Dr.Reddy’s ‘,‘-

CERTIFICATE OF ANALYSIS

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

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

CEPTUDUKAT AHAJIU3A

Tel : +91 98166 56001-02

www.drreddys.com

Product: Novig

an, film-coated tablets /

HoBurau®, tabaeTku, NoKpboIThie NJ1eHOYHOH 0060J104KOI

Batch No. / Cepusi No : V2101992

Batch Size / O6bem naptnu : 684.000 KG

Analytical Report No / AHaauTudecknii orger Ne
1890001557763, 890001557381

Date of Analysis / [lata ananusa :29.11.2021

Date of Manufacture / /lata npoussoactsa :0OCT-2021

Date of Expiry / Cpok rogHocTs : SEP-2026

Analysis performed according ND / Ananu3 nposegen no HJI: I1 N0O08846-071216 (amend Ne 1
from 20.08.2019 / u3am. Nel ot 20.08.2019

NOVIGAN on one side. On a
cross section white core.
/ Kpyrnble ABOAKOBLINYKMbIE

TabneTku, NoOKpbITbIe
nneHovHol obonoukon 6enoro
LiBETA, C TUCHEHNEM
«NOVIGAN» Ha ogHol
cTopoHe. Ha nonepeuHom
paspese sapo 6enoro useTa.

Page 1 of 8
Sr. |Test/ MNokasaTtensb Result / PesynbTaTbl Specification / Hopma
No. =
1 |Description /|White round biconvex film-|White round biconvex film-coated tablets
Onwncanue coated tablets debossed with|debossed with NOVIGAN on one side.

On a cross section white to off-white
core.
/ Kpyrnble ABOAKOBbINYKNble TAabneTku,

NOKPbIThIE NNEHOUYHON 060NOYKONA
Genoro ugeTa, C TUCHEHUEM
«NOVIGAN» Ha ogHol cTopoHe. Ha
nonepeYHoM paspese s4po ot 6enoro 4o
noyTtn Genoro UBeTa.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [poaykr coorBerctByeT Tpebosanuam HI[ | 3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: IIpoBepeHo: Onobpeno: Menemxep / PykoBogurens
Ankit Q i Himesh Kuma ™ | Pawan Kumar

Print Date / Print Date / Print Date /

Hara:29.11.2021 JHara:29.11.2021 Harta:29.11.2021

Registerad Office- 8-7-337, Road Na. 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

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

CERTIFICATE OF ANALYSIS Tol : +91 98166 56001-02

CEPTUOUKAT AHAJIN3A www.drreddys.com
Product: Novigan, film-coated tablets /
Hopuraun®, Ta6/1eTKH, NOKPBITHIE MJ1eHO4YHOH 000104KO0A
Batch No./ Cepua Ne : V2101992 Batch Size / O6bem mapruu : 684.000 KG
Analytical Report No / AHanuTH4ecKkuii ordeT No Date of Analysis / lata ananu3sa :29.11.2021
:890001557763, 890001557381 -
Date of Manufacture / Jlata npoussoacrsa :0CT-2021 Date of Expiry / Cpok roanoctn : SEP-2026
Analysis performed according ND / Auaaus nposegen mo HJI: 1 N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Net ot 20.08.2019
Page 2 of 8
Sr. |Test/ NokasaTtenb Result / PeaynbTaTthbi Specification / Hopma
No.
2 |ldentification /
MoaMMHHOCTL a) Complies as prescribed/ Retention time of principal peak in the
a) Ibuprofen / B cooTBeTCcTBMM C onucaHnem |chromatogram of test solution should
NéynpodeH correspond to retention time of principal
peak in the chromatogram of ibuprofen
standard solution. / Bpems yaep>xweaHua
OCHOBHOMO MUKa Ha Xpomarorpamme
“cnbITYyEMOro pacTsopa OOIMKHO
COOTBETCTBOBATb BpeMeHHU
YOEPXKWBaAHWA  OCHOBHOMO NWKa  Ha
XpomaTtorpamme cTaHgapTHOro
pacTtBopa ubynpodeHra.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Tpoaykt coorsercTryet Tpebosanusm HJ | 3akmodenne: O/IOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: [Ipoepeno: Onmo6peHo: Menemxkep / PyxoBoaurensb
Ankit A\ Himesh @J/—Q Pawan Kumar /{z
i > %=
Print Date / Print Date / Print Date / /
Hata:29.11.2021 Jata:29.11.2021 Jara:29.11.2021

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
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Dr.Reddy’s ‘_.o.

