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

CEPTUOPUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoayxT: Keropon® Dxenpecc (keTroposiak) TabJaeTKH, JHCIEPrapyeMble B MOJIOCTH pTa, 10 mr

Market / PoiHok :Russia / Poccus

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

Cepust Ne % V26002476 O0Bem cepuu " 36,00,000 Tab

Analytical Repourt No/ . 040003281929 Date of Analysis / - 13.02.2026

AHajiHTHYEeCKHi oTyeT Ne JlaTa aHAJH32a

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

JlaTa npou3BoACTBA Togen o

Mfg. License No. / MA number: /

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

JuneH3ns Ne

Analysis performed according ND: / Ananu3s nposegen mo H/I: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UacTpyknus yreepxaena: 21.04.2025

Page 1 of 11/ Crp. 1 n3 11

No " i
Ne Test / IlokazaTens Results / PesynbTaThl 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. / Kpyruble rnockue
side. / Kpyrneie niockue TabneTku c (ackoil, CBETIIO-KEITOro0 IBeTa C
TabneTky ¢ Gackoi, CBETIIO- rpaBUpPOBKOH «l» Ha ONHOI cTOpOHeE.
JKENTOrO LIBETa C IPaBUPOBKOH
«l» Ha ogHOII cTOpOHE.

2 Identification / UaenTudnrauus

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-
CTIEKTPBI MOMTOLEHHS UCNBITYEMOro pacTBopa
pacTBOopa CTaHAZAapTHOro o6pasua KeTopolaka
TPOMETaMUHA JOJDKHBI UMETh MaKCUMYMB! IIpU
OJIHOH W TOM ke JUTHHE BOJHBI (+ 2 HM).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [IpoaykT cooTBeTcTBYET TpebosaHusiM HJL 3aknwyenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[TonrorosneHo: Shivani [Tposepeno: Rama ITpogepeno (AOK): [|Omo6peHo: Obecneuchue kauectsa/OTBeTCTBEHHOE
Kant [/t Amit Kumar NULO: . L,O‘J
}f} W % /\77, >y
Date / Date / | Dale'/ Date /
Jlara: 13.02.2026 Jlara: 13.02.2026 Jata: 13022026 |Tara: | 31" 2226

Registered Office:

8-2-327, 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 Q;-

CERTIFICATE OF ANALYSIS

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

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

CEPTUPUKAT AHAJIM3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxenpece (Keroposiak) Tab/ieTKH, IHCIIEPrUpyeMble B MoJI0cTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne = V2500246 O61beM cepun " 36,00,000 Tab

Analytical Report No / © 040003281929 Date of Analysis / © 13.02.2026

AHaJIHTHYEeCKHH oTyeT Ne JlaTa ananusza

Date of Manufacture / - 01/2026 Date of Expiry / - 1212027

JlaTa npon3BojcTBa TI'ogen oo

Mfg. License No. / ]

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

anueniug Ne

Analysis performed according ND: / Anann3z nposenen no HJI: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / HncTpykuust yreepaxxkaena: 21.04.2025

Page 2 of 11/ Crtp. 2 u3 11

No
Ne

Test / Iloka3zarenn

Results / Pe3yibTaTthl

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).
/ BpeMsa ynepXUBaHHS OCHOBHOTO IMKa Ha

XpoMaTorpamme HCILITYEMOrO  pacrBopa
[IOIDKHO COOTBETCTBOBATh BpPEMEHHU
yIAEp)KUBaHUA OCHOBHOTO nuKa Ha
XpoMarorpaMMe  pacTBOpa  CTaHAAPTHOTO

obpasua KeTopojlaka TpoMeTaMuHa (pasjen
«KonmyecTBeHHOE ONpenesICHHE ).

Remarks : The Product confirms to ND/ " |[Conclusion : APPROVED /
[Tpumeuanne: IIpogyKT cooTBETCTBYET TpeboBanusaM HJJ 3akmwuenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toarorosneno: Shivani [Tposepeno: Rama [IposepeHo (AOK): ||Omobpeno: Obecneuenue kauecTsa/OTBETCTBEHHOE
Kant Amit Kumar C JIUIO: .
= U A
.J 9
Date / Date / Date / Date / .
Hara: 13.02.2026 Jara: 13.02.2026 Jara: 13.02.2026 JlaTta: , gfbl&wzé

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, 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 ":'.

