Dr.Reddy’s ‘,‘:'.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIMU3A

Product: Novigan, film-coated tablets /

Horuran®, Tab1eTKH, IOKPHITHIE IEHOYHOIH 000/104KOi

Batch No. / Cepust Ne : V2101296

Batch Size / O6bem naprun : 684.000 KG

Date of Analysis / laTa anaam3a :31.08.2021

Analytical Report No / AnanuTHueckuii oryer Ne
890001537621, 890001537418

Date of Manufacture / J{ata nponsBogcersa :JULY-2021

Da

te of Expiry / Cpoxk rognocru : JUN-2026

Analysis performed according ND / Ananus nposeaed mo HJ/[: [T N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019

OnwucaHue

coated tablets debossed with
NOVIGAN on one side. On a
cross section white core.

/ Kpyrnble 0BOAKOBbIMYKIbIE

TabneTkn, NOKpbITLIE
nnexoyHol obonoukon Genoro
LBeTa, C TUCHEHNEM
«NOVIGAN» Ha ogHo#
cTopoHe. Ha nonepeyHom
paspese sapo benoro useTa.

Page 1 of 8
Sr. |Test/ lNokasatens Result / Pesynbtathl Specification / Hopma
No.
1 |Description //White round biconvex film-|White round biconvex film-coated tablets

debossed with NOVIGAN on one side.
On a cross section white to off-white
core.

/ Kpyrnble ABOSIKOBbINYKNble TAabNeTKu,

MOKPbITbIE NIEHOYHON 060MOYKOW
Gernoro UBeTa, C TUCHEHVEM
«NOVIGAN» Ha opHon cTopoHe. Ha
nornepeyHoM paspese a4po oT 6enoro Ao
nouTu Genoro ugeTa.

Remarks : The Product confirms to ND/
Ipumeuanue: [Tpoaykr cootBeTcTBYeT TpeboBanuam HJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBieHo: ITpoeepeHo: Ono6peHo: Menexep / PykoBoaurens
Pardeep Kumar — Rajeev Gandhi Manoj Kumar w

Print Date / Print Date / Print Date /

Jara:31.08.2021 Jara:31.08.2021 Jlata:31.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, 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

CEPTH®HKAT AHAJIN3A
Product: Novigan, film-coated tablets /
Hopurau®, Tab1eTKH, IOKPHITHIE IIEHOYHOH 000/104K0#H
Batch No. / Cepusi Ne : V2101296 Batch Size / O6bem naptuu : 684.000 KG
Analytical Report No / AnanuTHuecKuii oryer N Date of Analysis / lara aHanu3a :31.08.2021
1890001537621, 890001537418
Date of Manufacture / Jlata nponssoacrsa :JULY-2021 | Date of Expiry / Cpok roasocTs : JUN-2026
Analysis performed according ND / Ananns nposenen o 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 / PeaynkTtaTthl Specification / Hopma
No.
2 |ldentification f
MoanuHHOCTL a) Complies as prescribed/ Retention time of principal peak in the
a) Ibuprofen / B cooTBeTCTBUM C onucanmem [chromatogram of test solution should
N6ynpodeH correspond to retention time of principal
peak in the chromatogram of ibuprofen
standard solution. / Bpemsa yaepxuBaHus
OCHOBHOrO NMKa Ha XpomaTorpamme
NCNbITYEMOoro pacteopa [OIMKHO
COOTBETCTBOBATb BpeEMEHN
yOEPXKUBAHUS  OCHOBHOTO  NWKa  Ha
Xpomatorpamme cTaHAapTHOro
pacTBopa ubynpodeHa.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [TpoaykT cooTBeTcTByeT TpeGoanusam HI[ | 3akimouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneno: [IposepeHo: \ Onobpeno: Menemkep / PykoBoaurels
Pardeep Kumar o Rajeev Gandhi @’}/ Manoj Kumar ‘@’Z{&z
Print Date / Print Date / Print Date /
Jara:31.08.2021 Jarta:31.08.2021 Hata:31.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, 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

CEPTUO®UKAT AHAJIU3A

Product: Novigan, film-coated tablets /
HoBuran®, Ta6aeTKH, NOKPBIThIE INIEHOYHOH 060104KOi

Batch No. / Cepuis Ne : V2101296

Batch Size / O6bem maprun : 684.000 KG

Analytical Report No / AnannTHuecknii oryer Ne
890001537621, 890001537418

Date of Analysis / [laTa anann3a :31.08.2021

Date of Manufacture / Jlata nponssoactsa :JULY-2021

Date of Expiry / Cpox roanoctu : JUN-2026

Analysis performed according ND / Ananns nposeaen no HJI: I1 N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019

Page 3 of 8

Sr.
No.

