@e
Dr.Reddy’s Q}'

Batch No. / Cepnn Ne :

Product: Novigan, film-coated tablets/
Hosuran®, rabaeniay, nokpuiriie naenounoit 060104Kkoii
V2201001

CERTIFICATE OF ANALYSIS
CEFTID AT AHAJTEA

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill, Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

WY rwnru ll(l fLeom

-l?.nt'i:h Size / O6nem llnpum 634 OO.O_PE.G

Analytical Report No / Anaantuueckuii orier

Date of Analysis / Jlata ananuza :30.05.2022

:890001593097, 890001593124

Date of Manufacture / Ty

i nponssogerea :APR-2022

Date of Expiry / Cpok rommoern : MAR-2027

Analysis performed according ND / Anannz nporeaen no H/: ITN008846-071216 (amend No |
from 20.08.2019 / uam. Nel or 20.08.2019

Page1of 8
Sr. [Test/Mokasatens|  Result/Pesynbratet |  Specification / Hopma
No.
1 |Description /|White round biconvex film-|White round biconvex film-coated tablets
Onucaumne coated tablets debossed with|debossed with NOVIGAN on one side.
NOVIGAN on one side. On a|On a cross section white to off-white
cross saection white core. core.
! Kpyrnele gBoaAKoBLINyKNble / Kpyrnble aBoakoBbINyKnkIe TabneTkn,
TabneTtkwn, NoKpLITLIE MOKPLITLIE NNEHOYHOW 0BoNoYKon
nneHoYHol obonoykor Genoro  |Genoro UBeTa, ¢ TUCHEHWEM
LBETa, C TUCHEHnEM «NOVIGAN» Ha ogHoi cTopoHe, Ha
«NOVIGAN» Ha ogHoi nonepe4yHoM pa3ape3e Agpo oT Genoro Ao
cTopoHe. Ha nonepedHom no4Ti Benoro Upera.
paipe3e f4apo Genoro LeeTa.
Remarks : The Product conflinms to NI/ Conclugion : APPROVED /
Mpumevanue: Mpoaykr cootreteTryet Tpebosanmam HIL | 3mcinouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Exccutive /
[NloarorosinecHo: [Tponepeno: OpoGpeno: Meuemneep /
Ankit Ramakant Pykopojsmrent
e \}A\ Amit Kumar
£\ %&\ >4 (\_,~ sy \-w’__,.
L. T
Print Date / Print Date / Print Date /
Hara 14.06. "9;" ] g;uTa:M.OG.ZOZ?. _‘Hzrru_:ldl_._(lﬂ(ﬂml? -

Reglsterod Offlce: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indla
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mall@drreddys com
CIN: LE5195AP19BAPLCO0ASNOT

www.drreddys.com




Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Salan, H.P,, 173 205, INDIA
CEPTHOHKAT AHAJIM3A Tel : +91 98166 56001-02

spnd eleeeeehihvs cory

@e Dr. Reddy's Laboratories Ltd,
°
@

Dr.Reddy’s Q

Product: Novigan, film-coated tablets /
Hoeuran®, Tabuerky, HOKpLITLC ienotioit obojsoukoi o
Batch No./ Cepun No : V2201001 Batch Size / OGuem naptun : 684.000 KG
Analytical Report No / Anaunrrnsicernii oTuer Ne Date of Analysis / Jlaea anadiaa :30,05.2022
:890001593097, 890001593124

Date of Manufacture / [Livra nponsnojerna :APR-2022  |Date of Expiry / Cpok roguocts : MAR-2027
Analysis performed according ND / Anaans nposeaen no HJL: [1 NO08846-071216 (amend No 1
from 20.08.2019 / uam. Nel o1 20.08.2019

Fage 2 0f 8

Sr. (Test/ MNokasarens Result / PeaynbTaTil Specification / Hopma

Nu- e ro——mrrere

2 |ldentification /
MopnuHHOCTL a) Complies as prescribed/ Retention time of principal peak in the
a) Ibuprofen / B cooteeTcTBMM C oncaHvem  [chromatogram of test solution should
WBynpoceH correspond to retention time of principal

peak in the chromatogram of ibuprofen
standard solution. / Bpema yoepxueaHua
OCHOBHOrMQO nMWKa Ha xXpomarorpamme

