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
CEPTUO®UKAT AHAJIN3A www.drreddys.com

|Product: Novigan, film-coated tablets /
Hopurau®, tabJjieTKu, N0OKPbITbiE MJIEHOYHOI 000J104KOMH

Batch No. / Cepus Ne : V2200979

Batch Size / O6bem naprun : 684.000 KG

:890001593009, 890001592807

Analytical Report No / AHasuTH4YecKuii oTyer Ne Date of Analysis / JlaTa ananusa :30.05.2022

Date of Manufacture / Jlata npousroacrsa :APR-2022 Date of Expiry / Cpok roggoctu : MAR-2027

Analysis performed according ND / Anasns nposeaer no HJI: IT N008846-071216 (amend Ne 1
from 20.08.2019 / u3am. Nel ot 20.08.2019

Page 1 of 8
Sr. |Test/ NokasaTenb Result / PeaynbTaThl Specification / Hopma
No.
1 |Description /|White round biconvex film-|White round biconvex film-coated tablets
Onuncanue coated tablets debossed with|debossed with NOVIGAN on one side.
NOVIGAN on one side. On a|On a cross section white to off-white
cross section white core. core.
/ Kpyrible ABOAKOBbLIMYKNble / Kpyrrible ABOSIKOBbIMyKble TabneTku,
TabneTku, noxpbITLIE NOKPbITbIE NNEHOYHON 0O0NOUKON
fnneHo4yHom obonoykont benoro |Genoro UBETa, C TUCHEHUEM
LBeTa, C TUCHEHUEM «NOVIGAN» Ha ogHoli cTopoHe. Ha
«NOVIGAN» Ha ogHoMl nonepeYHoM paspese a4po oT benoro o
cTopoHe. Ha nonepeyHom no4ytu 6enoro upeTa.
paspese sgpo 6enoro ugeTa.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Tpoayxr cootercTByeT Tpebosanusam HJI | 3akmouenne: ONIOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: [IpoBepeno: Ono6peHo: Menemxep /
Ankit Anil Kumar PykoBoauTens
@ Q‘i Amit Kumar Prr‘\\“\
T
Print Date / Print Date / Print Date /
Jlata 30.05.2022 JaTta:30.05.2022 HaTta:30.05.2022

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




‘..o Dr. Reddy's Laboratories Ltd.
? ® ] .
Formulation Unit-6
DI’. Reddy S $ vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUDPUKAT AHAJIM3A Www,drreddys_com
Product: Novigan, film-coated tablets /
Hoeurau®, TabJeTKH, NOKPLIThIe MIEHOYHOi 000104KOi
Batch No./ Cepus Ne : V2200979 Batch Size / O6bem maptiu : 684.000 KG
Analytical Report No / AHaiuTHYecKHii oTyeT Ne Date of Analysis / /laTa ananu3a :30.05.2022
1890001593009, 890001592807
Date of Manufacture / Jlata npoussojcrsa :APR-2022 Date of Expiry / Cpok rogsoctu : MAR-2027
Analysis performed according ND / Ananu3 nposened no HJL: 1 N008846-071216 (amend Ne 1
from 20.08.2019 / usm. Nel ot 20.08.2019
Page 2 of 8
Sr. |Test / MNokasaTtenb Result / Pesynttathl Specification / Hopma
No.
2 |ldentification /
MognnHHOCTL 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. / Bpemsa yaep>KneaHus
OCHOBHOIMO TMWKa Ha Xpomarorpamve
“cnbITyeMoro pacTeopa OOIMKHO
COOTBETCTBOBATh BpeMeHU
yOepXMBaHMA  OCHOBHOrO  Nuka  Ha
Xpomarorpamme CTaHaapTHOro
pacTBopa ubynpodgeHra.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanue: [IpoaykT cooTBeTcTBYET TpeGoBanusam HJ | 3aKmodenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: [TpoBepeHo: Ono6peno: Menemxep /
Ankit Anil Kumar PykoBoauTensb
@ \ Amit Kumar /va\ \~
r'_ﬁf \E /
Print Date / Print Date / Print Date /
Jara 30.05.2022 JMata:30.05.2022 IaTa:30.05.2022

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 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

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product: Novigan, film-coated tablets /
Hopurau®, ta6aeTKH, NOKPbIThIE MJIEHOYHOH 000104KOi