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykr: Keropoa® Dxcnpece (keTopoJiak) TabjeTK, AucneprupyemMble B M0J0CTH pTa, 10 Mr

Market / PoiHok :Russia / Poccus

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

Cepus No £ V2600276 Oo6bem cepun " 36,00,000 Tab

Analytical Report No / © 040003281929 Dateiof Snalysis: . 13.02.2026

AHanuTHYecKHH oTUeT No Jara anaaunza

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

JaTa npou3BoAcTBa T'ogen po

Mfg. License No. / MA number: /

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

Jnnensus Ne

Analysis performed according ND: / Ananus nposeaen mo HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / UucTpyxuus yreepxxaena: 21.04.2025

Page 3 of 11/ Crp.3 mu3 11

Results / Pe3ynbTaTsl

Specification / Hopma

By Test / IlokazaTesb
Ne
Butylhydroxyanisole /
Bymunzudpoxcuanuson

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 yAepXKUBaAHUA IUKOB 2-
OYTUITHAPOKCHAHU30I1A " 3-
OyTUNTHMIPOKCHAHU30JIa Ha  XpoMaTorpamMMe
HCHBITYEMOTO pacTBOpa JOJDKHBI
COOTBETCTBOBaTb  BpEMEHaM  YAepXKHMBaHHS
NMUKOB  2-OyTWNrujpokcHaHuzosa W 3-
OyTHIrHAPOKCHAHM30NA HA  XPOMATOIPaMME
pacTBopa CTaHJAPTHOTO o6pasna
Oyrunrugpoxcuanmnszona (pasgen «ConepkaHue
OYTUNTHIPOKCHAHU30JIA).

Remarks : The Product confirms to ND/

IMpumeuanue: TIpogykt coorBeTcTBYET Tpebobanusam HJL

Conclusion : APPROVED /
3akawyenne: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Noarorosneno: Shivani [Nporepeno: Rama [Mposepeno (AOK): ||Onobpeno: Obecnedenne kauecTBa/OTBETCTBEHHOE
Kant Amit Kumar JIHLO:
r - <
% ) W f\ // N 7
Date / Date / Date / Date /

Jlara: 13.02.2026

Harta: 13.02.2026

Hara: 13.02.2026 Hara:

)@@’L“%lé

Registered Office: 8-2-337, Rnad 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 Q‘!'.

CERTIFICATE OF ANALYSIS

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

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

CEPTUPUKAT AHAJIN3A

Tel : +91 98166 56001-02

www.drreddys.com

Product ;: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Dkenpece (keTopoak) Tab1eTKH, AMCHepripyeMble B MOJ0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne & V260026 Oodnem cepnn " 36,00,000 Tab

Analytical Repourt No/ - 040003281929 Date of Analysis / . 13.02.2026

AHanuTHYeckni oTuet No JlaTa anaiau3za

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

JlaTa npou3BoacTBa T'oxen g0

Mfg. License No. / .

TipeNaBoNCIEeRnaR . MNB/05/263 S nanh e . JITI-Ne(004669)-(PT-RU)
Homep PY

JinueH3ust Ne

Analysis performed according ND: / Ananns nposeaen mo HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / UncTpykuus yreep:xaesa: 21.04.2025

Page 4 0f 11/ Crp. 4 n3 11

1;.:) Test / IlokazaTenn Results / PesyabTaTh! Specification / Hopma
3 Average weight / Cpeanssi 69.4 mg /69,4 Mr 672mg to 72.8mg (70.0mg + 4.0%). /
Macca Ot 67,2 mr go 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 orimity of weig Complies / CooTBETCTBYET 18/20 Tabnetoxk — He Gomee 10 %;
AHOROZIHOETE MAcCHl 2/20 Tabnetok — He Gonee + 20 %.
4 Disintegration time /
Pacnapaemoctnb
00 min 21 sec / 00 muH 21 cek Not more than 3 min. / He Gonee 3 Mum.
5 Dissolution / PacTBopeHHe Unit-1/ Tabna-1 103 % Not less than 75 % (Q) of CisH3NO3+C4H1NO3
. (ketorolac tromethamine) in 15 min. / He menee
Unit-2 / Ta6n-2 104% | 750, (Q) CisH1sNO3*CsHNO; (keropornaka
Unit-3 / Ta6n-3 101 % | TpomeTamuH) depes 15 MuH.
Unit-4 / Tabn-4 104 %
Unit-5 / Tabn-5 103 %
Unit-6 / Tabn-6 103 %

