Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS

CEPTHDOHEKAT AHAJTHM3A

Product: Novigan, film-coated tablets /
Hopuran®, Tadnerkn, NOKPLITEIE NIeHOYHOH ofomoukoii

Batch No. / Cepns No : V2100183

Batch Size / Ofbem napruu : 684.000 KG

Amnalytical Report No / Ananuragecknii orer N
590001507487, 800001507490

Date of Analysis / TaTa anannia :22,02.2021

Date of Manufac

ture / JaTa nponzeoacTea :JAN-2021

Date of Expiry / Cpok roguoceru : DEC-2025

Analysis performed according ND / Anaaus nposeten o HJI: [T NOO8846-071216 (amend Ne |
from 20.08.2019 / nam. Nel ot 20.08.2019

Page 1 of 8

Specification f Hopma

Sr. |Test/ Mokazatene Result / PesynetaThi

No.

1 |Description /White round  biconvex  film-
Onucanne coated tablets debossed  with

MOVIGAN on one side. On a
cross section white core.

{ Kpyrnble BOAKOBLINYKNbIE
(ADNETHA, NOKRTH
mrHodHC Ao ewrnid Oemmn
LBETE, C TUCHEHKWEM
aNOVIGAN® Ha ogHOW

cTopoHe. Ha nonepedHomM
paspeae aapo Genoro UeeTa.

White round biconvex film-coated tablets
debossed with NOVIGAN on one side.
On a cross sectlon white to nff-white
OoOre.

{ Kpyrnele ABOAKOBLINYKNble TAONETHY,

MOKPRTHIR ANAHOYHOKW 0D0N0YKoN
G |HETA, T THLARRVIE

«NOVIGAN» Ha ogHoi cTopoHe. Ha
nonepedHom paspese Aaapo oT Benoro go
nodTH Benoro LeeTa.

Remarks . The
I pumevanne:

Product conlines o MDY/
TpoaykT cooTeeTcTeyeT TpeGorannam HJL

Prepared by /
[loaroToneHo:
Pardeep Kumar

" 2

Checked by /
ITpoBepeHo:
Himooh Kumor

I

Conclugion : APPRROVED /
Jakmouenne: OJAObBPEHO
Approved by: Manager/Executive /
Onobpeno: Menemaep /

Py eamo  auTeai.
Amit Kumar

A

Print Date /
Hata:22.02.202

Print Date /
Hata:22,02.2021

1

Print Date /
Hara:22.02.2021

Ticgiseored Offlee: 8-2-317, Road Mo, 3, Bunjurs Hilly, Hyderabad 500034, AP, Tualia

Lel: 91 40 4900 2000, Fax: 91 40 4900 2999, Email:

mailigdrreddys.com

CIN: LES195API9R4PLCOO4507

www.drreddys.com




Dr.Reddy’s Q'!'-

CERTIFICATE OF ANALYSIS

CEPTH®HEAT AHAJH3A

Product: Novigan, film-coated tablets /
Hoeuran®, TableTkH, NOKPEITEIE ILIEHOMHOH 000/I04KOI

Baich No. / Cepua Ne : V2100183

Batch Size / Ofnem mapran : 684.000 KG

Analytical Report No / Amansrudeckwii oruer Ne
890001507487, 890001507490

Date of Analysis / TaTa anannza :22.02.2021

Date of Manufacture / [lata npoussoacrea :JAN-2021

Date of Expiry / Cpok rogmocrn : DEC-2025

'Analysis performed according ND / Ananunz nposeaen no HI: I1 NO08846-071216 {amend Ne |
from 20.08.2019 / uam. Nel or 20.08.2019

Page2 of §
Sr. |Test/lMokazatenes Result / PeayneTaTtsl Specification  Hopma
No.
2 |ldentification !
MognMHHOCTE a) Complies as prescribed/ Retention time of principal peak in the
a) lbuprofen / B cooTEETCTEBMM C onucaHueM  |chromatogram of fest solution should
WiBynpodhen correspond to retention time of principal

peak in the chromatogram of ibuprofen
standard solution. / Bpemsa yaepxMBaHuA
OCHOBHOMO MMKA HAa  XpoMarorpamme

NCTLITYEMOro pacTeopa LOMKHO
COOTBETCTBOBATL BpEMeH!
yAEepHWBAHWA OCHOBHOMO MAWka Ha
¥pomarorpamme CTaHapTHOro

pacTeopa wbynpodeHa.

