Dr.Reddy’s Qf:‘

CERTIFICATE OF ANALYSIS

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

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

www.drreddys.com

CEPTUDPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropoa® Ixcenpece (keroposiak) TabaeTKu, JHCHeprupyemMble B M0JI0CTH pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / _ Batch Quantity / - 36,00,000 tab /

Cepus Ne & VD00 O6bem cepuu " 36,00,000 tab

Analytical Repo\}‘t No/ . 040003369415 Date of Analysis / . 99042026

AHanuTHYecKui#i oTyeT Ne JlaTa anaau3za

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

JaTa npou3BoacTBa Topen go

Mfg. License No. / )

TIpon3BoACTBEHHAS : MNB/05/263 i 2 : JITI-Ne(004669)-(PT-RU)
Homep PY

Jianensns No

Analysis performed according ND: / Anann3 npoBeaen no H/I: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UHcTpykuus yreep:kaena: 21.04.2025

Page 1 0of 11/ Crp. 1 mu3 11

No . .

No Test / ITokazaTenn Results / PesyabTarsl Specification / Hopma

1 Description / Onucanne Light yellow round flat beveled Light yellow round flat beveled tablets with "|"
tablets with "|" debossed on one debossed on one side. / Kpyrnble mnnockue
side. / Kpyrasle niockue TabneTkn ¢ ackoif, CBETIO-KENTOrO LBETA C
TabneTkH ¢ ¢ackoli, CBETIO- IpaBUPOBKOI «|» Ha OJIHOU CTOPOHE.
JKEJITOro HBETA C TPaBUPOBKOM
«|» Ha OJTHOM CTOpOHE.

2 Identification / UnenTuduxauus

Ketorolac / Kemoponax

Complies / CooTBETCTBYET

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (£ 2 nm). / Y-
CMEKTPHI! MOMJONIEHUS UCTIHITYEMOTO pacTBoOpa U
pacTBopa cTaHIapTHOro o0pa3la KeTopojaka
TpoMeTaMHHa JOJKHBl UMETb MaKCUMYMbI TpH
OJIHOH U TOH € JJIUHE BOJIHB! (+ 2 HM).

Remarks : The Product confirms to ND/

IMpumeuanne: [Ipogykr cooTBeTcTBYET TpeboBaHusaM HJI

Conclusion : APPROVED /
3aknrodenune: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IToarorosneHo: Pravesh ITposepeHo: Ramakant ||[Tposepeno (AOK): Ono6peno: Obecneuenre kauecta/OTBETCTBEHHOE
Rana . @’T'L/d— Amit Kumar//\ mwo: (1L Ky AL

2 i /Zv/]
Date / Date / Date / Date / 200 Y006
JHara: 29.04.2026 Hara: 29.04.2026 Hara: 29.04.2026 Jara:

Registerea UTTce: 6-2-33/7, hoad NO. 5,__|33!1]ara AT, Hyderanad - SUUUa4, Telangana, Inaia
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Emzil; mail@drreddys.com
CIN: L85195AP1584PLCO04507

www.drreddys.com




Dr.Reddy’s Qi"

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropoa® Ikcnpece (keTopoJiak) TabJIeTKH, JUCIEprHpyeMble B I0JOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / . 36,00,000 tab /

Cepust Ne - V2600770 O6beM cepuu " 36,00,000 Tab

Analytical Repourt No/ . 040003369415 Date of Analysis / . 99 04.2026

AHaJuTHYecKHi oTyeTr No JlaTa anann3a

Date of Manufacture / - 04/2026 Date of Expiry / . 03/2028

JlaTa npou3BOACTBA Togen go

Mfg. License No. / .