UCNBITYEMOoro pacTeopa LBOMKHO
COOTBETCTBOBATL BpEemMeHn
YOCPHKWBAHUA  OCHOBHOrO nuka Ha
Xpomarorpamme CTaHgapTHoOro

pacTBopa ubynpodexa,

Remarks : The Product confirms to ND/ Conclusion : Al’l’ll({VEl):‘
Hpumeuanue: [poayir coorsercrayer TpeGosanuam HI | 3akmouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroTonncuo: Ilpopepeno: Onobpeno: Menemep /
Ankit Ramakant Pykosoantein

?:'l ’ Amit Kumar N

[P - ool MR
Print Date / Print Date / Print Date /
Joval14.062022 | Mera:l4.06.2022 | Mera:l4062022 oo

Registered Offiee: 8-2-337, Road No, 3, Banjara Hills, Hydwrabad - 500034, Talangana, India
Tel: +91 40 4900 2900, Fax; +91 40 4900 2999, Lrnail: mail@drreddys,cam
CIN: LB5105AP1984PLC0O0AS07
www, drreddys.com




() Dr. Reddy's Laboratories Ltd.

Dr.Reddy’s Q;‘ Formulation Unit-6

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

CEPTUOUKAT AHAJTHZA Tel: +91 98166 56001-02
‘www.drredily. com
Product: Novigan, film-coated tablets /
| Hopuran®, rabacricn, NORpLITLIE naeHo4Hoii 060/104Koii
Batch No. / Cepust Ne : V2201001 _ _|Batch Size/ OGuem naprin : 684.000 KG
Analytical Report No / Anaantuucesuii otaer Ne Date of Ans llysm/,u,n'm anasmaa :30.05.2022
:890001593097, 890001593124 )
Date of Manufacture / Jata npomasojerna ;APR-2022 __|Date of Expiry / Cpok rognocrs ; : MAR-2027
Analysis performed according ND / Anaaus npnnc,ncu no HI: IT NOO8846-071216 (amend Nol
from 20.08.2019 / uam. Ne1 o1 20.08.2019
o o e - Puge3ols
Sr. |Test/ Nokazarens Result / PeaynbTaTthl ‘Specification / HopMa
No.
3 |Identification /|b) Complies as prescribed/ Retention time of principal peaks in the
MoanuHHoCTs B cooTeeTcTEMM C ONUCAHWEM chromatogram of test solution should
correspond lo relention time of
b) Pitofenone pitofenone hydrochloride .  and
hydrochloride and fenpiverinium bromide peaks in the
fenpiverinium chromatogram of standard solution./
bromide / BpemeHa yaepKUBaHUsS OCHOBHBIX NUKOB
Murocperona Ha  XpomatorpamMMme  MCnkITyemoro
FMAPOXNORpUA U pacteopa MAOMKHBI COOTBETCTBOBATHL
¢peHnuBepUHIS BpeMeHam YAEPHKMBAHWA nuKos
Gpomun nuTodbeHoHa ruapoxnopuaa "
theHnnBepuHUA Gpomnaa Ha
XpoMartorpaMme CTaHQapTHoro
- _|pacTeopa. j
Remarks : The Product confirms to ND/ Conclusion ;: APPROVED /
IMpumeuanue: Tpoaykr coorserctayer rpeGovatuam HII | 3akmouenue: OXOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno:; [Nposepeno: Ono6peno: Meuemiep /
Ankit Ramakant Pyxosoaureins
/fg& ) \ Amit Kumm/\ )
- S A
Print Date / Print Date / Print Date /
11313”!\496 _'..zuggrg_u...m_m_.h Hara:14.06.2022 | Mara:14.06.2022

Reglatered Offiee: B-2-337, Road No. 3, Banjara Hills, Hydeiabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: malliddrreddys.com
CIN: LES195AP1984PLCONAS07
www,drreddys.com



Dr.Reddy’s Q_':';

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
VIIl, Khol, Nalagarh Read, Baddi,

Distt, Salan, H.P, 173 205, INDIA

CEPTHOUKAT AHAJIU3A

Tel +'31 98166 56001-02

lrrecely com

Product: Novigan, film-coated tablets /
Hoeuran®, Tabaerkn, noKpsiThic nienouoil 060a04Kxoi

Batch No./ Cnplm N :

V220 1001

Analytical Report No / Anagiriicexnii orver No
:890001593097, 890001593124

Batch Size / 0(51 EM naprin : 684, 000 KG "

Date of Manufacture / Jara npmlznn,qc'ruﬂ TAPR-2022

Date ol‘Annlym /,}.'(n ra ananma :30,05.2022

Date of Expiry / Cpok roaunoct : MAR "0"7

Analysis performed according ND / Auaans nposegen o H: [T NO08846-071216 (amend Ne |
from 20.08.2019 / uam. Nel ot 20.08.2019

Sr.
No.