Batch No./ Cepusi Ne

: V2200979

Batch Size / O6bem naptun : 684.000 KG

1890001593009, 89000

Analytical Report No / Ananurudeckuif or4et No

1592807

Date of Manufacture / JlaTa npousBoacTBa :APR-2022

Date of Analysis / JlaTa ananunsa :30.05.2022

Date of Expiry / Cpok rogHoCTH : MAR-2027

Analysis performed according ND / Anaaus nposegex mo HJI: IT N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019

Page 3 of 8
Sr. |Test/ [NokasaTensb Result / PeaynbTaThl Specification / Hopma
No.
3 |ldentification /|b) Complies as prescribed/ Retention time of principal peaks in the
MopnHHOCTB B cooTBeTcTBMM C OMUCAHMEM  [chromatogram of test solution should

b) Pitofenone

fenpiverinium
bromide /

i InTocpeHoHa
rMAapPoOXopua, n

Opomug

hydrochloride and

beHnnBeprHNA

correspond to retention time of
pitofenone hydrochloride and
fenpiverinium bromide peaks in the

chromatogram of standard solution./
BpemeHa yaepxu#BaHns OCHOBHbIX MUKOB

Ha  XpomaTorpamme UCNbITYEMOro
pacTBopa [OMXHbl COOTBETCTBOBATb
BpemeHam yOepXnBaHuA NUKOB
NMUTOheHoHa rugpoxmnopuaa u
heHnmBepUHNS Bpomuga Ha
XpomaTorpamme CTaHAapTHOro
pacTeopa.

Remarks : The Product confirms to ND/
IIpumeuanue: [TponykTt cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akarouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: [IpoBepeHo: Onobpeno: Menemxep /
Ankit Anil Kumar PyxoBoautenn
//}\ Amit Kumar T
Print Date / Print Date / Print Date /
Jara 30.05.2022 Jara:30.05.2022 Jara:30.05.2022

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 €3¢

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

Vill. Khol, Nalagarh Road, Baddji,
Distt. Solan, H.P., 173 205, IND1A

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

Product: Novigan, film-coated tablets /
Hosurau®, TabeTKH, NOKPbIThIE MJIeHO4HOIi 000104K0H
Batch No./ Cepus Ne : V2200979 |Batch Size / Oobem napTun : 684.000 KG
Analytical Report No / Ananutuuecknii oryer Ne Date of Analysis / Jlata anann3a :30.05.2022
1890001593009, 890001592807 B
Date of Manufacture / lata nponssoacrsa :APR-2022 Date of Expiry / Cpok roanoctu : MAR-2027
Analysis performed according ND / Ananus nposeaen no HJI: I1 N008846-071216 (amend Ne 1
from 20.08.2019 / uam. Nel ot 20.08.2019
Page 4 of 8

Sr. |Test / MokasaTtene Result / PeayneTathl Specification / Hopma

No.

4 |Average weight 570.0 mg + 3 % (from 552.9 mg to 587.1
and Uniformity of 571.2 mg/ 571.2 mr mg) / 570,0 Mr £ 3 % (0T 552,9 mr fio
weight / Cpepnas 587,1 mr)

Macca u

CANOpOAriotTE T SOmPples 18/20 tabl — NMT £ 5 % /
18/20 Tabn — He Gonee £ 5 %
2/20 tabl — NMT + 10 %. /
2/20 Tabn — He 6onee + 10 %.

5 |Disintegration / 03 min 23 seconds/03m 23uH  |Not more than 30 min /
PacnagaemocTb He 6onee 30 muH

6 |Dissolution/ Not less than 70 % (Q) of Ci3HO2
PacTeopeHue (ibuprofen) after 30 min. / He menee 70
Ibuprofen / 100-102% % (Q) C13H1s02 (MBynpodeH) Yepes 30
6ynpodbeH Sl
Pitofenone Not less than 75 % (Q) of C22H2sNO4-HCI
hydrochloride / 100-105% (pitofenone hydrochloride ) after 30 min. /
MuTodheHoHa He meHee 75 % (Q) C22H2sNO4HCI
rMApoXIopus, (nuTodpeHoHa ruapoxnopua) uepes 30

MWH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Tpumeuanue: [IpofyKT cooTBeTcTBYeT TpeGosarnsam HJ[ | 3akmodenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroToBiCHO: [Ipopoperio: Qpo6peno: Menexep /
Ankit Anil Kumar PykoBoautenb

(zj‘. Amit Kumar

N~ _ AT

Print Date / Print Date / Print Date /
Hara 30.05.2022 Jata:30.05.2022 Jara:30.05.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel- +91 4N 490N 290N, Fax* +91 40 4900 2999, Email; mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s Q:'.