TIpousBojCTBeHHAs : MNB/05/263 MIA numberg + JIM-Ne(004669)-(PT-RU)
Homep PY

auuensust Ne

Analysis performed according ND: / Anann3 nposenen no HJI: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Mucrpykuus yreep:xaena: 21.04.2025

Page 2 of 11/ Cr1p. 2 n3 11

No
Ne

Test / [Toka3aTenn

Results / PesyabTaThbl

Specification / Hopma

Complies / COOTBETCTBYET

The retention time of the main peak on the
chromatogram of test solution should correspond
to that on the chromatogram of ketorolac
tromethamine standard solution (Assay section).
/ BpeMs ymepyxMBaHMsS OCHOBHOIO mNHWKa Ha

XpOMAaTOrpamMmme HCIBITYEMOTO pacTBopa
JOJIKHO COOTBETCTBOBATh BpeMeHU
YAEPXUBAHUS OCHOBHOTI'O THKa Ha
XpoMaTorpamMmme pacTBOpa CTaHIapTHOrO

ofpa3La KeTopojiaka TpoMeramuHa (paznen
«KOonHyecTBEHHOE ONPEAENIEHUEY).

Remarks : The Product confirms to ND/
[Mpumedanue: IIpogykT cooTBETCTBYET TpebosaHusaM HJI

Conclusion : APPROVED /
3akauenune: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
I[TonrorosneHo: Pravesh [TpoBepeno: Ramakant |[{[Tposepeno (AOK): Omobpeno: Obecrieyenne kauecTsa/OTBETCTBEHHOE
Rana ﬁ_ Amit Kumar JIMLo: @;UN i Kuwinal

Mﬁ}/ A (o
Date / Date / Date / Date / 26000
JHara: 29.04.2026 Hata: 29.04.2026 Hara: 29.04.2026 Hara:

Registered GlTice: 8-2-337, Road Mo, 3, Banjara Hills, Hyderabad - 500034, Telangana, naia
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Emzil: mail@drreddys.com
CIN: L85195AP1584PLCO04507

www.drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUPUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketoposn® Jxcnpecc (KeToposiak) TabIeTKH, AHCIeprHpyeMble B I10JI0CTH pTa, 10 Mr

Market / Peinok :Russia / Poccus

Batch No / ) Batch Quantity / . 36,00,000 tab /

Cepus Ne + V2600770 O6bem cepuu " 36,00,000 Tab

Analytical Repovrt No/ . 040003369415 Date of Analysis / . 29.04.2026

AHaguTHYecknii oTueT No Jlata anaauza

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

JaTta npoussoacTea T'ogen no

Mfg. License No. / MA number: /

IIpousBoacTBeHHAS : MNB/05/263 ) : JITI-Ne(004669)-(PT'-RU)
Homep PY

Junenzus Ne

Analysis performed according ND: / Auanu3 npoeenen mo H/: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UncTpykuus yreepkaena: 21.04.2025

Page 3 of 11/ Crp. 3 m3 11

No
Ne

Test / ITokazaTenanb

Results / PesynbTaTsl

Specification / Hopma

Butylhydroxyanisole /
Bymuneudpoxcuanuzon

Complies / CooTBeTCTBYET

The retention times of 2-butylhydroxyanisole and
3-butylhydroxyanisole peaks on the
chromatogram of the test solution should
correspond by the retention times to 2-
butylhydroxyanisole and 3-butylhydroxyanisole
peaks on the chromatogram of
butylhydroxyanisole standard solution
("Butylhydroxyanisole content" section). /
Bpemena yaep>KUuBaHUs MTUKOB 2-
OyTHITHAPOKCUAHHM301A U 3-
OyTWITHIPOKCHaHM30Jla HA XpOMaTorpamme
HCTIBITYEMOTO pacTBopa JIOJIXKHBI
COOTBETCTBOBATh  BpeMeHaM  YAEPKUBAHUS
IIMKOB 2-0yTUATHAPOKCHAHU30J1a )%} 3-
OyTWITHOPOKCHAHM30Jla Ha  XpOMaTorpaMme
pacTeopa CTaHAAPTHOTO obpasia
Oytuinrunpokcuanmszona (pazgen «CopepxaHue
OyTHITHAPOKCHAHH30IIAN).