Test/ MokazaTens|

Result / Peaynkratht

L Papgedof8
Speciﬂcation I Hopma

4 |Average weaight
and Uniformity of
weight / CpegHas
macca v
OAHOPOAHOCTL MO
macce

570.8 mg/ 570.8 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 mr)

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

5 |Disintegration /
____|Pacnanaemocte
6 |Dissolution/
PacTteopeHue

{Ibuprofen /
(M6ynpodheH

Pitofanona

hydrochloride /

MutodeHoHa
rwnpo:mopu,q

03 min 33 seconds/03m 33uH

98-101%

99-104%

|2/20 Tabn —He Gonee £ 10 %.

Not more than 30 min /

_|He 6onee 30 muH

Not less than 70 % (Q) of CiaHwO:
(ibuprofen) after 30 min, / He meHee 70
% (Q) C1aH1s02 (BynpacheH) yepes 30}
MWH.

Not less than 75 % (Q) of CazH2sNO4-HCI
(pltofenone hydrochloride ) after 30 min. /
He meHee 75 % (Q) CzaMHzNO4+HCI
(nuTocheHoHa rugpoxnopua) depes 30
MUH.

Remarks : The Product confirms to ND/ | Conelusion : APPROVED / T
Ipumeuanne: Mpoaykr coorserersyet TpeGopanuam 11 | 3akmoncnne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
lMoaroTonncHo: [Mponecpeiio: Onobpeno: Menemrep /
Ankit ) Ramakant (& PyKkoROANTENL
a \\ [ A Amit Kumar

P ) g ' u

{ 1 X \}L yl#"'f -'\"':._'H___.
Print Date / Print Date / Print Date /
Jara 14.06.2022 | Mara:14.06.2022 Tamai14062022

Registerad Office: #:2-337, Road Na. 4, sunjara Hills, Myrerabad - 500034, Telangana, Indla
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN; LB5195AP1984PLCODAS0T

www,drreddys.com




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

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

De
Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJH3A Tel : +91 98166 56001-02
WAYWL O TRy . Cam
Product: Novigan, film-coated tablets /
Hopuran®, Tabaericn, noKpuITLie MIeHoYHoi obonoywoit
Batch No./ Cepus N : V2201001 Bulch'Siﬂ. / OGLL‘.M napTHm ; 684 000 KG
Analytieal Report No / Anaautieeknit ovier Ne Date of Analysis / TaTa anannsa :30,05.2022
:890001593097, 890001593124 o S
Date of Manufacture / Jlara npou3sogcrna : :APR-2022  |Date of Expiry / Cpox roguoctn : MAR-2027
Analysis performed according ND / Anaans nposeaen no HJL: [TN008846-071216 (amend Ne
from 20,08.2019 / uaw. Nel ot 20.08.2019
—— s Puge 5 of 8
Sr. |Test/ NokazaTens Result/ PeayneTath! Specification / Hopma
No.
7 |Related 0.04% o
substances / Total impurities not more than 1.0 % /
MocTopoHHue Cymma npumeceti — He Bonee 1,0 %
npumMecu | L _
8 |Microblal limits /
MukpoBronorudec
kas yicToTa
a) Total Aerobic
Microbial Count / Less than 100 CFU/ mi/ Not more than 1000 CFU/ml/
O6wee 4ncno Menee 100 KOE/mn He Gonee 1000 KOE/mn
a3pabHelx
MUKPOOPraHN3MoB
b) Total Combined |
Yeasts and Mould Less than 50 CFU/ ml/ Not more than 100 CFU/ml/
Count / Obwee MeHee 50 KOE/mn He Gonee 100 KOE/mn
4YUCo OpoXioKeBblxX
¥ NNECcHEeBLIX
rpubos
Absent / Absentin1g/
'c) E. coli OrcyTeTeyeT OtcytctBue s 1r
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuane: [ponykr coorsererpyet Tpebosanusm HII | 3akmouennc: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[TojroToBscHo: Iposepetio: Ono6peno: Menemkep /
Ankit Ramakant y PyxosoauTens
/HE M 4 Amit Kumar -
(..,-.- L [w}\‘w;lf__
Print Date / Print Date / Print Date /
Jora 14062022 | Mara:14.062022 | Berai14.062022
Repistercd Office: -2-337, Road No. 3, Bunjara Hills, Hyderabad - 500034, Telongana, Indin

