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CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIU3A
Pagel of 9/Crp.1u3 9
Product Novigan, film-coated tablets
Ipoaykr Hosuran®, tabnetku, MOKpHITHIE MJIEHOYHOM 060/104KOH
Batch No / Cepun Ne : V2302594 Batch Quantity / : 12,00,000 tablets /
O06beM cepun 12,00,000 Tabnerox
Analytical Report No / : 890001711731 Date of Analysis / : 15.01.2024
AHaauTH4YecKknii oTuer No Jara anaausza
Date of Manufacture / :12-2023 Date of Expiry / : 11-2028
JlaTa npoM3BOACTBA T'open po (Br)
Analysis performed according to ND / Ananu3 nposeaen no H: IT N008846-020222

Ne Test / IloxazaTesb Result / PesyasTaTh! Specification / Hopma

1 Description / Onucanue White round biconvex film-coated | White round biconvex film-coated tablets
tablets debossed with NOVIGAN | debossed with NOVIGAN on one side.
on one side. On a cross section | Ona cross section white to off-white core.
white core. / Kpyrsisie | / Kpyrible HBOSKOBBIMYKIIBIE TabIETKH,
IBOSIKOBBITYKJIbIE TabNeTKH, | TOKpBITHIE  IUICHOUHOH  060JI04KOM
TMIOKPBITEIE TUIEHOYHOH obosoukoit | Genoro ugera, ¢ TucHeHuem NOVIGAN
Gemoro 1BeTa, C THCHEHHeM | Ha OHHOH cropoHe. Ha rnonepeyHom
NOVIGAN Ha ogHoi#t ctopoHe. Ha | paspese sapo ot 6estoro 10 nouru 6enoro
TONEPEYHOM paspese sapo Genoro | uBera.
LBeTa.

2 Identification / IlogiuHHOCTD

Remarks : The Product confirms to ND / Conclusion : APPROVED /
Hpumeyanne: [Tpoaykr cootBeTcTRYET TpeboBaHHAM HJT 3akimouenue: OJIOBPEHO
Prepared by Checked by / Approved by: Manager / Executive / OgobpeHno:
TToorororneno: / Santosh IIpogepeno: Pardeep Kumar Menemxep / Pykosoguresns: Manoj Kumar
Kumar Maurya

v _ L5 f

’ of
‘Zi—’: M,;_@-——-

Reprint Date / Reprint Date / Reprint Date /
Jara: 15.01.2024 Hara: 15.01.2024 Jara: 15.01.2024

Registerad

CIN: LBEI95API92APLC0O0AE0T
wwyedrreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A
Page20of9/Crp.2u3 9
Product : Novigan, film-coated tablets
Ilpoaykr Hosuran®, TabyieTkH, NOKpHITHIE MNIEHOYHOM 060704KOH
Batch No / Cepus Ne 1 V2302594 Batch Quantity / : 12,00,000 tablets /
O6bem cepnn 12,00,000 TabaeTox
Analytical Report No / : 890001711731 Date of Analysis / : 15.01.2024
AHanMTH4YEeCKHI oTueT No JlaTa anannza
Date of Manufacture / 1 12-2023 Date of Expiry / : 11-2028
Hara npousBoacTBa I'open po (BxJ)
Analysis performed according to ND / Ananus nposeaen mo HJ/I: I1 N008846-020222

No Test / IlokazaTens Result / PesyabTaTbl Specification / Hopma
2a Ibuprofen / M6ynpoden Complies as prescribed / "T'he retention time of the main peak on the
CootBeTcTBYET chromatogram of test solution should

correspond to the retention time of the
main peak on the chromatogram of
ibuprofen standard solution (section
Assay). / Bpemsa  ynep>kusaHHs
OCHOBHOTO [MMKa Ha XpOMaTOrpamMme
UCTILITYEMOTO pactBopa JIOJDKHO
COOTBETCTBOBATh BPEMEHH YAEP>KHBAHUSA
OCHOBHOrO IMHKa Ha XpOMaTorpaMme

pacTBopa CTaHOAPTHOrO obpasua
ubynpodena (pasgen «KonuuecTBEHHOE
onpeneneHue»).

