Dr.Reddy’s

\ 1

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-56

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

CEPTHOUKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keroposn® Jkenpece (keroposak) TabaeTku, AUCIeprupyeMble B OJI0CTH pTa, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne { VECODEE O6BemM cepuu " 36,00,000 Tab

Analytical Repourt No / . 040003278038 Date of Analysis / - 13.02.2026

AHATHTHYECKHI oTueT No JlaTa anannza

Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027

JaTa npoM3BoACTBA T'ogen no

Mfg. License No. / MA number: /

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

JHUeH3us Ne

Analysis performed according ND: / Anaan3 nposenen no HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uncrpykuust yreepskaena: 21.04.2025

Page 1 0of 11/ Crp.1u3 11

No . .

o Test / ITokazaTenb Results / PesyabTaThl Specification / Hopma

1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets with "|"
tablets with "[" debossed on one debossed on one side. / Kpyriasie miockue
side. / Kpyrnsle nnockue TabNeTky ¢ (ackoil, CBETIIO-XKENTOro LBETA C
TabseTky ¢ packoii, cBeTIO- rPaBUPOBKOH «|» Ha OHOI CTOpOHE.
XKEJITOTO LIBETa C rPaBUPOBKOIA
«l» Ha OIHON CTOpPOHE.

2 Identification / Uaentndukanus

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-
CIEKTPBI MOTJIOLEHUS UCIIBITYEMOrO PacTBopa
pacTRopa CTaHAApTHOro obpasiia KeTopojaka
TPOMETaMHHa JOJKHB! UMETh MaKCHMYMBI MPH
OJHOM M TOM 2Ke AJIHHE BOJIHBI (£ 2 HM).

Remarks : The Product confirms to ND/

IMpumeuanue: IIpoaykT cooTBeTcTBYCT TpeboBanusaM HJJ

Conclusion : APPROVED /
3akimoyenue: OJJOBPEHO

Prepared by /
IToarorosneno: Rama Kant

Checked by /
[Tpoeepeno: Pardeep
Kumar

Checked by (AQA) /
ITposepeno (AOK):
Amit Kumar

Approved by: Quality Assurance/Authorized person /
Onobpeno: ObGecnieuenue Ka*ler:'ra)a.;‘p(:ﬁemmennoe

| g

-

Bulsd
Date /

Hara: 13.02.2026

==
Date /

Jara: 13.02.2026

N
Date /

Hara: 13.02.2026

Date /
Jara:

1322026

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: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Vili. 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
ITpoaykr: Keropon® Dxcnpecc (keToposak) TabJeTKu, AMCHEPrHpyeMble B M0J10CcTH pTa, 10 Mr

Market / Peinok :Russia / Poccus

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

Cepus Ne i N2600258 Oo0nem cepun © 36,00,000 Tab

Analytical Repourt No/ . 040003278038 Date of Analysis / . 13.02.2026

AHaJIHuTHYecKHH oT4eT Ne JlaTa anaganza

Date of Manufacture / . 01/2026 Date of Expiry / - 12/2027

Jata npousBoacTBa T'ongen go

Mfg. License No. / MA number: /

IIpouszBoacTBEHHAN : MNB/05/263 ) 1 JII-Ne(004669)-(PI'-RU)
Homep PY

suuenzus No

Analysis performed according ND: / Ananu3z nposeaen mo HJI;: JII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Hucerpykuus yreepxiaena: 21.04.2025

Page2 of 11/ Crp.2 m3 11

No
Ne

Test / IlokaszaTens

Results / PesynabTaThl

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)kKMBaH{S OCHOBHOI'O MNUKa Ha

XpOMATorpaMMe  HCMBITYEeMOro  PacTBOpa
JIOJIKHO COOTBETCTBOBAThH BpPEMEHH
yIaepKUBaHUS OCHOBHOTO nuka Ha
XpoMaTorpaMMe  pacTBopa  CTaHAAPTHOTO

obpaslla KeTopoJlaka TpoMmeTaMuHa (pasnen
«KonnuyectBeHHOE OMpeenenue).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: IIpoaykT cootBeTcTBYET TpeboBaHUAM H]T 3akniovenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[onroroeneno: Rama Kant (|[[Iposepeno: Pardeep |[[IpoBepero (AOK): [|Omo6peHo: Obecneuenue kauectra/OTBETCTBEHHOE
%L uﬁ_ Kumar Amit Kuma{ JMLO:
{ S )e /
mg/ = s \
Date / Date / Date / Date / ,
Hara: 13.02.2026 Harta: 13.02.2026 Jata: 13.02.2026 JHara: ‘ 2—01— %»é

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4800 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Q':'.

