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

CEPTU®UKAT AHAJIU3A

www.drreddys.com

Product: Novigan, film-coated tablets /

HoBurau®, tabjeTKH, NOKPBITHIE MUIEHOYHOH 000J104KOH

Batch No. / Cepus Ne : V2101996

Batch Size / Oobem naptuu ; 684.000 KG

Analytical Report No / AHanmuTHueckuii oTueT No

1890001559812, 890001559759

Date of Analysis / aTa anann3za :08.12.2021

Date of Manufacture / laTa npounssoacrea :NOV-2021

Date of Expiry / Cpok rogaoctn : OCT-2026

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

from 20.08.2019 / u3m. Nel ot 20.08.2019

Page 1 of 8

No.

Sr. |Test / Noka3atenb

Result / Pe3ynbTarhl

Specification / Hopma

1 |Description
Onucanue

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

/ Kpyrnbie aBOSIKOBLINYKbIE

TabneTkn, NOKpPbITLIE
nneHovHon obonoukon beroro
LBeTa, C TUCHEHNEM
«NOVIGAN» Ha ogHoi
cTOpoHe. Ha nonepeyHom
paspese sapo 6enoro LBeTa.

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

/ Kpyrnble [BOAKOBBINYKIbIE TabrneTky,

NoKpbITble NNeHoYHOK 060M0UKON
6enoro ugeTa, ¢ TUCHEHVEM
«NOVIGAN» Ha ofHol cTopoHe. Ha
nonepeyvyHoM paspese s4po ot benoro go
noyTtu 6eroro LBeTa.

Remarks : The Product confirms to ND/
IIpumeyanmne: [Ipoaykr coorBeTcTBYET TpeboBaHusAM HJI

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Prepared by / ) Checked by / Approved by: Manager/Executive /
[ToaroTtoBneHo: [TposepeHo: M\ﬁ Onobpeno: Menemxep / Pykosoaurens
Pravesh Rana Ramakant A Pavan Kumar Sharma < 2 _——
Print Date / Print Date / Print Date / -
Jara:08.12.2021 Harta:08.12.2021 JaTa:08.12.2021

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 €3¢

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJINU3A

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
www.drreddys.com

Product: Novigan, film-coated tablets /

HoBuraun®, tTabieTKH, NOKPLITHIE IJIEHOYHOH 000/104K0i

Batch No. / Cepusa Ne : V2101996

Batch Size / O6bem maptun : 684.000 KG

Analytical Report No / Arajautnyecknii oTdet Ne

1890001559812, 890001559759

Date of Analysis / laTa ananu3za :08.12.2021

Date of Manufacture / {aTta npounsoactea :NOV-2021

Date of Expiry / Cpox roguoctu : OCT-2026

Analysis performed according ND / Anaqu3 nposegen mo H{: [T N008846-071216 (amend Ne 1

from 20.08.2019 / u3m. Nel ot 20.08.2019

Page 2 of 8
Sr. |Test / Nokasatenb Result / PeaynbTathl Specification / Hopma
No.
2 |ldentification /
[MoanuHHOCTL a) Complies as prescribed/ Retention time of principal peak in the
a) Ibuprofen / B cooTtBeTcTBMM C onucaHmem  |chromatogram of test solution should
NbynpodeH correspond to retention time of principal

peak in the chromatogram of ibuprofen
standard solution. / Bpems yaep»kvBaHns
OCHOBHOrO MMKa Ha XpomarorpamMmme

ncnbityemoro pacTteopa AOJPKHO
COOTBETCTBOBATb BpemeHun
yaepKnsaHma OCHOBHOIo  nuka Ha
XpomaTorpamwve CTaHOapTHOro

pacTteopa nbynpocdeHa.

Remarks : The Product confirms to ND/

IIpumeuanue: [IponykT cooTBeTcTBYET Tpebopanusam HJ[

Conclusion : APPROVED /
3axnwuenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosnexo: ITposepeHo: M Onobpeno: Menemxep / Pykosoautens
Pravesh Rana Ramakant Pavan Kumar Sharma ~j¢-=— —
Print Date / Print Date / Print Date / -
Hata:08.12.2021 Harta:08.12.2021 Hata:08.12.2021

