Dr.Reddy’s “':'.

CERTIFICATE OF ANALYSIS

CEPTHPHEAT AHAJH3IA

Product: Novigan, film-coated tablets /
Hopnran®, tal e TKH, NOKPLITEIC NeH0YHOH 060m04KO0#l

Batch No. / Cepua Ne : V2100182

Batch Size / O0nem naprum 684.000 KG

Analytical Report No / ApanuTuueckuii oruer No
1890001503581, 890001503112

Date of Analysis/ Jdara apannza :31.01.2021

Date of Manufacture / lata nponssogersa :JAN-2021

from 20.08.2019

Date of Expiry / Cpox roguocty : DEC-2025

Analysis performed according ND / Anann3 npoeegen no HI: ITNO08846-071216 (amend Noe 1
{ mam. Nel or 20.08.2019

Mo.

Sr. |Test / MokazaTtens

Page 1 of 8

Result { PeayneTartel

Specification / Hopma

1 |Description

OInucaHue

[IWhite  round  biconvex  film-

rnated tahlets dehnssed  with
NOVIGAN on one side. On a
cross section white core.,

[ Kpyrnkie peoakoBsInyKIble
TADNETKMN, NOKPEITEE
nnasouHol olanoukol Senora
LinoTa, 0 TAMNCHAc
#NOVIGANR Ha onHOR

cTopoHe. Ha nonepeyHom
paspese agpo benoro useta.

White round biconvex film-coated tablets
dehossed with NOVIGAN on one side.
Un a cross section white to oft-white
core,

[ Kpyrible QBOAKOBLINYKNbIE TabneTky,

noKpbiTele nneHo4YHol oBonoqkoi
BENONG LBETS, ¢ TMCHEHWE M
aNOVICAN® 18 ogniohl ctopoue, | [a
NONENEYHNM PA3PE3rs aapn 0T Asnnrn an
noYTH benoro UeeTa.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeyanne: [poaykr cootrercTryerT Tpeboanuam HI | 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Monrorosnexo: ITposepeno: Onobpeno: Menemwep /
Pardeep Kumar Anil Kumar PykoBoauTens

Qf_/ (:\(,J Pavan Kumar&
Print Date / Print Date / Print Date /
Hara:31.01.2021 Hara:31.01.2021 Hata:31.01.2021

Registered Office: §-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4000 2900, Fax: 91 40 4000 2099, Email: mml@drreddys, com
CIN: LES195AP1984PLOCI04507

www.drreddys.com




Dr.Reddy’s ‘,'-'.

CERTIFICATE OF ANALYSIS

CEPTHMHKAT AHAJH3IA

Product: Novigan, film-coated tablets /

Hopuran®, Taberku, NOKpLITHIE IIeH0YHOH 00004 Koii

Batch No. / Cepus Na: V2100152

Batch Size / Odwem naprun ; 684,000 KG

Analytical REp‘Dr‘l No / Anaasrnaeckuii oraer No

:EO0001503581, 890001503112

Date of Analysis / JaTa apannza :31.01.2021

Date of Manufacture / /lata nponssogersa :JAN-2021

|Date of Expiry / Cpok rognoctn : DEC-2025

Analysis performed according ND / Ananuz npoeegen mo H/L: IT NOO8E46-071216 (amend No 1

from 20.08.2019 / wasm. Nel ot 20.08.2019

Page2of 8
Sr. |Test/ MNokazatens Result / PesyneTaThl Specification / Hopma
No.
2 |ldentification !
MognwHHoCTE a) Complies as prescribed/ Retention time of principal peak in the
a) lbuprofen / B cooteeTcTeMM Cc onucaHuwen  [chromatogram of test solution should
WBynpodien correspond to retention time of principal
peak in the chromatogram of ibuprofen
standard solution. / Bpema yoepkmeasua
OCHORHOM NWKA HAa  XPOMATOTRAMME
WCNBITYEMOrO pacTsopa OOMKHD
COOTBETCTEOBAThH EpemMeHn
YASDHWBaHWA OCHOBHOIQ n1Ka Ha
KpoMaTorpamme CTaHdapTHOro
pacTteopa ubynpodcheHa.
Reocabhs The oot comlinms fo WDY Cunclushm : APPROVED/
HMpumeaanne: [pogyr coviscicisyer tpsbusanmam 11T Tnwmmmienne: QOMTORPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMogroTosnexo: [Iposepeno: Onobpeno: Menemsep /
Pardeep Kumar Anil Kumar Pykosogurens
2 Q"J_ Pavan Kumarm
= /.,4:;'—“
Print Date / Print Date / Print Date /
Hara:31.01.2021 Hata:31.01.2021 IaTta:31.01.2021