Remarks : The Product confirms to ND/
Ipumeuanne: [TponykT cooTeeTeTRyeT Tpebosaniam HIT

Conclusion : APPROVED /
Jarmwuenne; O OBPEHO

Prepared by /
IMogroToBneHo:
Pardeep Kumar

Checked by /
[lposepeno:
Himesh Kumar

Approved by: Manager/Executive /
Onoopeno: Menemxep /
PyKOROAHTEE

; - e~ Amit Kumar e
Print Date / Print Date / Print Date /
Jara:22.02.2021 Hara:22.02.2021 Hara:22.,02,2021

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

Tel: 91 40 4900 2900, Fax: 01 40 4900 26099 Email:

maili@dreddys.com

CIN: LES195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A

Product: Novigan, film-coated tablets /
Hopuran®, TafieTin, 0K PLITLIE IEH0UHO 000104 K0

Batch No. / Cepua No

: V2100183

Batch Size / Ofnem naprun : 684.000 KG

Analytical Report No [ Anannrhiecknii oTuer Ne
500001507487, 890001507490

Date of Analysis / [laTa anamnia :22.02.2021

Date of Manufacture / Jlata nponssojcrea :JAN-2021

Date of Expiry / Cpox rogaoctn : DEC-2025

Analysis performed according ND / Ananns nposenen no H/T: 11 NOOR846-071216 (amend Ne 1
from 20.08.2019 / uam. Nel ot 20.08.2019

MognNWHHOCTE

b) Pitofenone

fenpiverinium
bromide /
MuTodeHoHa
rMopoxnopua n
heHnMBEpUHKA
bpomna

hydrochloride and

B cooTBeTCTEBWKW C ONUCaHWEM

- Page3of 8
Sr. ITest [ Mokazatene Result [ PesyneTaTthl Specification /| Hopma
No.
3 |ldentification {|b) Complies as prescribed/ Retention time of principal peaks in the

chromatogram of test solution should
correspond  to  retention  time  of
pitofenone hydrochloride and
fenpiverinium bromide peaks in the
chromatogram of standard solution./
BpemeHa yaep#MBaHns OCHOBHLIX NUKOBE
Ha XpomaTtorpamme WCNLITYeMoro
pacTeopa [OMKHEl COOTBETCTBOEATH

RPEMEHEM YOASPHNBaHUA MUKCE
nutodeHoHa rMApoOXnopKuaa ]
beHMMBSPUHINS bpemansa Ha
Xpomarorpamme CcTaHOapTHOro
pacTeopa.

Remarks : The Product confirms to ND/
I pumesanne: poaykt coorsererayer Tpeboparuam HJL

Conclusion : APPROVED /
Zaxmouerne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroToBieHo: lMpoeepeno: OnoBpeno: Menemiep /
Pardeep Kumar Himesh Kumar PykoBoaHTENE
f L Amit Kumar A
< A /\__,_..-:’H’___.
Print Date / Print Date / Print Date /
Jara:22.02.2021 Harta:22.02.2021 Hara:22.02.2021

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

Tel: 91 40 4900 2900, Fax: 91 £0 4900 2990, Email:

matlE@drreddys com

CIN: LE5195AP1984PLCO04507

vww, drreddys.com




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHATHIA

Product: Novigan, film-coated tablets /

Hoepuran®, TadqeTKH, MOKPLITEIE TIeHOMHOH 0D0I0YK0H

Baich No. / Cepua Mo : V2100183 Batch Size / Ofwem napran @ 684,000 KG
Amnalytical Report No / Anaanrruecrnii oruer N Date ol Analysis / JlaTa ananmsa :22.02. 2021
+890001507487, 80001507490 ]
Date of Manufacture / lata npoussogersa :JAN-2021 Date of Expiry / Cpox rogsocry : DEC-2025
Analysis performed according ND / Auanns nposegen no HJ: [1 N008846-071216 (amend Ne 1
from 20.08.2019 / uam. Nel or 20.08.2019

Puved ol 8
Sr. |Test/Nokazatens Result { Pesynbiais Specification | [lopma
No.