Remarks : The Product confirms to ND / Conclusion : APPROVED /
Ilpumeuanne: [Ipogykt cootBercrByeT TpeGopauusm HII 3akmouenne: OJIOGPEHO
Prepared by Checked by / Approved by: Manager / Executive / Ono6peHo:
TTonrororneno: / Santosh ITposepeno: Pardeep Kumar Menemxep / PykoBonutens: Manoj Kumar
Kumar Maurya : .
@'} E,L, el

Reprint Date / Reprint Date / Reprint Date /
Jara: 15.01.2024 Jara: 15.01.2024 Hara: 15.01.2024

Registered Offick: & Ruad Ro, ¥, Banjara Hills, Hyderabad - 506034, Telangana, India

Tol, +07 60 450¢

2600, Fax: «31 40 4900
CIN: LES19%AP128
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A
Page3 of 9/Crp.3u3 9
Product Novigan, film-coated tablets
Ipoayxr Hosurau®, TabneTkH, MOKPHITHIE MIEHOYHOH 060I0YKOMH
Batch No / Cepus Ne 1 V2302594 Batch Quantity / : 12,00,000 tablets /
O6bem cepuu 12,00,000 TabneTok
Analytical Report No / : 890001711731 Date of Analysis / : 15.01.2024
AHaJINTHYeCKHii oTueT No JlaTa aHanusa
Date of Manufacture / :12-2023 Date of Expiry / : 11-2028
HaTa nponszsoacraa I'onen no (BK1)
Analysis performed according to ND / Anauau3 nposeaed mo HJI: I1 N008846-020222

Ne

Test / IloxazaTeab

Result / PesyabTaThl

Specification / Hopma

2b

Pitofenone hydrochloride and
fenpiverinium bromide /
ITurodeHoHa rHIPOXIIOPUA U
beHnmuBepuHUs 6poMuI

Complies as prescribed /
CooteetcTBYyeT

The retention times of the main peaks in
the chromatogram of test solution should
correspond to the retention times of
pitofenone hydrochloride and
fenpiverinium bromide peaks on the
chromatogram of standard solution
(section Assay) / BpemeHa ynep>kKuBaHuUs
OCHOBHBIX THKOB Ha XpOMaTorpamme
HCIBITYEMOTO pacTtBopa JIOJDKHBI
COOTBETCTBOBATH BpeMeHaM
yIepKHBaHHUS OCHOBHBIX [HKOB
nutodeHoHa THAPOXTIOpUIa u
¢dennupeprHUs 6pomuna Ha
XpOMaTOrpaMMe CTaHIapTHOTO pacTBOpa
(paspen «KonuuecTsentoe
OTIpefie/IeHHeE)

Average weight / Cpeauss
Macca TabneTrkn

5731 mg/573.1 mr

570.0 mg + 3 % (552.9 mg to 587.1 mg) /
570,0 mr £ 3 % (ot 552,9 mr no 587,1 mr)

Remarks : The Product confirms to ND /
IIpumeuanue: [Iponykt cootBeTcTBYET TpeboBaHuam HJI

Conclusion : APPROVED /
3akaouyenue: OJJOBPEHO

Prepared by
IMoarorosneno: / Santosh

Kumar Maurya &
/|

Checked by /

ITpoeepeno: Pardeep Kumar

i -

Approved by: Manager / Executive / Ono6peHo:
Menemxep / Pykooautens: Manoj Kumar

Reprint Date /
Hata: 15.01.2024

Reprint Date /

Hara: 15.01.2024

Reprint Date /
Jara: 15.01.2024

Registerad Difick: §-2-337,

Jel +81 40
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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIN3A

Page4 0of9/Ctp.4u3 9

Product Novigan, film-coated tablets

Hpoaykr HoBuran®™, TabneTku, NOKpPhIThIE TUIEHOYHOM 0060J104KOH

Batch No / Cepus Ne : V2302594 Batch Quantity / : 12,00,000 tablets /
Oo6Bem cepun 12,00,000 TabneTok

