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) TabaeTKH, JHCIeprupyemMble B MoJI0CTH pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne V2600570 O6bem cepuu " 36,00,000 tab

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

AHanuTuueckuii oTyet Ne JlaTa anaau3za

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

JaTa npou3BoacTBa Topen go

Mfg. License No. / ]

IIpon3BoACTBEHHAS : MNB/05/263 A mumbers : JITI-Ne(004669)-(PT-RU)
Homep PY

Jiamen3us No

Analysis performed according ND: / Anann3 nposeaen nmo HJI: JIIT-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UHcTpykuus yreep:xkaena: 21.04.2025

Page1of 11/ Crp.1 u311

No ; :

No Test / ITokaszaTenn Results / PeayabTarsl 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. / Kpyrnsle mnnockue
side. / Kpyrasle niockue TabneTkn ¢ ackoi, CBETIO-KENTOTO0 LBETA C
TabneTkH ¢ ¢ackoli, CBETIO- IpaBUPOBKOI «|» Ha OIHOU CTOpOHE.
JKEJITOTO 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-
CMEKTPH! MOMJIONIEHUS UCTILITYEMOTO pacTBOpa U
pacTBopa cTaHIapTHOro o0pa3la KeTopojaka
TpoMeTaMMHa JOJKHBl UMETb MAaKCHUMYMBbI TpH
OJIHOH U TOH € JUIMHE BOJIHB! (+ 2 HM).

Remarks : The Product confirms to ND/

IMpumeuanne: [Ipogyxr cooTBeTcTBYET TpeboBaHusaM HJI

Conclusion : APPROVED /
3aknrw4yenune: OJJOBPEHO

Pl'e;pared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IToarorosneHo: Pravesh [TposepeHo: Ramakant ||[Tposepeno (AOK): Ono6peno: Obecneuenve kauectsa/OTBETCTBEHHOE
Rana g W Amit Kuma:/\ TTULO: ‘\4 NI Ky AL

2. ol /Zv/]
Date / Date / Date / Date / 20 b6
JHara: 29.04.2026 Hara: 29.04.2026 Hara: 29.04.2026 Jara:

REgIsterea Uiice: 8-2-337, Road Mo, 3, Banjara Hils, ryderabad - SO0U34, [efangana, iaid

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 : 491 98166 56001-02

CEPTU®UKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
poaykr: Keropon® Ikcnpecce (keroposiak) TaGieTKH, ANCIEPrEpyemMble B H0JI0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne A Y6007 O6bem cepuu " 36,00,000 Tab

Analytical Repo“rt No/ . 040003369415 Date of Analysis / . 79 04.2026

AHaauTH4ecKHi oTyeT No JlaTa ananusza

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

Jara npousBoacrsa T'open o

Mfg. License No. / MA number: /

IIpouseoacTBeHHast : MNB/05/263 g : JITI-Ne(004669)-(PI'-RU)
Homep PY

Jaunensus Ne

Analysis performed according ND: / Ananus nposenen no HJ/I: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Mucrpykuus yreepxkaena: 21.04.2025

Page 2 of 11/ Crp. 2 n3 11

No
Ne

Test / [Toxa3zaTtenn

Results / PesyabTaTsl

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 ynep)XUBaHMsS OCHOBHOIO MNHUKa Ha

XpOMaTorpamMmme HCIILITYEMOIO pacTBopa
JIOJIKHO COOTBETCTBOBATh BpPEMEHU
YAEP)KHUBAHUS OCHOBHOTI'0 nHKa Ha
XpoMarorpamme pacTBopa CTaHIapTHOro

ofpa3ua KeToponaka TpoMeTamuHa (pasfen
«KoJMuecTBeHHOE OTIpeAeieHUEY).