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product: Novigan, film-coated tablets /

Horurau®, Ta61eTKH, HOKPbIThIE MJIEHOYHOH 000104K01

Batch No./ Cepusa Ne : V2101992 Batch Size / O6bem naptun : 684.000 KG

1890001557763, 890001557381

Analytical Report No / AHaanTH4ecKuii oTueT Ne Date of Analysis / laTa ananu3za :29.11.2021

Date of Manufacture / Tata nponspoacrsa :0CT-2021 Date of Expiry / Cpok rognoctu : SEP-2026 i

from 20.08.2019 / usm. Nel ot 20.08.2019

Analysis performed according ND / Anasnu3s nposeaen mo HJI: [1 N008846-071216 (amend Ne 1

b) Pitofenone
hydrochloride and
fenpiverinium
bromide /
MutodeHoHa
MApPOXIopua 1
theHnnBepUHUS
Bpomng

Page 3 of 8
Sr. |Test/ MokasaTenb Result / Pe3ynbTaThl Specification / Hopma
No.
3 |ldentification /|b) Complies as prescribed/ Retention time of principal peaks in the
MoanuHHoCTL B cooTtBeTCTBUM C ONUCaAHNEM chromatogram of test solution should

correspond to retention time of
pitofenone hydrochloride and
fenpiverinium bromide peaks in the
chromatogram of standard solution./
BpemeHa yaepxvBaHna 0CHOBHbIX MUKOB
Ha XpomMmartorpamme NCnbITYyeMoro
pacTBopa [AOSDKHbl  COOTBETCTBOBaTb

BpPEMEHaM yaepxuBaHus n1KoB
nutocheHoHa rmgpoxnopuaa n
heHnmBepuHma Bpomuaa Ha
XpomaTorpamme cTaHgapTHOro
pacteopa.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanne: [Ipoaykt cootBercTyeT Tpebopannam HJI | 3akmouenne: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosieHo: IIposepeHo: Ono6peno: Menekep / PykoBoaurens
Ankit (,-!., Himesh%’uj’a:;\/,; Pawan Kumar /

Print Date / Print Date / Print Date / '

Jara:29.11.2021 Jata:29.11.2021 Jlata:29.11.2021

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: L85195AP1984PLC004507

www.drreddys.com



Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIU3A

Tel : +91 98166 56001-02

www.drreddys.com

Product: Novigan, film-coated tablets /
Hopurau®, Ta6/1eTKH, IOKPBITHIE ILIEHOYHOH 000/104YKO0ii

Batch No./ Cepus Ne : V2101992

Batch Size / O6nem maptuu : 684.000 KG

Analytical Report No / Ananutnuecknii oryer No
1890001557763, 890001557381

Date of Analysis / JlaTa ananaunsa :29.11.2021

Date of Manufacture / laTa npoussoactsa :0CT-2021

Date of Expiry / Cpok rognoctn : SEP-2026

Analysis performed according ND / Auanus npoeeaen o HJI: I1 N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019

Page 4 of 8

Sr. |Test/ [NokasaTenb Result / PeaynbTtathl Specification / Hopma
No.

4 |Average weight 570.0 mg + 3 % (from 552.9 mg to 587.1
and Uniformity of 571.1 mg/ 571.1 mr mg) / 570,0 mr £ 3 % (o1 552,9 mr fo
weight / CpegHsas 587,1 mr)
mMacca v
PAOPORHOCTE O Compiss 18/20 tabl — NMT £ 5 % /

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

5 |Disintegration / 02 min 48 seconds/ MnH Not more than 30 min /
PacnagaemocTb He 6onee 30 MuH

6 |Dissolution/ Not less than 70 % (Q) of CisH4s02
PacTteopeHne (ibuprofen) after 30 min. / He meHee 70
Ibuprofen / 100-102% % (Q) Ci3H1s02 (MBynpodpeH) yepes 30
N6ynpodex RAKIELS
Pitofenone Not less than 75 % (Q) of C22H2sNO4-HCI
hydrochloride / 100-102% (pitofenone hydrochloride ) after 30 min. /
nMTOd)eHOHa He wmeHee 75 % (Q) C22H2sNO4HCI
rMApoXIopus, (nuTodbeHoHa rugpoxnopug) udepes 30

MUH.

Remarks : The Product confirms to ND/
ITpumevanne: [IpoaykT cooTBeTcTBYeT TpeboBanusam HI

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Hara:29.11.2021

JaTta:29.11.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: IIposepeHo: Ono6peno: Menemxep / PykoBoaurens
Ankit /jd/' Himesh K@/}f) Pawan Kumar /fk

Print Date / Print Date / Print Date / !