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIH3A

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®, Ta6leTKu, NOKPbIThie NMJ1eHO4YHO0i 000/104KOi

Batch No. / Cepust Ne : V2200979

Batch Size / O6bem naptuu : 684.000 KG

1890001593009, 890001592807

Analytical Report No / AranuTudeckuii or4eT Ne

Date of Analysis / lata ananu3sa :30.05.2022

'Date of Manufacture / JIata npon3soiacTsa :APR-2022

Date of Expiry / Cpok rognoctd : MAR-2027

Analysis performed according ND / Ananus nposenes no H/I: T1 N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019

Kast uncToTa

a) Total Aerobic
Microbial Count /
Obuee 4Yncno
aapobHbIX
MWKPOOpPraHu3MosB

b) Total Combined
Yeasts and Mould

Less than 100 CFU/ ml/
MeHee 100 KOE/mn

Less than 50 CFU/ ml/

Page 5 of 8
Sr. |Test/ NokasaTens Result / PesynbTaThl Specification / Hopma
No.
7 |Related 0.04%
substances / Total impurities not more than 1.0 % /
MocTopoHHue Cymma npumecei — He bonee 1,0 %
npumecu
8 |Microbial limits /
Mukpobuonornyec

Not more than 1000 CFU/ml /
He 6onee 1000 KOE/mn

Not more than 100 CFU/ml /

Count / Obuwee Menee 50 KOE/mn He 6onee 100 KOE/mn
YUCIIO OPOANCKEBLIX
Y NMIEeCHeBbIX
rpubos
Absent / Absentin1g/
c) E. coli OTcyTcTBYET OTtcyTtctBMe B 11

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanue: [IpoaykT coorsercrayer TpeGosanusam HI[ | 3axmouenue: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBieHo: [IpoBepeHo: Opnobpeno: Menemxep /
Ankit Anil Kumar PykoBoauTes

, /Jfl | / Amit Kumar AN S
Print Date / Print Date / Print Date /
Jata 30.05.2022 Harta:30.05.2022 Jara:30.05.2022

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: L85195AP1984P1 004507
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

CEPTHODUKAT AHAJIH3A www.drreddys.com

Product: Novigan, film-coated tablets /

Hoeuraa®, TadaeTku, NOKPLIThIE MJIeHOYHOH 060J104KO0H

Batch No. / Cepusi Ne : V2200979

Batch Size / O6bem maptuun : 684.000 KG

890001593009, 890001592807

Analytical Report No / AHamuTH4eckuii oT4eT No

Date of Analysis / llata ananu3sa :30.05.2022

Date of Manufacture / Jlata nupousBoacrsa :APR-2022

|Date of Expiry / Cpox roguoctn : MAR-2027

Analysis performed according ND / Auanus nposeaen mo HJL: [1N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019

Page 6 of 8

No.

Sr. |Test/ MNoka3aTenb Result / PeaynbTathl

Specification / Hopma

9 |Uniformity of
dosage units of /
OpaHOpOAHOCTb
A03UPOBaHUSA:
Pitofenone
hydrochloride /

MutodeHoHa
rnapoxnopua

Fenpiverinium
bromide /
deHnnBepuHUs
6pomng

3.8

4.4

Acceptance value (AV) should be not
more than 15.0. / [okasaTenb
npuemnemocTu (AV) JOMKHO ObITb He
6onee 15,0

Acceptance value (AV) should be not
more than 15.0. / lNokasaTtenb
npuemnemocTy (AV) AOIDKHO ObITh He
donee 15,0

Remarks : The Product confirms to ND/
Ipumeuanue: [Ipoaykr cootBeTcTBYeT Tpebosanusam HJL

Conclusion : APPROVED /
3axsouenue: OJJOBPEHO

Approved by: Manager/Executive /
Opnobpeno: Menemxep /
Pynosuanicin

Prepared by / Checked by /
[ToaroToBneHoO: ITposepeHo:
Ankil Anll Kumar
Print Date / Print Date /
Jara 30.05.2022 JHata:30.05.2022

Amit Kumar
p
—
Print Date /

Jata:30.05.2022

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: L85195AP19R4P1 CO04507

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

CEPTHOUKAT AHAJIM3A

www.drreddys.com

Product: Novigan, film-coated tablets /
Hopuran®, Ta61eTKH, NOKPbITHIE [L1€HOYHOi 060.104KOH

Batch No. / Cepusi Ne : V2200979

Batch Size / O6bem maprin : 684.000 KG

Analytical Report No / AnaiuTu4eckuii order Neo
:890001593009, 890001592807

Date of Analysis / JlaTa ananu3a :30.05.2022

|Date of Manufacture / JIata nponsBoactTea :APR-2022

Date of Expiry / CpoK rojiHOCTH : MAR-2027

Analysis performed according ND / Ana;iu3 nposejieH 1o HJI: [T N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019

Page 7 of 8

Sr. |Test / MNokasaTtenb Result / PesynbTathb! Specification / Hopma

No.