Remarks : The Product confirms to ND/
IMpumeuanne: [IpoayxT cooTBeTCTBYET TpeboBaHusaM H/J

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Checked by /
[Tposepeno: Rama

Prepared by /
[Toarorosneno: Shivani

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

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneyenne kadecTsa/OTBETCTBEHHOE

Kant M Amit Kumar N JIALIO: D
” "y
= o )
Date / Date / Date / Date /
Jlara: 13.02.2026 Jlata: 13.02.2026 Jlata: 13.02.2026  ||ara: | 22— 1026

Registered Office: 8-2-337, Road No. 3, Banjars Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 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

CEPTUOUKAT AHAJIU3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoayxT: Keropon® xenpecce (keToposiak) Tab/ieTKH, AMCIePrUpyeMble B oJiocTH pTa, 10 Mr

Market / PoiHoK :Russia / Poccus

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

Cepus Ne B V2600216 O6beM cepun " 36,00,000 Tab

Analytical Repovrt No/ - 040003281929 Date of Analysis / . 13.02.2096

AHaJHTHYeCKHH oTyeT No JlaTa anaan3a

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

JaTta npou3BoJacTB2 T'oxen no

Mfg. License No. / MA number: /

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

JnueH3us Ne

Analysis performed according ND: / Ananu3s nposenen no H/: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MucTpykuns yreepxaena: 21.04.2025

Page Sof 11/ Crp. S u3 11

‘1;.2 Test / [Toka3zaTennb Results / PesynbraTthbl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a 710 pm
JducnepcHocts sieve is formed. / OOpasyetcs omHoponHast
CYCTIEH3Us, [POXOAsAUIas CKBO3b CHTO C
pasmepoM oTBepcTHil 710 MxM.
7 Impurities / [Ipumecu

1-hydroxy analog of
ketorolac: /
1-rugpokcHaHanor

Below LOD (LOD = 0.0010%) /
Hwxe npenena obuapyxenus (I10

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

=0.0010 %)
KeToponaka
1-keto analog of ketorolac / 0.05 % not more than 0.8 %,; / ue 6onee 0,8 %;
1-keToaHaor KETOpoiaka
unidentified impurity / 0.01 % not more than 0.5 %; / He 6onee 0,5 %;
eIMHUYHasA
HeuaeHTH ULV pOBaHHAs
[IPUMEChH
total impurities / 0.1% not more than 1.0 %. / He Gonee 1,0 %.
CyMMa IpuMecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: Iponykr cooTBeTcTBYET TpeboBaHusM HJJ 3akmoyenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IToarororneHo: Shivani [Iposepeno: Rama [Tposepeno (AOK): ||Onobpeno: Obecneuenue xauecTra/OTBETCTBEHHOE
- Kant d_ Amit Kumar JULO: X U‘)
A 2
Date / Date / ' Date / Date / ,
Jara: 13.02.2026 Tara: 13.02.2026 Jlara: 13.022026  ||Hara: )T 22~2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Talangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




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

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Jxcnpece (keTopoaax) TabJeTKH, AUCHEPrHPYeMble B I0JI0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne V2600246 Oobem cepuu " 36,00,000 Tad

Analytical Repourt No / - 040003281929 Date of Analysis / . 13.02.2026

Ananutnyeckuii oryert Ne Jlara ananu3sa

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

Jlara npousBoacTBa T'onen g0

Mfg. License No. / MA number: /

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

JuueH3ust No

Analysis performed according ND: / Anann3s nposeaen no H/I: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Hucrpykuus yreepsxaena: 21.04.2025

Page 6 of 11/ Crp. 6 u3 11

1;.? Test / IlokaszaTean Results / PesynbTaTst Specification / Hopma

8 Water content / 1.9 % Not more than 7.0 %. /
Conep:xanye BOAbI He Gonee 7,0 %.

9 Residual solvents / OcTaToO4HBIC OPraHH4YecKHe PACTBOPHUTENH
Isopropyl alcohol / 12 pg/tab / Not more than 350 pg/tab. /
H3zonpomnaHon 12 MKr B TabneTke He Gonee 350 Mkr B TabneTke.