Remarks : The Product confirms to ND/
IMpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusm HJL

Conclusion : APPROVED /
3akmouyenue: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[ToarorosneHo: Pravesh [Iposepeno: Ramakant |[[Iposepeno (AOK): Opnotpeno: ObecnedeHue kauectBa/OTBETCTBEHHOE
Rana l @ \’Ld— Amit Kumar JTHLLO: (\Q U ~ L Ku VAN

Date / Date / Date / Date / J A0 Y-40 A

Hata: 29.04.2026 Hata: 29.04.2026 Hara: 29.04.2026 Hara: h

MEETSteTEg O, 80 s 7, 1

Tt MO, 3, BaTaTa Fs, fyueTanat -

UGS l‘.--l.trf;")(lflnl LTS

Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Emzil: mail@drreddys.com

CIN: L85195AP1584PLCO04507
www.drreddys.com




Dr.Reddy’s Qi‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUPUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykt: Ketopon® Dxenpecc (keToposiak) Tab/1eTKH, JHCIIEPrUpyeMble B 0JI0¢TH PTa, 10 Mr

Market / PoiHok :Russia / Poccust

Batch No / ) Batch Quantity / . 36,00,000 tab /

Cepus Ne + V2600770 O0beM cepun " 36,00,000 Tab

Analytical Report No/ - 040003369415 Date of Analysis / . 99.04.2026

AHaanTHYeCKHH oTyer No JlaTa aHayu3a

Date of Manufacture / - 04/2026 Date of Expiry / . 03/2028

JaTa npon3BoacTea I'opeH no

Mfg. License No. / MA number: /

IIpousBoacTBEeHHAS : MNB/05/263 ) : JIII-Ne(004669)-(PI'-RU)
Homep PY

Junensus Ne

Analysis performed according ND: / Auasn3 nposeaen no HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / MucTpykuus yrep:kaeHa: 21.04.2025

Page 4 of 11/ Ctp. 4 n3 11

2.? Test / IlokaszaTennb Results / PesyabraThl Specification / Hopma
3 Average weight / Cpeansist 69.5 mg /69,5 mr 67.2mg to 72.8mg (700mg + 4.0%). /
Macca Ot 67,2 Mr 1o 72,8 mr (70,0 Mr = 4,0 %).
18/20 tablets - not more than =+ 10 %;
Uniformity of weight / 2/20 tablets - not more than + 20%. /
Om ormity of welg Complies / COOTBETCTRYET 18/20 Tabmetok — He ©Gonee 10 %;
AHOPOAHOCTE MACCHT 2/20 Tabnetok — He 6onee = 20 %.
4 Disintegration time /
Pacnagaemoctb .
00 min 53 sec / 00 muH 53 cek Not more than 3 min. / He 6onee 3 MUH.
5 Dissolution / PacTBopeHne Unit-1/ Tabn-1 103 % Not less than 75 % (Q) of CysH13NO3*C4H i1 NO3
. (ketorolac tromethamine) in 15 min. / He MeHee
. o,
Unit-2 / TaGn-2 103% | 759, (Q) CisHiNOs*C4H| NO; (ketoponaka
Unit-3 / Ta61-3 113 % TpOMETaMuH) depe3 15 MUH.
Unit-4 / Tabn-4 101 %
Unit-5 / Tabn-5 101 %
Unit-6 / Tabn-6 101 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [IpoaykT cooTBeTCTBYET Tpebopanuam HJT 3akmouenue: ONOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[ToarorosneHo: Pravesh [Tposepeno: Ramakant |[[IpoBepeno (AOK): Ono6peHo: ObecnieyeHue kayecTBa/OTBETCTBEHHOE
Rana % LLH, Amit Kumar JIALO: éUI\“ L Ky ,ti\yL
2 @““\ = /\"J_\, j\w?
Date / Date / Date/ Date / 9.6) D l/( 0L (_;
Hara: 29.04.2026 Hara: 29.04.2026 Hara: 29.04.2026 Hara: '

Registered Gifice: 8-2-337, |

oad Mo. 3, Banjara Hils, Ayderabad - 0004, Tefangana, india

Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Emzil: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ij-’

CERTIFICATE OF ANALYSIS

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

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

CEPTU®UKAT AHAJIN3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ikcnpecc (keToposiak) TaGJeTKH, JHCNePrHpyeMble B II0JIOCTH pTa, 10 mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / . 36,00,000 tab /