4 |Average weight 570.0 mg + 3 % (from 552.9 mg to 587.1
and Unilormily of 572.8 mu 572.8 mr mel) / 570,0 mr £ 3 % (o1 552,9 mi ju
wrinht [ Cpoaina RA7,1 nar)

Macca n

;,zr;t;zn,uHDCTb o Compas 18/20 tabl — NMT £ 5 % /
18/20 Tabn — He Donee £ 5%
2/20 tabl — NMT + 10 %. /
2/20 Tabn — He Gonee + 10 %,

5 |Disinteqgration / 04 min 23 seconds/mwi Mot more than 30 min /
PacnagaemocTs He Gones 30 MuH o

6 |Dissolution / Not less than 70 % {Q) of CaHis0:
PacisopeHue (ibuprofen) after 30 min. / He mewes 70
Ibuprofen / 97-101% % (Q) CizH1:0:z (wbynpocpen) vepes 30
MBynpoden .

Pitafennne Mot less than 75 % (Q) of CazHasMOs-HCI
hydrochloride / 293-98% (pitoferone hydrachlaride ) atter 30 min
MuTotbeHoHa He menee 75 % (Q) CaHzNOsHCI
FMOPOXNOPHA, (nuTodperoHa rmgpoxnopua) uwepes 30
MUH.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeaanne: [poaykt cooteetetsyet Tpebosannan HJL | 3axmoyenue: OTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
MMoaroToRIEHO: [Mposepeno: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PyKOBOIHTENE
Amit Kumar -
. c:::.gLr—’"—‘* J\f;_,f
Print Date / Print Date / Print Date /
Jara:22.02.2021 Hara:22.02.2021 Hara:22.02.2021

Fapictered OiTice: § 1 337, Foad Ma 3, Ranjara Hille, Hyderahad - SO003A & P Trilia
Tel: 91 40 4900 2900, Fax: @1 40 4900 2099, Email: mail@drreddys com
CTIN: LESI95API1984PLCONMS07
wirw. direddys.com ’



Qe
Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS

CEFTH®PHEKAT AHAJTH3IA

Product: Novigan, lilm-coated tablets /
Hopuran®, rabaerkn, NOKPLITLE IeHOYHOIH 000004K0#H

Batch No. / Cepuna Ne: V2100183

Analytical Report No / AnannTHueckuii oTuer Ne
1890001507487, 890001507490

Batch Size / OGbem napruu : 684,000 KG

Date of Analysis / [lata anannsa :22.02.2021

Date of Manufacture / JaTa npomzeoneTea :JAN-2021

Date of Expiry / Cpox roguocrn : DEC-2025

Analysis performed according ND / Ananus nposeaen no HJL: T1 N008846-071216 (amend Ne 1
from 20.08.2019 / naM. Nel ot 20.08.2019

Page 5 of 8
Sr. [Test/ Mokazatens Result [ PeayneTaTe! Specification / Hopma
No.
7 |Related 0.04%
substances / Tatal impurities not more than 1.0 % /
NocTopoHHKe Cymma npumecei — He Bonee 1,0 %
NpUMECK

8 |Microbial limits /
MuipoGuonornirico
KaA 4McTOoTa

a) Total Aerobic
Microbial Count /
ObBLee yucno
a3pobHeIX
MUKDPOOPraHn3Mos

b} Total Combined
Yeasts and Mould
Count / Obwee
YUCNO OPOMCHEBRIX
W NNecHeBbIX
rpubos

c) E. coli

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

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

Absentin1g/

OTeytereyeTrB 11

Mot more than 1000 CFU/mi/
He Gonee 1000 KOE/mn

Mot more than 100 CFU/ml /
He Gones 100 KOE/mn

Absentin1g/
OteytecTBre B 11

Remarks : The Product confirms to NI/
Mpumeyvanne: [Mpoaykr cooTeeTcrByeT Tpebosanmam H/

