Dr.Reddy’s Qf'

CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJTIH3A

Tel : +91 98166 56001-02

www.drreddys.com

Product: Novigan, film-coated tablets /
Hopuran®, tabaeTkH, NOKPbIThIE IVIEHOYHOH 000/104K0H

Batch No. / Cepus Ne : V2200469

Batch Size / O6nem naptun : 684.000 KG

Analytical Report No / AHaIMTHYeCKHH 0TYeT Ne
1890001582197, 890001581579

Date of Analysis / lata anannsa :30.03.2022

Date of Manufacture / lata mpon3soactsa :FEB-2022

Date of Expiry / Cpok roanocrn : JAN-2027

Analysis performed according ND / Auasnns nposeaen mo HJI: 11 N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019

Page 1 of 8

Result / PeaynbTaThl

Specification / Hopma

Sr. |Test/ NokazaTenb
No.
1 |Description /
Onwucanue

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

/ Kpyrnble ABOSIKOBbINYKSble

TabneTku, NOKPbITbIE
nneHoyHoin obonoykomn 6enoro
LiBeTa, C TUCHEHUEM
«NOVIGAN» Ha ogHown
cTopoHe. Ha nonepevHoMm
paspese sapo benoro ugeTa.

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

/ Kpyrnble ABOSIKOBbINYKMble TAabNeTku,

NOKpLITbIE MIIEHOYHON 060r104KON
Benoro LIBeTa, C TUCHEHUEM
«NOVIGAN» Ha ofHoli cropoHe. Ha
nonepeyHoMm paspese 84po oT 6enoro [o
noytn 6enoro UBeTa.

Remarks : The Product confirms to ND/
Ipumeuanue: [Ipoaykr coorsercrayeT Tpebosanusm HJT

Conclusion : APPROVED /
3axaouenue: OJJOGPEHO

Prepared by /
[ToaroToBlieHO:
Ankaj

o

B

Checked by /
[TpoBepeHo:
Himesh Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep /
PykoBoauTens

Pavan Kumar Sharma

Print Date /
Hata 30.03.2022

Print Date /
JHata:30.03.2022

Print Date /
NaTa:30.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

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

CEPTUO®UKAT AHAJIHM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product: Novigan, film-coated tablets /
Hosuran®, Ta6aeTKkH, NOKPLITHIE MJIEHOYHOH 060104KOMH

Batch No. / Cepusi Ne : V2200469

Batch Size / O6bem napran : 684.000 KG

Analytical Report No / Ananurndeckuii oruer N
890001582197, 890001581579

Date of Analysis / J{ara ananmsa :30.03.2022

Date of Manufacture / Jlata nponzBoacrsa :FEB-2022

Date of Expiry / Cpox rogsocry : JAN-2027

Analysis performed according ND / Ananus nposeaen no HJ: [1N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019

Page 2 of 8
Sr. |Test/ MNoka3atenb Result / PeaynbTaThl Specification / Hopma
No.
2 |ldentification /
MoanuHHOCTL a) Complies as prescribed/ Retention time of principal peak in the
a) lbuprofen / B cooTBeTCcTBMM C onucaHem  |chromatogram of test solution should
N6ynpodeH correspond to retention time of principal

peak in the chromatogram of ibuprofen
standard solution. / Bpema yaep>XuBaHus
OCHOBHOIO MWKa Ha XpomaTorpamme

UCTBITYEMOTO pacTeopa LAOJIKHO
COOTBETCTBOBATb BpPEMEHU
YAEPKMBAHWA  OCHOBHOTO MUKa  Ha
XpomaTtorpaMmme cTaHgapTHOro

pacteopa wbynpodeHa.

Remarks : The Product confirms to ND/
Ipumeuanue: [poaykr cootBeTcTBYeT Tpebosanuim HJT

Conclusion : APPROVED /
3axawdenune: OJOBPEHO

Prepared by /
[MoarotosieHoO:

Ankaj [Pé/

Checked by /
[IposepeHo:
Himesh Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep /
PykxoBoautens

Pavan Kumar Sharma

Print Date /
Iara 30.03.2022

Print Date /
Hata:30.03.2022

Print Date /
ITaTta:30.03.2022

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



@ Dr. Reddy's Laboratories Ltd
Dr. Reddy,s ‘... Formulation Unit-6
. Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
CEPTHOHKAT AHAJIM3A Tel : +91 98166 56001-02
www.drreddys.com