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

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

CERTIFICATE OF ANALYSIS 1| : +91 98166 56001-02

CEPTUO®HUKAT AHAJIN3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropoa® Dxcnpece (keTopoaak) TabieTKH, AUCIEPrupyeMble B m030¢TH pTa, 10 Mr

Market / Peinok :Russia / Poccus

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

Cepus Ne  Vegiles O6bem cepuu © 36,00,000 Tab

Analytical Report No / . 040003278038 Date of Analysis / . 13.02.2026

AHanuTH4Yeckuii oTueT Ne JlaTa anasau3sa

Date of Manufacture / - 01/2026 Date of Expiry / . 12/2027

JaTta nmpoussojacTBa T'onen xo

Mfg. License No. / )

T — . MNB/05/263 DS muabE: [ . JITI-Ne(004669)-(PT-RU)
Homep PY

aunensus No

Analysis performed according ND: / Ananuz nposeaen no HJI: JIII-Ne(004669)-(PT'-RU)-190224
PIL. version approved: / UncTpykuus yreepxaena: 21.04.2025

Page3 of 11/ Ctp.3 n3 11

Results / PesyabTaThl

Specification / Hopma

1;.? Test / Iloka3aTesb
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 yIepKUBaHHS MUKOB 2-
OyTUATMAPOKCHAHH30IIA U 3-
OyTUJIrHIPOKCHAHM30Jla HA  XpOMAaTorpaMme
HCIILITYEMOTO pacTBOpa JOJDKHBI
COOTBETCTBOBaTh  BPEMEHAM  YACPXKMBAHHUA
NUKOB  2-OyTWNrHApoKCHaHu3ona  u 3-
OyTHUNIIMOPOKCHAaHM30Jla Ha  XpOMaTorpamMme
pacTtBopa CTaHIAPTHOTO obpazsia
Oytunrunpokcuanuzona (paspen «CoaepikaHue
OYTWITMIPOKCHAHHU30IAY).

Remarks : The Product confirms to ND/

IMpumeuanue: Ilponykt cooTBeTcTBYET TpeboBaHusm HJJ

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by /

[Toarororneno: Rama Kant

@w{\{j’ g - Kumar

Checked by /

o= \ ~>

Amit Kumar JIALO:

Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[posepeno: Pardeep ||IIpoepeHo (AOK): ||Onobpeno: Obecneuerue kauecTea/OTBETCTBEHHOE

Date /
Harta: 13.02.2026

Date /

Date/ Date /

Hata: 13.02.2026 Jara: 13.02.2026 Jara:

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: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS  Tel: +91 98166 56001-02

CEPTUOUKAT AHAJIN3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Dxcnpece (keTopoaak) Tad1eTKH, AMCHeprapyeMbie B OJOCTH pTa, 10 Mr

Market / Peinok :Russia / Poccus

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

Cepus Ne V2600238 O6bem cepun " 36,00,000 Tab

Analytical Repourt No/ . 040003273038 Date of Analysis / - 13.02.2026

Anaautnyeckuii order Ne JaTta ananuza

Date of Manufacture / - 01/2026 Date of Expiry / . 12/2027

JlaTa npousBoacTBa T'ogen no

Mifg. License No. / .

