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

CEPTUOHUKAT AHAJIU3A

Tel : +91 98166 56001-02

www.drreddys.com

Product: Novigan, film-coated tablets /
Horuran®, TabieTKH, NOKPbITHIE NJIEeHOYHOIH 000J04KOH

Batch No. / Cepust Ne : V2200470

Batch Size / O6bem maptuu : 684.000 KG

Analytical Report No / Ananurudeckuii orger Ne
1890001582198, 890001581887

Date of Analysis / lara ananusa :31.03.2022

Date of Manufacture / JIaTta npousBojcrea :FEB-2022

Date of Expiry / Cpox rognoctu : JAN-2027

Analysis performed according ND / Auanus nposeaex no HJI: 1 N008846-071216 (amend Ne 1
from 20.08.2019 / uam. Nel ot 20.08.2019

Page 1 of 8

Result / PeaynbTaTthl

Specification / Hopma

Sr. |Test / NokasaTenb
No.
1 |Description /
Onucanne

White round biconvex film-
coated tablets debossed with
NOVIGAN on one side. On a
cross section white core.

/ Kpyrnble ABOAKOBbINYKIbIE

TabneTku, NOKpbITHIE
nneHo4Hoi obornoukon 6enoro
LBeTa, C TUCHEHNEM
«NOVIGAN» Ha ogHoW
cTopoHe. Ha nonepeyHoM
paspese sapo benoro UBeTa.

White round biconvex film-coated tablets
debossed with NOVIGAN on one side.
On a cross section white to off-white
core.

/ Kpyrnbie ABOSIKOBLIMyKNble TabneTk,

MOKpbITbIE NIEHOYHOR 060I04KOM
Benoro UBETa, C TUCHEHNEM
«NOVIGAN» Ha oaHoii cTopoHe. Ha
nonepeYHoM paspese sApo oT benoro fo
nouTn 6enoro LBeTa.

Remarks : The Product confirms to ND/
IIpumeuanue: [IpoaykT coorercTByeT Tpebosanusam HJL

Conclusion : APPROVED /
3axmouenne: OJTOBPEHO

Prepared by /
IloaroToBneHoO:
Pardeep Kumar

Checked by /
ITpogepeno:
Himesh Kumar

e

e

Approved by: Manager/Executive /
Ono6peno: Mexemxep /

Pykopoaurens
Rishu Sharma

."I'\

Print Date /
Jara 31.03.2022

Print Date /
Hata:31.03.2077?

o
Print Date /

TaTa;31.03.2022

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 Q‘:"

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

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

CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIN3A

Tel : +91 98166 56001-02

www.drreddys.com

Product: Novigan, film-coated tablets /
Hopuran®, Ta0neTKH, DOKPLIThIE MJieHO4YHOH 000J04YKOM

Batch No. / Cepus Ne : V2200470

Batch Size / O6wem naptun : 684.000 KG

1890001582198, 890001581887

Analytical Report No/ AHaauTHYECKHii oTueT Ne

Date of Analysis / JlaTa aHaausa :31.03.2022

Date of Manufacture / JlaTa npoH3BOACTBA :FEB-2022

Date of Expiry / Cpok roasoct : JAN-2027

Analysis performed according ND / AHaJIM3 NIpOBeAeH 1o
| from 20.08.2019 / u3m. Nel ot 20.08.2019

HJI: I1 N008846-071216 (amend Ne 1

Page 2 of 8
[ Sr. |Test/ MokasaTtenb Result / PesynbTaTthbl Specification / Hopma
No.
2 |ldentification /
MoanuHHOCTL a) Complies as prescribed/ Retention time of principal peak in the
a) Ibuprofen / B cooTBETCTBUM C onmcaHwem  |chromatogram of test solution should
NoynpodeH correspond to retention time of principal

peak in the chromatogram of ibuprofen
standard solution. / Bpemsa yaepXxuBaHna
OCHOBHOro MUKa Ha XpomaTorpamme