Product: Novigan, film-coated tablets /
Hosuran®, TaGieTkH, NOKPLIThIE NJIEHOYHOH 000J1049KO0MH
Batch No. / Cepusi Ne : V2200469 Batch Size / O6bem mapTuu : 684.000 KG
Analytical Report No / AHauTHIeCKHiH OTIET No Date of Analysis / Jlara ananmusa :30.03.2022
:890001582197, 890001581579
Date of Manufacture / Jlata npoussojcrsa :FEB-2022 Date of Expiry / Cpok roguoctn : JAN-2027
Analysis performed according ND / Anajiu3 npoBeJeH 10 H/I: [T N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019
Page 3 of 8
Sr. |Test/ MNokasarenb Result / PesynbTartbl Specification / Hopma
No.
3 |ldentification /|b) Complies as prescribed/ Retention time of principal peaks in the
MopnuHHOCTL B cooTBeTCTBUM C ONMUcCaHnem chromatogram of test solution should
correspond to retention time of
b) Pitofenone pitofenone hydrochloride and
hydrf)ch!o.ride and fenpiverinium bromide peaks in the
fenpiverinium chromatogram of standard solution./
bromide / BpemeHa YAep VNBaHUA OCHOBHbIX MKOB
MuTogeHoHa Ha  XpoMaTtorpamme  UCMbITyemoro
FUAPOXIOPVA 1 pacTBopa [OMKHbl  COOTBETCTBOBATH
(heHnnBepuHuA BpemeHam yAEpPXKUBaHUS MAKOB
OpomuA nMTOgEHoHa ruapoxnopuaa "
heHnBepUHUS Spomuga Ha
Xxpomartorpamme cTaHgapTHOro
pacTBopa. |
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Tpumeyanue: [1poyKT COOTBETCTBYCT TPeOOBAHUAM HJ1 | 3axmouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBieHo: [IpoBepeHo: Opo6peno: Menexep /
Ankaj - Himesh Kumar PykoBoauTenb
/ K _— . Pavan Kumar Sharma
L 2 Cj‘j‘——l/—,; (;Im:“-’ ST
Print Datc / Print Date / Print Date /
Ilara 30.03.2022 Hara:30.03.2022 Jlata:30.03.2022

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 ‘j’:‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHO®UKAT AHAJIU3A

Tel : +91 98166 56001-02

www.drreddys.com

Product: Novigan, film-coated tablets /
Horuran®, TabaeTki, NOKPLITbIE [JIEHOYHOM 060104KOH

Batch No. / Cepusi Ne : V2200469

Batch Size / O6bem napriu : 684.000 KG

Analytical Report No / AHaIHTHYECKHH 0TYeT No
1890001582197, 890001581579

Date of Analysis / JlaTa ananu3a :30.03.2022

Date of Manufacture / Jlata npon3BoacTsa :FEB-2022

Date of Expiry / Cpok rogsocrs : JAN-2027

Analysis performed according ND / Ananu3 nposenen mo HJL: 1 NOO8 846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019

Page 4 of 8

Sr. |Test/ NokasaTenb

No.

Result / PesynbTaThbl

Specification / Hopma

4 |Average weight
and Uniformity of
weight / CpeaHsas
macca u
0OHOPOAHOCTbL MO
macce

569.9 mg/569.9 mr

Complies

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

18/20 tabl = NMT £ 5 % /
18/20 Tabn — He 6onee £ 5 %

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

5 |Disintegration /

03 min 22 seconds/03m 22u1H

Not more than 30 min/

PacnapaemocCTb He 6onee 30 MuH

6 |Dissolution/ Not less than 70 % (Q) of CiHisO2
PacTtBOpeHue (ibuprofen) after 30 min. / He menee 70
Ibuprofen / 101-102% % (Q) CisH1s02 (MBynpodeH) uepes 30
N6ynpodeH MIAk.
Pitofenone Not less than 75 % (Q) of C22H2sNO4-HCI
hydrochloride / 102-106% (pitofenone hydrochloride ) after 30 min. /
nMTO(beHOHa He wmeHee 75 % (Q) 022H25N04'HC|
FMapoXnopua (nuTocheHoHa rugpoxnopug) udepes 30

MWH.

Remarks : The Product confirms to ND/
Ipumeuanne: [IpoyKT COOTBETCTBYCT tpeGosaniam HJ

Conclusion : APPROVED /
3akmouyenne: OJJOBPEHO

Jata 30.03.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToseHo: [TpoBepeHo: Opo6peno: MeHemxkep /
Ankaj \ Himesh Kumar PykoBoauTenb
[V q Pavan Kumar Shalltma _
A e
; AP
Print Date / Print Date / Print Date /

Jata:30.03.2022

JaTa:30.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 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