Hara:29.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Iiyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUOHKAT AHAJIU3A

Tel : +91 98166 56001-02

www.drreddys.com

Product: Novigan, film-coated tablets /

Hopurau®, Ta0/1eTKH, IOKPBITHIE NJIeHOYHOH 060J04KOR

Batch No. / Cepust Ne : V2101992 Batch Size / O6bem maptuu : 684.000 KG

:890001557763, 890001557381

Analytical Report No / Ananurndecknii oT4yer No Date of Analysis / laTa ananusa :29.11.2021

Date of Manufacture / Jlata npou3poacrsa :OCT-2021 Date of Expiry / Cpok roguocty : SEP-2026

from 20.08.2019 / u3m. Nel ot 20.08.2019

Analysis performed according ND / Anann3 nposesen no HJI: IT N008846-071216 (amend Ne 1

Page S of 8
Sr. |Test/ NokasaTenb Result / PeaynbTaTthl Specification / Hopma
No.
7 |Related 0.03 %
substances / Total impurities not more than 1.0 % /
[NocTopoHHKEe Cymma npumeceit — He 6onee 1,0 %
npymMmecu
8 |Microbial limits /
Mukpobuonorundvec
kas yicToTa
a) Total Aerobic Less than 100 CFU/ ml/
Microbial Count / MeHee 100 KOE/mn Not more than 1000 CFU/ml /
O6wee uucro He 6onee 1000 KOE/mn
a3pobHbIX
MUKPOOPTraHn3MOoB
b) Total Combined Less than 50 CFU/ ml/
Yeasts and Mould MeHee 50 KOE/mn Not more than 100 CFU/ml/
Count / OGwee He 6onee 100 KOE/mn
UYUCIIO APOMNCKEBBIX
M NnecHeBbIX
rpubos Absent /
OtcyTcTBYET Absentin1g/
c) E. coli OtcytctBre B 11

Remarks : The Product confirms to ND/
Ipumeuanue: [Ipoaykt coorBeTcTBYET TpeGoBanuam HJI

Conclusion : APPROVED /
3akiarouenue: OJJOBPEHO

Prepared by / Checked by /
[ToarorosyeHo: [IpoBepeno:

- -

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurenb

Ankit C;\ Himesh Kumar S —~, | Pawan Kumar 52

Print Date / Print Date /
Jata:29.11.2021 Jara:29.11.2021

Print Date /
JaTa:29.11.2021

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: L85195AP1984PLC004507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product: Nevigan, film-coated tablets /
Hoeuran®, TabieTkH, NOKPbIThIE INIEHOYHOH 000/104K0

Batch No. / Cepust Ne : V2101992

Batch Size / O6nem napruu : 684.000 KG

1890001557763, 890001557381

Analytical Report No / Auanurudecknii oruet No

Date of Analysis / J/Iata anannsa :29.11.2021

Date of Manufacture / Jarta npouspoactea :0CT-2021

Date of Expiry / Cpox roqHocTH : SEP-2026

Analysis performed according ND / Auanu3 npoeeaen no HJI: IT N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019

Page 6 of 8

No.

Sr. |Test/ NokasaTens Result / Pe3ynbTaThl

Specification / Hopma

9 |Uniformity of
dosage units of /
OaHopodHoOCTL
0031POBaHMSA:;
Pitofenone
hydrochloride /

MutocheHoHa
rmapoxnopus

Fenpiverinium
bromide /
deHnuBepuHUA
Gpomung,

6.2

6.5 Acceptance value (AV) should be not
more than 15.0. / lNokasaTensb
npvemnemocty (AV) BOMKHO BbITb He
bornee 15,0

Acceptance value (AV) should be not
more than 15.0. / lNokasaTtenb
npuemnemoctu (AV) BormkHO BbITb He
oonee 15,0

Remarks : The Product confirms to ND/
IMpumeyanue: [Ipoaykt coorBercTByeT TpeboBanusam HJI

Conclusion : APPROVED /
3akmiouenue: OJJOBPEHO

Prepared by / Checked by /
[ToarorosneHo: [IposepeHo:

Ankit C, d/ Himesh Iggl_/—ﬂ

Approved by: Manager/Executive /
Ono6peHo: Menemxep / PykoBoautens

Pawan Kumar 47

Print Date / Print Date /
Jara:29.11.2021 Jarta:29.11.2021

Print Date /
JaTa:29.11.2021

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: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUOHUKAT AHAJIU3A