UCNbITYEMOro pacTsopa JAOIKHO
COOTBETCTBOBATb BPEMEHU
yAEPKVBaHNA ~ OCHOBHOro  nuka  Ha
xpomaTorpamme cTaH4apTHoro

pacTeopa nbynpodeHa.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [TpoJyKT COOTBETCTBYET TPEOOBAHUAM HJl | 3axmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToAroTOBNEHO: [IpoBepeHo: Opnobpeno: Menemxkep /
Pardeep Kumar Himesh Kumar Pykosourens -
T == Rishu Sharma /'

oy — (_i:‘:——}”_ : ‘ ‘ J.' ]‘ijf-{i"l”’
Print Date / Print Date / Print Date /
Jara 31.03.2022 JlaTa:31.03.2022 Ilara-31.03.2022

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




Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

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

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

CEPTUDHKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product: Novigan, film-coated tablets /
Hosurau®, tabierki, NOKPbITbie IJIEHOYHOM 000J0YKOM

Batch No. / Cepust

Ne : V2200470

Batc

h Size / O6bem naptuu : 684.000 KG

Analytical Report No / AHajuTH9eCKuii oT4eT Ne
:890001582198, 890001581887

Date of Analysis / JlaTa apanmu3a :31.03.2022

Date of Manufactu

re / lata npoussoacTsa :FEB-2022

Date of Expiry / Cpox roasocts : JAN-2027

hydrochlorid

bromide /

Spomug,

b) Pitofenone
fenpiverinium
MutodeHoHa

rmgpoxJyiopua n
heHnBepuHnNs

e and

Analysis performed according ND / Apanu3s nposeaeH 110 HJI: [T N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019
Page 3 of 8
Sr. |Test/ [Noka3aTenb Result / PesynbTaTthbl Specification / Hopma
No.
3 |ldentification /|b) Complies as prescribed/ Retention time of principal peaks in the
MopnuHHOCTL B cOOTBETCTBUN C ONMCaHNeM  [chromatogram of test solution should

correspond to retention time of
pitofenone hydrochloride and
fenpiverinium bromide peaks in the
chromatogram of standard solution./

BpeMmeHa yaepXuBaHusi OCHOBHbIX M1KOB

Ha XpomarorpaMmme UCMbITyemoro
pacTBOpa [OIKHbl ~ COOTBETCTBOBATH
BpeMeHaMm yaepXunsaHns nMKoB
nutocheHoHa ruapoxnopuaa n
heHnmBepUHNS opomuga Ha
XpomMaTtorpamme cTaHAapTHOro
pacTsopa.

Remarks : The P
Ipumeuanue: I1

roduct confirms to ND/
POJIYKT COOTBETCTBYET TPEOOBAHMAM HI

Conclusion : APPROVED /
3akmwodenne: OJJOBPEHO

Prepared by /
TToaroToBNIEHO:
Pardeep Kumar

“

Checked by /
[IporepeHo:
Himesh Kumar

i

Approved by: Manager/Executive /
Onobpeno: Menemxep /

PykoBoIUTEND
Rishu Sharma

..-\

o

Print Date /
Jara 31.03.2022

Print Date /
Jara:31.03.2022

Print Date /
Jata:31.03.2022

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: L85195AP1384PLC004507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTHO®UKAT AHAJIH3A

Tel : +91 98166 56001-02

www.drreddys.com

Product: Novigan, film-coated tablets /

Hopurau®, TabieTKH, NOKPbITHIE NJIeHOYHOH 060104KOH

Batch No. / Cepus Ne : V2200470

Batch Size / O6bem naptun : 684.000 KG

890001582198, 890001581887

Analytical Report No / AHajuTH4YecKHii 0T9€T Ne

Date of Analysis / JlaTa ananusa :31.03.2022

Date of Manufacture / JlaTa npou3sojcrsa :FEB-2022

Date of Expiry / Cpok rogsoctu : JAN-2027

Analysis performed according ND / Ana;in3 nposeaex 1o HJI: T1 N008846-071216 (amend Ne 1

|from 20.08.2019 / uzm. Nel ot 20.08.2019

Page 4 of 8

Sr. |Test / NMokazatenb
No.