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: L85195AP1984PL.C004507

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

CEPTHDOUKAT AHAJIA3A www.drreddys.com

Product: Novigan, film-coated tablets /

Hopuraun®, tabdjeTKu, NOKPHITHIE INIEHOYHOH 000,104KO0M

Batch No. / Cepusi Ne : V2101996

Batch Size / O6bem naprum : 684.000 KG

Analytical Report No / AnanuTnueckuii oTyeT Ne

:890001559812, 890001559759

Date of Analysis / laTta anann3a :08.12.2021

Date of Manufacture / Jlata npoussoacTsa

:NOV-2021

Date of Expiry / Cpok rognoctn : OCT-2026

Analysis performed according ND / Auau3 nposeaen o HJI: IT1N008846-071216 (amend Ne 1

from 20.08.2019 / u3m. Nel ot 20.08.2019

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

b) Pitofenone
hydrochloride and
fenpiverinium
bromide /
MutodeHoHa
rmapoxnopua v
deHnmMBepuHUA
Spomug

correspond to retention time of
pitofenone hydrochloride and
fenpiverinium bromide peaks in the
chromatogram of standard solution./
BpemeHa yaepxuBaHUa OCHOBHbIX NMUKOB
Ha XpomaTtorpamme NCrbITYyemoro
pacTBopa [OO/MKHblI COOTBETCTBOBATb

BpeMeHam yAepXuBaHus MUKOB
nuTogpeHoHa rMapoxnopuaa "
theHNuBEpPUHNA 6pommnaa Ha
XpomMaTorpamme CTaHAapTHOro
pacTBopa.

Reniarks : The Product ¢onfirms to ND/

Ipumeuanue: [Tpoaykr cooteercTByeT TpeGoBanuam H| | 3axmouenue: OJOBPEHO

Conclusion : APPROVED /

Pr_epared by / /6” Checked by / m

Approved by: Manager/Executive /

IToxroroBiieHO: IIpoBepeHo: \ll 2 Onobpeno: Menemkep / PykoBoauTey
Pravesh Rana Ramakant " Pavan Kumar Sharma <~
Print Date / Print Date / Print Date / S
Jara:08.12.2021 Hata:08.12.2021 HaTa:08.12.2021

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

CEPTU®UKAT AHAJIU3A

www.drreddys.com

Product: Novigan, film-coated tablets /

HoBurau®, Tad/ieTKH, NOKPBITHIE INIEHOYHOH 000104KOM

Batch No. / Cepust Ne : V2101996

Batch Size / O6bem naptun : 684.000 KG

Analytical Report No / AHanuTu4yeckuii oT4eT No

:890001559812, 890001559759

Date of Analysis / /laTa ananausa :08.12.2021

Date of Manufacture / [lata npou3BojicTBa

:NOV-2021

Date of Expiry / Cpok rognoctn : OCT-2026

Analysis performed according ND / Auanu3 nposeaen mo HJ/I: I1 N008846-071216 (amend Ne 1

from 20.08.2019 / n3m. Nel ot 20.08.2019

Page 4 of 8

Sr. |Test/ NokaszaTenb

No.

Result / PeaynbTaTthbl

Specification / Hopma

4

Average weight
and Uniformity of
weight / CpegHsia
macca u
O[HOPOAHOCTb NO
macce

568.7 mg/ 568.7 mr

Complies

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

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

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

5 |Disintegration/ 06 min 34 seconds/ MUH Not more than 30 min/
PacnagaemocTtb He 6onee 30 muH

6 |Dissolution / Not less than 70 % (Q) of Ci3H1s02
PacTeopeHue (ibuprofen) after 30 min. / He meHee 70
Ibuprofen / 97-100% % (Q) C13H1s02 (nbynpodpen) yepes 30
WN6ynpodeH MWH.
Pitofenone Not less than 75 % (Q) of C22H2sNO4-HCI
hydrochloride / 97-100% (pitofenone hydrochloride ) after 30 min. /
MuTocheHoHa He meHee 75 % (Q) Ca2H2sNO4HCI
FMAPOXIOPUL, (nutodpeHoHa rugpoxnopua) 4epes 30

MUH.

