Dr. Reddy's Laboratories Ltd.
’ ‘..l Formulation Unit-6
e Viil. Khol, Nalagarh Road, Baddi
Dr" Reddy S * Distt. Solan, H.P., 173 205, INDJA
Tel : 491 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUDUKAT AHAJIU3A

Page1of 7/Ctp. 1u3 7

Product/ : Ketorol gel for external use 2 %

Ilpoaykr KeTtopon®, renb 1J11 HApY>KHOTO NPUMEHEHUA 2 %

Market/ Russia / Poccus

Prei1HOK

Batch No/ 1 V240252 Batch Quantity / : 32538 units /
Cepus Ne Pa3mep cepuu 32538 equHuny
Analytical Report No / : 040002501898 Date of Analysis / : 10.05.2024
AHannTuyeckuii oTyer Ne JlaTa ananusa

Date of Manufacture / 1 04/2024 Date of Expiry / : 03/2026

JlaTa npousBoacTBa I'ogen a0 (BKJL.)

Mfg. License No. / : MNB/05/263 MA number / : JIII-Ne(001119)-(PI'-
IIpouzBoaCTBEHHAN JTULEH3US Homep PY RU)

Ne

Analysis performed according to ND / Ananu3s nposenen no H/: JII-Ne(001119)-(PI'-RU)-210623

No Test / IlokazaTesb Result / Pe3yabTaThl Specification / Hopma

1 | Description / Onucanue Homogeneous semi-transparent gel | Homogeneous transparent or semi-
with characteristic odor / transparent gel with characteristic odor /
OnXHOPOAHBIN MOTYNpPO3payHsblii resb | ONHOPOAHBIN MIPO3PAYHBINA WIN
C XapaKTepHbIM 3aIaxoM. TIOJIYNPO3PauHbIi refib ¢ XapaKTePHBIM

3aMaxoM.
2 | Identification / UnenTndukauus
2a |Ketorolac tromethamine / Complies as prescribed / The retention time of the main peak in the
Keroponaka TpomMeTaMuH CooTBeTCTBYET chromatogram of test solution should

correspond to that in the chromatogram
of ketorolac tromethamine reference
standard solution (Assay section). /
Bpemsi yaepxuBaHHs OCHOBHOIO MHKa
Ha  XpOMAarorpaMme  HUCIBITYEMOIO
pacTBopa JODKHO COOTBETCTBOBATH
BpPEMEHH YAEP)KUBAHUS OCHOBHOT'O NUKA

Ha XpomaTorpaMme pacTBopa
CTaHmapTHOoro ofpasua KkeToponaka
TpOMeTaMHHa (pa3znen

«KonuyecTBeHHOE onpeneneﬂne»)

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuyanue: [Iponykt cooTBeTcTBYET TpeboraHusaM HJ{ 3akawyenue: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[Moarorosseno: Santosh Kumar [TposepeHo: Pardeep Kumar OmnobpeHo: Menemxkep / PykoBoaurenb
Maurya C&’ » [ Pavan Kumar Sharma(.oﬁ
Reprint Date / Reprint Date / Reprint Date /
Jata: 10.05.2024 Hara; 10.05.2024 Hara: 10.05.2024

ool oD L h, O T 7, GO 170, J, Danjaia fhlo, nijoel oudd - JUUOST, 1eiaigaiid, [JTa0E

Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mai!@drieddys.com
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Dr. Reddy's Laboratories Ltd.
Formulaticn Unit-6

Viil. Khol, Nalagarh Road, Baddi,
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Product/ Ketorol gel for external use 2 %

Ipoaykr Kertopon®, resib 114 Hapy»KHOTO MpUMEHEHHs 2 %

Market/ Russia / Poccus

PriHOK

Batch No / V240252 Batch Quantity / : 32538 units /
CepHs Ne Pa3zmep cepumn 32538 enquHUIL
Analytical Report No / 040002501898 Date of Analysis / : 10.05.2024
AuanurTuyecknii oryer No JlaTa ananusa

Date of Manufacture / 04/2024 Date of Expiry / : 03/2026

JlaTa npou3BoacTBa I'open po (BKJI.)