IIpouszBoAcTBEeHHASN : MNB/05/263 DA number ¢ : JIII-Ne(004669)-(PI'-RU)
Homep PY

Junenzusa Ne

Analysis performed according ND: / Anaauns nposenen mo HJ/L: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Hucrpyknus yrBep:kaena: 21.04.2025

Page 4 of 11/ Crp. 4 u3 11

1;.? Test / ITokaszaTenn Results / PesyabTaTnl Specification / Hopma
3 Average weight / Cpeansin 68.8 mg / 68,8 mMr 672mg 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%. /
On:-l((:r:)mli);(c)T:v;lagccu Complies / CooTBeTcTBYET 18/20 rtabnerox — He Gonee + 10 %;
e 2/20 Tabnerox — He Gosee + 20 %,
4 Disintegration time /
Pacnagaemocthb
00 min 29 sec / 00 MuH 29 cek Not more than 3 min. / He Gonee 3 MuH.
5 Dissolution / PacTBopenue Unit-1/ Tabn-1 99 % Not less than 75 % (Q) of CisH;3sNO3°C4H| 1 NOs
. (ketorolac tromethamine) in 15 min. / He menee
= = 0,
Unit-2 / Tabn-2 97% | 759 (Q) CisH13NO3*C4Hi1NO; (keToposiaka
Unit-3 / Ta6n-3 97 9 TPOMETaMHUH) uepe3 15 MuH.
Unit-4 / Ta6n-4 102 %
Unit-5 / Ta6n-5 104 %
Unit-6 / Tabn-6 101 %

Remarks : The Product confirms to ND/
ITpumeyanmne: [IpoaykT cooTBeTCcTBYET TpeboBanusim HJJ 3axmouenune: ONOBPEHO

Conclusion : APPROVED /

Prepared by /
IToarorosneHo: Rama Kant

Checked by /
ITposepeHo: Pardeep

Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
ITposepeno (AOK): ||Ono6peHo: ObecneueHre KauecTBa/OTBETCTBEHHOE

#, Kumar Amit Kumar JMLO: M )
(/QQ/ @Lf' - /ng\ /
M / - — \ 4
Date / Date / Date / Date / _ ,
Tara: 13.02.2026 Tlara: 13.02.2026 Tata: 13.02.2026  ||[Tara: )L 20 26

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: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s
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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
Tel : +91 98166 56001-02

CEPTUDPUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykt: Keropon® Jxcnpece (keToposax) Tab1eTKH, AHCHEPrEpYeMble B 0J0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepusa Ne Rt O6bem cepuu " 36,00,000 Tab

Analytical Repovrt No/ . 040003278038 Date of Analysis / . 13.02.2026

AHanuTHYeCKHIT oTyeT Ne JlaTa ananusa

Date of Maqufacture / . 01/2026 Date of Expiry / . 122027

Jara npousBogcTBa T'ogen go

Mfg. License No. / MA number: /

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

aunen3ns No

Analysis performed according ND: / Ananus nposeaen nmo HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Mucrpykuust yreepxaena: 21.04.2025

Page 50f 11/ Crp.5m3 11

l}? Test / Iloka3aTesb Results / PesynbTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a 710 pm
ducnepcHocTh sieve is formed. / O6pasyercs omHopoaHas
CYCTNIEH3Usl, TPOXOAAIIas CKBO3b CHTO C
pasMepoM oTBepcTuit 710 MKM.
7 Impurities / IIpumecu

1-hydroxy analog of
ketorolac: /
1-ruapokcuaHaior

Below LOQ (LOQ = 0.0032%) /
Hwxe npezaena Koau4eCTBEHHOTO
onpegenenus (ITKO = 0,0032 %)

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

KETOpoJIaKa
1-keto analog of ketorolac / 0.05 % not more than 0.8 %; / ne 6osee 0,8 %;
1-keToaHaNoT KeTopoJIaKa
unidentified impurity / 0.01 % not more than 0.5 %; / ve 6onee 0,5 %;
eIUHUY Has
HeUJeHTH)UIMPOBaHHAA
NpUMeCh
total impurities / 0.1% not more than 1.0 %. / e Gonee 1,0 %.
CyMMa IpumMeceit
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanme: IIpogyKT cooTBETCTBYET TpeboBaHusIM HJI 3akmwoyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toarorosneno: Rama Kant |[[Tposepeno: Pardeep  |[[Tposepeno (AOK): [|Onobpeno: OGecnieuenue kauectsa/OTBETCTBEHHOE
d}r Kumar Amit Kumar JIULIO: »
@“X A - = el
Date / | Date / Date / Date / 24
Jlara: 13.02.2026 Jlara: 13.02.2026 Jlata: 13.02.2026 Jlara: \ 2 22— 20