Remarks : The Product confirms to ND/
IIpumeuanne: [IpoaykT coorBeTcTBYET TpeboBaHuam HJI

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Hara:08.12.2021

JaTa:08.12.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroBneHo: /g‘ [IpoBepeHo: M Onobpeno: Menemxep / Pykosoaurensb
Pravesh Rana Ramakant Pavan Kumar Sharma <¢———
Print Date / Print Date / Print Date / B

Jata:08.12.2021

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 Q':’

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

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 /

HoBuran®, Tab6JieTKH, NOKPHITHIE NJIEHOYHOI 000J0YKOMH

Batch No. / Cepusi Ne : V2101996 Batch Size / O6bem nmaptuum : 684.000 KG
Analytical Report No / AnannTndeckuii oruer Ne Date of Analysis / JlaTa anannza :08.12.2021
:890001559812, 890001559759
Date of Manufacture / JaTa npoussoactea :NOV-2021 Date of Expiry / Cpok roguoctn : OCT-2026
Analysis performed according ND / Auann3 nposeaen no HJI: [T N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019

Page S of 8
Sr. |Test/ Mokazatenb Result / PeaynbTtaThl Specification / Hopma
No.
7 |Related BDL (Disregard limit 0.03%)
substances / Total impurities not more than 1.0 % /
MocTopoHHUue Cymma npumecen — He 6onee 1,0 %
npvmecu
8 |Microbial limits /
Mukpobrnonoruyec

Kas yMcToTa
a) Total Aerobic
Microbial Count/
O6Lwee yucno
a3pobHbIX
MUKPOOPraHn3moB

Less than 100 CFU/ ml/
Menee 100 KOE/mn Not more than 1000 CFU/ml /

He 6onee 1000 KOE/mn

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

b) Total Combined
Yeasts and Mould
Count / Obuwiee
YUCINO OPONOKEBLIX
N NNeCHEeBbIX
rpudos

Not more than 100 CFU/mi /
He 6onee 100 KOE/mn

Absent /
OTtcyTtcTBYeT Absentin1g/

OTtcytctBe B 1r

c) E. coli

Conclusion : APPROVED /
3akmwouenue: OJOBPEHO

Remarks : The Product confirms to ND/
ITpumeuanne: [Iponykr coorBercTByeT TpeboBaHusm HJT

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosieHo: [TpoBepeHo: M OnobpeHo: Menemxep / PykoBoauTens
Pravesh Rana Ramakant Pavan Kumar Sharma <& ———

Print Date / Print Date / Print Date /

JlaTa:08.12.2021 Jara:08.12.2021 JaTa:08.12.2021

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: L85195AP1984P1.C004507
www.drreddys.com



‘.. Dr. Reddy's Laboratories Ltd.
Y °@® 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

CEPTUOHUKAT AHAJIM3A www.drreddys.com
Product: Novigan, film-coated tablets /
Hopuran®, Ta0/1eTKH, NOKPHIThIE NJIeHOYHOH 060J104KOH
Batch No. / Cepust Ne : V2101996 Batch Size / O6bem naprtuu : 684.000 KG
Analytical Report No / AHanuTHYecKHH oT4eT Ne Date of Analysis / [lata ananusa :08.12.2021
890001559812, 890001559759
Date of Manufacture / laTa npoussoacraa :NOV-2021 Date of Expiry / Cpok rogoctu : OCT-2026
Analysis performed according ND / Anaau3s nposeaes no HJI: IT N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019
Page 6 of 8

Sr. |Test/ Moka3zaTenb Result / PesynbTaThl Specification / Hopma

No.

9 |Uniformity of Acceptance value (AV) should be not
dosage units of / more than 15.0. / NokasaTtens
OaHopoaHOCTb npuemnemocty (AV) JOSDKHO ObITb He
0,03UpOBaHUS: 3.7 Gonee 15,0
Pitofenone
hydrochloride /

MutodeHoHa

rmapoxnopug

Fenpiverinium 4.5 Acceptance value (AV) should be not

bromide / more than 15.0. / [NokasaTenb

dennuBepuHus npuemnemocTtu (AV) 4OrmKHO BbITb He

6pomng Gonee 15,0
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IpoaykT cooteeTcTByeT Tpebosanusam HJ | 3akmouenue: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToArOTOBNEHO: /Q [MposepeHo: M Onobpeno: Menemxkep / PykoBonurenb
Pravesh Rana Ramakant Pavan Kumar Sharma < a~——
Print Date / Print Date / \ Print Date / -
Jata:08.12.2021 Hata:08.12.2021 JaTa:08.12.2021

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



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

CEPTUDOUKAT AHAJIN3A www.drreddys.com

Product: Novigan, film-coated tablets /
Hopurau®, TabaeTkH, NOKPbIThIE IVIEHOYHOH 000J104KOH