Cepus Ne i 2ED R0 O6bem cepun © 36,00,000 Tab

Analytical Repovrt No/ - 040003369415 Date of Analysis / . 90.04.2026

AHasmuTHYecKH# oTdeT Ne JlaTa ananusza

Date of Manufacture / - 04/2026 Date of Expiry / . 03/2028

MaTa npou3BoacTBa T'ogen no

Mfg. License No. / MA number: /

IIpousBoacTBEeHHAN : MNB/05/263 ) : JIII-Ne(004669)-(PT"-RU)
Homep PY

JHneH3us: Ne

Analysis performed according ND: / Ananuz nposeaen no HJI: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / MucTpyknus yreep:kaena: 21.04.2025

Page 5 of 11/ Crp. Su3 11

1}00 Test / [loka3aTennb Results / PesyabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a 710 pm
ducnepcHocTh sieve is formed. / O6pasyerca omHoponHas
CyclieH3usi, TpoXoAsuias CKBO3b CHUTO €
pasmepom oTBepcThit 710 MKM.
7 Impurities / Tlpumecn

1-hydroxy analog of
ketorolac: /
1-rugpokcHaHanor

Below LOD (LOD = 0.0010 %) /
Hinke mpenena oGHapyxeHUs

(T10 = 0,0010 %)

not more than 0.5 %; / He 6onee 0,5 %;

KeTopoJiaka
1-keto analog of ketorolac / 0.05 % not more than 0.8 %; / ne 6onee 0,8 %;
1-xeToaHanor KeTOpoJsaKa
unidentified impurity / 0.01 % not more than 0.5 %; / He 6onee 0,5 %;
COMHUYHAasA
HeugeHTHUIMpOoBaHHAs
npuMech
total impurities / 0.1 % not more than 1.0 %. / He Gonee 1,0 %.
CyMMa fpumeceit
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Tpoaykt cootBeTcTBYeT TpeboBanmsiM HJ 3akmoyenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Moarorosnexo: Pravesh [Tposepeno: Ramakant ||ITposepeno (AOK): Onobpeno: ObecneueHue kauecta/OTBETCTBEHHOE
Rana l W Amit Kumar NHLO: dumic KUM /(]I’L
g
Date / Date / Date/ Date / JAD (4 A026
Hata: 29.04.2026 Hata: 29.04.2026 Hara: 29.04.2026 Jara:
Registerea UNice: 8-2-337, Road NO. 3, Banjara AN, Hyderabad - SU0U34A, 1elangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4500 2599, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ‘,’:‘.

CERTIFICATE OF ANALYSIS

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

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

www.drreddys.com

CEPTUOHUKAT AHAJIM3A

Product :

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoaykr: Keropon® Jxcnpece (keTopoak) TabieTKH, AHCHePrHpYeMble B 10J0CTH pTa, 10 Mr

Market / Peinok :Russia / Poccus

Batch No / _ Batch Quantity / - 36,00,000 tab /

Cepus Ne + V2600770 O6beM cepnu © 36,00,000 Tab

Analytical Repourt No/ . 040003369415 Date of Analysis / . 20.04.2026

AHanuTH4ecKni oTyer Ne JlaTa ananu3za

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

JlaTa npou3BoacTBa TI'oxen po

Mfg. License No. / MA number: /

IIpousBoacTBEHHAS : MNB/05/263 ) JII-Ne(004669)-(PT'-RU)
Homep PY

aunen3us Ne

Analysis performed according ND: / Ananu3 nposeaen no HJI: JII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uucrpykuus yreepakaena: 21.04.2025

Page 6 of 11/ Crtp. 6 3 11

1}? Test / [loka3zaTenb Results / PesyabTaThl Specification / Hopma

8 Water content / 20% Not more than 7.0 %. /
Conepkanune BOAbI He 6onee 7,0 %.

9 Residual solvents / OcTaTouHble OpraHH4ecKHe pacTBOPUTENH
Isopropyl alcohol / 9 ng/tab / Not more than 350 pg/tab. /
Hzonponanon 9 Mkr B TabneTke He 6onee 350 mkr B Tabnerke.