Mfg. License No. / MNB/05/263 MA number / : JIII-Ne(001119)-(PT"-
IIpousBoacTBEeHHAS JHLIEH3HS Homep PY RU)

Ne

Analysis performed according to ND / Anasu3 nposeaen no H: JIIT-Ne(001119)-(PI'-RU)-210623

Ne Test / Iloxa3aTenb Result / PesyabTaThl Specification / Hopma

2b | Sodium methyl parahydroxy- Complies as prescribed / The retention time of the sodium methyl
benzoate and sodium propyl CooTBeTCTBYET |parahydr0xybenzoate and sodium propyl
parahydroxybenzoate / parahydroxybenzoate peak in the
MeTunnaparuapokcudeH3oar chromatogram of the sample preparation
HaTpHS ¥ NpOIUIITaparuipoKcH- corresponds to that in the chromatogram
OeH30aT HATpUs of the standard preparation (Assay

section). / BpemeHa ynepXuBaHUA
OCHOBHBIX MHKOB Ha XpOMaTorpamme
HCOIBITYEMOTO ~ pacTBopa  JIOJDKHBI
COOTBETCTBOBATH BpeMeHaM
YIOEPKUBAHMS OCHOBHBIX IMKOB Ha
XpOMaTorpaMMe pacTBOpa CTaHIAPTHBIX
00pa3LoB MeTHINaparuapokcubeH3oaTa
7} NpoIInaparuApokcube H3oaTa.
(pasznen «KonuuecTBeHHOE
oTipeneNIeHUE)

3 | Weight of package content / 30.3g/303r Should correspond to the requirements /
Macca coaep:KumMoro B COOTBETCTBHH C TPeOOBaHUAMU.
yIaKOBKH

4 |pH of aqueous suspension / 6.8 6.0-7.8/0t16,0 107,8
pH BoaHoi#i cycnensuu

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeyanue: [IpoayKT cOOTBETCTBYET Tpebopanusm HJJ 3aknouenne: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[NoarorosiaeHo: Santosh Kumar [Tposepeno: Pardeep Kumar OnobpeHo: Menemxep / P(gkommrrenb
Maurya ﬁbl’ Pavan Kumar Sharma ..-"'|: L
Reprint Date / Reprint Date / Reprint Date /
JHara: 10.05.2024 Jata: 10.05.2024 Jara: 10.05.2024

REgineicd JIICe: 0-2-=257, aad Mg, 3, dailigid s, nyaerasad - 2U0UZ4, e@mngans, inam

Tel: +91 40 4500 2300, Fax: +91 40 4960 2999, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIM3A
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Product / Ketorol gel for external use 2 %

IpoaykT KeTopon®, resb s HApYXHOTo NpUMeHEeHUs 2 %

Market/ Russia / Poccus

PbiHOK

Batch No / V240252 Batch Quantity / : 32538 units/
Cepus Ne Pa3zmep cepun 32538 enuHuUIL
Analytical Report No / 040002501898 Date of Analysis / : 10.05.2024
AHaJIuTHYECKHIi oTueT Ne Jarta ananusa

Date of Manufacture / 04/2024 Date of Expiry / : 03/2026

JlaTa npon3BoacTea T'open o (BKJL.)

Mfg. License No. / MNB/05/263 MA number / : JIII-Ne(001119)-(PI'-
Ilpou3BOACTBEHHAS THLIEH3HSI Homep PY RU)

Ne

Analysis performed according to ND / Ananu3 nposenes mo HJI: JIII-Ne(001119)-(PI'-RU)-210623

Ne Test / Iloka3aTesan Result / PeayabTaTbl Specification / Hopma

5 | Viscosity / Baskocrs 7.575 poise / 7.575 nyas Between 5 and 12 poise /
Ot 5 o 12 mya3
6 |Related substances / IIpumecu
Ketorolac 1-keto analogue / 0.031% Not more than 1.0 % /He 6onee 1,0 %

1-KeToaHANOT KETOpOJIaKa
Not more than 0.5 % / He 6onee 0,5 %

Ketorolac 1-hydroxy analogue /
1-ruApoKCHAHATIOT KETOpOJIaKa

Any single unidentified
impurity/ ExuHU4Has
HeUIeHTU(DUIHPOBaHHAS
npHMeCh

Total impurities / Cymma
npuMecel

Below LOQ (LOQ = 0.020 %) /
Hrnxe npeaena KOMMYECTBEHHOTO
onpenenenus (ITKO = 0.020 %)

0.03%

0.1%

Not more than 1.0 % / He 6omnee 1,0 %

Not more than 3.0 % / He 6omnee 3,0 %

7 | Microbial limits / Muxpo6uono

rH4eCcKasi YuCcToTra

Total aerobic microbial count /
O61ee yrcno aspobHbIX
MHKPOOPTaHH3MOB

Less than 10 CFU/g / Menee 10
KOE/r

Not more than 10> CFU/g /
He 6omee 10*> KOE/r

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: IIpofykT cooTBeTCTBYET TpeboBanusaM HJL 3axmwoyenne: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IMonrorosaexo: Santosh Kumar Iposepeno: Pardeep Kumar Onobpeno: MeHemxep / PykoBoauTesb
Maurya @// Pavan Kumar Sharma Y )