Analytical Report No / : 890001711731 Date of Analysis / : 15.01.2024

AHaJHTHYECKHIT oTUeT Nt JlaTa anasn3a

Date of Manufacture / ¢ 12-2023 Date of Expiry / ¢ 11-2028

Jlara npousBoacTaa I'open xo (Bku)

Analysis performed accoxding to ND / Ananu3 nposeaed mo HJ/I: [1 N008846-020222

Ne Test / ITokazaTenn Result / Pe3yabTaThl Specification / Hopma

4 Disintegration / 03 min 42 sec / 03 muu 42 cek Not more than 30 min / He 6onee 30 mun
Pacnapaemoctnb

5 Dissolution / PacTtBopenue

a) Ibuprofen / Ubynpoden

104 %, 103 %, 103 %, 103 %,
103 %, 101 %

Not less than 70 % (Q) of labeled amount
of ibuprofen (Ci3H;30-) is dissolved in
30 minutes. / He menee 70 % (Q) ot
HOMMHAJILHOTO cofeprkanus HOyrpodena
(C13H302) moMmKHO pacTBOPUTHECS 3a

30 MuH.

b) Pitofenone hydrochloride /
[TnTodeHoHa THAPOXIOPHI

101 %, 100 %, 100 %, 100 %,
99 %, 100 %

Not less than 75 % (Q) of the labeled
amount of pitofenone hydrochloride
(C22H>sNO4HCI) dissolved in
30 minutes. / He menee 75 % (Q) or
HOMMHAJIEHOTO COAepXaHus MUTOPEHOHA
rugpoxiopuna (C22HasNO4-HCl) mosmxkHo

pacTBopUTbCs 3a 30 MUH.

6 Related substances / PoncrBeHHble npumecu

Any single impurity /
JIro0as enMHUYHASA IPUMECH

Below BDL / Huxxe nopora
perucrpaumu

Not more than 0.3 % /
He 6onee 0,3 %

Remarks : The Product confirms to ND /

Ipumeyanne: INpoaykr coorsercrByeT TpeboBanusam HJT

Conclusion : APPROVED /
3axnwyenue: OJIOBPEHO

Prepared by Checked by / Approved by: Manager / Executive / Ono6peso:
Hoxarotornewo: / Santosh IIpoBepeno: Pardeep Kumar Menemxep / Pykoroputens: Manoj Kumar
Kumar Maurya
‘i’f Mw./
— L
Reprint Date / Reprint Date / Reprint Date /
Hata: 15.01.2024 Jara: 15.01.2024 Jara: 15.01.2024
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A
PageSof9/Crp.5u3 9
Product : Novigan, film-coated tablets
poayxr Hosuran®, Tabnerku, MOKPHIThIE MICHOYHOM 060104KOH
Batch No / Cepus Ne 1 V2302594 Batch Quantity / : 12,00,000 tablets /
O6bem cepuu 12,00,000 TabneTok
Analytical Report No / : 890001711731 Date of Analysis / : 15.01.2024
AHaTMTHYeCKHH oTueT Ne JlaTa anann3a
Date of Manufacture / + 12-2023 Date of Expiry/ ¢ 11-2028
JlaTa npou3BoACTBA I'open g0 (BKJT)

Analysis performed according to ND / Anasns nposeaen no HJI: ITN008846-020222

Ne Test / IlokazaTennb Result / Pe3yabTaThi Specification / Hopma
Total impurities / Below BDL / Huxe nopora Not more than 0.7 % /
CymmMma npumeceit perucTpaLuu He 6onee 0,7 %

7 Microbial limits / Mukpo6uoasoruueckas YHCTOTA

a) Total aerobic microbial
count / O61ee yKcIo
a3p0OHBIX MUKPOOPraHU3MOB

Less than 100 CFU/g/
Menee 100 KOE/r

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total combined yeasts and
mould count / O61ee yucio
JPOXOKEBBIX U IJIECHEBBIX