Repistured Offive. 8-2-117, Road Mo, 3, Dajeea Tills, Mydooehad 500034, AR, India
Tel: 01 40 4900 2000, Fax; 81 40 4800 2999, Email: mailigidreddys.com

CTN: LES195APIYR4PLCIHMS0T
www,drreddys.com



Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

CEPTHOHEAT AHAJIH3A

Product: Novigan, film-coated tablets /
Hopuran®, tabaeTkl, MOKPLITHIE NAeHOYHOH 000a04K0H

Batch No. / Cepus No : V2100182

Batch Size / Obem napruu : 684,000 KG

aa]}'ﬁcal Report No / Anaanridecknii oruer Ne
1890001503581, B90001503112

Date of Analysis / laTa ananmsa :31.01.2021

Date of Manufacture / JlaTta npoussogcrsa (JAN-2021

Date of E_I_Dir}’ [ Cpok roamocty ; DEC-20235

Analysis performed according ND / Anannz npoeeaen mo HJL: [1 N008846-071216 {amend Nuo |
from 20,08.2019 / u3m. Nel or 20.08.2019

Page3 of 8

Sr.
No.

\Test [ NokazaTens

Result/ Peaynetathl

Specification / Hopma

3

|dentification
MogNMHAOCTE

b) Pitofanone

fenpiverinium
bromidc /
MutoderoHa
rMapoxnopng w
theHnneepUHKA
Bponmug,

hydrochloride and

/|b) Complies as prescribed/
B coulseiciBan C OlIMCEHNEM

Retention time of principal peaks in the
chromatogram of test solution should
correspond  to retentlon  time  of
pitofanona hydrochloride and
fenpiverinium  bromide peaks in  the
chromatogram of standard solution./
BpemeHa yaep¥UEaHNA OCHOBHBIX NUKOB

Ha X¥pomarorpaMme NCNBITYEMOro
pacTeopa  [ON¥HEI  COOTEETCTBOBATH
BpREMEHANM YAEP¥UBAHUS MMKOB
nuTodieHoHa rvapoxnopuoa 1]
(heHNMBEPUHWA Gpomnna Ha
Xpomarorpamme CTaHQapTHOro
pacTeopa.

Remarks : The Product confirms to NTY/
Ipumeuanne: Hpoayir coorserernyer rpebopatmam HJT

Conchision : APPROVED [/
Jaxmwucuuc: OJJOEPEHO

Prepared by / Checked by / Approved by, Manager/Executive /
lMoarorosneHo: IIposepeHo: Opobpeno: Menemxep /
Pardeep Kumar Anil Kumar Pykoronurennb
‘f‘& p Pavan Kumar Sha L
. 2. H o
Print Date / Print Date / Print Date /
JHara:31.01.2021 Hara:31.01.2021 Jara:31.01.2021

Repistersd Office: 8-2-337, Road Mo, 3, Danjara Hills, Hydm‘bud - 500034, AP, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2990, Emal: mailgdreddys com
CTNC TRS19SAPIGR4PT CNNASNT

www.drreddys.com
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Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS

CEFTHOHKAT AHAJIH3A

Product: Novigan, film-coated tablets /

Hoeuran®@, TadneTku, NOKPLITLIE [L1eHOYHOH 060a0MK0#

Batch No. / Cepaa Ne: V2100182

Ratch Size/ Ofnem naptan | 681 000 KG |

Amnalylival Reporl No / Awaawrnaecknll o
:890001503581, 890001503112

e N

Draie of Analysls / Jara anaianza :31.01.2021

Date of Manufacture / Jlata nponssoacrea :JAN-2021

Date of Expiry / Cpok roguocts : DEC-2025

Analysis performed according ND / Auwaans npoeegen no HJ: TT NO08846-071216 (amend Ne 1

from 200082019 / wam. Nel ar 2008 2019

Paged of §
Sr. |Test/Mokazatens Result / Peaynktatsl Specification / Hopma
MNo.

