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CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIU3A

Tel : +91 98166 56001-02

|
wwrw drreddys.com
y

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ilpoaykr: Keropon® Ikcnpecc (KeropoJiak) Ta6/aeTKH, AUCNHEPIHPYeMbIe B MOJIOCTH pTa, 10 Mr

Market / PoiHOK :Russia / Poccus

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

Cepus No | V2502514 O6bem cepuu © 36,00,000 Tad

Analytical Repo\f‘t No/ . 040003249766 Date of Analysis / . 12.01.2026

AHAJINTHYECKHH oTUeT No JlaTa ananu3sa

Date of Manufacture / - 12/2025 Date of Expiry / - 11/2027

JlaTa npou3BoACTBA T'omen go

Mfg. License No. / e —

IIpousBoacTBeHHAs : MNB/05/263 H ’ : JI-Ne(004669)-(PT'-RU)
omep PY

JuneH3ust Ne

Analysis performed according ND: / Ananu3 nposeaen mo H/I: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / UncTpyknus yrBep:xkaena: 21.04.2025

Page 1 0of 11/ Crp. 1 w3 11

1;.00 Test / [IokasaTenb Results / PesyabTaTh! Specification / Hopma

1 Description / Onucaunue Light yellow round flat beveled Light yellow round flat beveled tablets with "|"
tablets with "|" debossed on one debossed on one side. / Kpyrable miockue
side. / Kpyrible nnockue TabneTku ¢ (ackol, CBETIO-KENTOro LBETa C
TabseTku ¢ (ackoi, ceTIo- rpaBUPOBKOH «|» Ha OXHOM CTOpOHE.
JKEJITOTO LBETA C [PaBUPOBKOH
«» Ha OJHOM CTOPOHE.

2 Identification / Unentudurauusn

| Ketorolac / Kemoponax

Complies / CooTBETCTBYET

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (+ 2 nm). / V®-
CNEKTPHI MOIJIOLIEHUS] HCOIBITYEMOT0 PAcTBOpa U
pacTBopa CTaHAApTHOro obpasua KeTopojaka
TpPOMETaMKHa JIOJDKHBI UMETh MaKCUMYyMbI MPH
OJHOU U TOH e UTHHE BONHHI (£ 2 HM).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

IMpumeuanue: [Ipoaykt cooTBeTcTRYET TpeboranusaM HJJ 3akawyenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / |[Approved by: Quality Assurance/Authorized person /
[ToaroToBneHo: Pravesh ITpoeepeno: Pardeep  [[[Tposepeno (AOK): ||Onobpeno: Obecneuenue kauecTBa/OTBETCTBECHHOE
Rana Kumar Amit Kumar ~ /~  |lnuuo: GLD

Date / Date / Date / Date / .

Jlara: 12.01.2026 Jlata: 12.01.2026  ||Mara: 12.01.2026  ||fara: | Lo\ 626

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q?‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIM3A

Tel 1 +91 98166 56001-02

wissw drredd ys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropoa® Dxenpece (keroposak) Tab/eTKu, JHCHEPrHPYEMBbIE B IOJOCTH pTa, 10 Mr

Market / Poisox :Russia / Poccust
Batch No / . Batch Quantity / . 36,00,000 tab /
Cepust Ne e 1 O0neM cepHH © 36,00,000 Tab
Analytical Repovrt No / - 040003249766 Date of Analysis / - 12.01.2026
Ananuruyeckui oryer Ne JlaTa anajusa
Date of Manufacture / . 12/2025 Date of Expiry / - 11/2027
Hara nponssoacTBa Togen go
Mfg. License No. /

) MA number: / . .
IMpousBoacTBeHHAsN : MNB/05/263 Howmep PY : JIII-Ne(004669)-(PI'-RU)

Jguuensus Ne

Analysis performed according ND: / Ananu3 nposeaen no H/1: JITI-Ne(004669)-(PT"-RU)-190224

PIL version approved: / Uncrpykuusa yreepxaena: 21.04.2025

Page2 of 11/ Crp.2 m3 11

No

No Test / IlokazaTenb

Results / PesyabTaTh!

