Dr. Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

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 /
Hopuran®, Ta6/1eTKH, NOKPbITHIE NJIEHOYHOH 000J104KOM

|Batch No. / Cepust Ne : V2200978

Batch Size / O6bem maptuu : 684.000 KG

Analytical Report No / AHanuTHYecKHii oT4eT Ne
1890001593008, 890001592556

Date of Analysis / laTa ananu3za :28.05.2022

Date of Manufacture / JlaTa npouzBoacTBa :APR-2022

Date of Expiry / Cpok rognocts : MAR-2027

Analysis performed according ND / Auanu3 nposeaen no HJI: 1T N008846-071216 (amend Ne 1
from 20.08.2019 / u3am. Nel ot 20.08.2019

Page 1 of 8

Result / PeaynkTathbl

Specification / Hopma

OnucaHune

Sr. |Test/ MNokasaTtens
No. -
1 |Description /

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

/ Kpyrnble nBosikoBbINYKble

TabneTku, NOKpbIThHIE
nneHo4Holn o6onoykon Genoro
LBeTa, C TUCHEHUEM
«NOVIGAN» Ha ofHomn
cTopoHe. Ha nonepeyHom
paspese siapo bemnoro upeTa.

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

/ Kpyrnble aBosikoBbinyKrble TabneTku,

NOKPbLITbIE NAIEHOYHON 060NOYKON
©ernoro uBeTa, ¢ TUICHEHWEM
«NOVIGAN» Ha ogHol cTopoHe. Ha
nonepeyHoM paspese s4po ot 6enoro Ao
noyTy 6enoro LBeTa.

Remarks : The Product confirms to ND/
IIpumedanne: IIpoaykT cooTBeTCTBYET Tpebosanuam HJL

Conclusion : APPROVED /
3aknouenne: OJOBPEHO

Prepared by /
IloarorosyieHo:

Checked by /
IIpoBepeHo:
Pravesh Rana

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

Pavan Kumar Sharmg’

——

Ankit
Print Date /

Hara 28.05.2022

Print Date /
Jata:28.05.2022

Print Date /
ata:28.05.2022

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 Laboratories Ltd.,
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’ °@® Formulation Unit-6
DI". Red dY S ‘-. Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS  pjstt. Solan, H.P, 173 205, INDIA
CEPTU®UKAT AHAJIA3A e : +91 98166 56001-02
www.drreddys.com

Product: Novigan, film-coated tablets /
HoBuran®, tab1eTkH, NOKPLITHIE NJIEHOYHOH 0007104KOM
Batch No. / Cepusi Ne : V2200978 Batch Size / O6bem maptuu : 684.000 KG
Analytical Report No / Ananutudecknii ordyer No Date of Analysis / JaTa anaausa :28.05.2022
:890001593008, 890001592556
Date of Manufacture / Jlata npouzBoacrBa :APR-2022 Date of Expiry / Cpok rogaoctu : MAR-2027
Analysis performed according ND / Auanau3 nposeaex no HJI: I1 N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019
Page 2 of 8
Sr. |Test/ MNokasatenb Result / PeaynbTaThl Specification / Hopma
No.
2 |ldentification /
MoanuHHoCTL a) Complies as prescribed/ Retention time of principal peak in the
a) Ibuprofen / B cooTtBeTcTBUM € onncaHmem  |chromatogram of test solution should
NbynpodeH correspond to retention time of principal
peak in the chromatogram of ibuprofen
standard solution. / BpemMs yaepkusaHus
OCHOBHOro nuMka Ha Xpomarorpamme
UcnbITyemoro pacteopa AOIMKHO
COOTBETCTBOBATb BpeMEHHU
YAEPXKUBaAHNA  OCHOBHOrO MuUka Ha
XpomaTorpamme CTaHAapTHOro
pactsopa nbynpodeHa.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Iponykt cootBeTcTBYET TpeGosannsam HJl | 3axmoyenne: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: [TpoBepeHo: . Ono6peHo: Menemxep /
Ankit Pravesh Rana [/ PykoBoautens
_ : i»\; Pavan Kumar Sharma
@ ' N T
Print Date / Print Date / Print Date /
Jlata 28.05.2022 Hata:28.05.2022 Hata:28.05.2022

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 ":‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUOHUKAT AHAJIM3A

Tel : +91 98166 56001-02

www. drreddys.com

Product: Novigan, film-coated tablets /
Hosurau®, tabeTKH, NOKPbITHIE ILIEHOYHOI 000/10YK0i