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 Q':‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-5

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

CEPTUO®UKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Ixenpece (keTopoJiak) TabaeTKH, JHCHEPrUpyeMble B IOJOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / . 36,00,000 tab /
Cepus Ne SNER02eE O6bem cepun " 36,00,000 Tab
Analytical Repourt No/ . 040003278038 Date of Analysis / . 13.02.2026
AHaJguTuyeckuii oTyer No JlaTa ananuza
Date of Manufacture / . 01/2026 Date of Expiry / - 12/2027
JlaTa npou3BoacTBa T'ogen mo
Mfg. License No. /

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

JHnensusa Ne

Analysis performed according ND: / Ananu3 nposeaen no HJI: JITI-Ne(004669)-(PT"-RU)-190224
PIL version approved: / MucTtpyxkuus yreepskaena: 21.04.2025

Page 6 of 11/ Crp. 6 3 11

1;? Test / [Toka3arennb Results / Pe3yabrartsl Specification / Hopma

8 Water content / 1.9 % Not more than 7.0 %. /
CoaepxxaHue BOAbI He 6onee 7,0 %.

9 Residual solvents / OcTaToyHble OpraHuyecKye pacTBOPUTEH
Isopropyl alcohol / 5 pg/tab / Not more than 350 pg/tab. /
HzonponaHon 5 MKT B TabneTke He 6onee 350 Mxr B TabneTke.

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

IIpumeyanue: IlpoaykT cooTBeTcTBYET TpeboBaHusaM HJI 3akmouenne: OJOBPEHO

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

[Toxrorosneno: Rama Kant (([Iposepeno: Pardeep  |[[IpoBepeno (AOK): [|Omo6peno: OGecnieuenue kauectsa/OTBeTCTREHHOE
uj\/ Kumar Amit Kumar JHLO: )

Date / " Date / Date / Date / 5 L

Jata: 13.02.2026 Tata: 13.02.2026 Jlata: 13.02.2026  ||/Tata: \3 L~ 20

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5060034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS  Tel : +91 98166 56001-02

CEPTUDOUKAT AHAJIU3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keroposn® Jkcnpecce (keToposiak) TabaeTku, JHCHeprapyemMble B MOJ0cTH pTa, 10 mr

Market / Poinok :Russia / Poccus

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

Cepust Ne R Oobem cepuu " 36,00,000 Tab

Analytical Repovrt No/ - 040003278038 Date of Analysis / . 13.02.2026

Anajnurnyeckuii orueT Ne JlaTa ananu3za

Date of Manufacture / - 01/2026 Date of Expiry / . 12/2027

JlaTa npou3BOACTBa T'ogen go

Mfg. License No. / .

TIpon3BojcTBeHHAS : MNB/05/263 A numberg/ : JITI-Ne(004669)-(PT-RU)
Homep PY

Junen3us Ne

Analysis performed according ND: / Ananun3s nposeaen mo HJI; JITI-Ne(004669)-(PT'-RU)-190224

PIL version approved: / UucTpykuust yreepxaena: 21.04.2025

Page 7 of 11/ Ctp. 7 m3 11

i.? Test / ITokasaTean Results / PesynsTaTh! Specification / Hopma
10 Microbiological purity*/ Mukpo6uonoruyeckas yucrora*
Total Aerobic Microbial Less than 10 CFU/g/ not more than 10° CFU/g; /
Count / of11ee 4ncio Menee 10 KOE/r He 6onee 103 KOE/r;
a3pOOHBIX MUKPO-
OpraHu3MoB
Total Combined Yeast and Less than 10 CFU/g / not more than 102 CFU/g; /
mold count / obiiee ynco Menee 10 KOE/r e 6onee 102 KOE/T;
JPOMOKEBBIX U [L1ECHEBBIX
rpubos
Escherichia Coli Absent in 1 gram / shell be absent in 1 gram. /
OtcytctByerB 1 1 oTcyTCTBUE B 1 T
11 Uniformity of dosage units / Acceptance value (4V) not more than 15.0
OanopoaHocTh 18 ITokazaTtens npueMaeMocth (AV) nojkeH ObIThH
A03HPOBAHHBIX €AMHUL ’ He Gonee 15,0.