Remarks : The Product confirms to ND/
IMpumeuanue: IIpoaykT cooTBeTCTBYET TpeboBaHusM HJL

Conclusion : APPROVED /
3axmwuyenne: OJJOBPEHO

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

[TonroropneHo: Shivani [Tposepeno: Rama IMposepeno (AOK): |[OnoGpeno: OGecneuenue kauectsa/OTBETCTBEHHOE
Kant Amit Kumar JIULIO: v }D‘l "

Date / Date / Date / Date /

Hara; 13.02.2026 JHara: 13.02.2026 Jara: 13.02.2026 JlaTa: \ 3’7} 1—2026

Registered Office: 8-2-337, Road No. 3, Banjara Hifls, 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
Vili. Khol, Nalagarh Road, Baddi,

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropoa® Dkcenpece (keToponak) TabieTKH, AMCIEPrupyeMble B MOJI0CTH pTa, 10 Mr

Market / Poinox :Russia / Poccus

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

Cepusi Ne i V2600276 O06Bem cepun " 36,00,000 Tab

Analytical Repourt No / - 040003281929 Date of Analysis / . 13.02.2026

AHanuTH4YecKHi oTyeT Ne Jara anaansa

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

JaTa npou3BOJACTBA T'ogen no

Mfg. License No. / MA number: /

IIpou3BoACTBeHHAS : MNB/05/263 moer: : JITI-Ne(004669)-(PT-RU)
Homep PY

Junenzus Ne

Analysis performed according ND: / Auaan3 nposeaen no HJI: JITI-N(004669)-(PT'-RU)-190224
PIL version approved: / Hucrpykuus yrBepxaena: 21.04.2025

Page 7 of 11/ Crp. Tn3 11

1;.? Test / IlokasaTenn Results / Pe3ynpTaThl Specification / Hopma

10 Microbiological purity*/ Mukpoouosoruueckast 4ncrora*

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

Count / obliiee 4UCIIO He Gonee 10° KOE/r;

a5pO6HbIX MUKPO-

OpraHU3MOB

Total Combined Yeast and NA not more than 102 CFU/g; /

mold count / o61mee yucso He 6onee 10? KOE/T;

JPOKKEBBIX U [UIECHEBBIX

rpuboB

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

11 Uniformity of dosage units / Acceptance value (4V) not more than 15.0
OaHOPOAHOCTD 55 [MokazaTens npuemiaeMocTH (A V) noymkeH ObITh
NO3UPOBAHHLIX €IHHHULL ' He 6onee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIpoaykT cOOTBETCTBYET TpeboBaHusAM HJI 3axumouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[MoarorosneHo: Shivani IlposepeHo: Rama [Tposepeno (AOK): ||Ono6peno: Obecneuenne kauecTpa/OTBETCTBEHHOE

Kant Amit Kumar ULO;

[ o

Date / Date / \ Date / Date / \ B,b 7 —72.8 W
Jlara: 13.02.2026 Jara: 13.02.2026 Jata: 13.02.2026 JHara:

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: 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

CEPTUOUKAT AHAJIU3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkcnpece (keTopoiak) TabeTKH, IHCNEPrupyemMble B 10J10CTH pTa, 10 Mr

Market / Poinox :Russia / Poccust

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

Cepus No B MEBIZS O6bem cepuu © 36,00,000 Tab

Analytical Repourt No/ . 040003281929 Date of Analysis / - 13.00.2026

AHajJuTHYecKHH oTueT Ne Jara ananusa

Date of Manufacture / - 01/2026 Date of Expiry / . 122027

JarTa npon3BoacTBa I'open no

Mfg. License No. / MA number: /

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

JHneH3us Ne

Analysis performed according ND: / Ananu3 nposeaen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UacTpykuus yrBepxkaena: 21.04.2025

Page 8 of 11/ Crp. 8 m3 11

1;.? Test / IlokasaTesb Results / PesyabTaTsl Specification / Hopma
12 Assay / KosinuecTBeHHOe 10.2 mg/ 10,2 Mmr From 9.0 mg to 11.0 mg of
ompeaeseHue (102.3 %) Ci5H13NO3+C4H| ] NO; (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 Mr Ji) 11,0 mr
C 15H 13NO3°C4H1 1NO3 (KeToponaKa
TpomeramMuH) (oT 90,0 mo 1100 % or
3asABJICHHOTO KOJMYECTBA) B TabNeTKe.
13 Butylhydroxyanisole 0.0995 mg/tab / Not less than 0.042 mg/tab. /
content / Copaepxkanue 0,0995 Mmr B TabneTke He menee 0,042 Mr B TabneTke.
OyTUNrHAPOKCHAHU30/12

Remarks : The Product confirms to ND/
[Tpumeuanue: IIponykT coorBeTcTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3akmouenne: OJIOGPEHO