Result / PesynkTraTthl

Specification / Hopma

4 |Average weight
and Uniformity of
weight / CpepHsas
mMaccav
O[HOPOAHOCTbL M0
macce

569.9 mg/569.9 Mr

Complies

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

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

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

5 |Disintegration /

02 min 51 seconds/02m 51uH

Not more than 30 min /

PacnagaemocTb He 6onee 30 mMuH

6 |Dissolution / Not less than 70 % (Q) of Ci3H1sO2
PacTeopeHue (ibuprofen) after 30 min. / He mexee 70
Ibuprofen / 101-103% % (Q) C13H1s02 (MBynpodeH) yepes 30
NBynpodoeH MUH.
Pitofenone Not less than 75 % (Q) of C22H2sNO4-HCI
hydrochloride / 101-105% (pitofenone hydrochloride ) after 30 min. /
MuTodeHoHa He meHee 75 % (Q) Ca22H2sNO4-HCI
FMApoOXnopuA (nuTochbeHoHa ruapoxnopua) Yepes 30

MUWH.

Remarks : The Product confirms to ND/
IMpumeuanue: IIpolyKT COOTBETCTBYET Tpebosanusim HJ{

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

Prepared by /
[ToxrotoBneHo:
Pardeep Kumar

Checked by /
[TposepeHo:
Himesh Kumar

NI

Approved by: Manager/Executive /
Ono6peHo: Menenxep /
Pykopomutens /)

Rishu Sharma y \J.'*‘_.)'? (1]

/

Print Date /
Jara 31.03.2022

Print Date /
JlaTa:31.03.2022

Print Date /
Jlara:31.03.2022

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




Dr.Reddy’s ":'

Dr. Reddy's Laboratories Ltd.
Formulatior Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

CEPTUOHKAT AHAJTH3A Tel ; +91 98166 56001-02

www.drreddys.com

Product: Novigan, film-coated tablets /
Hosuran®, Ta6/eTKH, NOKPBLITHIE IICH

04HOIi 000J0YKOH

Batch No. / Cepus Ne : V2200470

Batch Size / O6nem napTuu : 684.000 KG

:890001582198, 890001581887

Analytical Report No / Ananurndeckuii oraer Ne Date of Analysis / JlaTa aHajiu3a :31.03.2022

Date of Manufacture / J/IaTa npou3BoACcTBa

:FEB-2022 Date of Expiry / CpoK roasocTi : JAN-2027

|from 20.08.2019 / u3m. Nel oT 20.08.2019

Analysis performed according ND / Anasms nposenet no HJL: 11 N008846-071216 (amend Ne 1 J

Page 50f 8

]7$r. Test / NMoka3zaTernb Result/ P
No

e3ynbTaThl Specification / Hopma

substances /
MocTopoHHWe
npumecu

7 |Related 0.03%

Total impurities not more than 1.0%/
Cymma npumveceit — He 6onee 1,0 %

8 |Microbial limits /
Mukpobuorornyec
Kas yucToTa

a) Total Aerobic

b) Total Combined

YWCIO APONOKEBDBIX
¥ MNECHEBbIX
rpmbos

Absen

Microbial Count / Less than 100 CFU/ mi/ Not more than 1000 CFU/ml/
QOb6ulee 4ncno MeHee 100 KOE/mn He 6onee 1000 KOE/mn
a3pobHbIX

MWUKPOOPraHu3moB

Yeasts and Mould Less than 50 CFU/ ml/ Not more than 100 CFU/ml/
Count / ObLyee MeHee 50 KOE/mn He 6onee 100 KOE/mn

tin1g/ Absentin1g/

c) E. coli OtcyTcTByeTB 11 OTcyTcTBue B 11 J

Remarks : The Product confirms to ND/
Hpumeuanne: [IpoayKT COOTBETCTBYET .