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).
/ BpeMms ynmepKMBaHHS OCHOBHOTO IIMKA Ha

XpoMaTtorpamme HCNBITYEMOTO pacTBopa
JOJKHO COOTBETCTBOBATD BpEMEHHU
yIaep>KUBaHUA OCHOBHOI'O IMKa Ha
XpoMaTorpaMme  pacTBOopa  CTaHAAPTHOTO

obpaslia KeropoJjiaka TpoMmeTamuHa (pasiel
«KonuyecTBeHHOE ONpeiesieHHeY).

Remarks : The Product confirms to ND/
IIpumeuyanue: [Iponykt cooTBeTcTRYET TpeGopanusam HJJ

Conclusion : APPROVED /
3aknwuenune: OJJOBPEHO

Prepared by /
IMoaroroeneHo: Pravesh

Checked by /
[Tposepeno: Pardeep

Checked by (AQA) /
ITposepeno (AOK):

Approv; by: Quality Assurance/Authorized person /
Onobpeno: Obecnevenue kauectBa/OTBETCTBEHHOE

Rana / Kumar Amit Kumar NULE: n

] Q{/’/ /\/, "--. W/
Date / Date / Date / Date /
Jara: 12.01.2026 Tara: 12.01.2026 Jara: 12.01.2026  ||ara: \ 2o\~ 2016

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




Dr.Reddy’s ":'.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

CEPTH®UKAT AHAJIN3A Tel : +91 98166 56001-02

www drreddys. com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropoa® Jkcnpecce (keToposak) TabJIETKH, JHCHEPrHpYyeMble B IOJOCTH pTa, 10 Mr

Market / Puinok :Russia / Poccus

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

Cepus Ne i VU214 O0bem cepun " 36,00,000 Tab

Analytical Repovrt No/ - 040003249766 Date of Analysis / . 12.01.2026

AHanHTHYeCKHH oT4deT Ne Hata anannza

Date of Manufacture / - 12/2025 Date of Expiry / - 11/2027

JlaTa npon3BoJcTBa I'ogen no

Mfg. License No. / MA number: /

IIpousBoacTBeHHAst : MNB/05/263 ’ : JIII-Ne(004669)-(PT'-RU)
Homep PY

Junen3us Ne

Analysis performed according ND: / Anamm3 nposegen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Mucrpykuus yreepacaena; 21.04.2025

Page3 of 11/ Crp.3 311

1}? Test / Iloka3aTean Results / PesyabTatsl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-butylhydroxyanisole and
Bymuneudpoxcuanuson 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 YIEpXKUBaHUS MUKOB 2-
OYTUITHIPOKCHAHU301a U 3-
OyTWIrMAPOKCHAHU30JIa Ha  XpoMaTorpamme
UCTIBITYEMOTO pacTBopa JOJDKHBI
COOTBETCTBOBATh  BpPEMEHAM  YICPIKHUBAHU
NUKoB  2-OyTWNTMOpOKCHAaHW3OoNAa WM 3-
OyTHMJITMAPOKCHAHM30JIa Ha  XpoMaTorpamme
pacTBOpa CTaH/IapPTHOTO obpasua
Oyrunruapokcuanuszonia (pasgen «Coaepxanue
GyTHITHIPOKCHAHH30a»).

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Kumar

IIpumeuanme: [IpoaykT cooTBeTcTBYET TpeOoBanuam HJJ 3akniouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
IMoarorosneHo: Pravesh [Tpoeepeno: Pardeep ||[Ipoeepeno (AOK): [|Onobpeno: Obecneuenune kauectBa/OTBETCTBEHHOE
Rana

Amit Kumar JIMLO:
™
]
j\/ - \@Jﬂ}

Date /
Jara: 12.01.2026

Date /
Hara: 12.01.2026

Dale;’ Date /
Jlata: 12.01.2026 || Jara: |2 —©\- 2026

Registered Office: 8-2-337,

Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 49C0 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q§°

CERTIFICATE OF ANALYSIS

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

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

CEPTUPHUKAT AHAJIM3A

Tel : +91 98166 56001-02

www drreddys com

Product ;: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ixcnpece (KeropoJiak) TaGiieTKH, AUCIeprupyemMble B 0J10cTH pra, 10 mr

Market / Prinok :Russia / Poccus

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

Cepust No 3 WA O6bem cepuu " 36,00,000 Tab

Analytical Repovrt No / - 040003249766 Date of Analysis / . 12.01.2026

AHanuTHyeCKHH oTyeT No JlaTa aHaJu3a

Date of Manufacture / - 12/2025 Date of Expiry / . 11/2027

Harta npouszBoacTBa T'oaen go

Mfg. License No. / MA number: /

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

JguueHzus Ne

Analysis performed according ND: / Ananunsz nposegen mo HJ/I: JITT-Ne(004669)-(PT-RU)-190224
PIL version approved: / UacTpyknus yreep:xaena: 21.04.2025