Remarks : The Product confirms to ND/
IIpumeyanue: IIpoaykT cooTBETCTBYET TpeboBaHWAM HJJ

Conclusion : APPROVED /
3axnwvenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IMonrotosnexo: Pravesh [Tposepeno: Ramakant ||[Tposepeno (AOK): Q)IOGpCHO: Ob6ecneyenue kauecTra/OTBETCTBEHHOE
Rana \J_d— Amit Kumar mo:  QUnIL Kygwi il _

h @»{/ {2 ]
Date / Date / Date / Date / 26 oYL
Jara: 29.04.2026 Hata: 29.04.2026 Hara: 29.04.2026 Jlata:

‘Registered Gltice: 8-2-337, Road No, 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2300, Fax: +91 40 4500 2999, Emzil: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

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

CEPTUOPUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Jxcnpecc (keToposiak) TabIeTKH, AHCIeprupyeMble B I10JI0CTH pTa, 10 Mr

Market / Poinok :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 / . 99.04.2026

AHaguTHYecknii oTueT Ne JlaTa ananauza

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

JaTta npousBoacTBa T'omen no

Mfg. License No. / MA number: /

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

Jnnenzus Ne

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

Page 3 of 11/ Crp.3 m3 11

No
Ne

Test / ITokazaTennb

Results / PesynbTaTs!

Specification / Hopma

Butylhydroxyanisole /
Bymuneudpoxcuanuson

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-
OyTHITHAPOKCUAHU301A " 3-
OyTWITHIPOKCHaHM30Jla HA  XpOMaTorpaMme
HCTIBITYEMOTO pacTeopa JIOJIXKHBI
COOTBETCTBOBAThH  BpEeMeHaM  YACP)KUBAHUS
IIMKOB 2-0yTUATHAPOKCHAHHM30J1a )%} 3-
OYyTUITHAPOKCHAHHM30JIa Ha  XpOMaTorpaMme
pacTBopa CTaHAAPTHOTO obpasia
Oytunrunpokcuanmszona (pazgen «CopepxaHue
OyTHITHAPOKCHAHH30IAN).

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 /
[ToaroroeneHo: Pravesh [Iposepeno: Ramakant |[[Iposepeno (AOK): Opnotpeno: Obecnedenne kauecTBa/OTBETCTBEHHOE
Rana l @ U,L't— Amit Kumar JTHLLO: (\Q U ~ L Ku VAN

Date / Date /  |[pate/ Date / J A0 Y-40 L

Hata: 29.04.2026 Hata: 29.04.2026 Hara: 29.04.2026 Hara: -

REETStETEd O, 60337, RO N0, 3, Barnard mis, Hyieratat -

DUUGST] u--!.rri?,ann, LERL8 L]

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

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s “:'.

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
Ipoaykr: Ketopoa® Dxenpece (keToposak) TabieTk, AUCIeprupyemMble B 0J10cTH pra, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus No FY2al0Ta0 O6bem cepun © 36,00,000 Tab

Analytical Repo:*t No/ - 040003369415 Date of Analysis / . 99.04.2026

AHaanuTHYecKnii oTuer No Jara ananusa

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

JaTta npounsBoacrea Tonen no

Mfg. License No. / MA number: /

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

Junen3us Ne

Analysis performed according ND: / Anasus nposenen o HJI: JITI-N2(004669)-(PT'-RU)-190224
PIL version approved: / MHcTpykuust yreep:xaena: 21.04.2025

Page4 of 11/ Crp. 4 n3 11
1;.:) Test / IlokasaTenn Results / PesynbTaThl Specification / Hopma
3 Average weight / Cpennsis 69.5 mg/ 69,5 mr 67.2mg to 72.8mg (70.0mg + 4.0%). /
macca Ot 67,2 mr o 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 Twelg Complies / CooTBeTCTBYET 18/20 TaGnetok — wHe OGosmee * 10 %;
AHOPOANOETE: MiECLT 2/20 Tabnetok — He Gonee = 20 %.
4 Disintegration time /
Pacnapaemoctb
00 min 53 sec / 00 muH 53 cek Not more than 3 min. / He 6onee 3 MuH.
5 Dissolution / PacTBopenune Unit-1/ Ta6n-1 103 % Not less than 75 % (Q) of CysH13NO3*C4HiNO3
. (ketorolac tromethamine) in 15 min. / He menee
. s 0,
Unit-2 / Ta6s-2 103 % 75 % (Q) CisHisNO3*C4H | NO3; (xeToponaka
Unit-3 / Ta61-3 113 % | TpOMeTaMuH) yepes 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 /
INpumeuanue: [IpoaykTt coorBeTcTBYeT TpeGoBaHusm HJJ 3akmoyenune: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[ToarorosneHo: Pravesh ITpoBepeHo: Ramakant ||TIpoepeno (AOK): Opo6peno: ObecneyeHue kauecta/OTBETCTBEHHOE
Rana % Llﬂ,_ Amit Kumar JIMLO: , QUN( L Kuw) f;{JYL