‘ Eryer—

— = =
Reprint Date / Reprint Date / Reprint Date /
Jara: 10.05.2024 Hara: 10.05.2024 Jlara: 10.05.2024
REgisterad dmice: &-1-337, Road No. 3, Banjara Hills, Hyderabad - 506024, Telangana, India

Tel: +91 40 4500 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.direddys.com
CEPTUO®UKAT AHAJIU3A
Page4 of 7/ Crp. 4 u3 7
Product / Ketorol gel for external use 2 %
IIpoaykT KeTopon®, resb Ui Hapy »KHOTO NMpyuMeHeHus 2 %
Market / Russia / Poccust
PriHoK
Batch No / V240252 Batch Quantity / : 32538 units /
Cepua Ne Paszmep cepun 32538 enuHuIL
Analytical Report No / 040002501898 Date of Analysis / : 10.05.2024
AHAMNTHYECKHUIH 0TYeT Ne JlaTa anaau3a
Date of Manufacture / 04/2024 Date of Expiry / : 03/2026
JlaTa npou3BoACTBa TI'open no (BKI1.)
Mfg. License No. / MNB/05/263 MA number / + JIII-Ne(001119)-(PI'"-
[IpousBoACTBEHHAS JIULEH3HS Homep PY RU)
No

Analysis performed according to ND / Ananus nposeaen no HJI: JITI-Ne(001119)-(PI'-RU)-210623

Ne Test / Iloka3aTeanb

Result / PesyabTaTht

Specification / Hopma

Total combined yeast and
molds count / Ob6uiee yucno
IPOMOKEBBIX M TUIECHEBBIX
rpu6os

Pseudomonas aeruginosa

Staphylococcus aureus

Less than 10 CFU/g / Meree 10
KOE/r

Absent in 1 g/ OtcyTcTBYeT B 11

Absent in 1 g/ OtcyTcTBYET B 1T

Not more than 10' CFU/g /
He 6onee 10! KOE/r

Should absent in 1 g/ OrcytcTBUE B 1T

Should absent in 1 g/ OtcyTcTBUE B 1T

8 |Assay/ KosmyecTBeHHOe onpeae/ieHue:

Ethanol / Dtanon 98.7 % NLT 85% and NMT 115% of the
labeled amount /
Or 85 mo 115% ot 3adBIEHHOIO
KOJIMYECTBA

Dimethyl sulfoxide / 101.0 % NLT 90% and NMT 110% of the

JuMeTUNCYNb(HOKCHT labeled amount / Ot 90 mo 110 % ot
3as1BJICHHOTO KOJIMUECTBA

Sodium methyl parahydroxy- 99.2 % NLT 90% and NMT 110% of the

benzoate / MeTunnapa- labeled amount / Ot 90 mo 110 % ot

TUAPOKCUOEH30aT HATPHS 3asBJICHHOTO KOJIMYECTBA

Sodium propyl parahydroxy- 99.0 % NLT 90% and NMT 110% of the

benzoate / [Tpornmnapa-
TUIPOKCUGEH30aT HATPHS

labeled amount / Ot 90 mo 110 % ot
3asBJIEHHOIO KOJIMYECTBa

Remarks : The Product conforms to ND /

Ipumeuanne: Ilpoaykr cooTeTcTBYET TpeboBanusam HJL

Conclusion : APPROVED /
3akawuenne: OJIOGPEHO

Prepared by /
IMoarorosieHo: Santosh Kumar

Maurya Ca//d‘

_

Checked by /
[Tposepeno: Pardeep Kumar

-

Pavan Kumar Sharma

Approved by: Manager / Executive /
Ono6peHo: Menemxep / Prconomfrcnh
i

Reprint Date /
Hata: 10.05.2024

Reprint Date /
J IIaTa 10.05.2024

Reprint Date /
I[aTa 10.05. 2024

] T Ty TTRFeT 1%

TeI +"1 40 4800 2500, Fax: +51 40 4300 2999,

57 Camipete (s, 1170

CIN: L85195AP1984PLCO04507
wiwiv.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Page5of 7/Ctp. 5u3 7

Product/ : Ketorol gel for external use 2 %

IMpoaykT KeTtopoa®, reib i Hapy»KHOTo npumeHeHns 2 %

e Russia / Poccus

PbinoK

Batch No / T V240252 Batch Quantity / : 32538 units /
Cepust Ne Pa3zmep cepunt 32538 enuHuL
Analytical Report No / : 040002501898 Date of Analysis / : 10.05.2024
AHaJINTHYECKHUI oTUHeT Ne Jarta aHajusa

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026

JdaTa npou3BoACTBA I'oneH a0 (BKJL.)

