsis
Macca u

Macce

568.4 mg/ 568.4 mr

OAHOPOAHOCTL MO Complies

570.0 mg + 3 % (from 552.9 mg to 587.1
mg) / 570,0 mr £ 3 % (oT 552,9 Mr go
587,1 mr)

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

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

5 |Disintegration /

04 min 00 seconds/ MuH

Not more than 30 min/

PacnagaemocTb He 6onee 30 MuH

6 |Dissolution/ Not less than 70 % (Q) of Ci3H1s0:2
PacTBopeHue (ibuprofen) after 30 min. / He meHee 70
Ibuprofen / 101-104% % (Q) C13H1s02 (MbynpodheH) yepes 30
NbynpodpeH MUH.
Pitofenone Not less than 75 % (Q) of C22H2sNO4HCI
hydrochloride / 105-110% (pitofenone hydrochloride ) after 30 min. /
nMTOd)eHOHa He meHee 75 % (Q) 022H25NO4'HC|
TUAPOXIOPUA (nuTodheHoHa rugpoxnopug) depes 30

MUH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Ipoaykr cooreercTByeT TpeboBanusm HJ[ | 3axmodenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTosneHo: [IpoBepeHo: OnobpeHo: Menemkep / PykoBonurens
Pardeep Kumar (_I Himesh KM Amit Kumar [\ .

p a— llﬁ;}_f;:f
Print Date / Print Date / Print Date /
Hata:19.10.2021 Jata:19.10.2021 Hata:19.10.2021

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 ‘;

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

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

CERTIFICATE OF ANALYSIS  Tel: +91 98166 56001-02

CEPTUPUKAT AHAJIN3A

www.drreddys.com

Product: Novigan, film-coated tablets /
Hoeuran®, radjeTKH, NOKPbIThIE MUIEHOYHOH 000/104K0#

Batch No. / Cepus Ne: V2101571 Batch

Size / O6bem naptuu : 672.000 KG

Analytical Report No / AHanuTuuyeckuii oT4yer Ne
1890001550763, 890001550729

Date of Analysis / JlaTa ananu3za :19.10.2021

Date of Manufacture / Jlata npon3soactsa :SEP-2021

Date of Expiry / Cpok roanoctn : AUG-2026

Analysis performed according ND / Auanu3 nposeaen no HJI: IT N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019

Kas yncroTa
a) Total Aerobic
Microbial Count /
O6bwee vucno
a3p0BHbIX
MWKPOOpPraHM3moB

b) Total Combined
Yeasts and Mould
Count / ObLwee
YUCTIO OPOANCKEBBIX
1 NNecHeBbIX
rpubos

c) E. coli

Page 5 of 8
Sr. |Test / Nokasatenb Result / Pe3ynbTathl Specification / Hopma
No.
7 |Related 0.03 %
substances / Total impurities not more than 1.0 % /
MocTopoHHne Cymma npumeceit — He 6onee 1,0 %
npumecu
8 |Microbial limits /
Mukpobuonoruyec

Less than 100 CFU/ ml /

MeHee 100 KOE/mn Not more than 1000 CFU/mli /
He 6onee 1000 KOE/mMn

Less than 50 CFU/ ml/

MeHnee 50 KOE/mMn Not more than 100 CFU/ml /
He 6onee 100 KOE/mn

Absentin1g/

OTtcyTtctByeTB 11 Absentin1g/
OtcytctBue B 1 r

Remarks : The Product confirms to ND/
IIpumeuanmne: Ilpoaykr cootBercTBYeT TpeboBaHusM HJI

Conclusion : APPROVED /
3akaouenue: OJJOBPEHO

Hara:19.10.2021

Hata:19.10.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: IIpogepeno: . | Onobpeno: Menemxep / PykoBoaurens
Pardeep Kumar ‘ Himesh Ku ’_’_/_1.//) Amit Kumar

b = 1nar—. . h T\—
Print Date / Print Date / Print Date / :

Jara:19.10.2021

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 Laboratories Ltd.

’ . Formulation Unit-6

Dr’ Red dy s °. Vill. Khol, Nalagarh Road, Baddji,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUD®UKAT AHAJIU3A www.drreddys.com

Product: Novigan, film-coated tablets /
HoBuran®, Tab/1eTKH, NOKPbITHIE I1J1€eHOYHOH 000JI04YKOi
Batch No. / Cepust Ne : V2101571 Batch Size / O6bem naptuu : 672.000 KG
Analytical Report No / AnasuTuueckunii oryer Ne Date of Analysis / lata ananu3a :19.10.2021
:890001550763, 890001550729
Date of Manufacture / Jlata npounspoacTsa :SEP-2021 Date of Expiry / Cpok rogsoctn : AUG-2026 |
Analysis performed according ND / Ananu3 nposeaen mo HJI: [1 N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019 1
Page 6 of 8

Sr. |Test/ NokazaTtenb Result / Pesynetathl Specification / Hopma

No.