~ @“‘{/ » /\(J.\_, /é\/‘“?
Date / Date / Date/ Date / 9.6) D (7 L 63
Hara: 29.04.2026 Hara: 29.04.2026 Ilara: 29.04.2026 Hara: '

Registered Gifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, ndia

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Qf:'s

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

CERTIFICATE OF ANALYSIS wawdrreddys com
CEPTUO®HUKAT AHAJIN3A ' -
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxcnpecc (keroposiak) TaGJ1eTKH, IHCIIePrHpyeMble B II0JIOCTH pTa, 10 mr
Market / PeiHok :Russia / Poccus B
Batch No / ) Batch Quantity / . 36,00,000 tab /
Cepus Ne 4 V2000770 O6bem cepuu © 36,00,000 Tab
Analytical Repovrt No/ - 040003369415 Date of Analysis / . 99.04.2026
AHasuTHUueckHii oryeT Ne JlaTa ananu3za
Date of Manufacture / - 04/2026 Date of Expiry / . 03/2028
MaTa npou3BoxcTBa B T'ogen no
Mfg. License No. / MA number: /
IIpousBoacTBEeHHAN : MNB/05/263 ) . JII-Ne(004669)-(PT"-RU)
Homep PY

Jniensus Ne
Analysis performed according ND: / Ananu3 nposeaen no HJI: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / UacTpyknus yreep:kaena: 21.04.2025

Page 5 of 11/ Crp. Su3 11

1}00 Test / [loka3aTesnb Results / PesyabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTcTBYET A uniform suspension passing through a 710 ym
ducnepcHocTh sieve is formed. / O6pasyerca omHoponHas
cycrieHsusi, Tpoxoisuias CKBO3b CHUTO ¢
pasmepom oTBepcTuit 710 MKM.
7 Impurities / TIpumecn

1-hydroxy analog of
ketorolac: /
1-rufpokcuaHanor

Below LOD (LOD = 0.0010 %) /

Huxe npenena o6HapyxkeHuUs
(TTO = 10,0010 %)

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

KETOpoJiaKa
1-keto analog of ketorolac / 0.05 % not more than 0.8 %; / He 6onee 0,8 %;
1-xeToaHator KeTOpOJIaKa
unidentified impurity / 0.01 % not more than 0.5 %; / He 6onee 0,5 %;
eAMHUYHAsA
HeuaeHTHHUIMPOBaHHAS
TPUMECh
total impurities / 0.1 % not more than 1.0 %. / He Gonee 1,0 %.
CyMMa Ipumeceit
| Remarks : The Product confirms to ND/ Conclusion : APPROVED /
||Tpumeyanue: [TpoxykT cootBeTcTBYeT TpeGoBanusim HJL 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 Amit Kumar JHLO: (g Uni L KUM /QI,L
T e —
Date / Date / Date/ Date / IO (4 A02b
Hata: 29.04.2026 Hara: 29.04.2026 Hara: 29.04.2026 Jara:
Regpisterea Giiice: 8-2-337, Road No. 3, Banjara HIlls, Hyderabad - S00034, lelangana, 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, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

www.drreddys.com

CEPTUOHUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkcnpece (keTopoak) TabJIeTKH, JHCHEPrHpYeMbIe B 10J0CTH pra, 10 Mr

