Dr.Reddy’s Q‘:'.

CERTIFICATE OF ANALYSI

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vili. Khol, Nalagarh Road, Baddi,
S 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
IpoayxT: Keropon® Dxenpece (keroposiak) TabaeTKH, JMCIeprapyemMble B HOJIOCTH pTa, 10 mr

Market / PoiHok :Russia / Poccus

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

Cepust Ne % VAR00L70 O0Bem cepuu " 36,00,000 Tab

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

AnajnTu4uecKkuii oruer Ne JlaTa aHAJIH3a

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

JlaTa npou3BOACTBA Togen o

Mfg. License No. / MA number: /

IIpousBogcTBEHHAN : 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: / UHcTpyknus yreepxaena: 21.04.2025

Page 1 of 11/ Crp. 1 n3 11

No ; :

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. / Kpyrible rmnockue
side. / Kpyrneie niockue TabneTku ¢ hackoif, CBETIIO-KEITOro IBeTa C
TabneTky ¢ Gackoi, CBETIIO- rpaBUpPOBKOH «l» Ha ONHOI cTOpOHE.
JKENTOro LIBETa C FPaBUPOBKOH
«l» Ha ogHOI cTOpOHE.

2 Identification / MaenTudnrauus -

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 MOMIOLEHHS MCNBITYEMOro pacTBopa
pacTBOpa CTaHAZapTHOro o6pa3ua KeTopolaka
TPOMETaMUHA JIOJDKHBI UMETh MaKCHMYMB! IpU
OJIHOH M TOM ke JUTMHE BOJHBI (+ 2 HM).

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

Conclusion : APPROVED /
3aknwyenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[TonrorosneHo: Shivani [Tposepeno: Rama Ipogepeno (AOK): ||Onob6pero: ObecnieyeHue kauecTa/OTBETCTBEHHOE
Kant bt Amit Kumar j17(1H . _)JJ .
- / \
L I B
Date / Date / Dale'/ Date /
Jlata: 13.02.2026 Jlara: 13.02.2026 Mara: 13.02.2026 || Tara: | 321" 2226

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

\ 1

CERTIFICATE OF ANALYSIS

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

Vilt. 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
Ipoaykr: Keropon® Dxenpece (KeToposiak) Tab1eTKH, AMCIEPrUpyeMble B M0J10¢TH pTa, 10 mr

Market / Poinok :Russia / Poccus

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

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

Analytical Repovrt No/ . 040003281929 Date of Analysis / . 13.02.2026

AHAJIMTHYECKHH oTYeT No JaTa aHayiu3a

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

JlaTa npon3BoJcTBa T'ogen oo

Mfg. License No. / MA number: /

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

auneH3usa Ne

Analysis performed according ND: / Ananu3 nposenen no HJ/I: JIIT-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UacTpyxkuus yreepxaena: 21.04.2025

Page2 of 11/ Ctp.2 n3 11

No
Ne

Test / [Ioka3aTeanb

Results / PesyibTaThl

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 ynepXuBaHHS OCHOBHOTO IIMKa Ha

XpOMaTorpaMMe  MCIbLITYeMOr0  pacTBopa
[IOTKHO COOTBETCTBOBATh BpPEMEHH
YAEp)KUBAHHA OCHOBHOTO nuka Ha
XpoOMaTorpaMMe  pacTBOpa  CTaHIapTHOTO

obpasua KeTopojlaka TpoMmeraMuHa (pasjen

«KosniecTBEHHOE ONpeneaeHue»).

Remarks : The Product confirms to ND/
[Mpumeuanne: [IpoaykT cooTBeTcTBYeT TpeGoBaHuaM HJJ

Conclusion : APPROVED /
3akarwuenne: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[ToaroTtosneno: Shivani I[Tposepeno: Rama [Iposepeno (AOK): [|OmoGpeno: Obecneuenue kauectsa/OTBETCTBEHHOE
Kant Amit Kumar JIVLIO:
}/ Ufl} —. N
o | N\ \ -
Date / Date / Date / Date / \
Jara: 13.02.2026 Jata: 13.02.2026 Jara: 13.02.2026 Jara: ) &fb 20 24

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 “:'.