CEPTHOHKAT AHAJIU3A

Tel : +91 98166 56001-02

www.drreddys.com

-

tch Size / O0beM MAPTHH ! 684.000 KG

Date of Analysis / /lara anaau3a :30.03.2022

Date of Expiry / CpoK rogHocTH : JAN-2027

HA: 11 N008846-071216 (amend Ne 1

Page 5of 8
Specification / Hopma

Total impurities not more than 1.0 % /
Cymma npumeceil — He 6onee 1,0 %

Not more than 1000 CFU/ml/

Product: Novigan, film-coated tablets /

Hopurau®, TabJeTKH, NOKPLITHIC eHoYHOi 060/104KO0il

Batch No. / Cepus Ne : V2200469 Ba

Analytical Report No | AnaanTHueckuii order Ne

890001582197, 890001581579

Date of Manufacture / /IaTa npou3BoACTEA :FEB-2022

Analysis performed according ND / Ananu3 npoBeJieH 1o

[from 20.08.2019 / uam. Nel ot 20.08.2019

Sr. |Test / MNokazaTtesb Result / Peaynetathbl
No.
7 |Related 0.03%
substances /
MocTopoHHUE
npuMmecu
8 |Microbial fimits /
Mukpobuornornyec
Kag uncToTa
a) Total Aerobic
Microbial Count / Less than 100 CFU/ mi/
O6Lee uucno Menee 100 KOE/mnA He 6onee 1000 KOE/mn
aspobHbIX
MUKPOOPraHn3mMoB
b) Total Combined
Yeasts and Mould Less than 50 CFU/ ml/ Not more than 100 CFU/ml/
Count / Obuiee MeHee 50 KOE/mn He 6onee 100 KOE/mn
YNCIO APONOKEBBIX
¥ NNecHeBbIX
rpnbos
Absentin1g/

c) E. coli OtcytcrByer B 1T

Absentin 1g/
OTcyTCcTBYE B ir

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Tpnmeuanne: [IpoJYKT COOTBETCTBYET tpebopasmam HIL 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToAroToBJEHO: [IpoBepeHo: Ono6peno: Menemkep /
Ankaj ) Himesh Kumar PykoBoaUTENb
@/\ ‘ . Pavan Kumar Sharma
3 e ,P--""_j’:_'"
} /

Print Date / Print Date / Print Date /
Jlata 30.03.2022 Jlata:30.03.2022 JlaTa:30.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mai
CIN: L85195AP1984PLC004507
www.drreddys.com

500034, Telangana, India
|@drreddys.com



Qe D ' i
A s r. Reddy's Laboratories Ltd.
Dr. Reddy s Q... Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,

CEPTH®UKAT AHAJIU3A Tel : +91 98166 56001-02

www.drreddys.com

Product: Novigan, film-coated tablets /

Hopuraa®, TabieTkH, NOKPHIThIE MJIEHOYHOH 0007109KOH
Batch No. / Cepust Ne : V2200469 Batch Size / O6bem napthn : 684.000 KG
Analytical Report No / AHaaaTHYeCKHH 0THET Ne Date of Analysis / Jlata ananusa :30.03.2022
:890001582197, 890001581579 -
Date of Manufacture / Jlata npoussoactsa :FEB-2022 Date of Expiry / Cpoxk roauocts : JAN-2027
Analysis performed according ND / AHanu3 npoBejeH 1o HJT: IT1 N008846-071216 (amend Ne 1
from 20.08.2019 / usm. Nel ot 20.08.2019 .

Page 6 of 8
Sr. |Test/ lNokasaTtenb Result / PeaynbrtaTthbl Specification / Hopma
No.

9 |Uniformity of Acceptance value (AV) should be not
dosage units of / more than 15.0. / [NokasaTtenb
OpHOpOoAHOCTL 3.6 npuemnemocTy (AV) AOIDKHO ObITb He
JL031pPOBaHUSA: 6onee 15,0
Pitofenone
hydrochloride /

MutodeHoHa
rMApoXnopua
Fenpiverinium 4.3 Acceptance value (AV) should be not
bromide / more than 15.0. / [okasartens
deHnnBepuHNA npuemnemocTy (AV) AOITKHO ObITb HE
6pomung fonee 15,0
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpuveuanue: [IpoayKT coOTBETCTBYET TPEOOBAHUAM HJ | 3axmouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToAroToBJIEHO: [IpoBepeHo: Opobpeno: Menemxep /
Ankaj 7 Himesh Kumar PyxoBoauTenb
{ fj../ e . ~ Pavan Kumar Sharma
- et A=
Print Date / Print Date / Print Date /
Jara 30.03.2022 IaTa:30.03.2022 Jara:30.03.2022