Prepared by / Checked by / Checked by (AQA) / [|[Approved by: Quality Assurance/Authorized person /
[TopgrotoeneHo: Shivani [Mposepeno: Rama [IpoeepeHo (AOK): ||Omo6peno: OGecnieuenre kauecTra/OTBETCTBEHHOE
3 Kant \JA‘ Amit Kumar JIULIO: ¥ )
/
Date / Date / ‘ Date / Date /
Jlata: 13.02.2026 Jlara: 13.02.2026 Jata: 13.02.2026  ||Tara: ) 2012076

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




Dr.Reddy’s ‘g‘

CERTIFICATE OF ANALYSIS

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

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

CEPTU®UKAT AHAJIM3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jkcnpece (keTopoJiak) TabJaerku, Aucneprapyembie B Mo10¢TH pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepust Ne £ V2600276 O6neM cepun " 36,00,000 Tab

Analytical Repourt No/ - 040003281929 Date of Analysis / . 13.02.2026

AHanuTHYeCKHi oTueT Ne JlaTta ananunsa

Date of Manufacture / . 01/2026 Date of Expiry / . 19/2027

JlaTa npou3BoAcTBa I'onen g0

Mfg. License No. / MA number: /

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

Junen3ns Ne

Analysis performed according ND: / Ananau3 nposeaen no HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MncTpykuusi yreep:xaena: 21.04.2025

Page 9 of 11/ Ctp. 9 u3 11

OnucaHue YIaKkoBKH

(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerok B
6mucrepe w3 (ITA/AJIIID ¢
piaronorioruteseM/[13BIT)
doneru // (I19/AJ1) ¢oneru. Io
2 Gnuctepa BMeCTE C JUCTKOM-
BKJ1/IblLLIEM B nauKy
KapTOHHYIO.

1;.“0 Test / Ilokasatenn Results / Pe3yabTaThl 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. / Tlo 10 Tabnetok B GaucTepe u3
(ITA/AJI/TTD ¢ BnaronoriotuteneM/II12BII)
donern // (IID/AJI) doneru. Ilo 1 win 2
OnucTepa BMECTE C JIMCTKOM-BKJIQJbIILEM B
MayKy 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.
* [Ipn BLINYCKe JIEKAPCTBEHHOIO MpPENapaTa KOHTPOJIb KAUeCTBa 10 nokasaTesto «Mukpobuooruyeckas
4YHCTOTa» NPOBOAMTCS AJIsT Kaxkaoi 20-0if cepuu, nau AJIs OAHOI CepHH B oA, B 3aBUCUMOCTH OT TOTO, YTO
HACTYNHUT paHsbllie.

Remarks : The Product confirms to ND/
[pumeuanue: [1poaykr coorseTcTBYET TpeboBaHuaM H]

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Moarorosaeno: Shivani [MpoBepeHo: Rama [Tporepeno (AOK): ||Onobpeno: Obecnedenue kauecTsa/OTBETCTBEHHOE
/) ‘)/ Kant 0& Amit Kumar N JIH110: (2;—\}9/
. / [
Date / Date / Date / Date / <
Jlata: 13.02.2026 Tlata: 13.02.2026 Jlata: 13.02.2026  ||Mara: ) 22— 202

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 49€0 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

CEPTHOHNKAT AHAJIN3A

Tel : +91 98166 56001-02

www.drreddys.com

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

Ipoaykr: Keropon® Ixcnpecc (keTopoak) Tabnerku, IMcneprupyemMole B HOJI0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepust Ne b N26002415 O6beM cepuu " 36,00,000 Ttabd

Analytical Repo:‘t No / - 040003281929 Date of Analysis / . 13.02.2026

AHasiuruyecKknii oryer No Jlata ananu3a

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

HJata npousBojacTBa T'open 0

Mfg. License No. / )

Dy m— . MNB/05/263 TCK numBCr=¥i . JII-Ne(004669)-(PT-RU)
Homep PY

Juuen3ns Ne

Analysis performed according ND: / Ananun3s nposeaen no HJ/I: JITI-N2(004669)-(PT'-RU)-190224

PIL version approved: / MucTpykuns yreep:kaena: 21.04.2025

Page 10 of 11/ Ctp. 10 w3 11

API name / HaumenoBanue ADC:

Ketorolac tromethamine / Ketoponaka TpomMeramMuH

INN / MHH:

Ketorolac / Ketoponax

API manufacturer batch number /

Homep cepun nponspoautens ADC: AB5H002093
FP Manufacturer API Batch number /
Howmep cepun cyGcTaHIUH TPOH3BOAKTENA FESA00356