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
Ipoaykt: Keropoa® Dxcnpece (keTopoJiak) TabjeTKd, AucneprupyemMsole B M0J0CTH pTa, 10 Mr

Market / PoiHok :Russia / Poccus

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

Cepus No  ¥A00050 O6bem cepun " 36,00,000 Tab

Analytical Report No / © 040003281929 Tite OF Analysis . 13.02.2026

AHanuTH4YecKHH oT4eT No Jara anaauza

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

JlaTa npou3BoAcTBa T'ogen pno

Mfg. License No. / MA number: /

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

Jnuen3us Ne

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

Page3 of 11/ Crp.3 n3 11

Results / Pe3ynbTaTsl

Specification / Hopma

Na 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 yAepXKUBaAHHA IUKOB 2-
OYTHUITHAPOKCUAHU30IIA " 3-
OyTUNTHAPOKCHAHU30JIa Ha  XpoMaTorpamme
HCHBITYEMOTO pacTBOpa IOJIKHBI
COOTBETCTBOBaTb  BpEMEHaM  YAEpXKHBaHHS
NUKOB  2-OyTWnrujpokcHaHuzosia W 3-
OyTHIrHAPOKCHAHM30NA HA  XPOMATOIPAMME
pacTBopa CTaHJAPTHOTO o6pasLa
Oyrunrugpokcuanmnszona (pasgen «ConepikaHue
OYTUITUIPOKCHAHHU30JIA).

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 /
[NoarotosneHo: Shivani [Nporepeno: Rama [Iposepeno (AOK): ||Onobpeno: Obecneuenne kauecTsa/OTBETCTBEHHOE
Kant Amit Kumar JIHLO:
a ; < s
% ) W f\ // N 2
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
IMpoaykt: Keropoa® Dkenpece (keTopoiak) Ta6eTKH, AMCHeprHpyeMble B MOJ0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus
Batch No / ) Batch Quantity / . 36,00,000 tab /
Cepus Ne & v2allaro Obnem cepnn " 36,00,000 Tab
Analytical Repourt No/ - 040003281929 Date of Analysis / - 13.02.2026
AHanuTHyecknii oTuet No JlaTa anaau3za
Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027
JlaTa npou3BoacTBa Toxen g0
Mfg. License No. /
. MA number: / )
IIpouzBoacTBennas : MNB/05/263 Howmep PY : JIII-Ne(004669)-(PI'-RU)

Jannenzus Ne

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

Page4 of 11/ Crp. 4 n3 11

1;.:) Test / IlokazaTenn Results / PesyabTaTth! 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 ormity of weig Complies / CooTBETCTBYET 18/20 Tabnetoxk -~ He ©Gomee + 10 %;
AMDPOAHOETE MAtes! 2/20 Tabnetok — He Gonee + 20 %.
4 Disintegration time /
Pacnamaemoctnb
00 min 21 sec / 00 muH 21 cek Not more than 3 min. / He Gonee 3 mMum.
5 Dissolution / PacTBopeHHne Unit-1/ Tabna-1 103 % Not less than 75 % (Q) of CsH3NO3+C4H1NO3
. (ketorolac tromethamine) in 15 min. / He menee
Unit-2 / Tabn-2 104% | 750, (Q) CisH1sNO3*C4HNO; (keroponaka
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 TpeboBaHuaM HJJ

Conclusion : APPROVED /
3akarwuenne: OJJOBPEHO

Checked by /
[Tposepeno: Rama

Prepared by /
Ioarorosneno: Shivani

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

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

Kant &d_\ Amit Kumar A JIALIO:
— /_z 6
/ﬁ @’\\ 2 /\ = /\Zﬂj 7
Date / Date / Date / Date /
Jlara: 13.02.2026 Jlata: 13.02.2026 Jlata: 13.02.2026  ||[lara: | 22— 1026

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 “:'.