Less than 50 CFU/g /
Menee 50 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

rpubos
¢) E. coli Absentin 1g/ Shall be absent in 1g/
OrcyrcTByeT B 1T JIOMKHBI OTCYTCTBOBaTh B 1 T
8 Uniformity of dosage units of / OgHopoAHOCTL JO3HPOBAHHS
Tbuprofen / 1.5 Acceptance value (AV) should be not
Ho6ynpoden more than 15.0. / [Tokazatens
npuemyieMocTH (AV) nomkeH OBITh He
6onee 15,0
Remarks : The Product confirms to ND / Conclusion : APPROVED /
IIpumeuanue: [TpoRykT cooTBeTcTBYET Tpeboranusm HJI 3axmouenne: OJJOBPEHO
Prepared by Checked by / Approved by: Manager / Executive / Ogo6peHo:
IMoarotosneHo: / Santosh [MporepeHo: Pardeep Kumar Menemxep / Pykosoaurens: Manoj Kumar
Kumar Maurya
Zi e b
= 1 e
Reprint Date / Reprint Date / Reprint Date /
Hara: 15.01.2024 Hata: 15.01.2024 Hara: 15.01.2024
Registerad Qifice: 8-2-2 Road o, 3, Banjara Wills, Hyderabad - 562024, Talanzgana, Indid

wive drreddys.com

10 2900 2999, Email. maili@drredilys.com
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CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIM3A

Page 60f 9/ Crp. 6u3 9

AHaTNTHYECKHH oTYeT Ne

Product Novigan, film-coated tablets

Ilpoayxr Hoguran®, TabsieTk#, MOKPBIThIE NIIEHOYHOH 060104KOH

Batch No / Cepust Ne : V2302594 Batch Quantity / : 12,00,000 tablets /
Oo6nem cepun 12,00,000 TabneTox

Analytical Report No / £ 890001711731 Date of Analysis / ¢ 15.01.2024

Jara anaausa

Date of Manufacture /
Jara npoussoacrea

: 12-2023

Date of Expiry /
T'open go (BKJI)

: 11-2028

Analysis performed according to ND / Ananus nposeaen nmo HJI: [TN008846-020222

Ne Test / IlokazaTens Result / PesyabTaTst Specification / Hopma
Pitofenone hydrochloride / 1.9 Acceptance value (AV) should be not
IMurodeHoHa ruapoxnopun more than 15.0. / IToka3arens

npueMyieMocTH (AV) nomikeH ObITh He
Gonee 15,0
Fenpiverinium bromide / 2.6 Acceptance value (AV) should be not
deHnuBepuHis 6poMuL more than 15.0. / IToka3zarens
npuemnemMoct (AV) nomxeH ObITh HE
6onee 15,0
9 Assay / KonndecTBeHHOe onpefieieHHe

Ibuprofen / Ubynpoden 404.9 mg/404.9 Mr

(ibuprofen) per tablet. /
Or 384,0 A0 416,0 Mr C|3H130:
(ubynpoden) B Tabnerke.

Pitofenone hydrochloride / 5.056 mg/5.056 mr

IlurodeHOHa THAPOXIIOPHA

Or 4,5 1o 5,5 mr CaxHasNO4-HCI

Remarks : The Product confirms to ND / Conclusion : APPROVED /
ITpumeuanue: IIponykT coorsercTByeT TpedoBanusam HJL 3axnrouenune: OJIOBPEHO
Prepared by Checked by / Approved by: Manager / Executive / Ogo6peno:
[Moaroroeneno: / Santosh IMpoeepeno: Pardeep Kumar Menemxep / Pykosomurens: Manoj Kumar
Kumar Maurya
2 - oyl
Reprint Date / Reprint Date / Reprint Date /
Hara: 15.01.2024 Hara: 15.01.2024 Jara: 15.01.2024

From 384.0 to 416.0 mg of C13H;30»