Test / [MlokasaTenb

Result / PeaynbTaThl

Specification / Hopma

3

Identification /
MopnnHHOCTL

b) Pitofenone
hydrochloride and
fenpiverinium
bromide /
MutocpeHoHa
rugpoxnopua u
hbeHnnBepuHUA
Spomug

b) Complies as prescribed/
B cooTBeTCTBUM C ONUCaHUEM

Retention time of principal peaks in the
chromatogram of test solution should

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

chromatogram of standard solution./
BpemeHa yaepxnsaHns OCHOBHbIX MUKOB

Ha Xpomartorpamme UCMbITYEMOro
pacTBopa AOMKHbI COOTBETCTBOBATH
BpeMeHam yAepKuBaHus NMKoB
nuToceHoHa rmgpoxnopuaa n
dheHnmBepUHNA Opomuga Ha
XpomaTtorpaMmme CTaHOApPTHOrO
pacTteopa.

Remarks : The Product confirms to ND/
Mpumeuanne: [IpoaykT coorercTByeT Tpebosanuam HJL

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBaeHo: [TpoBepeHo: @ Ono6peno: Menemxep / PykoBoaurenb
Pardeep Kumarozf Rajeev Gandhi o Manoj Kumar M

Print Date / Print Date / Print Date /

Jlata:31.08.2021 Jlata:31.08.2021 Jlata:31.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, 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 AHAJIM3A

Product: Novigan, film-coated tablets /
Hoeuran®, TabieTku, NOKPbIThIE IICHOYHOH 000/109K0H

Batch No. / Cepus Ne : V2101296

Batch Size / O6bem napruu : 684.000 KG

Analytical Report No / AHaauTH4ecKuii oT4eT Ne
:890001537621, 890001537418

Date of Analysis / Jlata anaansa :31.08.2021

Date of Manufacture / Jlata nponssoacrsa :JULY-2021

Date of Expiry / Cpoxk rognoctn : JUN-2026

Analysis performed according ND / Anaau3 nposeaen no HJT: I1 N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019

Page 4 of 8

Sr.

No.

Test / Mokas3aTtens

Result / PesynbTaThbl

Specification / Hopma

4

Average weight
and Uniformity of
weight / CpepHss
Macca u
OAHOPOAHOCTbL MO
macce

568.0 mg/ 568.0 mr

Complies

570.0 mg % 3 % (from 552.9 mg to 587.1
mg) / 570,0 mr + 3 % (oT 552,9 Mr fo
587,1 wr)

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

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

5 |Disintegration / 04 min 08 seconds/ MUH Not more than 30 min/
PacnagaemocTtb He 6onee 30 mMuH

6 |Dissolution / Not less than 70 % (Q) of Ci3H1s02
PacrtsopeHue (ibuprofen) after 30 min. / He mexee 70
Ibuprofen / 96-101% % (Q) C13H1s02 (nbynpodpen) uepes 30
M6ynpodeH MK
Pitofenone Not less than 75 % (Q) of C22H2sNO4-HCI
hydrochloride / 95-100% (pitofenone hydrochloride ) after 30 min. /
MuTodeHoHa He meHee 75 % (Q) C22H2sNO4HCI
FMAPOXIOPUL, (nutodpeHoHa rugpoxnopua) uepes 30

MUWH.

Remarks : The Product confirms to ND/
IIpumeuanue: [IpoaykT coorBeTcTBYET Tpebosannam HJL

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Jlara:31.08.2021

Hara:31.08.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[TogrotoBneHo: [IpoBepeHo: Opobpeno: Menemxkep / PykoBonutenb
Pardeep Kumar C_L,__ _ Rajeev Gandhi | 1 Manoj Kumar @ ,Li‘ia

Print Date / Print Date / Print Date /

Jara:31.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, 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

CEPTHO®UKAT AHAJIM3A

Product: Novigan, film-coated tablets /
Hopurau®, Ta0JeTKH, NOKPLITHIE IJIeHOYHOH 000/104KOii

