@e
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

CEPTHOUKAT AHAJIU3A

Tel : +91 98166 56001-02

www.drreddys.com

Product: Novigan, film-coated tablets /

Horurau®, TtabjieTkl, NOKPbITHIE MJIeHOYHOI 000J1049KOi

Batch No. / Cepust Ne : V2101995

Batch Size / Oobem maptuun : 684.000 KG

Analytical Report No / AHaauTH4YecKHii oTdeT Ne

1890001559614, 890001559697

Date of Analysis / /laTa anaan3a :08.12.2021

Date of Manufacture / JlaTa npoussoacTea

:NOV-2021

Date of Expiry / Cpox rogaoctu : OCT-2026

Analysis performed according ND / Ananus npoBeaen o HJI: IT N008846-071216 (amend Ne 1

from 20.08.2019 / u3m. Nel o1 20.08.2019

NOVIGAN on one side. On a
cross section white core.
{ Kpyrnble [BOAKOBLINYKMbIE

TabneTku, NOKpbITbIE
nrieHo4Ho obonoykon 6enoro
uBEeTa, C TUCHEHNEM
«NOVIGAN» Ha ogHomn
cTopoHe. Ha nonepeunom
paspese sapo 6enoro uBeTa.

Page 1 of 8
Sr. |Test/ Noka3zaTtenb Result / Peaynbtathbl Specification / Hopma
No.
1 |Description /I[White round biconvex film-|White round biconvex film-coated tablets
Onucanwne coated tablets debossed with|debossed with NOVIGAN on one side.

On a cross section white to off-white
core.
/ Kpyrnble gBOsIKOBbLINYKMNbIE TABMeTKu,

NOKPbLITbIE NSIEHOYHON 060NOUKORA
Benoro UgeTa, C TUCHEHUEM
«NOVIGAN» Ha ogHoW cTopoHe. Ha
norepevyHom paspese sapo ot 6enoro ao
noyty 6enoro ugeTa.

Remarks : The Product confirms to ND/
IIpumeuanne: [Iponykr coorBeTcTBYeT TpeboBanusM HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[TogrorosneHo: IIpoBepeno: 5 Opnobpeno: Menemxkep / _Ir.’)ylcogg’wenb
Ankit Himesh Kumgr—_ ~— | Pavan Kumar sharma < ¢~

Print Date / (B - Print Date/ Print Date /

Hara:08.12.2021 Jarta:08.12.2021 Jarta: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
’ e Formulation Unit-6
Dr. Reddy s °. Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

CEPTUDOUKAT AHAJIN3A Tel: +91 98166 56001-02
www.drreddys.com

Product: Novigan, film-coated tablets /
Hopuran®, tab6jeTky, NOKPBIThHIE NUIEHOUHOH 000J04KO
Batch No. / Cepua Ne : V2101995 Batch Size / O6bem naptuu : 684.000 KG
Analytical Report No / AHanuTHuyeckuii oT4eT No Date of Analysis / laTta anasnu3sa :08.12.2021
:890001559614, 890001559697 B
Date of Manufacture / lata nponseoacrrea :NOV-2021 Date of Expiry / Cpok rognoctun : OCT-2026 |
Analysis performed according ND / Ananu3 nposeaen nmo HJ/I: TT N008846-071216 (amend Ne 1
from 20.08.2019 / uam. Nel ot 20.08.2019
Page 2 of 8
Sr. |Test / MNokasaTtenb Result / PesynbTtathl Specification / Hopma
No.
2 |ldentification /
MopnnHHOCTB a) Complies as prescribed/ Retention time of principal peak in the
a) Ibuprofen / B cootBeTcTBUM C onncaHuem  |chromatogram of test solution should
N6ynpodeH correspond to retention time of principal
peak in the chromatogram of ibuprofen
standard solution. / Bpems yaep>uBaHus
OCHOBHOr0O MuKa Ha XpomaTorpamme
UCMBITYEMOro pacTeopa AOIMKHO
COOTBETCTBOBaTb BpEMEHMU
YOEPXKUBAHNA  OCHOBHOrO NWKa  Ha
XpomaTorpamme CTaH4apTHOro
pacTtBopa ubynpoceHa.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipoaykr coorBercTByeT TpeGosanusam HI[ | 3akmoyenne: ONOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: z ITpoBepeHo: = Onobpeno: Menenxep / PykoBoaureib
Ankit [E Himesh Kumar— l,__—— — | Pavan Kumar sharma © /f‘ —
Print Date / Print Date / Print Date / -
HaTa:08.12.2021 Hara: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 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