From 4.5 to 5.5 mg of C>2HasNO4-HCI
(pitofenone hydrochloride) per tablet. /

(nutodeHona ruapoxiopua) B Tabnetke.
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A
Page 70f9/Crp.7u3 9
Product Novigan, film-coated tablets
Ipoayxr Hoguran®, TabieTkH, MOKPHITHIE MIIEHOYHOI 0600UKOH
Batch No / Cepus Ne : V2302594 Batch Quantity / : 12,00,000 tablets /
Ob6bem cepun 12,00,000 Tabnerox
Analytical Report No / : 890001711731 Date of Analysis / : 15.01.2024
AHanHMTHYECKUH oTUyeT No JlaTa anaausa
Date of Manufacture / : 12-2023 Date of Expiry / : 11-2028
JlaTa npousBoacTBa I'ogen ao (BKT)
Analysis performed according to ND / Ananus nposener no H/I: I1 N008846-020222

Ne Test / IlokazaTesan Result / PesyabTaThl Specification / Hopma
Fenpiverinium bromide / 0.1035 mg/0.1035 mr From 0.09 to 0.11 mg of C22H29BrN-O
dennusepuHus GpoMua (fenpiverinium bromide) per tablet.

Ot 0,09 no 0,11 Mr C>2H29BrN>O
(deurnmBepuHus 6pomMua) B Tabnerke.

10 Package / YnaxoBka 10 tablets in a aluminum foil | 10tablets in a polyvinyl chloride
laminated with oriented polyamide | film/aluminum foil blister or in a aluminum
and polyvinyl chloride / aluminum | foil laminated with oriented polyamide and
foil blister. 1 blisters and patient | polyvinyl chloride / aluminum foil blister.
information leaflet in a carton pack. | 1 or 2 blisters and patient information
/ Tlo 10 Tabnerok B OGiucrep uz | leaflet in a carton pack. / ITo 10 Tabnerok B
AJNIKOMHHHEBOI donbry, | GAUCTEp U3 MOTUBHHHUIXJIOPUIHOM MIEHKH
JaMUHUPOBaHHOM / amomuHuesoit Gonbru vy B 6uctep U3
OPUEHTUPOBAHHBIM TOJIMAMUAOM W | AIIOMUHKEBOM (GONBIH, TAMUHUPOBAHHOU
MOJIMBHHUIIXJIOPHUAOM /| opxHeHTHpOBAHHBIM [OJIHaMUIOM 2
aTIOMUHUEBOH ¢donbryu. | MONMBHHUAXJIOPHAOM/AIOMHHHUEBOMH
ITo 1 Gnucrepa ¢ uHctpykuueit no | ¢omeru. ITo 1 wunu 2 Goucrepa ¢
[PMMEHEHHIO B [TAYKY KAPTOHHYIO. | MHCTPYKUHEH MO TNPUMEHEHHIO B 34Ky

KapTOHHYIO.

11 Labeling / Mapkunposka Complies as  prescribed / | Accordingto ND/

CootBeTcTByeT TpeOOBaHUAM B cooteercTBuM ¢ H]]

Remarks : The Product confirms to ND /
Ipumeuaune: IIpoaykt cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axmoyenue: OJIOBPEHO

Prepared by
[ToaroTosiieno: / Santosh

Kumar Maurya @/’
/

Checked by /
IMpoeepeno: Pardeep Kumar

S

Approved by: Manager / Executive / Ono6peHo:
Menemxep / PykoBogurens: Manoj Kumar

Reprint Date /
Jara: 15.01.2024

Reprint Date /
Jata: 15.01.2024

Reprint Date /
Jara: 15.01.2024

iara Hills, Hyderabad - 500024, Tei
il mall@drreddys.con
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A
Page80of 9/ Crp.8u3z 9
Product : Novigan, film-coated tablets
Hpoaykr Hopuran®, TabeTky, MOKPHITHIE MJIEHOYHOM 0607104KOMH
Batch No / Cepust Ne 1 V2302594 Batch Quantity / : 12,00,000 tablets /
O6bem cepun 12,00,000 TabaeTox
Analytical Report No / : 890001711731 Date of Analysis / : 15.01.2024
Anaantuueckuii oruer Ne JlaTa anaausa
Date of Manufacture / 1 12-2023 Date of Expiry / : 11-2028
JlaTa npoussoacTsa I'open no (Bk)
Analysis performed according to ND / Auasu3s nposeaen no HJ: ITN008846-020222