Page4 of 11/ Crp. 4 n3 11

i.? Test / IlokasaTenn Results / PesyanTaThl Specification / Hopma
3 Average weight / Cpenusis 70.4 mg /70,4 mr 672mg to 72.8mg (700mg £+ 4.0%). /
Macca Ot 67,2 mr o 72,8 mr (70,0 Mr £ 4,0 %).
18/20 tablets - not more than + 10 %;
T M —— 2/20 tablets - not more than + 20%. /
Om i Mk Complies / CooTBeTCTBYET 18/20  tabnetoxk — He Oosee + 10 %;
AHOPOAHGCTE MACER 2/20 TabaeTok — He 6onee + 20 %.
4 Disintegration time /
Pacnmapaemoctb )
00 min 16 sec / 00 muH 16 cek Not more than 3 min. / He 6oyiee 3 MuH.
5 Dissolution / PacTBopenue Unit-1/ Ta6n-1 95 % Not less than 75 % (Q) of CisH13NO3*C4H 1 NOs
i (ketorolac tromethamine) in 15 min. / He MeHee
Unit-2 / Tabn-2 97 % 75 % (Q) CisH;3NO3*C4H;|INO; (xeroponaka
Unit-3 / Ta6i-3 96 % TpoMeTaMuH) uepe3 15 MuH.
Unit-4 / Tabn-4 97 %
Unit-5 / Tabx-5 97 %
Unit-6 / Tabn-6 97 %

Remarks : The Product confirms to ND/

Ipumevanue: IIpoaykT cooTBeTCTBYET TpeGoBaHusAM HJT

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
I[Toarorosneno: Pravesh [lpoeepeno; Pardeep |[[Tpoepeno (AOK): ||Onobpeno: Obecneuenue xavectea/OTBeTCTBEHHOE
Rana '/. Kumar Amit Kumar A UL’ LQJ) )

! s fle < (Q\ ~
Date / Date / Date / Date /
Jlara: 12.01.2026 Jlata: 12.01.2026 Jlata: 12.01.2026  ||ara: Lo\~ 2626

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUO®UKAT AHAJIN3A

Tel : +91 98166 56001-02

wpaa drraddvs com
vy ¥

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Ketopoa® Dkenpece (keTopoJiak) TabJeTKH, JHCOEPrUpyemMble B MOJOCTH pTa, 10 Mr

Market / Peinok :Russia / Poccus

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

Cepus Ne | Matala O06neM cepuu " 36,00,000 Tab

Analytical Repovrt No/ - 040003249766 Date of Analysis / - 12.01.2026

AHanuTHYeCKHi oTueT No Jlata avaamza

Date of Manufacture / - 12/2025 Date of Expiry / - 112027

Jlata mpou3BoacTaea I'onen go

Mifg. License No. / MA number: /

IIpousBoacTBeHHAs! : MNB/05/263 ) ¢ JITI-Ne(004669)-(PI'-RU)
Homep PY

JuueH3zust No

| Analysis performed according ND: / Ananu3 nposeaen no HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / UncTpykuus yrBep:kaena: 21.04.2025

Page Sof 11/ Crp. Su3 11

i:) Test / IlokazaTens Results / PesyabTath! Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a 710 pm
JAucnepcHocTs sieve is formed. / OG6pasyercs onuopomHas
CYCMEH3HUs, NpPOXOAALIas CKBO3b CHTO C
pasMepom oTBepcTHit 710 MKM.
7 Impurities / [Ipumecn