Remarks : The Product confirms to ND/
Ipumeuyanne: [Ipoayxr cootBeTcTBYET TpeboraHmam HJL

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) /
[Monrorosneno: Rama Kant ([[Tposepeno: Pardeep |[[TpoBepeno (AOK):

Qk Kumar Amit Kumar

Ll

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecnieuenue kayectsa/OTBETCTBEHHOE

AH0; w )

Date / Date / Date/ |
Jara: 13.02.2026 Hara: 13.02.2026 Jara: 13.02.2026

Date /
Hara: \ ; > %7/&

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

www.drreddys.com




Dr.Reddy’s ‘g‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ixenpece (keToponak) TabieTKu, AMCNEeprupyeMble B MoJ0cTH pTa, 10 Mr

Market / PoiHok :Russia / Poccus

Batch No / i Batch Quantity / _36,00,000 tab /

Cepust Ne I O0bem cepun © 36,00,000 Tab

Analytical Repovrt No/ . 040003278038 Date of Analysis / . 13.02.2026

AnanuTHyeckuii oryer Ne Jara ananau3za

Date of Manufacture / - 01/2026 Date of Expiry / . 12/2027

JlaTa npon3BojacTBa T'open mo

Mfg. License No. / MA number: /

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

JuneHsusa Ne

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

Page 8 of 11/ Crp. 8 m3 11

1;.? Test / [Toka3zaTenn Results / PesynbTaTni Specification / Hopma
12 Assay / KosnyecTBeHHOe 10.0 mg / 10,0 Mr From 9.0 mg to 11.0 mg of
onpeaejieHue (99.9 %) Ci5H13NO3+C4H [ 1NO3 (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 Mr o 11,0 mr
Ci15sH13NO3*C4H | 1NO; (kxeToponaka
TpoMeTamMuH) (oT 90,0 mo 1100 % ot
3asBJIEHHOTO KOJHYECTBA) B TaOJIETKE.
13 Butylhydroxyanisole 0.0981 mg/tab / Not less than 0.042 mg/tab. /
content / CopepxaHue 0,0981 mr B TabneTke He menee 0,042 mr B Tabnerke.
Oy THATHApPOKCHAHU301A

Remarks : The Product confirms to ND/

IIpumeuanne: IlpoaykT cooTBeTcTBYET TpebosaHusm HIJ

Conclusion : APPROVED /
3aknrwuenue: OJIOGPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Toarotosneno: Rama Kant |[[Iposepeno: Pardeep ||[Tposepeno (AOK): [[Onobpeno: Obecneuenune kayectsa/OTBETCTBEHHOE
UJ» Kumar Amit Kumar JINLLO: . \9“0
/ 3 /\f -~ /\;‘\ /
Date / Date / Date / Date / 2L
Tara: 13.02.2026 Jlara: 13.02.2026 Tlata: 13.02.2026  ||Hara: \i2—28

Registered Office: 8-2-337, Road No. 3, Banjara Hills, iyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com
CIN: L85195AP1984PiC004507

www.drreddys.com




Dr.Reddy’s Q':'.

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

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

CERTIFICATE OF ANALYSIS  1¢: +91 98166 56001-02

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkenpece (xeTopoaak) Tab1eTKH, AHCIEPrHPYeMBbIe B M010CTH pTa, 10 Mr

Market / Peinok :Russia / Poccus

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

Cepus Ne + V2600238 O61beM cepuu " 36,00,000 Tab

Analytical Repourt No/ - 040003278038 Date of Analysis / - 13.02.2026

AHaguTH4YecKHii oTyeT No Jlara ananuza

Date of Manufacture / . 01/2026 Date of Expiry / - 12/2027

JlaTa npousBoacTBa T'oxen go

Mfg. License No. / .