9 |Uniformity of Acceptance value (AV) should be not
dosage units of / more than 15.0. / lNokasaTtenb
OpHopoaHocTb npuemnemocTi (AV) OmkHO BbITh He
[031MpOoBaHNg: 3.9 6onee 15,0
Pitofenone '
hydrochloride /

MutodeHoHa
rmapoxnopua
Fenpigetinium 5.9 Acceptance value (AV) should be not
bromide / more than 15.0. / MNokasatens
dbeHnuBepuHns npuemnemoctit (AV) OMKHO ObITb He
6pomng Gonee 15,0
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Ipoaykr coorsercTayeT TpeGosanusam H][ | 3aximouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: [TpoBepeno: OnobpeHo: Menemxep / PykoBoautens
Pardeep Kumar Ql Himesh RW Amit Kumar A
. y A“\/
Print Date / Print Date / Print Date /
Hara:19.10.2021 Hata:19.10.2021 Hara:19.10.2021

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 ":'

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

www.drreddys.com

CEPTUD®HUKAT AHAJIU3A
Product: Novigan, film-coated tablets /
Hourau®, tabjieTKH, NOKPBITHIE MJIEHOYHOU 000J104KOI1
Batch No. / Cepus Ne : V2101571 Batch Size / O6bem naptuu : 672.000 KG
Analytical Report No / AranuTuyeckuii oruer Ne Date of Analysis / laTa ananu3a :19.10.2021
:890001550763, 890001550729 - L o
Date of Manufacture / lata npouspoactsa :SEP-2021 Date of Expiry / Cpox rognocrn : AUG-2026
Analysis performed according ND / Anasu3 npogseaen nmo H: [T N0O08846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019
Page 7 of 8
Sr. |Test/ Nokasatenb Result / PesyneTaThl Specification / Hopma
No.
10 |Assay/ 402.7 mg/ 402.7 mr From 384.0 to 416.0 mg of C13H1502
KonvyecTtBeHHoe (ibuprofen) per tablet. /
onpepnerneHve OT 384,0 ao 416,0 Mr C1aH180:2
Ibuprofen / (néynpodpeH) B TabneTke.
MN6ynpodheH
Pitofenone 5.001 mg/ 5.001 mr Frfin; 4.5t0 :g mghclJf %22)H25N?4é)|l'|?|/
: pitofenone hydrochloride) per tablet.
;T/I‘iroo;zlsgs: d OT 4,5 80 5,5 Mr C22H2sNO4-HCl
e —— (nuTodpeHOHa rnapoxnopua) B Tabnetke
. From 0.09 to 0.11 mg of C22H29BrN.O
FeApISininn 0.1027 mg/ 0.1027 mr (fenpiverinium bromide) per tablet.
bromide / OT 0,09 10 0,11 Mr CooH26BrN>0
deHnMBepnHISA (beHnusepuHus Gpomung) B TabneTke
Bpomug,

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

TIpumeuanne: ITpoaykt cooreTcTByeT TpeboBanuam HJI | 3axaouenne: OIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: j IIposepeHo: Onobpeno: Menemxep / PykoBoauresb
Pardeep Kumar _ | Himesh I\u‘)_L/—-/Q Amit Kumar A\

= - umar : /A\:\/
Print Date / Print Date / Print Date /
JaTta:19.10.2021 Hata:19.10.2021 Hara:19.10.2021

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



‘.o Dr. Reddy's Laboratories Ltd.

’ °® Formulation Unit-6

Dr' Red dy s 0. Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tel: +9198166 56001-02
CEPTUDHKAT AHAJIM3A www.drreddys.com

Product: Novigan, film-coated tablets /

Hopuran®, Tab/ieTkH, NOKPHITHIE IEHOYHOH 000104KOMH

Batch No. / Cepus Ne : V2101571 Batch Size / O6bem naptuu : 672.000 KG
Analytical Report No / Ananutu4yeckuii ordyer Ne Date of Analysis / JlaTta ananu3a :19.10.2021
:890001550763, 890001550729 -
Date of Manufacture / IIaTanOl/BBOH(_!T_Ba :SEP-2021 Date of Expiry / Cpok rognocts : AUG-2026
Analysis performed according ND / Ananu3 nposeaen no HJI: IT N0O08846-071216 (amend Ne 1
from 20.08.2019 / uzam. Nel ot 20.08.2019

Page 8 of 8
Sr. |Test/ NokazaTtenb Result / PesynbTathl Specification / Hopma
No.
11 |Package / 10 tablets in a aluminum blister. |10 tablets in a PVC/aluminum blister or
Ynakoska 2 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
TabneTok B /anbloMUHNEBLIN a carton pack. / Mo 10 TabneTok B
6nuctep. Mo 2 6rinctepy ¢ MBX/antoMyUHUEBLIN GrincTtep unn
WHCTpyKumen no npumeHenunio B |MNA/AJT/TIBX//antoMmyuHnesbii 6nncTep.
nayvyky KapTOHHYIO. Mo 1 unn 2 6nucTtepa ¢ MHCTPYKLMER Mo
NMPUMEHEHNIO B NMayKy KapTOHHYHO.
12 |Labeling/ According to ND / B cooTtBeTcTBUMM ¢ H
Mapkuposka
13 /Storage conditions |At temperature below 25°C / [pn Temnepatype He Bbiwe 25 °C.
XpaHeHue
14 |Shelf life / Cpok 5 years /5 net
rogHoCTH
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
I pumeuanise: [Tpoaykr coorsercTByeT Tpebopanuam HJ[ | 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[logrorosneno: [IpoBepeHo: — | Onobpeno: Meunemxep / PykoBoaurens
Pardeep Kumar _ /{_ﬁ Himesh W Amit Kumar AP-\ N
- Y -
Print Date / Print Date / Print Date /
Hata:19.10.2021 Hara:19.10.2021 Hara:19.10.2021
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www.drreddys.com