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 58166 56001-02

www. drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropon® Dxenpecc (keToposiak) TabieTKH, AMCIePrApyeMble B mojiocTH pTa, 10 Mr

Market / PoiHOK :Russia / Poccus

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

Cepus Ne & ¥zathisie O6BeM cepun " 36,00,000 Tab

Analytical Repovrt No/ - 040003281929 Date of Analysis / - 13.02.2006

AHanuTHyeckuii oTdyeT Ne B JlaTa ananuza

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

JnueH3ns Ne

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

Page Sof 11/ Crp. S u3 11

‘1;.2 Test / [TokaszaTesnnb Results / PesynbraTthl Specification / Hopma
6 Particle size distribution / Complies / COOTBCTC;ByeT A uniform suspension passing through a 710 pm
JducnepcHocts sieve is formed. / O6pasyetcs omHoponHast
CYCTIEH3HUs, MPOXOAAUIas CKBO3b CHTO C
pasmepoM oTBepcTHil 710 MxM.
7 Impurities / [Ipumecu

1-hydroxy analog of
ketorolac: /
1-rugpokcHaHaor

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

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

=0.0010 %)
KETOpoJiaka
1-keto analog of ketorolac / 0.05 % not more than 0.8 %; / ne 6onee 0,8 %;
1-KeToaHanor KeTopoaaka
unidentified impurity / 0.01 % not more than 0.5 %; / He 6onee 0,5 %;
eIMHUYHAS
HeuaeHTH(ULHpOBaHHas
IIPEMEChH
total impurities / 0.1% not more than 1.0 %. / He Gonee 1,0 %.

CymMMa IpuMecei

Remarks : The Product confirms to ND/
IIpumeuanue: IponykT cooTBeTcTBYET TpeboBaHusM HJJ

Conclusion : APPROVED /
3aknwyenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / |[Approved by: Quality Assurance/Authorized person /
[Tonrorosneno: Shivani [Tpogepeno: Rama [Tpoeepeno (AOK): ||Onobpeno: Obecneuenue kauecTBa/OTBETCTBEHHOE
. Kant d_ Amit Kumar JIMIO: g U‘)
A .
A5 @u\u/ A2 B
Date / ) " |[pate/ " Date / Date / ,
Mata: 13.02.2026 Mara: 13.02.2026 Jlara: 13.02.2026 || Tara: )L 22—~2024

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-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) TabjJeTKH, AUCHEPrHPYeMble B I0JI0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepust Ne #¥2000270 Oobem cepuu " 36,00,000 Tab

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

Ananutnyeckuii oruert Ne Jlara ananu3sa

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

Jlara npousBoacTBa T'onen 10

Mfg. License No. / MA number: /

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

JuneH3ust No

Analysis performed according ND: / Anann3 nposeaen no H/I: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Hucrpykuus yreepsxaena: 21.04.2025

Page 6 of 11/ Crp. 6 m3 11

1;.? Test / IlokasaTesan Results / PesynbraTs! Specification / Hopma

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

9 Residual solvents / OcTaToO4YHbIC OPraHH4YecKHe PACTBOPUTENHU
Isopropyl alcohol / 12 pg/tab / Not more than 350 pg/tab. /
H3onpomnaHon 12 Mkr B TabneTke He Gonee 350 Mkr B TabneTke.