Market / Poinok :Russia / Poccust

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

Cepus Ne = V200077 O6bem cepuu © 36,00,000 Tab
Analytical Repo:‘t No/ . 040003369415 Date of Analysis / . 29.04.2026
AHanuTHYecKHH oTyeT Neo JlaTa anajiH3a

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

JlaTa npon3BojicTBa T'oxen 1o

Mfg. License No. / WA siiinihers /

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

JanneHsus No

Analysis performed according ND: / Ananu3 nposeaen no H/I: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / MucTrpykuus yrBepsxaena: 21.04.2025

Page 6 of 11/ Ctp. 6 n3 11

I}g Test / [loka3zaTesb Results / PesynsTaThi Specification / Hopma

8 Water content / 2.0% Not more than 7.0 %. /
CopaepkaHue BOAbI He 6onee 7,0 %.

9 Residual solvents / OcTaTouHble OpraHH4€¢cKHe PaCTBOPUTENH
Isopropyl alcohol / 9 pg/tab / Not more than 350 pg/tab. /
Hzonpomnanon 9 MKr B TabneTke He 6onee 350 mxr B Tabnetke.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumevanue: IIpoxykT cooTBeTCTBYET TpeGoBaHusM HJJ 3akmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Togroroenexo: Pravesh [Tposepeno: Ramakant |[[Tposepeno (AOK): Onobpeno: ObecnieueHue kayecTsa/OTBETCTBEHHOE
R Amit K : ; .

ana Z @ ‘{‘u} mi uma:/\ JIALO &Q UL V\/)KUM ne_
Date / Date / Date / Date / yzﬁ 0 W02,
JlaTa: 29.04.2026 Jata: 29.04.2026 Jara: 29.04.2026 Jara: o ! :

RERTStETET OTiCe: 8-2-337, RUTU U, 3, Banjara s, Hyderanat - so0usa, Teangansy, o

Tel: +91 40 4900 2500, Fax: +91 40 4500 2999, Emzil: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

@ . ; -
Formuiation Unit-6
9 Q@
DI". Reddy S q g. Vill. Khol, Nalagarh Road, Baddi,
” Distt. Solan, H.P.,, 173 205, INDIA
Tel ; +91 98166 56001-02

CERTIFICATE OF ANALYSIS
www.drreddys.com

CEPTUOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopoa® Dkcnpece (keTopoJiak) Tab/eTKH, JUCHeprupyemMble B MOJOCTH pTa, 10 Mr

Market / Peinok :Russia / Poccust

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

Cepus Ne Y2007 O6beM cepun " 36,00,000 Tab

Analytical Repo:*t No/ - 040003369415 Date of Analysis / . 29.04.2026

AHanuTH4ecKHH oTueT No Jlata ananu3a

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

JaTta nponsBojacTBa I'open po

Mfg. License No. / MA number: /

IIpousBoacrBeHHas : MNB/05/263 H ’ 1 JIII-Ne(004669)-(PI'-RU)
omep PY

JuueH3us Ne

Analysis performed according ND: / Ananu3 nposenen no HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UncTpykuus yrBepxkaena: 21.04.2025

Page 7 of 11/ Crp. 7 n3 11

NN? Test / [TokazaTenn Results / PesysnbTaTbl Specification / Hopma
10 Microbiological purity*/ Mukpotuojiorudeckasi Yyucrora*
Total Aerobic Microbial NA not more than 10° CFU/g; /
Count / obee aucno He 6onee 103 KOE/r;
a3pOOHBIX MUKPO-
OpraHu3MOB
Total Combined Yeast and NA not more than 10? CFU/g; /
mold count / o61ee yucno He 6osee 102 KOE/r;
JPOXOKEBBIX U [LIECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
oTcyTcTBUE B 1T
11 Uniformity of dosage units / Acceptance value (4¥) not more than 15.0
OaHopoaHOCTb 8.8 ITokasaress npuemneMoctu (4V) gonxkeH ObITh
A03UPOBAHHBIX €AMHHL ' He Oonee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanne: IIpoaykT cooTBeTCTBYET TpeOoBaHuaM HJ{ 3aknwuenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Tonroroeneno: Pravesh ITposepeno: Ramakant ||[Iposepeno (AOK): Onobpeno: ObecnieueHue kauecTsa/OTBETCTBEHHOE
Rana m&; Amit Kur{ns(//}l NIH1L0: ApunNtt RVriAR .
Date / Date / Date / Date / d"‘o\ @\/‘ UL éj
Hata: 29.04.2026 JlaTa: 29.04.2026 Jarta: 29.04.2026 Jara:
Registered UNice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - SUUU34, Tefangana, India