Conclusion : APPROVED /
Zarmwuenne: QJIOBPEHO

Prepared by /
[MoaroToBICHO:

Checked by /
Ilpoeepeno:

Appraved by: Manager/Executive /
O nobpeno: Menemsep /

Pardeep Kumar Himesh Kumar Pykopogurens
: Pslioe] Amit Kumar A
‘hL" 5 .--“"{'_..-""
Print Date / Print Date / Print Date /
Hara:22.02.2021 Jara:22.02.2021 Hara:22.02.2021

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, A F, India
Tel: 91 40 4900 2000, Fax: 91 40 4900 2999, Email; mail@dmeddys.com
CIN: LESI95AP1984PLC0O04507

wirw.drreddys.com




Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS

CEPTHOHEAT AHATHZA

Product: Novigan, film-coated tablets /
Hopuran®, Tad1eTKH, NOKPLITELE IICHOYHOH 000104 K0

Batch No. / Cepaa No @ V2100183

Batch Size / O6bem naprun @ 684.000 KG

Analytical Report No / Anaauruyeckunil orver Ne
1890001507487, 800001507490

Date of Analysis / JaTa amannaa :22.02.2021

Date of Manufacture / JIara npomzrogerea :JAN-2021

Date of Expiry / Cpok ronnoct : DEC-2(25

Analysis performed according ND / Anaaus nposenen no H: [T NOO8E46-071216 (amend Ne 1
from 20.08.2019 / n3m. Nol or 20.08.2019

Page 6 of 8

Sr. |Test/ MokazaTens
No.

Result / PeaynbTatsl

Specification / Hopma

9 |Uniformity of
dosage units of /
OpHOpPOgHOCTE
[03UPOBAHUR:
Fitofenone
hydrochloride /
MutocpeHona
rMapoxnopng

Fenpiverinium
bromide /

| DeHNMBERMHIA
fponun,

4.1

4.3

Acceptance value (AV) should be not
more than 15.0. / MNokasatens
npuemnemocTh (AV) JoN#HO ObITE HE
Banee 15,0

Acceptance value (AV) should be not
more than 15.0. / MNMokazaTene
npvemnemoct (AV) gomkHo BeiTe He
fonea 15,0

Remarks : The Product confirms to ND/
Mpumeuanne: [pogyir coorsercrsyer tpebosannam HIT Jaxmouenne: OJOLEPEHO

Conclusion : APPROVED /

Prepared by /
[NogroTopneno:
Pardeep Kumar

ot

Checked by /
[Tposepeno:
Himesh Kumar

C}L——f@

Approved by: Manager/Executive /
Opobpeno: Menexep /
PykoeoouTens

Amit Kumar A

—

it

Print Date /
Hara:22.02.2021

Print Date /
Hara:22.02.2021

Print Date /
Hara:22.02.2021

Registered Office: #-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4900 2900, Fax: 91 40 4000 2999, Email: mail@drreddys.com
CIN: LES195AP 1 984PLCO04507

wwn drreddys, com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHOHEAT AHATH3IA

Product: Novigan, film-coated tablets /

Hopuran®, TadneTkn, NOKPLITLIC MASHOYHOH 000004K0#H

Batch No. / Cepun Ne: V2100133 - Batch Size / Oowem maprun ; 684,000 KG
Amnalytical Report No / Anaanriueckuii oruer Ne Date of Analysis / JaTa ananusa :22.02.2021
(BO0001307487, 890001507490
Date of Manufacture / lata npouszsonctea :JAN-2021 Date of Expiry / Cpok roguoctu : DEC-2025
Analysis performed according ND / Anaans npoeeaen no HJT: TI NOO8846-071216 (amend Ne 1
from 20.08.2019 / nam. Nel ot 20.08.2019