Conclusion : APPROVED /
rpeGosarnam HIL 3armouenne: OJOBPEHO

[ToaroTosjeHo: [IpoBepeHo:

o]

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

Pardeep Kumar Himesh Kumar PykoBoauTenb /)

Ono6peno: Meneaxep /

/

'frl|.
%];)Li.t 17
.‘,IJ

— Rishu Sharma

Print Date / Print Date /

Jlara 31.03.2022 Tara:31.03.2022 Jlara:31.03.2022

Print Date /

Registered Office: 8-2-337, Road No. 3, Ba

njara Hills, Hyderabad - 500634, Telangana, India

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

CIN: L85195

AP1984PLC0O04507

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

CEPTUDHKAT AHAJIU3A

Tel : +91 98166 56001-02

www.drreddys.com

Product: Novigan, film-coated tablets /

Hopnrau®, TabieTkn, NOKPHIThIE 1eHOoYHOM 000J104KO0i

Batch No. / Cepusi Ne : V2200470 Batch Size / O6bem naptuu : 684.000 KG

:890001582198, 890001581887

Analytical Report No / AHaJHTHUECKH# oTUeT Ne Date of Analysis / JlaTa ananusa :31.03.2022

Date of Manufacture / Jlata npoussojicrsa :FEB-2022 Date of Expiry / Cpox roguoctn : JAN-2027

from 20.08.2019 / u3m. Nel ot 20.08.2019

Analysis performed according ND / AHanu3 npoBe/ieH 1o HJI: 1T N008846-071216 (amend Ne 1

Page 6 of 8

Sr. |Test / NMoka3arenb Result / PeaynbTaTthl
No.

Specification / Hopma

9 |Uniformity of
dosage units of /
OpHopoadHOCTb
[03UpOBaHUSA:

Pitofenone
hydrochloride /
MnutodpeHoHa
rMapoxnopua

3.6

. 4.1
Fenpiverinium

bromide /
deHnmeepuHNs
Opomug

Acceptance value (AV) should be not
more than 15.0. / [NokasaTtenb
npuemnemocTy (AV) AOIMKHO ObITb HE
Bonee 15,0

Acceptance value (AV) should be not
more than 15.0. / TlokasaTenb
npuemnemocTy (AV) AOIKHO ObITb HE
Gonee 15,0

Remarks : The Product confirms to ND/ Conclusion : APPROVED/
Mpumeuanne: [[pojlyKT COOTBETCTBYET TPEDOBAHIAM HJ{ | 3axmodenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBieHo: [TposepeHo: Opo6peno: Menexep /
Pardeep Kumar Himesh Kumar PykoBomuTENL
p P Rishu Sharma /7, .

=l - :__’jgg/ﬂ_-‘—g NG
Print Date / Print Date / Print Date /
Jlara 31.03.2022 Jara:31.03.2022 Jlara:31.03.2022

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

500034, Telangana, India

Tel: +91 40 4300 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
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

CEPTU®HUKAT AHAJIM3A

Tel : +1 98166 56001-02
www.drreddys.com

Product: Novigan, film-coated tablets /
Hoeuran®, TabieTkH, NOKPbIThIE MJIEHOYHOH 060104KOH

Batch No. / Cepus Ne : V2200470

Batch

Size / O6bem maptuu : 684.000 KG

Analytical Report No / AHanuTH4ecKkuii oryeT Ne
890001582198, 890001581887

Date of Analysis / JIaTta ananusa :31.03.2022

Date of Manufacture / Jlata nponssoacrsa :FEB-2022

Date of Expiry / Cpox rogsoctu : JAN-2027

Analysis performed according ND / Auanu3s nposezen mo HJI: 11 N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019

Page 7 of 8
Sr. |Test/ NokaszaTenb Result / PeaynbTaTthl Specification / Hopma
No.
10 |Assay/ 398.8 mg/mr From 384.0 to 416.0 mg of C13H1502
KonnuyecteeHHOE (ibuprofen) per tablet. /
onpegenexue OT1 384,0 po 416,0 mr C13H102
Ibuprofen / (ubynpodbeH) B TabneTke.
N6ynpodeH
Pitofenone From 4.5 to 5.5 mg of C22H2sNO4-HCI
3 5.049 mg/ mr (pitofenone hydrochloride) per tablet. /
ygipehioids | OT 4,5 130 5,5 Mr CazHzsNOHCI
MutocdheHoHa
(nuTodbeHoHa ruapoxnopua) B Tabnetke
rMppoxnopua