Tel: +91 40 4900 2900, Fax; +91 40 4900 2993, Emall: mail@drreddys.com
CIN: LES195AP1084PLCO0AS07

www.drreddys.com




Do
Dr.Reddy’s Q}'

Product: Novigan, film-coated tablets /
Hopnran®, TabaeTkH, nokpLivhie nienounoii 060a04Koi

CERTIFICATE OF ANAL,

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khal, Nalaparh Road, Baddi,
VSIS Distt. Salan, H.P, 173 205, INDIA

CEPIIODHEAT AILAITA Tel : +91 98166 56001-02

www.drreddys.com

Batch No./ Cepun Na : V"ZOIOOI

Annlytlcnl Report No / Anasriitecknit oruer Ne
1890001593097, 890001593124

Batch Size / OG'M:M n l[!lltll 684.000 KG

Date of Manufacture / JLvra upoissoserni ;APR- 2022

Date of Analysis / Jata anamusa :30.05. 2022

i)ululof I ;pln { Cpou ronoern : MAR-2027

Analysis performed according ND / Anasina npom.,tu.u no HJ1: I NO08846-071216 (amend Na 1
from 20.08.2019 / u3m. Nel ot 20.08,2019

'Sr. |Test/ Tokasarens
No.

Result / PeaynbTaTsl

Spaclflcatlon | Hopma

I'age 6 of 8

9 |Unifermity of
dosage units of /
OaHopoaHOCTE
A03npoBaHus:
Pitofenone
hydrochloride /
MurocheHoHa
rugpoxnopug

Fenpiverinium
bromide /
deHnusepuHAA
|Gpomua

3.4

3.8

Acceptance value (AV) should be not
more than 15.0. / MokasaTens
npuemnemocTty (AV) AomKHO BeiTe He
gonee 15,0

Acceptance value (AV) should be nol
more than 15.0. / MokasaTtens
npuemnemocty (AV) AomkHo BbiTe He
Bonee 15,0

Remarks : The Product conlirms to ND/

s

Conclusion : APPROVED/

Replsterad Uihee

Opumesane: Tpojyier coornerersyer tpeGoninsn 1)1 | 3akmouene: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Exceutive /
[Toarorossicuo: posepcno: Ono6petio: Menecep /
Ankit Ramakant Pyrosogureis
% Amit Kumar

/ K f’{.\..,' \

o =" ! -
“Print Date / Print Dule/ Print Date /
Jlara 14.06.2022  Hara:14.06.2022 Jara:14.06.2022

2-337, Koud No, 3, Banjari Hills, Hyderabad « 500034, Talangana, India
Tiel: 491 i‘IU 4400 2900, Faa; +91 40 4900 2999, Emall; mall@drreddys.com
CIN: LAS195AP 1984 PLEDOALOY

www.drrinddys,com

1



Qo
Dr.Reddy’s Q;P

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

VIll. Khel, Nalagarh Read, Baddi,
Distt, Solan, H.R, 173 205, INDIA

CEPTHD AT AHAIIA

Tel: +91 98166 56001-02

www.drreddys.com

|

Hara 14.06.2022

Hara:14.06.2022

Product: Novigan, film ~coated tablets / -
Hopuran, rabaerici, HORpLITLIC maeHounoil 060Ja04Koit
Batch No. / Cepist Ne : V2201001 Batch Size / OGuem napr 1 : 684.000 KG
Analytical Report No / Anaanriicckitit otuer Ne Date of Analysis / Jlaea anaansa :30,05,2022
:890001593097, 890001593124 | _
Date of Manufacture / Jlara nponssonerua :APR-2022 D:l'llL of k| \|un ! Cpok mmlm. ||| MAR-2027
Analysis performed according ND / Auanus npoesen no HJ1: [T N008846-071216 (amend No 1
|from 20.08.2019 / nam. Nel or 20.08.2019 o o
Sr. (Test/ Nokazatens Result / PesynbTaTthl Specification / Hopma
No.
10 |Assay/ 400.5 mg/mr From 384.0 to 416.0 mg of C1aHwO2
KonwdecteernHoe (ibuprofen) per tablet. /
onpe.qane“me OT 384.0 .D.O 416.0 mMr C13H1BD"?
Ibuprofen / (wbynpodeH) B TabneTke.
WBynpodhex
Pitofenone Gpms rrlcl)n; 4.5t0 :3 mgh?f %ggl)-ing?at;il-lfl:I/
; mg/ mr pitotenone hydrochloride) per tablet,
1 i i OT 4,5 10 5,5 Mr CaaHasNO.-HCI
MuTatheHoHa (nuTodheroHa rugpoxnopua) 8 Tabnertke
FMAPOXNOPUA ' AR A
Eenplverlni From 0.09 to 0.11 mg of C2zH20BrN2O
afpiveariydin (fenpiverinium bromide) per lablet.
bromide / T 070,09 ao 0,11 Mr CazHzBrN=O
PeHnnBepuHuA : At (cheHnueepuHns Gpomug) B TabneTke
_[opommg, - B
Remarks : The Product confirms to ND/ Conclusion : APPROVED / |
IMpumesanne: Mpoaykr coorsercrsyer TpeGosanuam HJ | 3ukmouenne; OMIOBPEHO
Prepared by / Checked by / Approved by: Manager/Exceutive /
[ToprorosneHo: IIposepeno: Onobpeno: Meuejurep /
Ankit Ramakant L PyxoBoauTEhL
"‘1' thﬂ U/QJ\ Amit Kumar i
’I _n_‘ - /\ o
{ -
Print Date / Print Dute /- Print Date /