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

Conclusion : APPROVED /
3axmwuyenne: OJJOBPEHO

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

[Togrotoenexo: Shivani [Tposepeno: Rama IMposepeno (AOK): |[Ono6peno: O6ecneuenue kauectsa/OTBETCTBEHHOE
Kant Amit Kumar JTALO: v ).D) »

Date / Date / Date / Date /

Hara; 13.02.2026 Jara: 13.02.2026 Jara: 13.02.2026 Jlarta: \ 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 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: Keroposn® Dkenpecc (keToponak) Tab/eTKH, AHCIEPrupyemMble B moocT pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne i V200000 O6bem cepun " 36,00,000 Tab

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

AHaJTHTHYEeCKHI oTUeT Ne Jata anaausa

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

JlaTa npou3BoacTBa Tongen go

Mfg. License No. / MA number: /

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

Juienzus Ne

Analysis performed according ND: / Anann3s nposeaen no HJ/I: JIII-N2(004669)-(PT'-RU)-190224
PIL version approved: / UncTpykuus yrBepxaena: 21.04.2025

Page 7 of 11/ Ctp. 7 n3 11

I;f Test / Iloka3aTenn Results / Pe3yabTaThl Specification / Hopma

10 Microbiological purity*/ MukpoGuosornyeckas uuctora*

Total Aerobic Microbial NA not more than 10° CFU/g; /

Count / ob11iee YHCNO He 6onee 10° KOE/r;

a3pOo6HbIX MUKPO-

OpraHu3MOB

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

mold count / o61uee yncIo He 6onee 10 KOE/T;

JPOXIKEBBIX M [HIECHEBBIX

rpubos

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

11 Uniformity of dosage units / Acceptance value (4V) not more than 15.0
OanopoaHoCTh 55 [TokazaTensb npuemieMocTH (AV) nomkeH ObITh
O3UPOBAHHbIX €IHHHL ' He 6onee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIponykT cooTBeTcTBYeT TpeboBanusiM HJJ 3axmouyenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IMoarorosneHo: Shivani [Tposepero: Rama [Tposepeno (AOK): ||[Onobpeno: Obecneuenue kayecTBa/OTBETCTBEHHOE

Kant Amit Kumar JHLIO:

T o S
e T 2

Date / Date / : Date / Date / | 32220 B
Hara; 13.02.2026 Hara: 13.02.2026 Jlata: 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: 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 AHAJIU3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropoa® Dkcnpecc (keToposiak) TaG/aeTKH, JHCIEPrupyeMbie B 10J10CTH pTa, 10 M

Market / Poinox :Russia / Poccust

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

Cepus Ne § Sadilils O6beM cepuu " 36,00,000 Tab

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

AHagauTHYECKHH oTUeT Ne JaTta ananu3sa

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

JaTa npon3BoacTBa T'ogen g0

Mfg. License No. / M iamibers ]

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

JnieH3ns Ne

Analysis performed according ND: / Ananu3 nposeaen mo HJI: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / MucTpykuus yrepxaena: 21.04.2025

Page 8 of 11/ Crp. 8 m3 11

NN:) Test / IloxkasaTensb Results / PesynbTaTsl Specification / Hopma
12 Assay / KosinuecTBeHHOe 10.2 mg/ 10,2 mr From 9.0 mg to 11.0 mg of
onpejesieHUe (102.3 %) CisHisNO3*C4H | NOs3 (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 Mr o 11,0 Mr
CisHisNO3+C4H | 1NO3 (keropounaka
tpomeramuH) (ot 90,0 mo 1100 % ot
3a54BJICHHOIO KOJIMYECTRA) B TalJeTKe.
13 Butylhydroxyanisole 0.0995 mg/tab / Not less than 0.042 mg/tab. /
content / CopepxkaHue 0,0995 mr B TabneTKe He menee 0,042 Mr B TabJeTkKe.
OyTMATHAPOKCHAHH30/1a

Remarks : The Product confirms to ND/
[Tpumeuanmue: [Ipoaykt cooTBeTcTBYeT TpeboBanusam HJ{

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[TonrotoBneHo: Shivani [Tposepeno: Rama [Tposepero (AOK): ||Omobpeno: Obecneuenue kauecTBa/OTBETCTBEHHOE
F Kant de\ Amit Kumar JIULIO: "
/
Date / Date / ‘ Date / Date /
Jata: 13.02.2026 Jlara: 13.02.2026 Tara: 13.02.2026  ||ata: )} 2olL-20%6

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 ":‘.