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

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 /

Hopurau®, Ta6JeTKH, NOKPLITHIE NJIeHO4HOH 060J104KO#
Batch No. / Cepust Ne : V2200469 Batch Size / O0bpeM IMAPTHH 684.000 KG
Analytical Report No / AHajETHYEeCKHii 0TYeT Ne Date of Analysis / /laTa anajnnsa :30.03.2022
.890001582197, 890001581579
Date of Manufacture / JIaTa n1poH3BOACTEA :FEB-2022 Date of Expiry / CpoK roaHOCTH : JAN-2027
Analysis performed according ND / AHanu3 npoBe/ieH 1o HI: 11 N008846-071216 (amend Ne 1
[from 20.08.2019 / m3m. Nel ot 20.08.2019
Page 7 of 8
Sr. |Test/ lNoka3atesnb Result / PesynbTaThbl Specification / Hopma
No.
10 |Assay/ 400.6 mg/mr From 384.0 to 416.0 mg of C13H4802
KonmuecTBeHHOe (ibuprofen) per tablet. /
onpeaeneHue Ot 384,0 no 416,0 mr C13H1802
Ibuprofen / (uBynpodpeH) B TAONETKE.
MeynpodeH
Pitofenone From 4.5 to 5.5 mg of Ca2H2sNO4-HCI
. itofenone hydrochloride) per tablet. /
hydrochloride / 4SS mahr (OpT 4,5 no 5,5ymr szstN()DE)'HCl
Ilirodietota (nuTodeHoHa rnapoxmnopuna) B Tabnetke
rmapoxsopug
Fenpiverinium From.0.0_Q _to 0.1 mg of CazH2aBrN20
) (fenpiverinium bromide) per tablet.
bromide / Ot 0,09 20 0,11 Mr C2sHz9BrN20
PeHNMBEPUHWUSA 0.0978 mg/ Mr (¢pernuBepuHMs Gpomua) B TabnieTke
Gpomug, J

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IpOyKT COOTBETCTBYET TpeGopanmam HJL | 3awsiodenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToArOTOBJICHO: [IpoBepeHo: Ono6peno: MeHeKep /
Ankaj ﬁ = Himesh Kumar PykoBoauTenb
[ P ___‘l/’—* Pavan Kumar Sharma
== — Ve ’I{_m\f:_;:?-'"
=

Print Date / Print Date / Print Date /
Jlata 30.03.2022 Jlata:30.03.2022 JlaTa:30.03.2022

Regi o m—owow . .
egister?rdlf)f‘gce. 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
el: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s Q‘:

CERTIFICATE OF ANALYSIS

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

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

CEPTH®HUKAT AHAJIN3A

Tel : +91 98166 56001-02

www.drreddys.com

Product: Novigan, film-coated tablets /

Hosuran®, TabaeTKi, NOKPbIThie VICHOYTHO

1 060104KO0I

Batch No. / Cepusi Ne : V2200469

Batch Size / O6beM napTuu : 684.000 KG

Analytical Report No / AHanuTadecknii oTaer Ne
-890001582197, 890001581579

Date of Manufacture / /laTa npoH3BOACTBA :FEB-2022

Analysis performed according ND / Anajiu3 npoBeAeH
|from 20.08.2019 / w3m. Nel ot 20.08.2019

Date of Analysis / /laTa aHaan3a :30.03.2022

Date of Expiry / CpoK roHOCTH : JAN-2027

o HJI: 1 N008846-071216 (amend Ne 1

Page 8 of 8

Result / Pesynbrathl

Specification / Hopma

10 tablets in a aluminum blister.
2 blister and patient information
leaflet in a carton pack. /Mo 10
TabrneToK B /anioMUHNEBbIA
6nuctep. Mo 2 Gnuctepy ¢
WHCTPYKLUMEA Mo NPUMEHEHWIO B
navky KapTOHHYIO.

10 tablets in a PVC/aluminum blister or
PA/AL/PVC//aluminum blister. 1o0r2

blisters and patient information leaflet in

a carton pack. / Mo 10 TabneTok 8
MBX/antoMuHUEBbLIR bnucTep U
NA/ANNBX//anioMyH1eEBbIA BrivcTep.

Mo 1 vnu 2 6rncTepa ¢ MHCTPYKLUMEiA no

NPUMEHEHWIO B naJKy KapTOHHYIO.

According to ND / B cooTBeTcTBun C HO

At temperature below 25°C [Tlpw Temneparype He Bblllie 2576,

Sr. |Test / NokasaTenb
No.
11 |Package /
YnakoBkKa
12 |Labeling /
MapkvpoBka
13 }'?:torage conditions
| |XpaHeHue
14 |Shelf life / Cpok
| roqHoCTH

5 years / 5 net

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanue: [IPoyKT COOTBETCTBYET tpeGosanusm HJ[ | 3aKarouerue: OJOLPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToArOTOBJIEHO: [TposepeHo: Ono6peno: Menemxep /
Ankaj - Himesh Kumar PykoBoauTeb

/r\/.._ /.—l—/—: Pavan Kumar Sharma

Z. y = o—=
Print Date / Print Date / Print Date /
Jara 30.03.2022 Jla14:30.03.2022 Tara-30.03.2022

Registered F)f‘fice: 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