1-hydroxy analog of
ketorolac: /
1-rumpokcHaHanor

Below LOQ (LOQ = 0.0032 %)
/ Huxe npenena
KOJM4YE€CTBEHHOTO ONpeacIIeHNA

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

KeTOopoJIaka (TTKO = 0,0032 %)
1-keto analog of ketorolac / 0.05% not more than 0.8 %; / ne 6onee 0,8 %;
1-keToaHaNOT KETOPONAKA
|
unidentified impurity / 0.02 % not more than 0.5 %, / He 60nee 0,5 %;
| eMMHUYHas
HeuAeHTUHLUpOBaHHAS
[IpUMeECh
total impuritie; / 0.1% not more than 1.0 %. / ne 6onee 1,0 %.
cyMMa TpuMecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED/
INpumeuyanue: IpoxykT coorBeTcTBYET Tpebosanuam HJ{ 3akaouenune: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IMoarorosnexo: Pravesh [TpoBepeno: Pardeep ||[Tposepeno (AOK): ||Omobpeno: Obecneuenue xauectBa/OTBETCTBEHHOE
Rana ,.? Kumar Amit Kumar JIUIO:
j ‘ A (/7 & QD
, = N S
Date / Date / Date / Date / .
Jara: 12.01.2026 Hata: 12.01.2026 ara: 12.01.2026 Jara: ] ) o\- 20t

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

CIN: L85195AP1984PLC004507
www.drreddys.corn
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CERTIFICATE OF ANALYSIS

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

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

CEPTHOHUKAT AHAJIM3A

Tel : +91 98166 56001-02

www. drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoayxt: Keropoa® Dkenpece (keTopoaak) TabaeTKy, AMcneprupyemMsle B oa0cTH pra, 10 mr

Market / Pernok :Russia / Poccust

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

Cepus Ne i} V2302514 O0bem cepun " 36,00,000 Tab
Analytical Report No / 040003249766 Dage sl Amalyssd . 1501 ogos
AnannTudeckuii oruer Ne JlaTa ananauza

Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027

JaTa npousBoacTBa T'ozen no

Mfg. License No. / MA number: /

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

anuenzug Ne

Analysis performed according ND: / Ananus nposeaen mo H/I: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / MacTpykuus yrep:xkaena: 21.04.2025

Page 6 of 11/ Crp. 6 m3 11
1;.00 Test / IlokazaTenn Results / Pe3yabTaThl Specification / Hopma
8 Water content / 2.0% Not more than 7.0 %. /
CopaepxaHHe BOObI He 6onee 7,0 %.
9 Residual solvents / OcTaToyHble OpraHH4ecKHe PACTBOPHTEH
Isopropyl alcohol / 8 pg/tab / Not more than 350 pg/tab. /
H3zonponaHon 8 MKr B TabneTke He 6onee 350 mkr B Tabnerke.

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoxykt coorBeTcTBYET TpeboBaHMIM HJL

Conclusion : APPROVED /
3aknwuenue: OJOBPEHO

Prepared by /
IMoarorosneno: Pravesh

Checked by /
[TpoBepeHo: Pardeep

Checked by (AQA) /
[Tposepeno (AOK):

Approved by: Quality Assurance/Authorized person / 7
OnoGpeno: Obecnedenne kayecTsa/OTBETCTBEHHOE

Rana 7 Kumar Amit Kumar NH10: (,LD
g 0
- - /
Date / Date / Date / Date /
Jlata: 12.01.2026 Jlara: 12.01.2026 Jlara: 12.01.2026 Jlara: | 2o\ 026

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.corn




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

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

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

CEPTHOPUKAT AHAJIU3A

Tel : +91 98166 56001-02

www drreddvs com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Ikcnpecc (keTopoJiak) Ta6JeTKH, AHCHEPrHpYeMbIe B IOJIOCTH pTa, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus No B Vasaald O6neM cepuu " 36,00,000 Tab

Analytical Repo:‘t No/ . 040003249766 Date of Analysis / . 12.01.2026

AnamurHueckuii oTuet Ne JlaTa anaan3a

Date of Manufacture / . 12/2025 Date of Expiry / . 1172027

[daTa npou3BoacTBa T'ogen no

Mfg. License No. / .

Mpsatniixasmi - MNB/05/263 M rumibiers # . JITI-Ne(004669)-(PT-RU)
Homep PY

JuneH3ust Ne

Analysis performed according ND: / Ananus npoBeaen no HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UacTpykuns yrep:xkaena: 21.04.2025

Page 7of 11/ Crp. Tu3 11

1;.? Test / [lokazaTens Results / PesyabTaThl Specification / Hopma
10 Microbiological purity*/ Mukpo6uosioruyeckass Yucrora*
| Total Aerobic Microbial Less than 10 CFU/g / not more than 10° CFU/g; /
Count / ob1iee 4ucio Menee 10 KOE/r He Gonee 10° KOE/r;
a3pOOHBIX MHKPO-
OpraHu3MOB
Total Combined Yeast and Less than 10 CFU/g / not more than 102 CFU/g; /
mold count / ob1iee yrco Menee 10 KOE/T "e Gonee 102 KOE/r;
IPONOKEBBIX M IIECHEBBIX
rpubor
Escherichia Coli Absent in 1 gram/ shell be absent in 1 gram. /
OtcyTcTBYET B 1 T OTCYTCTBHE B | T.