4 |Average weight 570.0 mg + 3 % (from 552.9 ma to 587.1
and Uniformity of 565.0 mg/mr mad/ 570.0 mr £ 3 % (0T 552.9 Mr oo
weighl / CpeuHas 587.1 mr)

Macca W
Compli
el p il omplies 18/20 tabl — NMT £ 5 % /
18/20 Tabn — He Gonee £ 5 %
2/20 tabl = NMT L 10 %. /
2/20 Tabn — He Bonee £ 10 %.

5 |Diginleyralion 03 min 12 seconds/muH Mot more than 30 min /
MacnagecMocTL | le Gonee 30 muH

6 |Dissolution / Mot less than 70 % (Q) of CiiH::0:
FPacTteopeHwe {ibuprofen) after 30 min. / He menee 70
Ihu]:-ru:nl'em' 100-104% Y% {Q} C13H1302 {HﬁvnpodJEH] Hapaa 30
WBynpoden MHIL
Pitofenone Not less than 75 % (Q) of Co:HzsNO.-HCI
hydrochloride / 103-107% (pitofenone hydrochloride ) after 30 min. /
MNutodeHoHa He menee 75 % (Q) CaxHxNO4&HC
ruapoxnopua (nuTodeHoHa ruagpoxnopug) depes 30

MWH,

Remarks : The Product confirms to NI/

Ipumeyanne: [poaykr coorsercteyet Tpebopamnam HJ

Conclusion : APPROVED /
Jaxmwuenne: OJJOBPEHO

Prepared by / Checked by /
[MoaroToeneHO: [posepeno:
Pardeep Kumar Anil Kumar

AV

Approved by: Manager/Executive /

Onotpeno: Meuemiep /

PykosogmTens

Pavan Kumar Sharmga
A

=y

Print Date /

Hara:31.01.2021

Print Date /
Hara:31.01.2

021

Print Date /
Hara:31.01.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, ALE, India
Tel: 91 40 4900 2000, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: LES195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A

Product: Novigan, film-coated tablets /
Hoeuran®, tTabaeTk, NOKPLITLIE IIEHOYH O 060J0K0H

Batch No. [ Cepua No ; V2100182

Analytical Report No / Apanaru4ecknii oTaer Ne
:R90001503581, 890001503112

Batch Size / Odsem mapTan @ 684.000 KG

Date of Analysis / JlaTa amaausa :31.01.2021

Date of Manufacture / JlaTa MpPOA3BOACTEA JAN-2021

Date of Expiry / Cpok rogHocTn : DEC-2025

Analysis performed according ND / Ananns nposeaen no HJ; [1 N008846-071216 {amend No |
(from 20.08.2019 / u3m. Nel ot 20.08.2019

PageSof 8

Sr. |Test/ nOKE.EETEHb]
No.

Result / PesyneTathi

Specification / Hopma

7 |Related
substances /
MocTopoinme
npyUMEcH

0.04%

Tolal impurilies nul more than 1.0 % /
Cymma npuvacein — Ha Bonea 1,0 %

0 [Microbial limils /
Mikpubnosu nues
k&R YMCTCTa

a) Total Aerobic
Microbial Count /
OBwee yncno
aspobHbIx
MWKPOOPTaHU3IMOB

b) Total Combined
Yeasts and Mould
Count / OBwee
YUCNO APOXOKEBLIX
i MNecHeBkbIX
rpuboe

c) E. coli

Less than 100 CFU/ mi/
Menee 100 KOE/mn

Less than 50 CFU/ ml/
Menee 50 KOE/mn

Absentin1 g/
OtcytctByeTB 11

Mot more than 1000 CFU/mI f
He bonee 1000 KOE/mn

Mot more than 100 CFU/mI /
He 6onee 100 KOE/mn

Absentin1g/
OTeyTeteue g 1r

Remarks : The Product confirms to ND/
Mpumeuanne: [lpoaykr coorsercrayer Tpeosannam HJJ