I'J®:

API Manufactured by & country /
Hpouszeoaurens ADC, cTpana:

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

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

HaumenoBanue, agpec, JJHIEHIU 1A
IIponseoacTeenHas miomanka / Ilnomanka
KOHTPOJA KadecTBa / Iliomanka 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) /

H-p Pennu’c Jlabopatopuc JIta., Uanus, [IpouseoacTeeHHOE
nojpazaenenue-6, Bunn. Kxons, Hanarapx Poyn, banmu, J{uctpukr
Conan, X.I1., 173205, Uanus (nuuensas nomep 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 establishedy.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

ITpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanmsiM HJI

3akmovenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Toaroroeneno: Shivani [Tposepeno: Rama [Tposepeno (AOK): |[Onobpeno: Obecneyenue kayecTBa/OTBETCTBEHHOE
Kant Amit Kumar NULO: ‘}D
; o
%l w pur (B
—_ \
Date / Date / Date f. Date /
Hara: 13.02.2026 Jara: 13.02.2026 Hara: 13.02.2026 Jara: \ Z/DZ‘ 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: mail@drreddys.com
CIN: L85195AP1984PiLC004507

www.drreddys.com



Dr.Reddy’s Q3¢

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

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

CERTIFICATE OF ANALYSIS , _
www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoaykT: Keropoa® Jkcnpece (keToposnak) TabJeTKH, AMcHeprupyeMble B 10JI0CTH pTa, 10 Mr
Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / . 36,00,000 tab /
Cepus Ne i ViA600216 O6beM cepun " 36,00,000 Tab
Analytical Repovrt No / - 040003281929 Date of Analysis / - 13.02.2026
Anajgurnueckuii oruer Ne Jara anaanza
Date of Manufacture / - 01/2026 Date of Expiry / . 12/2027
JlaTa nponzBoacTBa I'ogen no
Mfg. License No. / MA number: /
IIpouszBoacTBeHHAs : MNB/05/263 - : JIII-Ne(004669)-(PI'-RU)
Homep PY
Junensust Ne
Analysis performed according ND: / Ananns nposeaen nmo HJI: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Uncrpykiuus yreepaxaena: 21.04.2025

3axurouenue o coorBeTcTBHM: «HacTosmum s moATBEpXKIal0, YTO IPUBE/ICHHAS Bhlle HHGOpManus sSBIsSETCS
JIOCTOBEPHOW W TOYHOH. DTa cepus MPOAYKIUH MPOU3BeAeHa (BKIIOYas yNaKoOBKY (MAapKHUpPOBKY) M KOHTPOJb
KauyecTBa) Ha BBIIICYKA3aHHONH MPOM3BOJICTBEHHON IUIomaake (IUIOMIAZKaX) B TOJHOM COOTBETCTBHH C
TpeboBanmsiMu [IpaBuin Hajuiexamed NpoU3BOACTBEHHON NPAKTUKH EBpaswiCKOro 3KOHOMMYECKOIO COI03a M
TpeGOBaHMsIMH KOHTPOJS KaueCTBa JIEKAPCTBEHHBIX CPEJICTB, @ TAKKE B COOTBETCTBUM CO CHEIH(UKAIUAMH,
COJIEPKAIIMMHUCS B PETUCTPALIOHHOM JI0ChE CTPaHbI-UMIOPTEPA. 3alHCH 110 IPON3BOJICTBY, YIIAKOBKE U aHAIU3Y
IIPOBEPEHE], H YCTAHOBJIEHO MX COOTBETCTBUE TpeboBaHMAM lIpaBui HajIeKalled MPOU3BOACTBEHHOM IPAKTUKH

EBpaSHfICKOFO OKOHOMHYCCKOI'O COI03an».
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Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Tpumeuanue: Ilpoaykr cooTeTcTBYET TpeboBanuaM HJI 3aknwuenune: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Moarorosneno: Shivani [Tposepeno: Rama ITposepeno (AOK): [|Onobpeno: ObecneueHue xauecTBa/OTBETCTBEHHOE
Kant Amit Kumar JTMLO: ‘ N
b > S VEV
Date / Date / Date / Date / .
Jlata: 13.02.2026 Tara: 13.02.2026 Jlata: 13.02.2026  ||/Tara: ) L2210 28

Registered Office: 8-2-337, Road No. 3, Banjara Hitls, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