IIpouzBoacTBeHHAS : MNB/05/263 SIS number: £ ¢ JIII-Ne(004669)-(PT"-RU)
Homep PY

aumensusa Ne

Analysis performed according ND: / Ananu3z nposeaen mo HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Mucrpyknust yrBepxaena: 21.04.2025
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Onuncanne 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
onucrepe u3z ([TA/AJI/TID ¢
Bnaromnornotutenem/I12BIT)
¢donsru // (IT3/AJ1) doneru. Ilo
2 6nucrepa BMecTe C JINCTKOM-
BKJIAZIbILIEM B NayKy
KapTOHHYIO.

1;.:) Test / [loka3zarennb Results / Pe3yabTaTthl Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with

desiccant/HDPE) foil // (PE/AL) foil. 1 or 2
blisters with patient information leaflet in a
carton pack. / Ilo 10 tabnetox B GnucTepe U3
(JIA/AJUTID ¢ snaromorioturenem/II1DBII)
¢doneru // (TI3/AJ1) doneru. Tlo 1 wmm 2
OnucTepa BMECT€ € JIMCTKOM-BKJIAABIIIEM 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.
* IIpu BbINyCKE JEKAaPCTBEHHOr0 IpenapaTa KOHTPOJIb KauecTBa N0 Noka3aTesiio «MukpoGuosornueckas
YHCTOTA» NMPOBOAUTCS N8l Kaskaoi 20-oii cepuu, niau Ansi OAHOH CepUH B rofl, B 3aBUCHMOCTH OT TOI0, YTO

HaCTYIIUT paHbUIe.

Remarks : The Product confirms to ND/

[Mpumeuanue: Ipoaykt cooTBeTcTBYET TpeboraHusaM HJJ

[Conclusion : APPROVED /
Jaxkimwuenne: OJJOBPEHO

Prepared by / Checked by /

Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[loarotoneno: Rama Kant ||[Tposepeno: Pardeep  ||TTposepeno (AOK): ||OmoGpeno: O6ecneuenve kadectsa/OTBETCTBEHHOE

Umﬁ__ Kumar Amit Kumar JIULIO:

M gl cif:“ =Y, \ : /
Date / Date / Date / Date / /
Jlara: 13.02.2026 Tlata: 13.02.2026 Jlata: 13.02.2026 || Tara: |1 2— 2026

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com

CIN: L85195AP1984P1LC004507
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
Tel : +91 98166 56001-02

CEPTUOPUKAT AHAJIN3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropos® Ixcnpece (keroponak) TabIeTKH, IHCHEPrEPYeMbIe B 10I0CTH pTa, 10 Mr
Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / . 36,00,000 tab /
Cepus Ne $ V2600238 Oo6bem cepun " 36,00,000 Tab
Analytical Repourt No/ - 040003278038 Date of Analysis / . 13.02.2026
AHaJIHTHYeCKHH oT4yeT No JlaTa anainza
Date of Manufacture / - 01/2026 Date of Expiry / . 12/2027
JaTa npou3BoacTBa Tonen o
Mfg. License No. / MA number: /
IIpousBoacTBeHHAN : MNB/05/263 PER O : JII-Ne(004669)-(PT'-RU)

Homep PY

aunenzus Ne
Analysis performed according ND: / Anaaus nposeaen mo H/L: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UacTpykuus yrBep:kaena: 21.04.2025
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API name / Hanmenopanune ADC:

Ketorolac tromethamine / Keroponaka TpoMeTaMuH

INN / MHH:

Ketorolac / Keroponax

API manufacturer batch number /

| ) (OF

Homep cepun npoussogurenss APC: ABSH002693
FP Manufacturer API Batch number /
Homep cepun cyGcTaHIUH NPOH3BOIUTEIS FESA00356

API Manufactured by & country /
IIpoussoaurens APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Pennu'c Jlaboparopuc JIta., Uuous

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

HaumenoBanue, aapec, JHIEH3US JJIs
IMpouspoacTeennas miomaaka / Ilnomanka
KOHTPOJIs KayecTBa / Ilnomanka BbimycKa