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



Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
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
Ipoaykr: Keropon® Ixcnpecc (keropoJak) TabieTks, JMHCIEpPrupyemMblie B 0J0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepusi Ne V2000730 O6BeM cepuu " 36,00,000 Tab

Analytical Repourt No/ . 040003369415 Date of Analysis / . 99.04.2026

AHanuTH4YecKHH oTueT No JlaTa ananuza

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

JlaTa npon3BoacTBa I'ogen go

Mfg. License No. / MA number: /

IIponsBoacTBEeHHASA : MNB/05/263 H ; : JITII-Ne(004669)-(PI'-RU)
omep PY

JuueH3ns Ne

Analysis performed according ND: / Ananu3 nposeaen no H/I: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MucTpykuus yreep:xaena: 21.04.2025

Page 8§ of 11/ C1p. 8 m3 11

NN? Test / [Tokazarenb Results / Pe3yabTaThl Specification / Hopma
12 Assay / KosinuecTBeHHOe 10.0 mg / 10,0 Mr From 9.0 mg to 11.0 mg of
onpenenenne (100.2 %) CisHi3NO3+C4H | 1NO; (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 Mr JI0 11,0 Mr
C15H13NO3‘C4H11N03 (KeToponaKa
TpomeramuH) (ot 90,0 mo 110,0 % ot
3as1BJIEHHOTO KOJIMYECTBA) B TabJeTke.
13 Butylhydroxyanisole 0.0928 mg/tab / Not less than 0.042 mg/tab. /
content / CogepxaHue 0,0928 mMr B TabneTke He menee 0,042 Mr B TabneTke.
OYTHATHIPOKCHAHN302

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanue: [IpogykT cooTBeTCcTBYET TpeboBanusam HJJ 3aksmouenue: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[ToaroTtosseHo: Pravesh [IpoBepeno: Ramakant |[[Iposepeno (AOK): Onobpeno: Obecneyenue kauecTBa/OTBETCTBEHHOE
Rana z Amit Kumar JIALIO: (\Q Urr L K(/lﬂ T TK
=
2 - Pl 4]
Date / Date / Date / Date / ,Lt'\ ) \/‘ 0L G
JHara: 29.04.2026 Hara: 29.04.2026 Hata: 29.04.2026 Jara:
Regietered OTice, B-2-337, Road No. 3, Banjara TS, Fyderabad - S000IA, Teangans nona

Tel: 491 40 4900 2900, Fax: +91 40 4500 2999, Emzil: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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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

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ilpoaykt: Keropon® Dkcnpecc (keToposiak) TaGaeTKu, AUcIeprupyeMbie B MOJIOCTH pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne §* W2600770 O0bem cepun " 36,00,000 Tab