" 1)
Dr.Reddy’s €3¢

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

Product: Novigan, film-coated tablets /
Hopuran®, TabjeTKH, NOKPbITHIE MJEHOYHOH 060104K0¥H

Batch No. / Cepust Ne: V2101995

Batch Size / O6bem napruu : 684.000 KG

Analytical Report No / AHasuTuyeckuit oruer Ne
1890001559614, 890001559697

Date of Analysis / laTta ananu3a :08.12.2021

Date of Manufacture / lata npoussoacraa :NOV-2021

Date of Expiry / Cpok rogaoct : OCT-2026

Analysis performed according ND / Ananu3 nposeaen no HJI: IT N008846-071216 (amend No 1
from 20.08.2019 / u3am. Nel ot 20.08.2019

b) Pitofenone
hydrochloride and
fenpiverinium
bromide /
MutodeHoHa
rmapoxnopug v
theHnnsepuHuA
Spomng

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

correspond to retention time of
pitofenone hydrochloride and
fenpiverinium bromide peaks in the
chromatogram of standard solution./

BpemeHa yaepxvBaHusl OCHOBHbIX MUKOB

Ha  XxpomaTorpamme  UCMbITYeMoro
pacTBopa [HOJKHbl  COOTBETCTBOBATb
BpeMeHam YAEPXNBaHUA MUKOB
nuTOoheHoHa rnapoxnopuga "
dheHnuBepuHuA 6pomuaa Ha
XpomMaTorpaMme CTaH4apTHOro
pacTBopa.

Remarks : The Product confirms to ND/
ITpumeyanue: IIponykT coorBeTcTByeT TpeGopanusam HJL

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Hata:08.12.2021

Jara:08.12.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosieno: - IIpoBepeno: | Omo6peno: Menenxep / Pykosoanres
Ankit (£~ Himesh I(un;a-FQ | Pavan Kumar sharma < |7~_—

Print Date / Print Date / Print Date / -

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 Q’Z‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHUOUKAT AHAJIN3A

Tel : +91 98166 56001-02

www.drreddys.com

Product: Novigan, film-coated tablets /

Hosuran®, TabjieTku, NOKPbITHIE JIEHOYHO! 060J10YKO¥

'Batch No. / Cepust Ne : V2101995

Batch Size / O6bem maptuu : 684.000 KG

:890001559614, 890001559697

Analytical Report No / AHanuTH4eckuii oTyeT Ne

Date of Analysis / [laTa ananu3a :08.12.2021

Date of Manufacture / JlaTta nponsBoacrea :NOV-2021

Date of Expiry / Cpok rognoctu : OCT-2026

from 20.08.2019 / u3m. Nel or 20.08.2019

Analysis performed according ND / Anayim3 npoeeged no HJI: [T N008846-071216 (amend Ne 1

Page 4 of 8

Sr. |Test/Nokasatenn Result / PeaynbTaThbl Specification / Hopma
No.

4 |Average weight 570.0 mg £ 3 % (from 552.9 mg to 587.1
and Uniformity of 570.8 mg/ 570.8 mr mg) / 570,0 mr + 3 % (oT 552,9 mr go
weight / CpegHss 587,1 mr)

Macca v

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

5 |Disintegration / 06 min 20 seconds/ MuH Not more than 30 min/
PacnapaemocTb He 6onee 30 MmuH

6 |Dissolution/ Not less than 70 % (Q) of Ci3H102
PacTeopeHue (ibuprofen) after 30 min. / He menee 70
Ibuprofen / 101-105% % (Q) Ci3H1802 (nbynpocpeH) yepes 30
N6ynpodeH L
Pitofenone Not less than 75 % (Q) of C22H2sNO4HCI
hydrochloride / 101-105% (pitofenone hydrochloride ) after 30 min. /
MuTodbeHoHa He meHee 75 % (Q) CazH2sNO4HCI
FMAPOXIOpUA (nutodbeHoHa ruppoxnopug) yepes 30

MUWH.

Remarks : The Product confirms to ND/
IIpumeyanne: [IponykT cooTBeTCcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Hara:08.12.2021

Tlara:08.12.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotosneHo: [Iposepeno: Onobpeno: Menemxep / PykoBoaurenb
Ankit (L. Himesh Kumar \ | Pavan Kumar sharma <7~

Print Date /| Print Date/ ~ Print Date / =

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;

Dr. Reddy's Laboratories Ltd.