Tel : +91 98166 56001-02

www.drreddys.com

Product: Novigan, film-coated tablets /

Hosuran®, tabieTku, NOKpbIThIe NJ1eHOYHOH 000109KO0M

Batch No./ Cepusa Ne : V2101992

Batch Size / O6bem naptuu : 684.000 KG

Analytical Report No / AHaauTnyecknii oTuer Ne

:890001557763, 890001557381

Date of Analysis / JlaTa anaiun3sa :29.11.2021

Date of Manufacture / JlaTa npoussoacrsa

:0CT-2021

Date of Expiry / Cpok rogHocTH : SEP-2026 |

Analysis performed according ND / Ananus nposenen o HI: I1 N008846-071216 (amend Ne 1

from 20.08.2019 / u3m. Nel ot 20.08.2019

Page 7 of 8
Sr. |Test/ MNokazaTenb Result / PeaynbTtathl Specification / Hopma
No.
10 |Assay/ 403.7 mg/ 403.7 mr From 384.0 to 416.0 mg of C13H1502
KonvnuectBeHHoe (ibuprofen) per tablet. /
onpepenerme Ot 384,0 no 416,0 mr C13H1302
Ibuprofen / (nBynpocbeH) B TabneTke.
NoéynpocpeH
Pitofenone 5.032 mg/ 5.032 mr From 4.5 to 5.5 mg of C2H2sNO4-HCI
: (pitofenone hydrochloride) per tablet. /
hydrochloride / OT 4,5 0 5,5 Mr CooHosNOHCI
HEOEHaHa (nuTocbeHoHa rnapoxnopua) B Tabnetke
rMapoxnopua, AP PYA
. From 0.09 to 0.11 mg of C22H2eBrN20
Fenp!verlmum 0.1001 mg/ 0.1001 mr (fenpiverinium bromide) per tablet.
bromide / OT 0,09 70 0,11 Mr C22H20BrN20
beHnnBepuHIs (beHnuBepnHus Gpomua) B TabneTke
Opomug

Remarks : The Product confirms to ND/

Hpumeuanue: [TpogykT coorBeTcTBYeET TpeboBaHusam HJT

Conclusion : APPROVED /
3axmrouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: [IposepeHo: OnobpeHo: Menemxep / PykoBoaUTeENb
Axnkil 4 Himesh Kumat Pawan Kumar 2

Print Date / Print Date / Print Date /

Hara:29.11.2021 Hara:29.11.2021 Hata:29.11.2021

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
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Dr.Reddy’s ",'o

CERTIFICATE OF ANALYSIS

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

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

CEPTUD®UKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product: Novigan, film-coated tablets /
Hopurau®, Ta6eTKH, NOKPLITHIE MJIEHO4YH 0 060109K0i

Batch No. / Cepust Ne : V2101992

Batch Size / O6bem naptuu : 684.000 KG

Analytical Report No / Anasmurudeckuii or4er Ne
:890001557763, 890001557381

Date of Analysis / /Iata ananu3a :29.11.2021

Date of Manufacture / Jlata nponssoacrsa :0CT-2021

Date of Expiry / Cpok rognocts : SEP-2026

Analysis performed according ND / Auanu3s nposegex o HJI: T1 N008846-071216 (amend Ne 1
from 20.08.2019 / uzm. Nel ot 20.08.2019

Page 8 of 8
Sr. [Test/ lNokasaTenb Result / PesynbTathbl Specification / Hopma
No.
11 |Package / 10 tablets in a aluminum blister. |10 tablets in a PVC/aluminum blister or
YnakoBka 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 /anbloMUHNEBLINA a carton pack. / Mo 10 Tabnertok B
6nuctep. Mo 2 Gnuctepy ¢ MNBX/antoMuHWeBbIA 6nuctep nnu
WHCTPpYKUMen no npumeHeHuo B [MA/AJI/MNBX//antomuHuesbiii bnucTep.
Nayvky KapTOHHYIO. Mo 1 unu 2 6nuctepa ¢ UHCTPYKLMER NO
NPUMEHEHUIO B NaYKy KAPTOHHY!O.
12 |Labeling / According to ND / B cooteeTcTBMM ¢ H[
MapkupoBka
13 /Storage conditions |At temperature below 25°C / Tlpu Temnepatype He Bbitle 25 °C.
XpaHeHue
14 |Shelf life / Cpox 5years / 5 net
rogHoCTN

Remarks : The Product confirms to ND/
IIpumeyanue: [IponykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akmoyenue: OJJOBPEHO

Prepared by /
IToxarorosieHo:

Ankit (,/&/,

Checked by /
[TposepeHo:

Himesh RIE?L)’/;)
= ~

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / Pykopoaureb
Pawun Kumar

Print Date /
HaTa:29.11.2021

Print Date /
JaTta:29.11.2021

Print Date /
Hata:29.11.2021

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