Remarks : The Product confirms to ND/
ITpumeuanue: IIpoaykT cooTBeTCTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[MoaroroeneHo: Pravesh [Tposepeno: Ramakant (|ITposepero (AOK): Opobpeno: Obecnieuenue kagectsa/OTBETCTBEHHOE
Rana Amit Kumar JyLo: ) 27,

;/ @ o - Lyt Lumnz

. — ,.-—-(V\/)
Date / Date / Date / Date / 71&\ 0 WA ;)/é
Hara: 29.04.2026 Jata: 29.04.2026 Jara: 29.04.2026 Jara: o ! :
Regrsteren o o T ey o Roat Mo 3, Banyara ris, Hyueranan - Sono ST, Te e, T

Tel: +91 40 4900 2900, Fax: +91 40 4500 2599, Emazil: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com



Dr.Reddy’s Q,ﬁ':‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUDPUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Jrcnpece (keTopoiak) Tab/ieTKH, AHCNeprHPyeMble B M0JOCTH pTa, 10 Mr

auuensus Ne

Market / Peinok :Russia / Poccus

Batch No / ) Batch Quantity / . 36,00,000 tab /

Cepus Ne sVZehoio O6neM cepun " 36,00,000 Tab
Analytical Report No / - 040003369415 Date of Analysis / . 90.04.2026
AHAJIHTHYECKHI oTUeT No JlaTa anann3ia

Date of Manufacture / - 04/2026 Date of Expiry / . 03/2028

JlaTa npoH3BOACTBA I'onen no

Mfg. License No. / MA number: /

IIpousBoacTBEHHAS : MNB/05/263 Homep PY : JIII-Ne(004669)-(PI'-RU)

Analysis performed according ND: / Anann3 nposenen no HJI: JII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Hucrpykuus yrBepxaena: 21.04.2025

Page 7of 11/ Crtp. Tn3 11

i? Test / [Toka3zaTeab Results / Pe3yabTaTbl Specification / Hopma

10 Microbiological purity*/ Mukpoouonoruyeckas yucrora*

Total Aerobic Microbial NA not more than 103 CFU/g; /

Count / obiiee uuciao He 6onee 10° KOE/r;

a3pOOHBIX MUKPO-

OpraHu3MOB

Total Combined Yeast and NA not more than 10> CFU/g; /

mold count / 0611iee yucno He 6ostee 10?2 KOE/r;

IPONOKEBBIX U TTECHEBBIX

rpuboB

Escherichia Coli NA shell be absent in 1 gram. /
oTCYTCTBUE B 1 T.

11 Uniformity of dosage units / Acceptance value (A¥) not more than 15.0
OaHopoaHOCTB 3.8 INokazaTens npuemneMocTtH (AV) goymkeH ObITh
N03MPOBAHHBIX €IHHHLL ’ He Gostee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanue: I[IpomykT cooTBeTCTBYET TpeboBaHUAM HJL 3aknwuenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[oaroroeneno: Pravesh I[Tposepeno: Ramakant |[[Tposepeno (AOK): Onobpeno: ObecnieueHue kauecTBa/OTBETCTBEHHOE
Rana Jlr Amit Kumar JIULLO: qu Un! C K¥r1an_
7 - v { \-—/L' /ﬁv”}
Date / Date / Date / Date / d\_\o\ @\/‘ r,[\(ﬂ_éj
Hata: 29.04.2026 Jlata: 29.04.2026 Jarta: 29.04.2026 Jara: :

Registered Uice: 8-2-337, Road No. 3, Banjara ;ﬁs,_H\meraba(i - SDOUEE, Telangana, Tndta

Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Emzil: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ‘f’:‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dxcnpecc (keTopoJak) TabiaeTKH, AHCIEPrHpyeMble B M0J0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / . 36,00,000 tab /