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

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

CEPTUDHKAT AHAJIU3ZA Tel : +91 98166 56001-02
www.drreddys.com

Product: Novigan, film-coated tablets /
HoBurau®, Ta6eTKH, NOKPLITHIE ILACHOYHOH 060J04KOH

Batch No. / Cepusi Ne : V2101995 Batch Size / O6bem naptum : 684.000 KG

Analytical Report No / Ananutuyeckuii oryer No Date of Analysis / [lata ananu3za :08.12.2021
1890001559614, 890001559697

Date of Manufacture / Harta npousBoacrea :NOV-2021 Date of Expiry / Cpok rognocru : OCT-2026

Analysis performed according ND / Auaaus nposeaen mo HJI: I1 N008846-071216 (amend No 1
from 20.08.2019 / n3M. Nel ot 20.08.2019

Kasi yicToTa
a) Total Aerobic
Microbial Count /
O6wee yucno
a3pobHbIX
MUWKPOOPraHn3MoB

b) Total Combined
Yeasts and Mould
Count / Obuee
UYUCIIO OPONCKEBBIX
W NNecHeBbIX

Page 5 of 8
Sr. |Test / Nokasartens Result / PesynbTaTsl Specification / Hopma
No.
7 |Related BDL (Disregard limit 0.03%)
substances / Total impurities not more than 1.0 % /
[MocTopoHHue Cymma npvmecei — He Bonee 1,0 %
npumecu
8 [|Microbial limits /
Mukpobuonoruyec

Less than 100 CFU/ ml /
MeHee 100 KOE/mn Not more than 1000 CFU/ml /
He 6onee 1000 KOE/mn

Less than 50 CFU/ ml /
MeHee 50 KOE/mMn Not more than 100 CFU/ml /
He 6onee 100 KOE/mn

rpuboes Absent /
OTcyTcTtBYyeT Absentin1g/

c) E. coli OtcytctBUE B 1T
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: Iponykt cootBercTByeT TpeGosanusm HJ[ | 3akmouenue: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loprorosreHo; IIpoBepeHo: Onobpeno: Menemkep / Pykopoautess |
Ankit (P Himesh Kumar \ ____—""| Pavan Kumar sharma <{"=—
Print Date / Print Date/ Print Date / -
Hara:08.12.2021 Jata:08.12.2021 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: L85195AP1984PLC004507
www.drreddys.com



‘. o Dr. Reddy's Laboratories Ltd.
’ °® Formulation Unit-6
Dr. Reddy s ". Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

CEPTUDOUKAT AHAJIU3A Tel : +91 98166 56001-02
www.drreddys.com

Product: Novigan, film-coated tablets / |
Hopuran®, tabieTku, NOKpbITHIE NJIEHOYHOH 000/104KOM
Batch No. / Cepnsi Ne : V2101995 Batch Size / O6bem naprum : 684.000 KG
Analytical Report No / AHasuTHYecKHii oT4eT No Date of Analysis / [lata ananu3za :08.12.2021
1890001559614, 890001559697 -
Date of Manufacture / Jlata nponssogctea :NOV-2021 Date of Expiry / Cpok roguocru : OCT-2026 |
Analysis performed according ND / Ananu3 nposeaed mo HJI: IT N008846-071216 (amend Ne 1
from 20.08.2019 / uam. Nel ot 20.08.2019
Page 6 of 8

Sr. |Test/ Nokazatenb Result / PeaynbTaThbl Specification / Hopma

No.

9 |Uniformity of Acceptance value (AV) should be not
dosage units of / more than 15.0. / lNokasaTenb
OpHopogHocTb npuemnemocTtu (AV) JomkHO BbITh He
0031pOBaHUs:; 3.8 Gonee 15,0
Pitofenone
hydrochloride /

MuTodheHoHa
rmapoxnopug
=% AT SFRTTI 3.8 Acceptance value (AV) should be not
bromide / more than 15.0. / NokasaTens
®eHnnBepuHnA npuemnemocTu (AV) 4OMKHO BbITh He
Bpomug bonee 15,0
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Tponykr cootBercTByeT TpeGopanuam HJ[ | 3axuiouenne: OHNOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroToBnexo;.. IIpoepeno: Ono6peno: Menemkep / Pykopoaurens |
Ankit i/ A Himesh Kumar | | Pavan Kumar sharma < ("= |
Print Date / Print Date/ — - " | Print Date /
Hara:08.12.2021 Hara: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: L85195AP1984PLC004507
www.drreddys.com



q.o Dr. Reddy's Laboratories Ltd.

y 9 Formulation Unit-6

DI'. Reddy S L Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Sotan, H.P.,, 173 205, INDIA