Analytical Repo:‘t No/ - 040003369415 Date of Analysis / - 99.04.2026

AnanuTuyecknii oruer No Jlara ananusa

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

JlaTa npon3BoacTBa T'onen g0

Mfg. License No. / MA number: /

IIpousBoacTBeHHAsK : MNB/05/263 H ' : JIII-Ne(004669)-(PI'-RU)
omep PY

JauneH3us Ne

Analysis performed according ND: / Auasnus nposeaen mo H/I: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Mucrpyxuus yrsepxaena: 21.04.2025
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i.:) Test / [TokasaTenan Results / Pe3yabTaThi Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHue ynakoBkH (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. / [To 10 Tabnetok B Gnmucrepe u3
information leaflet in a carton | (IIA/AJI/TI3 ¢ Baaronornorurenem/I1IBIT)
pack. / Ilo 10 Tabnetox B | ¢onbru // (IIS/AJI) ¢onpru. Ilo 1 wim 2
6mucrepe us (ITA/AJI/IID ¢ | OaucTepa BMECTE C JIMCTKOM-BKJIAAbIUIEM B
snaronornoturenem/[13BIT) Nayky KapTOHHYIO.

doneru // (IID/AJT) ¢onsru. Ilo
2 6nuctepa BMeCTE C JIUCTKOM-
BKJIAJIBIIIIEM B naqKy
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 JIEKAPCTBEHHOI0 MpenapaTa KOHTPOJIb Ka4ecTBa Mo nokasaTteato « MukpoOHoorudeckas
YHCTOTA» NPOBOAMUTCS AJIs Kaxkuoiil 20-0if cepuu, MM U151 OHO# CepUM B Of1, B 3aBUCHMOCTH OT TOr0, YTO

HACTYNIHT paHbLIe.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Ipumeyanue: IIpoaykT cooTBeTCTBYET TpeboBaHusImM HJJ 3aknwuenue: OJOBPEHO

Prepared by / Checked by /

Checked by (AQA) / Approved by: Quality Assurance/Authorized person /

[Tonrorosneno: Pravesh [Tposepeno: Ramakant ||[Tposepeno (AOK): Ono6peno: Obecnedenue kadecTBa/OTBETCTBEHHOE

Rana A [I\ Amit Kumar JIULIO: LQ Und 41 Kym Un_
jj w\ﬁ// /\"})\ A

o

Date / Date /

Date / Date / JAND ‘L’] LKL,

Hata: 29.04.2026 Hara: 29.04.2026 JlaTa: 29.04.2026 Jlara:
Regstered Omce, 2337, 1 T =000, TeTangaTTs, TitT

Tel: +51 40 4900 2900, Fax: +91 40 4500 2999, Emzil: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s Qr:‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CEPTUDUKAT AHAJIM3A

www.drreddys.com

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

Ipoayxr: Keropoa® Dxenpece (keroposiak) Tab/ieTkH, AHCNeprupyeMbie B HOJ0CTH pra, 10 mr
Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / . 36,00,000 tab /
Cepusn Ne Y andbi O0nem cepuu ©36,00,000 Tab
Analytical Repovrt No/ . 040003369415 Date of Analysis / . 20.04.2026
Aunajgurinyeckuii oryet Ne JaTta ananu3a

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

Jara npoussojacTsa I'ogen po

Mfg. License No. / MA number /

[IpousBoacTBeHHAS : MNB/05/263 H : : JIII-Ne(004669)-(PI'-RU)

omep PY

aHen3us Ne

Analysis performed according ND: / Auanu3s nposexen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224

PIL version approved: / Mncrpyknus yrepaaena: 21.04.2025
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API name / Haumenosanue ADPC:

Ketorolac tromethamine / Keroponaka TpoMeTammut

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /

IJId:

Homep cepun nponssoauress A®C: HESELUGRRS
FP Manufacturer API Batch number /
Homep cepun cyGcTanIHu TPON3BOAUTES FESA00537

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

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

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

HanmenoBanne, aapec, JJHIEH3HS IS
IIponsBojacTBeHHas nuomanka / Ilnomagka
KoHTpos Kayecrsa / Ilinomanka 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) /