Batch No. / Cepua Ne : V2200978

Batch Size / O6bem napru : 684.000 KG

Analytical Report No / Ananutndeckuii order Ne
1890001593008, 890001592556

Date of Analysis / Jlata anann3a :28.05.2022

Date of Manufacture / [lata npoussoacrsa :APR-2022

Date of Expiry / Cpok rognoctn : MAR-2027

Analysis performed according ND / Auanus nposenen mo HJ/I: IT N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019

Page 3 of 8
Sr. |Test/ NMokazaTtenb Result / PesynbraTthl Specification / Hopma
No.
3 |ldentification /|b) Complies as prescribed/ Retention time of principal peaks in the

MNoanuHHOCTL

b) Pitofenone
hydrochloride
fenpiverinium
bromide /

MutodeHoHa

Spomug

rMAPOXIOPUA W
heHnnBeprHUA

B cooTBETCTBUM C ONUCAHMEM

and

chromatogram of test solution should

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

chromatogram of standard solution./
BpemeHa yaepkvuBaHWUA OCHOBHbIX NUKOB

Ha XpomaTorpamme UCMbITYEMOTO
pacTBopa [AOMKHbI  COOTBETCTBOBATH
BpemMeHam YAEPKNBaHUA nUKoB
nuToceHoHa rmgpoxnopuga n
cheHnmeepunsns Gpomuga Ha
XpomaTtorpamme CTaHgapTHOro
pacTteopa.

Remarks : The Product confirms to ND/
IIpumeuanne: [TpoaykT cootBeTcTBYyeT TpeboBanusam HJL

Conclusion : APPROVED /
3akmaouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: [IpoBepeHo: Ono6peHo: Menemxep /
Ankit Pravesh Rana /) PyxoBoautenp
//[E;' l» Pavan Kumar Sharma
(_/ B o Pp—————
Print Date / Print Date / Print Date /
JlaTa 28.05.2022 Jlata:28.05.2022 Jara:28.05.2022

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
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Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

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 /

HoBurau®, ta6ieTKH, NOKPHITHIE MJIEHOYHOH 00071049KO0MH

Batch No. / Cepus Ne : V2200978

Batch Size / O6bem mapthn : 684.000 KG

Analytical Report No / AHaauTH4YecKkHuii oTueT Ne

1890001593008, 890001592556

Date of Analysis / JlaTa anann3a :28.05.2022

Date of Manufacture / Jlata npoussoactea :APR-2022

Date of Expiry / Cpox rogHocTn : MAR-2027

Analysis performed according ND / Ananu3 nposeaer no HJI: TT N008846-071216 (amend Ne 1

from 20.08.2019 / u3m. Nel ot 20.08.2019

Page 4 of 8

Sr. |Test/ MNokaszaTtenb
No.

Result / PeaynbTtaTthl

Specification / Hopma

4 |Average weight
and Uniformity of
weight / CpegHss
mMacca v
0QHOPOAHOCTL MO
macce

569.4 mg/ 569.4 mr

Complies

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

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 51 seconds/02m 51uH

Not more than 30 min /

PacnagaemocTtb He 6onee 30 muH

6 |Dissolution / Not less than 70 % (Q) of Ci3H1g02
PaCTBopeHme (ibuprofen) after 30 min. / He menee 70
Ibuprofen / 98-102% % (Q) Ci13H1802 (MGynpocheH) vepes 30
N6ynpodeH L
Pitofenone Not less than 75 % (Q) of C22H2sNO4-HCI
hydrochloride / 100-106% (pitofenone hydrochloride ) after 30 min. /
MuTodheHoHa He MeHee 75 % (Q) CzH2sNO4HCI
rmapoxnopua, (nuTobeHoHa ruapoxnopua) 4vepes 30

MWH.