Jlara: Ifltn.IE)G.Z(}g% B

Kegistered O1hee: 8-2-337, Koad No, 3, Banjara Hills, Hyderabad -

500034, Telangana, Indla

lel; +91 40 4900 2900, Fax; +91 40 4900 2999, Emall: mall@drreddys.com
CIN: LE51U5AP1984PLC0O04507
www.drroddys.com



Dr.Reddy’s Q

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

Vill. Khol, Nalagarh Road, Baddi,
Distt, Solan, H.P, 173 205, INDIA
Tel: +91 98166 56001-02

CERTIFICATE OF ANALYSIS
CEPTHDHKAT AHAJIM3A

s ity wwwidrreddy oo
Product: Novigan, film-coated tablets /
Hopuran®, tabaerTku, N0KpLITLIC NCH04110i1 060104 KOl
Batch No, / Cepust Ne : V2201001 |Batch Size / OGuem naprun : 684.000 KG
Analytical Report No/ Anasmriycernii oraer Ne Date ul'Amllym / Marra amasa :30.05.2022
:890001593097, 890001593124 | o
Date of Manufacture / ,I[n'm npmuuu,ﬂc'l ua :APR-2022 Date of I'J.\'p‘i__g:_f Cpore roanocty ; MAR-2027
Analysis performed according ND / Anasins nposegen no HIL: 1 N008846-071216 (amend No |
from 20.08.2019 / uam. Nal ot 20.08.2019 .
. i Page 8 of 8
Sr. |Test/ MNokazatenes Result / PesynbTaTbl Specification / Hopma
No.
11 |Package / 10 tablets in a aluminum blister. [10 tablets in a PVC/aluminum blister or
Ynakoska 1 blister and patient information |PA/AL/PVC//aluminum blister. 1 or 2
leaflet in a carton pack. /Mo 10 |blisters and patient informalion leaflel in
TabneTok B /ankoMUHWEBLIA a carlon pack. /Mo 10 TaBnetok 8
Grmctep. Mo 1 Gnucrepy ¢ MNBX/aniomuHwesslid BrvcTep unu
WHETpYKUMER no npuMeHeHuio B |NMA/ATMNBX//aniomuHuessln BnveTep.
nauky KapTOHHY. Mo 1 unu 2 6nucTepa ¢ UHCTPYKUUER No
npuMeHeHWa 8 NaYKy KApPTOHHYIO.
12 |Labeling / According to ND / B cootetcTeun c HOL
__|Mapkupoeka A Rt T sttt R
13 ?tmage conditions |At temperature below 25°C / Mpu TemnepaType He Bbiwe 25 °C
XpaHeHue o s
14 |Shelf lite / Cpok Syears/5 ner -
rogHoOCTH N B
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: Mpoayicr coorsercrsyer rpeGosanmunm HII | 3arkimoucnne: OMJOBPEHO
Prepared by / Checked by / Approved by; Manager/Executive /
[ToprorosneHo; IMpogepeno: A Opnobpeno: Menepkep /
Ankit Ramakant ﬂzl KM&, PykosoauTens
T B/ Amit Kumar
(': A = F}_L%w)"‘ ‘,r"___ s -\:
Print Date / Prinl Date / Print Date /
Jara 14.06.2022 _| Mlara:14.06.2022 Jara:14.06.2022 J

Repistered Office: 8-2-337, Road Mo, 3, Banjara Hills, Hyderabad - 500034, Telangana, Indla
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emall: mall@drreddys.com
CIN: LRS195AP1984PLCO04S07

www,drreddys.com