Ne Test / IlokazaTenb Result / PesynbTaTh! Specification / Hopma
12 Storage conditions / At temperature below 25°C / Ipu Temnieparype He Bolie 25 °C.
XpaHenue

13 Shelf life / Cpokx rognocTn 5 years / 5 ner
API name (INN) / Haumenoanue A®C (MHH): Tbuprofen /M6ynpoden
API manufacturer batch number / PIBM230385
Homep cepuu npoussoautena ADC:
FP Manufacturer API Batch number /
Homep cepuu cyGeTannuu npoussogurens IJId: R DAY
API Manufactured by & country / Solara Active Pharma Sciences Limited, India /
Hpounseoantens A®C, ecrpaHa: Conapa OxruB ®@apma Caitencus Jlumuren, Muaus
API name / HaumenoBanue AQC: Pitofenone /ITutodeHoH
INN/MHH: IMutodeHoHa rHaAPOXIOPUL
Remarks : The Product confirms to ND / Conclusion : APPROVED /
Ilpumeuanne: IIpoaykTt cootBercTBYeT TpeboBaHusam HII 3akawuenue: ONOBPEHO
Prepared by Checked by / Approved by: Manager / Executive / Ono6peno:
IMoarororneno: / Santosh IposepeHo: Pardeep Kumar Menemkep / PykoBonurens: Manoj Kumar
Kumar Maurya @ﬁ -
Reprint Date / Reprint Date / Reprint Date /
JHata: 15.01.2024 JHara: 15.01.2024 Hara: 15.01.2024

fesisterad Sifice: §-7-23

Tol; +01 40 4900 2500, Fax:

e eddysconn
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A
Page90f9/Crp.9u3 9
Product : Novigan, film-coated tablets
IMpoaykr Hopuran®, Tabnetks, NOKPLITHIE IIIEHOYHOM 060NM0YKOMH
Batch No / Cepus Ne 1 V2302594 Batch Quantity / : 12,00,000 tablets /
O06beM cepyu 12,00,000 Tabnerok
Analytical Report No / : 890001711731 Date of Analysis / : 15.01.2024
AHajgMTHYecKHil oTueT No Jata ananuza
Date of Manufacture / + 12-2023 Date of Expiry / : 11-2028
Jara npou3BojacTEa I'oaen go (BKJ)

Analysis performed according to ND / Anasn3 nposegen mo H/: I N008846-020222

API manufacturer batch number /
Homep cepuu npoussopurens ADC:

PF/373, PF/375

FP Manufacturer API Batch number /

Homep cepuu cyocranuun npoussoautens I'JID:

FENA04836, FENA04837

API Manufactured by & country /
IpousBoautens A®C, crpana:

R.L. Fine Chem Pvt. Ltd., India /
P. J1. ®aiin Kem I1BT. JITh., Unous

API name (INN) / naumenoganne A®C (MHH):

Fenpiverinium bromide /@eHnuBepunus GpomMun

API manufacturer batch number /
Homep cepun npoussoautens AD®C:

FA/213

FP Manufacturer API Batch number /

Homep cepuu cyocranuun npoussoaurenst IJID:

FENRO04553

API Manufactured by & country /
Ipouzsoautens ADPC, crpana:

R.L. Fine Chem Pvt. Ltd., India /
P. JI. ®aitn Kem I1BT. JITA., Unous

Remarks : The Product confirms to ND /

Conclusion : APPROVED /

INpumeuanue: IIponykr cootBeTcTByeT TpeboBaHusM HJT 3akmiouenne: OJJOBPEHO

Prepared by Checked by /

Kumar Maurya @\J

Approved by: Manager / Executive / Ono6peno:

[MoarorosneHo: / Santosh Iporepeno: Pardeep Kumar Menemxep / PykoBoautens: Manoj Kumar

-

: o]

s
Reprint Date / Reprint Date / Reprint Date /
Hara: 15.01.2024 Hara: 15.01.2024 Hara: 15.01.2024
Reaizternd Office: 8-2-337, Buad Mo, 3, Banjara Hills, Hyderabad - 500024, Telangana, India

399, Email: mal@drraddys.com

CIN: LES100APTOSGRLC004507
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