Batch No. / Cepus Ne : V2101996

Batch Size / O0bem napruu : 684.000 KG

Analytical Report No / AHajguTn4eckuii oryet No
:890001559812, 890001559759

Date of Analysis / laTa ananuza :08.12.2021

Date of Manufacture / laTa npon3Boacrea :NOV-2021

Date of Expiry / Cpok rogaoctu : OCT-2026

Analysis performed according ND / Anann3 nposeaen mo HJI: I1 N008846-071216 (amend Ne 1
from 20.08.2019 / uzm. Nel ot 20.08.2019

Fenpiverinium
bromide /
deHnnBepuHns
Spomug

Page 7 of 8
Sr. |Test / Moka3atenb Result / PeayneTaThbl Specification / Hopma
No.
10 |Assay/ 395.0 mg/ 395.0 mr From 384.0 to 416.0 mg of C43H150;
KonuvyecTtBeHHoe (ibuprofen) per tablet. /
onpenenexne or 384,0 ao 41 6,0 mr Cq3H102
Ibuprofen / (nbynpodbeH) B Tabnetke.
UbynpodpeH
Pitofenone 5.030 mg/ 5.030 mr From 4.5 to 5.5 mg of Cz,H2sNO4-HCI
. (pitofenone hydrochloride) per tablet. /
hydrochloride / Ot 4,5 go 5,5 Mr C22H2sNO4-HCI
Loyt (nMTodhbeHoHa rapoxnopus) B Tabnetke
rugpoxnopug AP YA

0.1004 mg/ 0.1004 mr

From 0.09 to 0.11 mg of C,2H»9BrN:O
(fenpiverinium bromide) per tablet.
OT1 0,09 go 0,11 mr C22H29BriN,O

(dbeHnnBepuHUs Bpomua) B TabneTke

Remarks : The Product confirms to ND/
ITpumeuanue: Ipoaykr cootBeTcTBYeT TpeGosanusm HI[ | 3akmodenne: ONIOBPEHO

Conclusion : APPROVED /

Jara:08.12.2021

Jara:08.12.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroTrosneHo: [IpoBepeHo: {Q& M/ Ono6peHo: Menemkep / PyKoBOAHTE b
Pravesh Rana Ramakant Pavan Kumar Sharma</» —— —
Print Date / Print Date / Print Date / =

Hara:08.12.2021

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‘ Reddy s 0. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

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

Product: Novigan, film-coated tablets /

HoBurau®, TabaeTKH, NOKPbITHIE NIEHOYHOH 000109K0H

Batch No. / Cepus Ne : V2101996 Batch Size / O6bem naptun : 684.000 KG
Analytical Report No / AHajquTHYecKHii 0T4eT Ne Date of Analysis / JlaTa ananmsa :08.12.2021
:890001559812, 890001559759
Date of Manufacture / lata npouseoacrea :NOV-2021 Date of Expiry / Cpok rognoctn : OCT-2026
Analysis performed according ND / Anaaun3 nposeaen mo HJI: I1 N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019

Page 8 of 8
Sr. |Test / Nokasatenb Result / PesynbTaThbl 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. /1o 10 |blisters and patient information leaflet in
TabneTok B /anbioMUHMEBbIN a carton pack. / No 10 TabneTtok B
6nuctep. Mo 2 6nucTepy ¢ MNBX/anoMnHnesbln Gnuctep nnm
VHCTpYyKUmnel no npumereruio B |MA/AJI/MBX//antomuHnesbiii BnncTep.
nayky KapTOHHYIO. Mo 1 wnu 2 BnncTepa ¢ MHCTPYKLUME no
NPUMEHEHUIO B NaYKy KapTOHHYIO.
12 |Labeling/ According to ND / B cooTtBeTcTtBMM ¢ H
MapkupoBka
13 /Storage conditions |At temperature below 25°C / MNMpwn TemnepaTtype He BbiLe 25 °C.
XpaHeHue
14 [Shelf life / Cpok 5years /5 net
rogHoOCTU
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: [Tpoaykr cootBercTByet Tpebopauusm HI | 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IlogrorosneHo: .«& IIpoBepeHo: W OnobpeHo: Menemxep / Pykosoantens
Pravesh Rana Ramakant N Pavan Kumar Sharma < j7~—=
Print Date / Print Date / Print Date / .
Hata:08.12.2021 JaTa:08.12.2021 Hata:08.12.2021

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