11 Uniformity of dosage units / Acceptance value (4V) not more than 15.0
OpsHopoAHOCTD 6.5 ITokazarens npuemneMocTu (4 V) nomxeH ObITh
J03UPOBAHHLIX eMHHUL] ‘ He 6onee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumevanue: [IpomykT cOOTBETCTBYET TpeGoBaHMsIM HJI 3akmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IloarotoeneHo: Pravesh [Tpoeepeno: Pardeep  |[{[Ipoepeno (AOK): [|Omobpeno: ObecnedeHue kauecTBa/OTBETCTBEHHOE
Rana f Kumar Amit Kumar 5 JTHLLO! \
g 4
Date / Date / Date / Date / »
Tara: 12.01.2026 Ilara: 12.01.2026 Tara: 12.01.2026  ||/Tara: |"L—o\- 2026

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

www.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

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

Vili. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTUOUKAT AHAJIN3IA

Tel : +91 98166 56001-02

unanar deraddys com
e - .

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Ixcnpece (keropoaak) Tabaerku, AMcHeprupyemMpie B OJ0CTH pTa, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne 2 Wa0as14 O0beM cepuu © 36,00,000 Tab

Analytical Repourt No / - 040003249766 Date of Analysis / . 12.01.2026

AHanuTHYecKHH oTyeT Ne Jara anasiu3za

Date of Manufacture / - 12/2025 Date of Expiry / . 11/2027

JdaTta npoun3BoacTsa T'onen 10

Mfg. License No. / e N —

IMpousBoacreennas : MNB/05/263 ’ : JIII-Ne(004669)-(PT-RU)
Homep PY

Jgunenzus Ne

Analysis performed according ND: / Auanus nposenen mo HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Mucrpyxuus yreep:xkaena: 21.04.2025

Page 8 of 11/ Crp. 8 n3 11

if: Test / IlokazaTenn Results / PesyabTaThl Specification / Hopma
12 Assay / KonuvecTBeHHOE 10.2 mg/ 10,2 Mr From 9.0 mg to 11.0 mg of
onpejaeseHue (101.7 %) CisH13NO3+C4H | 1NO3 (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 Mr Jif) 11,0 mr
CisH13NO3*C4H | 1NO3 (xeroposaka
TpoMeramuH) (ot 90,0 mo 110,0 % ot
3asBJIEHHOTO KOJIMYeCTBA) B TabJeTke.
13 Butylhydroxyanisole 0.0989 mg/tab / Not less than 0.042 mg/tab. /
content / Copepxxanue 0,0989 mr B TabneTke He menee 0,042 mr B TabneTke.
GyTHITHAPOKCHAHH30/1a

Remarks : The Product confirms to ND/

IMpumeuanne: [poaykr coorsercrayer Tpebosanusm HJL

Conclusion : APPROVED /
3aknouenre: OJOBPEHO

Prepared by /
IMoaroTosneno: Pravesh

Checked by /
ITposepeHo: Pardeep

Checked by (AQA) /
[TpoeepeHo (AOK):

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneyenue kayectBa/OTBETCTBEHHOE

Rana Kumar Amit Kumar JIHLO: ﬂ Cko
¢ 0
,, N e e
Date / Date / Date / Date / }
Jata: 12.01.2026 Jlata: 12.01.2026 Jata: 12.01.2026 Jara: \1L=i~2026

Registered Office: 8-2-337, Road No. 3, Banjara Hitls, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.corm