Page 7 of § _

[ Sr. [Test/ Nokasatens Result/ PeayneTaTthl Specification / Hopma
No,

| 10 |Assay/ 400.4 ma/l mr From 384.0 o 416.0 mg of Cy3H::0;
KonuwdecteeHHoe {ibuprofen) per tablet. /
onpegeneHue oT 384,0 oo 41 B,D i C13H1.5.0z
Ibuprofen / (mBynpotben) B 1abneTre.
Waynpodex
Pitofenone From 4.5 to 5.5 mg of CgzHasMNO4-HCI

; 5.087 mg/ mr {pitofencne hydrochloride) per tablet. /
imyerehlogesi OT 4,5 40 5,5 M Co2HzsNO«HCI
MNutogeHoHa
(nuTodeHoHa ruapoxnopua) B Tabnetke

LU UL

From 0.09 to 0.11 mg of CaHaaBrN:O

Fenpiverinium {fenpiverinium bromide) per tablet.

bromide / O71 0,09 o 0,11 Mmr CzHaeBriN:0O
DeHnMBEpUHNA 0.1032 mg/ wr (cheHnuMBepuHua Bpomua) B TaBneTke
[Bpomug,
Remarks : The Product confirms to ND/ Conclusion : APFROVED /
lpameuanne: Mpoykr coorsercrayer tpeGosanuam HJ1 | 3akmouenne: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Mogrotoneno: I[porepeno: OnoGpeno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoauTE b
: ! P - Amit Kumar Vs
Print Date / Print Date / Print Date /
Hara:22.02.2021 Jara:22.02.2021 Hara:22.02.2021

Registered Ollice: 8-2-337, Road No, 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 40 4900 20040, Fax: 91 40 4900 2299, Email: mail@drreddys.com
CIN: LES195AP1984PLCON 30T
' wanw.drreddys.com



Dr.Reddy’s €%

Product: Novigan, film-
Hoenran®, TabaeTku, NOKPEITEIE IL1EH0UHOI obono4dKo#

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3IA

coated tablets /

Batch No. / Cepun Ni : W2100183

Batch Size / Ofnem naprin : 684.000 KG

Analytical Report No / AnaanTHueckHii oTuer Ne
1890001507487, 890001507490

Date of Analysis / Jara ananuza :22.02 2021

Date of Manufacture / Jlata nponssogerea :JAN-2021

Date of Expiry / Cpok rognoctn : DEC-20235

Analysis performed according ND / Anaans nposesen no HL: 1T NO03846-071216 (amend Ne 1
from 20.08.2019 / uam. Nel ot 20.08.2019

PageS of 8
Sr. |Test [ MNokazartens Result / PeayneTathl Specification / Hopma
No.
11 |Package/ 10 tablets in a aluminum blister, |10 tablets in a PVClaluminum 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 leallel in
TabneTok B /ankMUHWeEsIA a carton pack. / Mo 10 TaBneTok B
Gnuctep. Mo 2 BnucTepy MBX/anMHHUEBBIR GnucTep unw
WHETPYKUMER 16 Hpumereraw B |[MAATTIBX/fankomiHvessii GnucTep.
NaqKy KapTOHHYH. Mo 1 WK 2 BrvcTepa © WHCTPYKLUMEA no
NPUMEHEHWIC B NAYKy KBpPTOHHYH.
12 [Labeling / According to ND / B cooteetctaumu ¢ HI
Mapruposka
13 r?torage conditicns |Af temperature below 25°C [ TpW TemnepaType He Beilwe 25 °C.
XpaHeHne
14 |Sheilf life / Cpok 5 years ! 5 neTr
rogHocTH

| Remarks : The Product confirms to ND/
Tpnmeyanne: IpoaykT coorsercrayeT Tpebosanuam HJT

Conclusion : APPROVED /
Jaxmovenue: OJOBPEHO

Prepared by /
[logroroBneHo:

Checked by /
[Tposepeno:

Approved by: Manager/Executive /
Opobpeno: Menenxep /

Pardeep Kumar Himesh Kumar PykoroauTenk

\ - Amit Kumz?\ f::";,
Print Date / Print Date / Print Date /
Hara:22.02.2021 Hata:22.02.2021 Hara:22.02,2021

Repistered Office; 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2009, Email: mail@drreddys com
CIN; LES195AP 19B4PLCO04 507

www_drreddys.com