From 0.09 to 0.11 mg of C22H2BrN20

Fenpiverinium (fenpiverinium bromide) per tablet.
bromide / I Ot 0,09 o 0,11 mr C2;H29BrN2O
®eHnuBepuHNA ) mg/ Mr (cbeHnmBepuHUA Gpomuna) B TabneTke
dpomung

Remarks : The Product confirms to ND/
TIpumeuanue: [Tpoaykr cootTBeTcTByet Tpebosatmsm HJL

Conclusion : APPROVED /
3axarouenne: OJJOBPEHO

Prepared by /
[ToarorosyieHo:
Pardeep Kumar

Checked by /
[IposepeHo:
Himesh Kumar

—

Approved by: Manager/Executive /
Ono6peno: Mexemxkep /
PykoBogurens /)
Rishu Sharma  /
!( ;L.}EU/‘/)
/

Print Date /
Jlata 31.03.2022

Print Date /
JaTa:31.03.2022

Print Date /
Jlata:31.03.2022

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 Q':"

CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIU3A

Tel : +51 98166 56001-02

www.drreddys.com

Product: Novigan, film-coated tablets /
Hourau®, TabJeTKH, NIOKPbIThie MIEHOIHOH 000J109KOH

Batch No. / Cepust Ne : V2200470

Batch Size / O6bem napruu : 684.000 KG

890001582198, 890001581

Analytical Report No / AHaTHTHYeCKHii 0TYET Ne

887

Date of Analysis / IaTa ananusa :31.03.2022

Date of Manufacture / Jlata npoussoacrsa :FEB-2022

Date of Expiry / Cpok rogroets : JAN-2027

Analysis performed according ND / AHa/iu3 NpoBe/JeH 10 HJI: 11 N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019

Page 8§ of 8

Sr.
No.

Test / NokaszaTtenb

Result / Peaynbrathl

Specification / Hopma

Package /
YnakoBka

11

10 tablets in a aluminum blister.
2 blister and patient information
leaflet in a carton pack. / Flo 10
TabneToK B /anioMUHNEBbIA
onuncTep. Mo 2 bnnuctepy ¢
WHCTPYKUMENA NO NPUMEHEHMIO B
nayky KapTOHHYHO.

10 tablets in a PVC/aluminum blister or
PA/AL/PVC//aluminum blister. 1 or 2
blisters and patient information leaflet in
a carton pack. / o 10 TabneTok B
MBX/antoMUHUEBLIA BncTep nnu
MA/AJI/MNBX//anioMuHneBbIn GnncTep.
Mo 1 unm 2 6nnctepa C MHCTPYKUKUel no
NPUMEHEHWIO B NAYKY KAPTOHHYHO.

12 |Labeling /

MapkupoBka

According to ND / B cootBeTcTBIM € HJ]

13 /Storage conditions

XpaHeHue

At temperature below 25°C / ['lpu TemnepaTtype He BbilLE 25 °C.

14 |Shelf life / Cpok

roAHOCTU

5 years / 5 net

Remarks : The Product confirms to ND/
Ipumeuanne: [IpoayKT COOTBETCTBYET TPEOOBAHUAM HA

Conclusion : APPROVED /
3axnmiouenue: OJJOBPEHO

Prepared by /
IToaroToBJcHO:

Checked by /
[IpoBepeHo:

Approved by: Manager/Executive /
Ono6peno: Menenxep /

JHara 31.03.2022

TMara:31.03.2022.

Pardeep Kumar Himesh Kumar PykoBoautens
{ | Rishu Sharma -
of - | E=d——=5 e
Print Date / Print Date / Print Date /

Jlara:31.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