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., Uuaus, [IpoussoacTBeHHOE
nofipasaeneuue-6, Bunn. Kxons, Hanarapx Poyn, bapnu, Juctpukr
Conan, X.I1., 173205, Uxnus (nmuueHsus 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
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

full compliance with the GMP requirements of

Economic Union is established».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIponykT cooTBeTCTBYET TpeboBaHusaM HJ 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Moarorosneso: Rama Kant |(|[Tpoeepeno: Pardeep |[[Ipoepeno (AOK): [|Onobpeno: Obecnedenue kauyecrsa/OTBETCTBEHHO
Uu}_‘ Kumar Amit Kumar JIHLO: ﬁ\}p‘g
Qj_’,_ A /7 Q ¥

M / 5 ,\/ < \ & ‘/
Date / ‘ Date / Date / Date / A
Jara: 13.02.2026 Jlata: 13.02.2026 Ilata: 13.02.2026  ||/ara: \2—>2— 207

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN:

L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Qf‘

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

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

CERTIFICATE OF ANALYSIS ¢ : 29198166 56001-02

CEPTUDUKAT AHAJIU3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ixkenpece (keroponak) Tab/ieTKH, JHCHEPrApyeMble B MOJI0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepusi Ne V2600238 O6bem cepun " 36,00,000 Tab

Analytical Repovrt No/ . 040003278038 Date of Analysis / - 13.02.2026

AHamuTHYeCKHH oTyeT No Jara ananu3za

Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027

JaTa npousBoacTBa Tonen mo

Mfg. License No. /

TponssoncTaennasn . MNB/05/263 VIS : JIII-Ne(004669)-(PT-RU)
Homep PY

gunenzus Ne

PIL version approved: / Uncrpykuus yrBepaxaena: 21.04.2025

Analysis performed according ND: / Ananuz nmposenen no HJI: JII-Ne(004669)-(PI'-RU)-190224

3akiioueHHe 0 cooTBeTcTBHM: «Hacrosmum S moaTBepKIaro, 9YTO INpUBEACHHAs BbIlle HHOOpPMALHUS ABJACTCS
JOCTOBEPHOM M TOYHOH. DTa cepus MPOAYKIMH IIpOU3BEACHA (BKIIOYas YNAKOBKY (MapKMpPOBKY) M KOHTPOJb
KauecTBa) HA BBIIIEYKAa3aHHOW IPOM3BOJACTBEHHON IUIOMAJKE (IUIONIaAKAaX) B IIOJHOM COOTBETCTBHU C
TpeboBauusmu IIpaBun Hayiexamel [IPOM3BOJCTBEHHOM NPAKTHKA EBPasHiCKOr0 3KOHOMHYECKOTO COH03a U
TpeGOBaHKMAMY KOHTPOJISI KAayecTBa JICKApCTBEHHBIX CPEJICTB, @ TAKXKE€ B COOTBETCTBMH CO CIEHHPUKALUIMH,
COJIEPKAIUMHUCS B PETHCTPAIIMOHHOM JIOChE CTPAHEI-UMIIOpPTEpa. 3alUCu 110 IPOU3BOJCTRY, YIAKOBKE U aHATIM3Y
IpOBEPEHB], ¥ YCTAHOBJICHO MX COOTBETCTBUE TpeOoBaHMAM lIpaBui HajexKallel npoU3BOACTBEHHON MPAKTHKH

EBpa3uiickoro 3kOHOMHYECKOI0 COI03a».
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Remarks : The Product confirms to ND/
Ipumeuanue: [poaykT cooTBeTCTBYET TpeOoBanusaM HJL

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
TMoarorosnero: Rama Kant ||[Iposepeno: Pardeep  |[ITposepeno (AOK): |[Onobpeno: O6ecneuenue kauectsa/OTBETCTBEHHOE
Kumar Amit Kumar JIUILIO: \§ _
@J\L@/ 1 A s
= /\"/ — \
Date / Date / Date / Date /
Hara: 13.02.2026 Jlata: 13.02.2026 Hara: 13.02.2026 Hara: ‘3 228 26

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: L85195AP1984PLC0O04507

www.drreddys.com