CEPTUDPUKAT AHAJIU3A Tel : +91 98166 56001-02
www.drreddys.com

Product: Novigan, film-coated tablets /
Hopnran®, TabiaeTku, NOKPHITHIE NICHOYHOI 000/104K0i
Batch No./ Cepus Ne : V2101995 Batch Size / O6bem maprtum : 684.000 KG
Analytical Report No / AHajnTHuecknii orger No Date of Analysis / laTa anasnza :08.12.2021
:890001559614, 890001559697
Date of Manufacture / Jata npoussoacTea :NOV-2021 Date of Expiry / Cpok ropHoctu : OCT-2026
Analysis performed according ND / Auasn3z nposeaen no HJI: I1 N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel o1 20.08.2019
Page 7 of 8
Sr. |Test / MokazaTtenb Result / PesynbTrarthl Specification / Hopma
No.
10 |Assay/ 396.4 mg/ 396.4 mr From 384.0 to 416.0 mg of C13H1g0,
KonuuecTseHHoe (ibuprofen) per tablet. /
onpefenexune oT 384,0 Ao 416,0 Mr C13H1302
Ibuprofen / (nBynpodeH) B TabneTke.
WbynpodeH
Pitofenone 5.093 mg/ 5.093 mr From 4.5 to 5.5 mg of C22H2sNO4-HCI
; itofenone hydrochloride) per tablet. /
yeoehllide | (cg)r 4.5 10 55 wr szHgNg)i)-HCl
TAICERroHS (nuTodbeHoHa rmgpoxnopua) B Tabnetke
rmapoxnopua,

Lo From 0.09 to 0.11 mg of C22H29BrN.O
Fenpiverinium 0.1017 mg/ 0.1017 mr (fenpiverinium bromige) per tablet.
bromide / OT 0,09 70 0,11 Mr C22H20BrN20
®eHnnBepnHs (peHnmBepUHUA Gpomuna) B TabneTke
6pomug

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [MpoxyxT coorserctByeT Tpebopanuam HJ] | 3akmouenne: OHOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroTtopneno; .. IIpoBepero: Ono6peno: Menemxep / Pykosogurens ||
Ankit (B Himesh Kun,wl'—\} _——— | Pavan Kumar sharma <{2-—

Print Date/ Print Date / Print Date /

Harta:08.12.2021 Hara: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 Laboratories Ltd.

/ °@® Formulation Unit-6

Dr’ Reddy s -. Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

CEPTUDPUKAT AHAJIHN3A Tel : +91 98166 56001-02
www.drreddys.com

Product: Novigan, film-coated tablets /

HoBuran®, tabjJeTKH, NOKPHIThIE MJEHOYHOH 000109KO0

Batch No. / Cepus Ne : V2101995 Batch Size / O6bem naprun : 684.000 KG
Analytical Report No / Ananutudeckuii order Ne Date of Analysis/ JlaTa ananusza :08.12.2021
:890001559614, 890001559697
Date of Manufacture / lata npoussoacTsa :NOV-2021 Date of Expiry / Cpok roguoctu : OCT-2026
Analysis performed according ND / Ananau3 nposeaen no HJ/I: [T N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019

Page 8 of 8
Sr. |Test / Nokasatenb Result / PeaynbTtathl 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. / o 10 |blisters and patient information leaflet in
TabneTok B /anbloMuHueBbI a carton pack. / Mo 10 TabneTtok B
Bnuctep. Mo 2 Gnnctepy ¢ MBX/amomMmuHneBbIn 6nuctep nnu
WHCTpYyKUMen no npumeHeHuo B |MA/AJI/TIBX//antomuHneBbii 6nucTep.
nayky KapTOHHYIO. Mo 1 nnwv 2 6nucTtepa ¢ MHCTPYKLMEA NO
NMPUMEHEHMIO B NaYKy KapTOHHYIO.
12 |Labeling / According to ND / B cootBeTcTBUM ¢ HL]
MapkupoBka
13 /Storage conditions [At temperature below 25°C / [1pn TemnepaTtype He Bbiwwe 25 °C.
XpaHeHune
14 |Shelf life / Cpok 5vyears /5 ner
rogHoCcTH
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: ITpoaykT cootBercTByeT Tpebopanusam HII | 3axaodyenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorornieHo;- IIpoBepeHo: Onobpero: Menemkep / Pykosoaureis
Ankit (e Himesh Kumqr_ﬁﬂ\; " | Pavan Kumar sharma <1 ——
Print Date / Print Date / ~— Print Date / —
JHata: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