Dr.Reddy’s Q':°

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

Vill. Khol
CERTIFICATE OF ANALYSIS  Distt. Sol

, Nalagarh Road, Baddi,

an, H.P,, 173 205, INDIA

CEPTUO®UKAT AHAJIM3A Tel : +91 98166 56001-02

wiww drreddys com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropoa® Jxcenpece (keTopoJiak) TabileTKH, AMCHEPrupyeMble B OJIOCTH pTa, 10 Mr

| Market / Peinox :Russia / Poccus
Batch No / ) Batch Quantity / ~36,00,000 tab /
Cepust Ne F vadliaala O06beM cepun " 36,00,000 Tab
Analytical Repovrt No/ . 040003249766 Date of Analysis / . 12.01.2026
AnanuTnyecknii otuer Ne JaTa ananu3a
Date of Manufacture / . 12/2025 Date of Expiry / - 11/2027
JlaTa npon3BoacTBa T'ogen 1o
Mfg. License No. / .
TIpou3BoACTBeHHA : MNB/05/263 MA mumbexs / : JIII-Ne(004669)-(PT-RU)

Homep PY

Jnuensus Ne

Analysis performed according ND: / Ananu3z nposexen no HJ/I: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / UncTpykuus yreep:aena: 21.04.2025
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Onucanue ynakoBKH

i.:) Test / [lokazaTenan Results / PesyabTaTs! Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with

(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or 2
desiccant/HDPE) foil / (PE/AL) | blisters with patient information leaflet in a

foil. 2 blisters with patient | carton pack.
information leaflet in a carton | (ITA/AJI/IID

/ Tlo 10 Tabnetok B Onmuctepe U3
¢ pnaronorjotuteneM/I13BIT)

pack. / Tlo 10 Ttabnerox B donbru // (IID/AJI) doneru. Mo 1 wm 2
Onucrepe w3 ([TA/AJI/TID ¢ | Oauctepa BMecTe ¢ JIHNCTKOM-BKIaIbllieM B
BiaronornotuteseM/ 19BIT) Nayky KapTOHHYIO.

doneru // (I1D/AJ1) donsru. Ilo
2 Onucrepa BMECTE € JIMCTKOM-
BKJIaJIbI1IEM B nayky
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 BLINYCKE JIEKAPCTBEHHOIO MpenaparTa KOHTPoJIb KauecTBa N0 nokasaTesio «Mukpobduosoruyeckas
YHCTOTa» MPOBOAUTCS AMs Kamaoi 20-oii cepuu, HIIM U1 OAHOM cepUH B rojl, B 3aBUCHMOCTH OT TOrO, YTO
HACTYNHT PaHbllIe.

Remarks : The Product confirms to ND/
IMpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHusM HJI 3akmouyenne: OO0

Conclusion : APPROVED /

BPEHO

Prepared by /

[loarorosneno: Pravesh

Checked by /

Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Tpoeepeno: Pardeep |[[Tpoeepeno (AOK): [|Onobpeno: Obecmney

eHue KauecTBa/OTBETCTBEHHOE

Rana /] Kumar Amit Kumar JHUO: '
A QL’_' | L N ﬂzg\ﬁ@.D
/ < /\H{" s ) //
Date / Date / Date / Date /
Jara: 12.01.2026 Jara: 12.01.2026 Hara: 12.01.2026 Jara: \ i \ 2026

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1584PLC0O04507
www.drreddys.com




Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vili. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
CEPTUD®UKAT AHAJIM3A Tel : +91 98166 56001-02
winw drraddys caom

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg '
Ipoaykr: Keropoa® Dkcnpece (keTropoaak) TabJaeTKH, AMCneprupyeMble B 010¢TH pTa, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / . 36,00,000 tab /
Cepusi Ne 8 R O6beM cepun " 36,00,000 Tab
Analytical RepOj‘t No/ - 040003249766 Date of Analysis / - 12.01.2026
AHaauTHYecKui oTuer Ne JlaTa anajan3a

Date of Manufacture / - 12/2025 Date of Expiry / - 112027

Jarta nponzBoacTra T'open no

Mfg. License No. / .

liponssoncTBenmas : MNB/05/263 it . JITI-No(004669)-(PT-RU)

Homep PY

anuenszust Ne

Analysis performed according ND: / Ananu3s nposeaen no HJI: JITI-Ne(004669)-(PT'-RU)-190224

PIL version approved: / Hucrpykuus yreep:;kaena: 21.04.2025
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API name / Haumenopanue A®C:

Ketorolac tromethamine / Ketoponaka TpoMeramux

INN / MHH:

Ketorolac / Ketoponax

API manufacturer batch number /

I'J1d:

Homep cepuu npousBoautens ADPC: B ADEHIDL e
FP Manufacturer API Batch number /
Homep cepun cyOcTaHINH NPOR3BOAHTEIS FESA00219