Conclusion : APPROVED /
Jarmwmenne: OJJOBPEHO

Jara:31.01.2021

Jara:31.01.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[NoaroToenexo: I[Npopepeno: Opotpeno: Menesep /
Pardeep Kumar Anil Kumar PyxoroguTens
Pavan Kumar Sharma
Print Date / Print Date / Print Date /

Hara:31.01.2021

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999 Email: maili@doreddys.com

UM LES 193 AP IYEAF LU0 S
www, drreddys.com

'l




Dr.Reddy’s ‘g‘

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIN3A

Produet: ﬁnvigan, film-coated tablets /
Hoeuran®, TadieTkn, NOKpLITEIE IJIeHOYHOI 060a09K0i

Batch No. / Cepas Ne : V2100182

Batch Size / O6nem napThm @ 684000 KG

Analytical Report No / Amanmraveckuii oraer N
90001503581, B90001503112

Date of Analysis/ laTa anaamsa :31.01.2021

Date of Manufacture / lata nponzeogerea :JAN-2021

Date of Expiry / Cpok roasocrs : DEC-2025

Analysis performed according ND / Anauns nposegen no HJI: [1 NO0O8846-071216 (amend Ne 1
from 20.08.2019 / wam. Nel oT 20.08.2019

Page 6 of 8

Sr.
No.

Test / NokazaTenes

Result / Peayneratsl

9

Uniformity of
dosage units of /
OgHopogHOCTE
QO3MpPOBAHNS:
Pitofcnone

hydrochloride /
MutodeHoHa

TAAPOXIOPIE

Fenpiverinium
bromide /
QeHnnBEPUHUR
Bpomua

2.2

4.3

Specification / Hopma

Acceptance value (AV) should be not
more than 15.0. / MNokasatens
npvemnamocT (AV) gorwHo BeiTs HE
bones 15,0

Acceptance value (AV) should be not
more than 15.0. [ [Noxa3aTens
npuemnemocti (AV) gonwHo Bbime He
Gonee 15,0

Remarks : The Product conlirms to ND/
Mpnmeuanne: | lpogykr cootserctayer TpeGosanuam HI[ | 3akmouenne: OJIOBPEHO

Conclusion : APPROVED /

Jlata:31.01.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[NMogroToeneno: Iposepeno: Opnobdpeno: Menemuep /
Pardeep Kumar Anil Kumar PykoroguTens
= Pavan Kumar Sharma
=— ( - (At
Print Date / Print Date / Print Date /

HMata:31.01.2021

Hara:31.01.2021

Regisivacd O, 0-2:337, Muwd Mo, 3, Danjara 1illo, Tlydorabad  §0003 4, AT Indin
Trl- 91 A0 4900 2900 Faxe 91 40 4000 2999, Frmail: mailijdreddys.com
CIN: LES195APL9B4PLCO04507

www.drreddys.com



Qe
Dr.Reddy’s ‘_‘-‘

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJH3IA

'Product: Novigan, film-coated tablets /

Hosuran®, TabneTkH, NOKPLIThHIE [LIEHO4HOH 000104K0j

Baltch No. / Cepua Ne : V2100182 Batch Size / Odwem naprau : 684,000 KG

(200001503581, 890001503112

Analytical Report No / Anannrugecknii oruer Ne Date of Analysis/ Tata anannza :31.01.2021

from 20.08.2019 / uam. Nol o1 20.08.2019

Date of Manufacture / Jlata nponzeogerea :JAN-2021 Date of Expiry / Cpox rognocrn : DEC-2025
Analysis performed according ND / Anaans nposenen no HJ[: 1 NOO8846-071216 (amend Ne 1

Page 7Tof 8

Sr. (Test/Nokazatens Result / PezynbTtats Specification / Hopma

No.