Remarks : The Product confirms to ND/
IIpumeyanne: [IpoaykT coorBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akimouenne: OJJOBPEHO

Prepared by /
[ToarorosieHo:

Ankit

Checked by /
[IpoBepeHo:
Pravesh Rana

Approved by: Manager/Executive /
Onobpeno: MeHemxep /
PykoBoaureins

Pavan Kumar Sharma

fo—

Print Date /
Jara 28.05.2022

Print Date /
Jlata:28.05.2022

Print Date /
Jarta:28.05.2022

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 o Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS  pjgt. solan, H.P, 173 205, INDIA
CEPTU®UKAT AHAJIM3A . 191 98166 56001-02
www.drreddys.com

Product: Novigan, film-coated tablets /
Horurau®, tabjeTKkH, NOKPHIThIE MJIEHOYHOH 000.104K0i
Batch No. / Cepust Ne : V2200978 Batch Size / O6bem mapTuu : 684.000 KG
Analytical Report No / Anaautudecknii ordyer Ne Date of Analysis / JaTa ananu3za :28.05.2022
:890001593008, 890001592556
Date of Manufacture / /laTta npoussoacraa :APR-2022 Date of Expiry / Cpok roanocrn : MAR-2027
Analysis performed according ND / Ananun3 nposeaen nmo HJI: I1 N008846-071216 (amend Ne 1
from 20.08.2019 / uzm. Nel ot 20.08.2019
Page S of 8
Sr. |Test / MNokazatenb Result / PeaynbtaTthb! Specification / Hopma
No.
7 |Related 0.04%
substances / Total impurities not more than 1.0 % /
MocTopoHHue Cymma npumecei — He 6onee 1,0 %
npvMecK
8 |Microbial limits /
Mukpobuonormnyec
Kas uncrota
a) Total Aerobic
Microbial Count / Less than 100 CFU/ ml/ Not more than 1000 CFU/ml /
O6wee uncno MeHee 100 KOE/mn He 6onee 1000 KOE/mn
a3pobHbIX
MUWKpPOOpPraHu3moB
b) Total Combined
Yeasts and Mould Less than 50 CFU/ ml / Not more than 100 CFU/ml /
Count / ObLyee MeHee 50 KOE/mn He 6onee 100 KOE/mn
YUCITO APOICKEBLIX
1 NNecHeBbIX
rpnbos
Absent / Absentin1g/
c) E. coli OTcyTcTBYeT OTcytctBMEB 1T
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
I pumeuanue: [Ipoaykr coorBerctByet TpeGosanusam HI[ | 3akaouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorornexo: [TposepeHo: Onob6peno: Menemkep /
Ankit Pravesh Rana ) PyKoBOIUTEND
@ g i i Pavan Kumar Sharma
Print Date / Print Date / Print Date /
Hara 28.05.2022 Jarta:28.05.2022 JlaTa:28.05.2022

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
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Dr.Reddy’s ‘_‘.‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

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 /
Hoeurau®, TaGjeTkH, NOKPbIThHIE MJIeHOYHOH 000J109KOi

Batch No. / Cepusa Ne : V2200978

Batch Size / O6bem naptuu : 684.000 KG

Analytical Report No / Ananuru4eckuii or4er No
:890001593008, 890001592556

Date of Analysis / laTa anaausa :28.05.2022

Date of Manufacture / lata mpon3soacTsa :APR-2022

Date of Expiry / Cpok rogsoctn : MAR-2027

Analysis performed according ND / Anaaun3 nposeaes no HJI: IT1 N008846-071216 (amend Ne 1
from 20.08.2019 / uzm. Nel ot 20.08.2019

Page 6 of 8

Sr.
No.

Test / [Toka3aTenb

Result / PesynbTaThbl

Specification / Hopma

9

Uniformity of
dosage units of /
OpHopoaHoCTb
0031poBaHUS:
Pitofenone
hydrochloride /
MutodeHoHa
rmapoxnopua

Fenpiverinium
bromide /
deHnueepnHUs
6pomug

Acceptance value (AV) should be not
more than 15.0. / MNokasaTtens

3.0 npuemnemocTtu (AV) BOMKHO BbITb He
6onee 15,0
3.8 Acceptance value (AV) should be not

more than 15.0. / NokasaTenb
npuemnemoctn (AV) 4omKHO BbITb He
Gonee 15,0

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [IponykT cooteTcTByeT Tpebosanuam HJ| | 3axmouenue: ONOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: IIposepeHo: Ono6peHo: Menexep /
Ankit o8 Pravesh Rana ,7 PykoBoauTens

C;A ’ /tm\ Pavan Kumar Sharma
Print Date / Print Date / Print Date /
Jata 28.05.2022 JlaTta:28.05.2022 JlaTta:28.05.2022

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
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Dr.Reddy’s ‘..o.