Cepus Ne  ER0TTo O6neM cepHH © 36,00,000 Tab

Analytical Report No/ - 040003369415 Date of Analysis / - 29.04.2026

AHanuTH4ecKHIt oTueT No JarTa anaauza

Date of Manufacture / - 04/2026 Date of Expiry / - 03/2028

JlaTa npou3BoacTBa TI'ogen no

Mfg. License No. / MA number: /

IIpousBoacTBEHHAS : MNB/05/263 ) . JITI-Ne(004669)-(PT-RU)
Homep PY

anneH3us Ne

Analysis performed according ND: / Anann3 nposeaen no HJ/L: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / MucTpykuus yrBep;xkaena: 21.04.2025

Page 8 of 11/ Crp. 8 m3 11

i.:) Test / ITokasaTennb Results / Pe3yabTaThl Specification / Hopma
12 Assay / KonnuecTBeHHOe 10.0 mg/ 10,0 Mr From 9.0 mg to 11.0 mg of
onpeaesieHne (100.2 %) CisHi3NO;+C4H [ 1NOs (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 mr Jils) 11,0 mr
Ci15sH13NO3C4H | NO; (KeTOpOJ‘IaKa
TpomeramuH) (ot 90,0 mo 110,0 % ot
3asBJIEHHOTO KOJIMUECTBA) B TaOJETKE.
13 Butylhydroxyanisole 0.0928 mg/tab / Not less than 0.042 mg/tab. /
content / Coaep:xaHue 0,0928 Mr B TabneTKe He menee 0,042 Mr B TabneTke.
OyTHJITMAPOKCHARM30J12

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumeuanue: [Ipogykt cooTBeTcTBYET Tpeboanuam H/J 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person /
IToaroTosnieHo: Pravesh [TposepeHo: Ramakant |{[IpoBepeno (AOK): Onobpeno: Obecneuenue kauecTBa/OTBETCTBEHHOE
Rana % ! Amit Kumar JTALO: (\Q Ursr L K(/U”/’ ’“\
—\
/. / /\ -— £ vV}
Date / Date / Date / Date / _’L“\ ) \/' 0L A
Jara: 29.04.2026 Jara: 29.04.2026 Hara: 29.04.2026 Hara:
== Regisiered CHIGE: 8-2-337, Ruad No. 3, Banjara Hills, Fyderabad - SO0U34, Telangana, 1haia

Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIU3A

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

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

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoaykt: Keropon® Jxcnpece (KeTopoJiak) TabIeTKH, AMCIePrupyemMble B MOJIOCTH pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / _ Batch Quantity / ~36,00,000 tab /

Cepus Ne b Oo6bem cepuu " 36,00,000 Tab

Analytical Repog‘t No/ . 040003369415 Date of Analysis / . 99.04.2026

AnanuTuyeckHii oryer No Jara ananusa

Date of Manufacture / - 04/2026 Date of Expiry / . 03/2028

JaTa npon3BoacTea T'onen go

Mfg. License No. / MA number: /

IIpon3BoacTBeHHAS : MNB/05/263 ' . JIII-Ne(004669)-(PI'-RU)
Homep PY

JuneH3us No

Analysis performed according ND: / Ananns nposeaen mo HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uuctpykuus yreepxkaena: 21.04.2025

Page 9 of 11/ Crp. 9 mu3 11

1;.? Test / ITokasaTesnb Results / Pe3yabTaTh! Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with

Onucanune ynakoBkH

(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 TabneTok B
6nucrepe w3 (ITA/AJIIID ¢
snaronornoturenem/[13BIT)
¢donsru // (ITS3/AJ) ¢poneru. Ilo
2 OnucTepa BMeECTe C JIUCTKOM-
BKJIAJIBIIIIEM B na4yKy
KapTOHHYIO.

desiccant/HDPE) foil // (PE/AL) foil. 1 or 2
blisters with patient information leaflet in a
carton pack. / Ilo 10 Tabnerok B Gnucrepe u3
(TTA/AJUTID ¢ eaaronornorutenem/I19BIT)
doneru // (II9/AJ1) ¢onsru. Ilo 1 wmwim 2
OnucTepa BMECTE C JIMCTKOM-BKJIAJbIILEM B
24Ky KapTOHHYIO.