J-p Pepnu’c Jlaboparopuc Jlta., Uuaus, IlpoussoncreeHHoe
noapasaenenue-6, Bunn. Kxone, Hanarapx Poyn, bagau, Jluctpukr
Comnan, X.I1., 173205, Muaus (nuuensus 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: [lpoaykr cootBeTcTBYeT TpeboBaHusaM HJJ 3akmouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Moarorosieno: Pravesh [Iposepeno: Ramakant ||[[Iposepeno (AOK): Onobpeno: ObecneueHue kauecTBa/OTBETCTBEHHOE
Rana (ﬂz Amit Kumar JTHLO: (j\‘UN I KumA _
. il

g [GEE /_('V” ‘
Date / Date / Date / Date / IAOY A ' 4
Hara: 29.04.2026 Jlata: 29.04.2026 Jara: 29.04.2026 Jlara:

Registered Otfice: 8-2-337, Road No. 3, Banjara Hills, Hyderavaad - SUUU34, Teldangans, inaia
Tel: +91 40 4900 2900, Fax: +91 40 4500 2929, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




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
www.drreddys.com

Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropoa® Ixenpecce (keropoaak) Tabierku, AUCHEprupyemMblie B nmojocru pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne ¥ VAGLOTa0 O0nem cepuu © 36,00,000 Tab

Analytical Repo:*t No/ . 040003369415 Date of Analysis / . 90.04.2026

AHaauTHYecKHi oTueT No JaTa ananusa

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

Jara npon3BojcTsa T'onen g0

Mfg. License No. / MA s /

IIpon3BoacTBEeHHAsN : MNB/05/263 ) : JITI-Ne(004669)-(PT-RU)
Homep PY

auuensusa Ne

Analysis performed according ND: / Anaau3s npoenen o HJI: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Huerpyxuus yreepaaena: 21.04.2025

Page 11 of 11/ Crp. 11 n3 11
3ak/04eHHe 0 cOOTBeTCTBUH: «HacTosmuM s MOATBCPKAALO, YTO IIPUBEACHHAA BbINIC I/IH(I)OpMaHI/IH SIBISACTCS
JIOCTOBEPHOM M TOYHOU. JTa cepHsl MPOAYKIHMH IIPOM3BEAeHAa (BKIIOYAs YIAKOBKY (MapKHpPOBKY) U KOHTPOIb
Ka‘-ICCTBa) Ha BBIHICYKaSaHHOﬁ HpOPI3BOIICTBCHHOI>i mIomanake (Hnomam(ax) B IIOJJHOM COOTBETCTBUU C
TpeboBanusMu [lpaBun Hajuiexameil NpOM3BOJACTBEHHON IIPAKTHKM EBpazsHHCKOro 3KOHOMHYECKOTO COKO3a U
TpC6OBaHI/I5IMI/I KOHTPOJIsI Ka4yeCTBA JICKAPCTBEHHBIX CPEACTB, a4 TAaKXE B COOTBETCTBHUU CO CHCIII/I(bI/IKaLlI/I}IMI/I,
COJIepKalllUMUCS B PETUCTPALIMOHHOM JI0ChE CTPAaHBI-UMIIOPTEPA. 3alIMCH 110 IIPOM3BOCTBY, YIIAKOBKE U aHAIIU3Y
IIPOBEPEHB], U YCTAHOBJICHO MX COOTBeTCTBHE TpeOoBanuam lIpaBui Haanexkame Npou3BOACTBEHHON TPAKTHKU
EBpa3HI>'ICKOFO OKOHOMHYECCKOI'O COXO3an.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanue: Ilpoaykt cooTBeTcTBYET TpeboaHusM HJL 3aknayenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
ITonrotosnexo: Pravesh [Tposepeno: Ramakant |[[TposepeHo (AOK): OpnobpeHo: ObecnieueHue kauecTBa/OTBETCTBEHHOE
Rana Q Amit Kumar §11711(oH , ;
f /\,,4\ oML Yumar_
Z = — <\/\4
Date / Date / Date / Date / )\0} - (4 07 4
Hara: 29.04.2026 Jara: 29.04.2026 Jlara: 29.04.2026 JaTa: ’
Registerea UIICE: 8-2-337, Road NO. 3, Banjara Hills, Hyderabad - 500034, Telangana, InOia

Tel: +91 40 4990 2900, Fax: +91 40 4300 2999, Emzil: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com