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A

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 /
Hopuran®, TabaeTKH, IOKPbITHIE NJIEHOYHOH 000J09KOH

Batch No. / Cepus Ne : V2200978

Batch

Size / O6bem maptuu : 684.000 KG

Analytical Report No / AnanuTu4eckuii order No
1890001593008, 890001592556

Date of Analysis / JIaTta anann3a :28.05.2022

Date of Manufacture / lata npouzBoactea :APR-2022

Date of Expiry / Cpok roguoct : MAR-2027

Analysis performed according ND / Auanu3 nposeaen nmo H/I: IT N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019

|

Page 7 of 8
Sr. |Test/ NokazaTenb Result / PeaynbTtathbl Specification / Hopma
No.
10 |Assay/ 399.8 mg/mr From 384.0 to 416.0 mg of C13H150;
KonunyecteeHHoe (ibuprofen) per tablet. /
onpeaeneHve Ot 384,0 no 416,0 mr C13H1602
Ibuprofen / (nbynpodeH) B TabneTxe.
WbynpodeH
Piofenone 5044 my (ptofencns hydrochlord) per aniet.
. . mg/ mr pitofenone hydrochloride) per tablet.
hydrochloride / OT 4,5 10 5,5 Mr Co2HzsNO4HCI
[ HogReHoga (MMTohbeHoHa rnapoxnopus) B Tabnetke
rMapoxnopua, i e
E 5 e From 0.09 to 0.11 mg of Ca2H29BrN20O
enp!vennlum (fenpiverinium bromide) per tablet.
bromide / - Ot 0,09 o 0,11 mr C2H29BrN2O
deHnunBepuHNs : Mg’ Mr (peHnmBepuHus Gpomua) B TabneTke
Bpomug

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykr coorBeTcTBYET TpeboBanusM H]I

Conclusion : APPROVED /
3aknrouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[loaroTorneHo: [IpoBepeHo: Onobpeno: MeHemxep /

Ankit Pravesh Rana PykoBoaurens

@ ,‘J;:-H_I Pavan Kumar Sharma _

L '_:_:_'.“:E—-T-"
=

Print Date / Print Date / Print Date /

JlaTa 28.05.2022 Jata:28.05.2022 JHata:28.05.2022

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
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Dr.Reddy’s ‘,’.‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTHOHUKAT AHAJIU3A

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

www drreddys.com

Product: Novigan, film-coated tablets /
HoBuran®, TabneTkH, IOKPbITHIE IJIEHOYHOH 060J104KOIi

Batch No. / Cepus Ne : V2200978

Batch Size / O6bem naptuu : 684.000 KG

Analytical Report No / AHanuTH4deckuii oTuer No
1890001593008, 890001592556

Date of Analysis / JlaTa ananuza :28.05.2022

Date of Manufacture / lata npouzBogcrea :APR-2022

Date of Expiry / Cpox rogoctu : MAR-2027

Analysis performed according ND / Ananu3 nposeaen no HJI: 11 N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019

Page 8 of 8

Sr. |Test/ NokasaTtenb Result / PesyneTathl 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. /Mo 10 |blisters and patient information leaflet in
TabneTok B /antoMMHKEeBbIN a carton pack. /o 10 TabneTok B
6nuctep. Mo 2 6nnuctepy ¢ MBX/anoMuHuesbI Gnnctep nnu
WHCTpYyKUMen no npumeneHnto B (MA/AJITIBX//antomnHnesbli BnvucTep.
Nnayvky KapTOHHYIO. Mo 1 nnn 2 6nuctepa ¢ NHCTPYKUMEN MO
NPUMEHEHUIO B NayvKy KapTOHHYHO.
12 |Labeling / According to ND / B cooTtBeTcTBUM ¢ H
MapkupoBka
13 /Storage conditions |At temperature below 25°C / Tpu Temnepatype He Bbiwe 25 °C.
XpaHeHue
14 |Shelf life / Cpok 5years /5 net
rogHoCTU

Remarks : The Product confirms to ND/
Ipumevanue: [Tpoaykt coorBeTcTBYET TpeboBaHusM HI

Conclusion : APPROVED /
3axurouenue: OJJOBPEHO

Prepared by /
IonrorosneHno:

Ankit
3

Checked by /
ITpoBepeHo:
Pravesh Rana

Approved by: Manager/Executive /
OnobpeHo: Meunemxep /
PyxoBoauTenn

Pavan Kumar Sharma

A =

Print Date /
JlaTa 28.05.2022

Print Date /
Hata:28.05.2022

Print Date /
Harta:28.05.2022

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