Bateh No. / Cepus Ne : V2101296

Batch Size / O6bem naptuu : 684.000 KG

Analytical Report No / AHanuTndeckuii or4er Ne
890001537621, 890001537418

Date of Analysis / Jlata ananu3a :31.08.2021

Date of Manufacture / Jlata npousBoacrsa :JULY-2021

Date of Expiry / Cpox roanocru : JUN-2026

Analysis performed according ND / Auasnns nposeaen mo HJI: I1 N008846-071216 (amend Ne 1

from 20.08.2019 / uzm. Nel ot 20.08.2019

Kas YncrToTa

a) Total Aerobic
Microbial Count /
O6wee uncno
a3pobHbIX
MUKPOOPraHu3mosB

b) Total Combined
Yeasts and Mould
Count / ObLlee
YUCIO OPOHOKEBbLIX
1 NNIECHEBbLIX
rpubos

c) E. coli

Less than 100 CFU/ ml/
MeHee 100 KOE/mn

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

Absentin1g/
OtcyTctByeTB 1T

Page 5 of 8
Sr. |Test/ Mokasartenb Result / PeaynbTaThbl Specification / Hopma
No.
7 |Related 0.03 %
substances / Total impurities not more than 1.0 % /
[MocTtopoHHKe Cymma npumeceit — He 6onee 1,0 %
npumMecu
8 [Microbial limits /
Mukpo6uonoruyec

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

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

Absentin1g/
OtcytctBre s 1r

Remarks : The Product confirms to ND/
Hpumeuanne: [Ipoaykr cooTBeTcTBYET Tpedosanuam HJT

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Hara:31.08.2021

Jata:31.08.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: [TpoeepeHo: \ Opo6peno: Menemxep / Pykosoautens
Pardeep KumarOL Rajeev Gandhi Manoj Kumar /g m

Print Date / Print Date / | Print Date /

Harta:31.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@direddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product: Novigan, film-coated tablets /

Hosuraun®, Ta6aeTKH, HOKPHIThIE INIEHOYHOH 060109K0H

Batch No. / Cepusi Ne : V2101296

Batch Size / O6bem maptan : 684.000 KG

Analytical Report No / Ananurudeckuii order Ne

890001537621, 890001537418

Date of Analysis / [laTta ananu3a :31.08.2021

Date of Manufacture / lata nponssoacrsa :JULY-2021

Date of Expiry / Cpok roanoctn : JUN-2026

Analysis performed according ND / Anasus nposesen no HJL: I1 N008846-071216 (amend Ne 1

from 20.08.2019 / uzm. Nel ot 20.08.2019

Page 6 of 8

Sr. |Test/ NMokasaTenb
No.

Result / PesynbTaTthbl

Specification / Hopma

9 |Uniformity of
dosage units of /
OpaHopoaHoCTb
L03MPOBaHUA:
Pitofenone
hydrochloride /
MutodheHoHa
rmapoxnopua

Fenpiverinium
bromide /
deHnuBeprHNg
Opomvng

2.9

4.1

Acceptance value (AV) should be not
more than 15.0. / [NokasaTtenb
npuemnemocTy (AV) BOMKHO BbITb He
6onee 15,0

Acceptance value (AV) should be not
more than 15.0. / MNoxasaTenb
npuemnemocTy (AV) AOMKHO ObITb He
f6onee 15,0

Remarks : The Product confirms to ND/

Ipumeuanwue: [Ipoayxr coorercTByeT Tpebosanusm HJ

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotosneHo: S [Iposepeno: Ono6peno: Menemxep / PykoBoaurenb
Pardeep Kumar Z Rajeev Gandhi @>/ Manoj Kumar "

Print Date / Print Date / Print Date /

Hara:31.08.2021 Jlata:31.08.2021 JlaTa:31.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, 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

CEPTU®HUKAT AHAJIU3A

Product: Novigan, film-coated tablets /
Hoeuran®, TabaeTkH, NOKpLITHIe MJIeHOYHOH 000/104K0i

Batch No. / Cepusi Ne : V2101296

Batch Size / O6bem napruu : 684.000 KG

Analytical Report No / AHaauTHYecKH#H oTUeT Ne
1890001537621, 890001537418

Date of Analysis / JlaTa anaau3a :31.08.2021

Date of Manufacture / Jlara npon3ssoacrsa :JULY-2021

Date of Expiry / Cpok rogsocth : JUN-2026

Analysis performed according ND / Ananu3 nposeaen no HJI: IT NOO8 846-071216 (amend Ne 1
from 20.08.2019 / uzm. Nel ot 20.08.2019