API Manufactured by & country /
IIpouspoautens A®C, crpaHa:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c Jlabopatopuc Jlta., Unaus

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

HaumeHnoBaHue, agpec, JTUHEH3HS IS
IMpousBoacTeennas miomagka / Ilnomagka
KOHTpoJsi kadecTBa / Ilnomagka 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 Jlabopatopuc JIta., Munus, [IpouzsoacreeHHoe

noapasnenenue-6, Bunn. Kxons, Hanarapx Poyn, bagnu, JAnctpukr

Conan, X.I1., 173205, Uuaus (nuueH3us Homep MNB/05/263)

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 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».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [IpoaykT cooTBETCTBYET TpeboBaHUAM HJJ 3aknwyenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[MoaroropneHo: Pravesh [Tposepeno: Pardeep |[[TpoBepeno (AOK): ||OnoGpeno: Obecneuenue kauectBa/OTBETCTBEHHOE
Rana f Kumar Amit Kumar 2 JIULO: QJ
=] pM (>
Date / Date / Date / Date /
Jlara: 12.01.2026 lata: 12.01.2026 Tata: 12.01.2026  ||Tara: | Lol it

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.corn




Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A

Tel : +91 98166 56001-02

AMSAOAL lirr;:vriri\lm £om

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropon® Dkenpece (keToposiak) TabaeTku, AMCHeprupyeMblie B HOJIOCTH pTa, 10 mr

Market / PoiHok :Russia / Poccus

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

Cepus Ne i 2302514 O6bem cepum " 36,00,000 Tab

Analytical Repovrt No/ . 040003249766 Date of Analysis / - 12.01.2026

AHajimTHYecKHNH oTUeT No Jlara ananusa

Date of Manufacture / - 12/2025 Date of Expiry / - 11/2027

JaTta npounsBoacTea I'onen go

Mifg. License No. / MA number: /

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

JuueH3ust Ne

Analysis performed according ND: / Ananu3 nposegen no HJI: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Mucrpykuus yreepxaena: 21.04.2025

3akJ/o4eHne o0 cooTBeTcTBHU: «HacTosImum s MOATBEPKAAI0, UTO NMPUBEICHHAs BbIMIEe HHGOPMAIUS ABIACTCS
JIOCTOBEpHOW M TOYHOW. DTa cepus MPOAYKIMH IpoU3BeJcHa (BKIIOYas YIAKOBKY (MapKHpPOBKY) MU KOHTpPOJIb
KayecTBa) Ha BBIIICYKa3aHHONW IPOU3BOACTBEHHOM IUIOIaAKe (IUIOAAKax) B IIOJHOM COOTBETCTBHH C
TpeboBanusmu [lpaBun Haanexaie MpoU3BOJCTBEHHOW NPAaKTHKH EBpasmicKOro 5KOHOMHYECKOI'O COI03a U
TpeOOBaHUSAMHU KOHTPOJIA KAayeCTBA JIEKAPCTBEHHBIX CPEJICTB, & TAaKXKe B COOTBETCTBHM CO CIEHNUGMUKAIUAMH,
COJIEPKAITUMHUCS B PECHCTPAIIMOHHOM JI0ChE CTPAHBI-UMIIOPTEPA. 3allUCH 110 IIPOU3BOACTBY, YIIAKOBKE U aHAIIU3Y
IIPOBEPEHBI, U YCTAHOBJIEHO UX COOTBETCTBHE TpeboBanusam IlpaBun Hagnexalie Npou3BOACTBEHHOHN MPAKTUKH

EBpa3niickoro 3KOHOMHUYECKOTO COI03a».
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Remarks : The Product confirms to ND/
ITpumeyanne: [popykr cootBeTcTBYeT TpeboBarmsiM HJI

Conclusion : APPROVED /
3aknwoyenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[MToarotoineHo: Pravesh ITposepeno: Pardeep ||[[Iposepeno (AOK): [|Onobpeno: Obecnedenne kaiecTBa/OTBETCTBEHHOE
Rana ! Kumar Amit Kumar N JINLO: _D
/ [ o O ;&C}
- & \ & /
Date / Date / Date / Date /
Hara: 12.01.2026 Jlata: 12.01.2026 Mara: 12.01.2026  ||/lara: |22V~ 2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: 491 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.corn