10 |Assay/ 403.1 mg/mr From 384.0 to 416.0 mg of C13H1802
KonwnyectBeHHoe (ibuprofen) per tablet. /
Onpep‘eneHme OT 384,0 JJ,O 416,0 Mr C13H1802
\Ibuprofen / (uBynpocbeH) B TabneTke.
N6ynpodeH
Pitofenone From 4.5 to 5.5 mg of C22H2sNO4-HCI

i 4.997 mg/ mr (pitofenone hydrochloride) per tablet. /
hydrochloride / OT 4,5 10 5,5 Mr CozHzsNO4HCI
[larocpetiokia (NuTodbeHoHa ruapoxnopua) B Tabnetke
rugpoxnopna Aap P
Eenpiverini From 0.09 to 0.11 mg of C2H29BrN2O
enp!verlnlum (fenpiverinium bromide) per tablet.

bromide / - OT1 0,09 o 0,11 Mr CzoH2eBrN2O
deHNBEPUHUS : iGN (dbeHnmeepuHns Gpomua) B TabneTke
6pomug

Remarks : The Product confirms to ND/
Ipumeuanue: [IpogyKT cooTBeTCTBYET TPEOOBAHMAM HJT

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by /
IloaroroBneHo:
Ankit

(A

Checked by /
[TposepeHno:
Anil Kumar

fra

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

Amit Kumar

Print Date /
Jata 30.05.2022

Print Date /
Jata:30.05.2022

/&..»1\’”\ )
T
Print Date /

Jlara:30.05.2022

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; L85195AP19R84P1 CNN4507

www.drreddys.com




‘..o Dr. Reddy's Laboratories Ltd.
) 3 h )
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
CEPTU®HKAT AHAJIU3A www.drreddys.com

Product: Novigan, film-coated tablets /

Hopurau®, Ta6eTKH, OKPHITHIE M1eHOYHOH 000J104KO0MH

Batch No./ Cepus Ne : V2200979 Batch Size / O6bem naptuu : 634.000 KG
Analytical Report No / AHanuTH4yeckuii oT4er No Date of Analysis / lata ananusa :30.05.2022
1890001593009, 890001592807 -
Date of Manufacture / JIaTa npou3BoicTsa :APR-2022 Date of Expiry / CpoK roqHoCTH : MAR-2027
Analysis performed according ND / Anaan3 npoeeaen no HJI: I1 N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019

Page 8 of 8
Sr. |Test/ lNoka3aTtensb Result / PesynbTaTthl Specification / Hopma
No.
11 |Package / 10 tablets in a aluminum blister. [10 tablets in a PVC/aluminum blister or
Ynakoeka 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 /antoMUHNEBLIN a carton pack. / Mo 10 TabneTtok B
6nuctep. Mo 2 Griuctepy ¢ MBX/anoMuHneBkIn 6nuctep nnn
WHCTPYKUMei no npumeHeHnto B (MA/AN/TBX//anomuHyeBbli GrmcTep.
Nayky KapTOHHYHO. Mo 1 nnu 2 6nucTepa ¢ MHCTPYKLIMEN No
MPUMEHEHMIO B NaYKy KapTOHHY!O.
I
12 |Labeling / According to ND / B cooTtBetcTaum ¢ H[]
MapkupoBka
13 /Storage conditions |At temperature below 25°C / TTpn TemnepaTtype He Bbiwe 25 °C.
XpaHeHne
14 |Shelf life / Cpok 5vyears / 5 ner
rogHoCTU
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [TpoaykT coorBercTByeT TpeGosanusam HJ | 3akmouenune: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosieHo: [IpoBepeHo: Onobpeno: Menemxep /
Agldr Anil Fumur Py rousuiiisin
= Amit Kumar
(£ ey A=
Print Date / Print Date / Print Date /
JHara 30.05.2022 Hata:30.05.2022 Hata:30.05.2022

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