* When the drug product is released, the quality control for Microbiological Purity is performed for one batch in
every 20 batches or one batch per year whichever is more.
* [Ipu BbINYCKe JIEKAPCTBEHHOr0 MPeNapaTa KOHTPOJIb Ka4ecTBa No nokasatento «Muxkpobuosioruyeckas
YUCTOTa» MPOBOAUTCSI AJIS Kaxnoii 20-0ii cepuu, MK 451 OQHOH CePUM B IO, B 3ABUCUMOCTH OT TOI0, YTO

HACTYNIUT paHbLIeE.

Remarks : The Product confirms to ND/
Ipumeuanue: [IpoxyKT COOTBETCTBYET TpeboBaHkaM HJI

Conclusion : APPROVED /
3akarouenne: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[oaroToeneHo: Pravesh [Tposepeno: Ramakant ||[Tposepeno (AOK): OnoGpeHo: ObecneyeHye kauecTBa/OTBETCTBEHHOE
Rana j/ b [1‘ Amit Kumar JINLIO: QQ UN1C KUWAN_
) \
2 w - j\(#ﬁ” ‘___,Ct.ﬂ"/‘
Date / Date / Date / Date / 20U
Jata: 29.04.2026 Hata: 29.04.2026 Hara: 29.04.2026 Hara:

A E—— —
REgISteTen UNICE, D037, I

T Tarat :
Tel: 491 40 4900 2900, Fax: +91 40 4500 2999, Email:

=¥

CIN: L85195AP1984PLCO04507

www.drreddys.com

mail@drreddys.com
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Dr.Reddy’s @3¢

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

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
www.drreddys.com

’_P_roduct : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® IKenpece (xeToponak) Tabaerku, AHCTIEPrHpYeMble B HOJI0CTH Ta, 10 mr
Market / Peinok :Russia / Poccus
Batch No / _ Batch Quantity / . 36,00,000 tab /
| Cepusa Ne V2600770 O6bem cepun " 36,00,000 Ta6
Analytical Repourt No/ 040003369415 Date of Analysis / © 29.04.2026
Auanurnueckuii oruer No Jarta ananuza
Date of Manufacture / - 04/2026 Date of Expiry / © 03/2028
Aata npousBoacrea _{ I'oxen no
Mfg. License No. / MA number: /
Mpoussoacreennas : MNB/05/263 etk © JIII-Ne(004669)-(PI-RU)
Homep PY
JIHIeH3na Ne

Analysis performed according ND: / Anasnus

PIL version approved: / HHCTEXKL[HSI Yreepiiaena: 21.04.2025

nposexen mo HJI: JII-N2(004669)-(PT -RU)-190224

API name / Haumenosanue ADC:

Page 10 of 11/ Cr .10 w3 11

INN / MHH:

Ketorolac tromethamine / Ke‘rogonaka TPOMETaMHMH

Ketorolac / Keto oflaK
—wetorolac / Ketop

API manufacturer batch number /
Homep cepun npounssoaurenss A@C:

ABSH006295

FP Manufacturer API Batch number /

Howmep cepun cyOcTannun NIPOH3BOXUTEJIsS
TJID:

FESA00537

API Manufactured by & country /
Ipoussoaurens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Penau'c Jlaboparopuc Jitn., Unpus

.

Name, address, authorization No for  Fp

manufacturing site / Control site / Release

site /

Hamrenosamte, aapec, THUEH3HA 115
IIponssoxcreennas nromanka / Inomaaka
KOHTPOJIst KavyecTBa / Inomanka BBINYCKA

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

H-p Pennu’c JIaboparopuc JItx., Wunus, Mpoussoacreennoe

foApasnenenne-6, Bumi. Kxons, Hanarapx Poyp, bagm, Tuctpuxr
Conan, X.I1., 173205, WUnnus (nuuensus Homep MNB/05/263)

|

«I hereby certify that the above information is authentic and accurate. This batch of

the above mentioned site(s) in

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanue: IMpomykT COOTBETCTBYET TpeOoBaHUIM HI 3akioyenue: OIdOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Toarorosneno: Pravesh ITpoBepeno: Ramakant Iposepeno (AOK): Onobdpeno: Obecneyenye KadecTBa/OTBETCTBEHEHOE
Rana th Amit Kumar JHLO: ’Kj\‘UN’L K\ an_
) =,