10 |Assay/ 393.3 mg/mr From 384.0 to 416.0 mg of CiaH 20,
KonudecTeeHHoe (ibuprofen) per tablet. /
UI L e Ot 3681,0 go 116,0 mr C3H 120
Ibuprofen / (nBynpocpeH) B TabneTke.
WMbynpodex
Skl 5.021 mg/ ::rrct] ket bl %ﬂ?ﬁw retrig

5. mgl mr pitotencone hydrochlaride) per tablat,
ETT:Z;Z':I’::T: ! OT 4,6 40 6,6 Mr C;H2sNO HCI
rMapoxnopua (nuTodheHoHa rmgpoxnopwa) B TabneTke
S—— From 0.09 to 0.11 mg of C:HzeBriN:O
enp!verln|um (fenpiverinium bromide) per tablet.

bromide / 01005 ma/ O7 0,09 A0 0,11 Mr CazHzeBrNzO
DeHnMBepUHIA : mg/ mr (cheHnueepwHus Gpomua) B TabneTre
Gpomua

I |

Remarks : The Product confirms to NI/ | Conclusion : APPROVED /
lpumesanne: [poaykr cooTeercTsyeT Tpefosannam HIT | 3akawyenne: OOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroeneno: [Tposcpeno: Opobpeno: Menemxep /
Pardeep Kumar Anil Kumar PyKOBOIHTE D
Pavan Kumar Sharmia

ol (r P
Print Date / Print Date / Print Date /
Jlara:31.01.2021 Hara:31.01,2021 Hara:31.01.2021

Registered Office: 8-2-337, Raad No. 3, Banjar
Tel: 91 40 4900 2900, Fax: 91 40 4500 29+

- o034, AP, India
< 2ddys.com

CIN: LE5195AP1984PLY 10 207

www.drreddys. cois



Be
Dr.Reddy’s ‘_7-'

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJTH3A

Batch No. / Cepun No: V2100182

Product: Novigan, film-coated tablets /
Hopuran®, Tadnerku, MOKPBLITEIE ILIEHOYHOH 060T04 K0

Batch Size / Odbem napTun : 634,000 KG

Analytical Report No / Ananurnaecknii otaer Ne
:890001503581, 890001503112

Date of Analysis / /laTa anaamnza :31.01.2021

Date of Manufacture { Hata npouieogerea :JAN-2021

Date of Expiry / Cpok roguocts : DEC-2025

Analysis performed according ND / Ananus nposeaen no HJI: [1 N008846-071216 (amend No 1
from 20.08.2019 / uam. Nel ot 20.08.2019

Page 8 of §

Specification / Hopma

10 tablets in a PVClaluminum blister or
PAMALPVCHaluminum blisler. 1 or 2
blistore and pationt information lnnflat in
a carton pack. / Mo 10 1abiieiuk B
MNBEX/anwomuHuesslil Bnuctep wnu
NAANMBX fanoMuHressii BnucTep.
Mo 1 unu 2 GnucTepa ¢ MHCTRYKUMER No
NEUMEHEHWHD B NAYKY KEPTOHHYI,

TeMnNepaType He Beile 25 °C.

Sr. [Test/MNokazarens Result / PeaynbTaTthl
Na.
11 |Package / 10 tablets in a aluminum blister,
Ynakoska 2 blister and patient information
leaflet in a carton pack, / Mo 10
TAONCTOK B /ARHOMUHNEBEIA
Gnuctep. Mo 2 GnucTtepy ¢
WHCTPYKUWER MO NPUMEHEHWIO B
nayKy KapTOHHYH.
12 |Laboling / fooording to ND 7B cooToctetomu ¢ H
Mapkupoexa
13 fStorage conditions |At temperature below 25°C 7 Tipu
XpaHaHue
14 [shelf lite / Cpok 5 years /5 net
[OLUHOCTA

Remarks : The Product confirms to NIV
Hpumevanne: [poaykr cooTseTeTByer Tpebosanuam H/l

Conclusion : APPROVED /
Jaxmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INonroroenexo: Ilporepeno: Onobpeno: Meuemxep /
Pardeep Kumar Anil Kumar Pyxopoaurens
. Pavan Kumar Sharma
Print Date / Print Date / Print Date /
Jara:31.01.2021 Hata:31.01.2021 Hara:31.01.2021

Registered Office: £-2-137, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 40 4300 2900, Fax: 91 40 4000 2990, Email: mail@dreddys,com
CIN: LES195AP1934PLCO04507

www.drreddys com