Page 7of 8
Sr. |Test/ NokasaTtens Result / PesynbTathbl Specification / Hopma
No.
10 |Assay/ 399.2 mg/ 399.2 mr From 384.0 to 416.0 mg of C13H102
KonwnyecTteeHHoE (ibuprofen) per tablet. /
Ibuprofen / (n6ynpodpeH) B TabrneTke.
N6ynpodeH
Pitofenone 5.001 mg/ 5.001 mr From 4.5 to 5.5 mg of C2,H2sNO4-HCI
g (pitofenone hydrochloride) per tablet. /
hydrochlorlde 4 OoT 4,5 ao 5,5 Mr szH25N04'HC|
fimatEeHions (nuTodpeHoHa ruapoxnopua) B Tabnetke
rmapoxnopua, P P
Eenpiverini From 0.09 to 0.11 mg of C22H2BrN20O
ULl L 0.1021 mg/ 0.1021 mr (fenpiverinium bromide) per tablet.
bromide / OT1 0,09 Ao 0,11 mr C2H29BrN2O
deHnMBepUHNS (beHnuBepuHUs Gpomua) B Tabnetke
6pomuna

Remarks : The Product confirms to ND/
IIpumeuanue: [Tpoaykt cootBercTByeT TpedoBanusm HJ

Conclusion : APPROVED /
3axmouende: OJIOBPEHO

Mara:31.08.2021

Hara:31.08.2021

Prepared by / Checked by / Approved by: Manager/Executive /
ITogroToBneHo:  p [IpoBepeHo: Ono6peno: Menemxep / PykoBoaunteib
Pardeep Kumarc__ir Rajeev Gandhi @/v Manoj Kumar Q@L

Print Date / Print Date / Print Date /

JHara:31.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, 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
CEPTHOUKAT AHAJIM3A

Product: Novigan, film-coated tablets /

Hosuran®, TabieTKH, NOKPHITHIE MJIEHOYHOH 060/104KO0H
Batch No. / Cepus Ne : V2101296 Batch Size / O6nem naptan : 684.000 KG

Analytical Report No / AHajquTHUecKuH oTyer No Date of Analysis / lata anannsa :31.08.2021

:890001537621, 890001537418
Date of Manufacture / Jata nponssofcrsa :JULY-2021 | Date of Expiry / Cpok roxsocrs : JUN-2026

Analysis performed according ND / Auanus nposeaen no HJI: I1 N008846-071216 (amend Ne 1
from 20.08.2019 / u3m. Nel ot 20.08.2019

Page 8 of 8
Sr. |Test/ NokazaTenk Result / PesynbTaThbl Specification / Hopma
No.
11 |Package / 10 tablets in a aluminum blister. |10 tablets in a PVC/aluminum blister or
Ynakoeka 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
TabreTok B /anbloMuHUEBbIA a carton pack. / Mo 10 TabneTok B
6nuctep. Mo 2 6nnucrepy ¢ MBX/antoMmuHueBsIA 6nnctep nnu
WHCTPYKLWMeN no npumMeHeruio B [MA/AN/MNBX//anioMuHneBbli onucrep.
nayky KapTOHHYIO. Mo 1 unn 2 GnucTepa ¢ HCTPYKLIMEN NO
NPUMEHEHWIO B NaYKy KapTOHHYIO.
12 |Labeling/ According to ND / B cooteeTcTBUM ¢ HJ]
MapkupoBka
13 /Storage conditions |Al temperature below 25°C / Tpw TemnepaType He sbille 25 °C.
XpaHeHue
14 |Shelf life / Cpok 5years / 5 ner
rogHocTu
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Tpameuanue: [IpoaykT cooTBeTcTBYeT Tpebosanusiv HJ | 3aKmodenye: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[TogroToBieHo: : [IpoBepeHo: \ Opo6peHo: Menemkep / PykoBonutenb
Pardeep Kumar ;‘\L Rajeev Gandhi Manoj Kumar @ Lé
- Ly e
Print Date / Print Date / Print Date /
Jata:31.08.2021 Hara:31.08.2021 Jara:31.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