Mfg. License No. / : MNB/05/263 MA number / + JHT-Ne(001119)-(PI'-
Ipou3BOACTBEHHAS JIHLEH3HSI Homep PY RU)

Ne

Analysis performed according to ND / Ananu3 nposeaen no HJI: JINT-Ne(001119)-(PI'-RU)-210623

Ne Test / Iloka3zaTennb Result / PesynbTaThl

Specification / Hopma

Ketorolac tromethamine / 100.9 %
Ketoposiaka TpOMeTaMHH

NLT 90 % and NMT 110 % of the
labeled amount / Ot 90 5o 110 % ot
3asBJIEHHOTO KOJHYECTBA

9 | Package/ Onucanue 30 g in a laminated aluminum tube equipped with tamper-evident membrane. 1]

YINaKOBKH tube together with patient information leaflet in a carton. / ITo 30 r B TYGy u3
JaMUHUPOBAHHOTO ATOMHHMS, CHA0XEHHYI0 MeMOpaHo# [y KOHTpOIs
mepBoro BCkpbiTha. [1o 1 TyGe BMecTe ¢ MHCTpYKUMEH NO MeAMUUHCKOMY
NPUMEHEHUIO (JIMCTKOM-BKJIaJblIEM) B NTaYKy KapTOHHYIO.

Remarks : The Product conforms to ND /
TTpumeuaHue: [IpoIyKT COOTBETCTBYET TPEOOBAHUSIM HJ

Conclusion : APPROVED /
3axknwuenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager / Executive /
[NoarotorneHo: Santosh Kumar IMposepeHno: Pardeep Kumar OnobpeHo: Menemxep / PyKoBOANTEN
Maurya @ Pavan Kumar Sharma {

- - /
Reprint Date / Reprint Date / Reprint Date /
Jlara: 10.05.2024 ) | Hara: 10.05.2024 Jata: 10.05.2024

19, Email: mail@idrredays.cam
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0. Reddy's Laboratories Ltd
Formulaticn Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, B.P., 175 205, INDiA
Tal - +91 98166 56001-02
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Page 6 of 7/ CTp. 6 u3 7

Product / Ketorol gel for external use 2 %

IIpogykT Keropon®, renb Anist HApy»HOTO NpHMeHEHHS 2 %

BARERCE 7 Russia / Poccus

Pbinok

Batch No / V240252 Batch Quantity / : 32538 units /
Cepust Ne Paizmep cepum 32538 eguHuLl
Analytical Report No / 040002501898 Date of Analysis/ : 10.05.2024
AHa/IMTHYECKHI oTYeT No Jara ananusa

Date of Manufacture / 04/2024 Date of Expiry / : 03/2026

JlaTa npousBoAcTBa I'open po (BK.)

Mfg. License No. / MNB/05/263 MA number / : JIIT-Ne(001119)-(PT -
Ipour3BoAcTBEHHAsl IMLEH3HS Homep PY RU)

Neo

Analysis performed according to ND / Ananu3 nposeaen no H: JITIT-Ne(001119)-(PI'-RU)-210623

API name / HaumenoBanune A®C:

Ketorolac tromethamine / Keroponaka TpoMeTaMiH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /

| mponsBoautens I'JIdD:

Homep cepuu npoussoantess AOC: ABREQ01415
FP Manufacturer API Batch number /
| Homep cepun cy0cTaHuMy FERA00144

API Manufactured by & country /
IMpoussoautens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India / J-p Pennu'c Jlaboparopus Jitn, Uuans

Name, address, authorization No for
FP manufacturing site / Control site /
Release site /

HaumeHoBaHue, afpec, THOEH3NA LIS
Ipou3BoACTBEeHHAN MJIOIIAAKA /
IInomaaka KOHTPOJIs KayecTBa /
IInowaaka BeinycKa

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

JI-p Pennu’c Jlabopatopuc JIta., Unaus, IIpou3BoacTeeHHOE
nonpasaenenue-6, Bt Kxons, Hanarapx Poyn, bapnn, Juctpukt Conas,
X.I1., 173205, Uunusa (nuuensus Homep MNB/05/263)