2 — ]

Date / Date / Date / Date / A0 VETUDWA
1,[{a‘ra: 29.04.2026 Jlara: 29.04.2026 Hara: 29.04.2026 HMara:
negistered Office: B-2-33 /£, Road No. 3, Banjara Hills, FiyGeraban - SUUG3T, Telangans, nais —

Tel: +91 40 4900 2900, Fax: +91 40

4500 2929, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

‘. o

? @ @ Formulation Unit-6

Dr° Redd)’ S .. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS I
CEPTUO®UKAT AHAJIU3A ' o
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon® Jkcnpecc (keroponak) TadiaeTku, Aucnepriupyembie B NoJ10CTH pTa, 10 mr
Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / ~36,00,000 tab /
Cepus Ne + V2600770 O0nLeM cepun ©36,00,000 Tab
Analytical Repo:‘t No/ . 040003369415 Date of Analysis / . 10.04.2026
AHannTuyeckuii oTyer Ne Jara ananuza
Date of Manufacture / - 04/2026 Date of Expiry / - 03/2028
Jara npon3Boacrsa TI'open fo
Mfg. License No. / MA number: /
IIpon3BoacTBEHHANA : MNB/05/263 ) : JIII-Ne(004669)-(PT-RU)
Homep PY

auuen3us No
Analysis performed according ND: / Ananus nposeaen no HJL: JITI-N2(004669)-(PT-RU)-190224
PIL version approved: / Muctpykuus yrepxaena: 21.04.2025
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JakjYeHHne 0 COOTBETCTBUU: «HaCTOHH.[I/IM s TOATBEPXKAAK0, YTO IIPUBEACHHAS BbILIC I/IH(l)OpMaHI/IH SIBJIACTCA
JOCTOBEPHOH M TOYHOM. DTa cepust MPOAYKIHMH IIPOM3BeNeHa (BKIIOYas YIaKOBKY (MapKHUpOBKY) U KOHTPOJb
Ka‘-IeCTBa) Ha BBIIHCYKaSaHHOfI HpOI/I3BOIICTBeHHOI>'I IIomaake (Hnomam(ax) B IIOJJHOM COOTBECTCTBHU C
Tpe6GoBanusaMHU [IpaBun HajIexaled NPOM3BOICTBCHHONW IPAKTHKH EBpa3uiickoro 3KOHOMHYECKOI'O COKO3a U
Tpe6OBaHI/I5IMI/I KOHTPOJISI KAa4deCTBa JICKAPCTBCHHBIX CpEeACTB, a4 TaKXE B COOTBCTCTBHH CcoO CIICI.[I/I(bI/IKaHI/ISIMI/I,
COIEPKAIUMHUCS B PETHCTPALIHOHHOM JTOCHE CTPAHbI-IMIIOPTepa. 3aIlMCH 10 IPOU3BOJCTBY, YIIAKOBKE U aHAIHU3Y
TIPOBEPEHBI, U YCTAHOBJICHO MX COOTBETCTBHE TpcOoBaHusaM lIpaBHi HajyIeKamed TpOU3BOACTBEHHON MPAKTHKH
EBpa3uiickoro 5KOHOMHYECKOTO COO3ay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [IponykT cootBeTcTBYET TpebopanusiM HJI 3aknwvenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IMoaprorosneHo: Pravesh [Tposepeno: Ramakant ||[Tposepeno (AOK): Ono6peno: ObecnieyeHne kauecTBa/OTBETCTBEHHOE
Rana Amit Kumar NULO: i i
/{ \,U.ﬁ — S Sl
2 - Py
Date / Date / Date / Date / )\G\ - (4 oLy %
Jara: 29.04.2026 Jara: 29.04.2026 Jara: 29.04.2026 Jara: ’
Registerea UMICE: &-2-33/7, Hu_a?“ﬂu.?, Banjara M, Hyderabad - 00034, Telangana, India —

Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Emzil: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