Remarks : The Product conforms to ND /

Conclusion : APPROVED /
Zakmouyenue: OJJOBPEHO

Ipumeuanue: IIpoayKT cooTBeTCTBYET Tpebopanuam HJL

Prepared by /
IToarotosneHo: Santosh Kumar
Maurya

Checked by /
ITposepeHo: Pardeep Kumar

=

Approved by: Manager / Executive /
OnobpeHo: Menemxep { Pykosoaureb
Pavan Kumar Sharma |

Reprint Date /
Hara: 10.05.2024

Reprint Date /
Jara: 10.05.2024

Reprint Date /

Hara: 10.05.2024

Wikag No. 3,

mbad - 500024

. delangang, Indla

ail@drreddys
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Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd,
Formulatien Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 175 205, INDIA
Tel 1 +91 98166 56C01-02

e direddys.com

Page70f 7/ Ctp. Tus 7

Product / Ketorol gel for external use 2 %

Ipoaykr Ketopoa®, rens st Hapy>KHOTo NpuMeHeH#s 2 %

b Russia / Poccus

Prinok

Batch No / V240252 Batch Quantity / : 32538 units /
Cepus Ne Pasmep cepun 32538 enuHuL
Analytical Report No / 040002501898 Date of Analysis / : 10.05.2024
AHasiuTH4YecKMii oT4yeT Ne JlaTa aHasiu3a

Date of Manufacture / 04/2024 Date of Expiry / : 03/2026
JlaTa Npou3BOACTBA I'onen oo (BKJ.)

Mfg. License No. / MNB/05/263 MA number / + JIIT-Ne(001119)-(PT"-
TpoussoacTBEHHAs JIMLEH3HS Howmep PY RU)

Ne

Analysis performed according to ND / Ananus npoeaen no H/I: JITI-Ne(001119)-(PI'-RU)-210623

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch
of product has been manufactured, including packaging/labeling and quality control at the above mentioned
site(s) in full compliance with the GMP requirements of the Eurasian Economic Union (No
GMP/EAEU/RU/00554-2022 dt. 02 September 2022) and requirements to the medicinal quality and with the
specifications in the Marketing Authorization dossier of the importing country. Production, packaging and
testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic
Union is established».

3aKJI0ueHHe O COOTBETCTBHM: «HacToAlMM s NOATBEPXKAAIO, YTO MNPUBEACHHAs Bbille HHOpPMaLKs
SIBJISIETCA JOCTOBEPHOM M TOUHOM. DTa cepHs MPOAYKLKMH NPOU3BEeHa (BKUIIOYas YNAKOBKY (MapKUPOBKY) H
KOHTpOJIb KAYeCTBa) Ha BbIILEYKa3aHHOM IPOU3BOACTBEHHOM IToniajke (MIomaakax) B MoJIHOM COOTBETCTBHH
¢ TpeboBanusamu [IpaBuin Haanexalei MpoOM3BOACTBEHHOH NPaKTHKK EBpasuickoro 3KOHOMH4ECKOro COr3a
(Ne GMP/EAEU/RU/00554-2022 ot 02 centsa6ps 2022) u TpeOOBaHUAMH KOHTPOJIS KAUECTBA JISKAPCTBEHHBIX
CPEICTB, a TaKXKe B COOTBETCTBUH CO crieLUHKALUAMH, CONEPIKALIMMHUCS B pErHCTPAllHOHHOM JI0Ch€ CTPaHbI-
UMIIOpTepa. 3alucH [0 MPOU3BOJACTBY, YIAKOBKE M aHAJIM3y MPOBEPEHBI, U YCTAHOBJIEHO WX COOTBETCTBHE
Tpe6oBanusam [IpaBun Hagexaled NPOU3BOACTBEHHOM MpakTHK EBPasHiiCKOro S5KOHOMHUECKOro CO3ay.

Conclusion : APPROVED /
Zakmouenune: ONOBPEHO

Remarks : The Product conforms to ND /
Ipumeyanne: [Ipoaykr coorBeTcTBYET Tpebopanmam HT

Prepared by /
IToarotosiexo: Santosh Kumar
Maurya

Checked by /
ITposepeno: Pardeep Kumar

=

Approved by: Manager / Executive /
Ono6peHo: Menemxkep / Pykosoaurens

Reprint Date /
JHara: 10.05.2024

Reprint Date /

| Mata: 10.05.2024  _

Pavan Kumar Sharma |,
Reprint Date /

Hara: 10.05.2024 _

2999 Email: mait@drraddys,.com

LCO04E07