CERTIFICATE OF ANALYSIS

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

Vili. Khol,
Distt. Solan, H.P., 173 205, INDIA

CEPTU®UKAT AHAJIM3A

Tel : +91

Nalagarh Road, Baddi,

98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkcnpece (keTopoJak) Tabaerku, AMcneprupyeMbie B M010CTH pTa, 10 mr

Market / Poinok :Russia / Poccus

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

Cepusi Ne & V2600235 O0bem cepuu © 36,00,000 Tab

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

AHanuTHYeCKHI oTueT No JlaTa ananunza

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

JaTa npon3BoACTBa I'onen go

Mfg. License No. / 0 T A —

IIpousBoacTBeHHAH : MNB/05/263 H ) i JIII-Ne(004669)-(PT-RU)
omep PY

Junen3us Ne

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

Page 9 of 11/ Crp. 9 m3 11

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnerok B
omucrepe uz  (ITA/AJI/TID ¢
piarononiorutesem/[15BIT)
¢oneru // (I19/AJ1) ponsru. Ilo
2 Onucrepa BMecTe C JIUCTKOM-
BKJI/Ib1LLIEM B MayKy
KapTOHHYIO.

I;ho Test / IlokasaTenn Results / PesyabTaThl 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

blisters with patient information leaflet in a

carton pack.
(TTA/AJITID
¢donbru //

/ Tlo 10 Tabnerox B GnmucTepe U3
¢ BnaronoriotureneM/T12BIT)
(TI3/AJT) doneru. Ilo 1 wim 2

Onucrepa BMeCTe C JIMCTKOM-BKJIAJBIIIEM 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 BbINYCKe JIEKAPCTBEHHOI0 MpenapaTa KOHTPOJIb KayecTBa No nokasaTe o «Mukpobuosornyeckas
4YHCTOTA» NPOBOAUTCS AJTSI Kaxaoii 20-0if cepuu, Wiy AJIs OJHOI CEpHH B rojl, B 3aBUCHMOCTH OT TOrQ, 4TO
HACTYNUT paHblile.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipoaykt cootseTcTBYET TpeboBanuaM HJJ 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toarorosneno: Shivani [TpoBepeHo: Rama [Tpogepeno (AOK): ||Onobpeno: Obecneuenne kauecTsa/OTBETCTBEHHOE
o Kant Q\ Amit Kumar ’ JIH10: 5 o
/> ) : e § s /
e \

Date / Date / Date / Date / 4
Jlata: 13.02.2026 Tata: 13.02.2026 Jlata: 13.02.2026  ||Hara: ) 22— 202

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-6

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

CEPTHOUKAT AHAJIN3A

Tel : +91 98166 56001-02

www.drreddys.com

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

Ipoaykr: Keropon® Jxcnpecc (keTopoak) Tabnerku, JMcHeprupyemMble B HOJI0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepust Ne ¥ V2600276 O6beM cepuu " 36,00,000 Tab

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

AHasiuruyecknii oTyer No JlaTa ananu3a

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

HJata npousBojacTBa B T'open 10

Mfg. License No. / i

e —— . MNB/05/263 MA mumbere . JITI-Ne(004669)-(PT-RU)
Homep PY

Juuen3ns Ne

Analysis performed according ND: / Anann3s nposeaen nmo HJ/I: JITI-Ne(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 TpomMeTaMuH

INN / MHH:

Ketorolac / Ketoponax

API manufacturer batch number /

Homep cepun npounspoaurens ADC: aBBHO0008
FP Manufacturer API Batch number /
Howmep cepun cyGcTaHIUH TPOH3BOAKTENSA FESA00356

I'J®:

API Manufactured by & country /
Hpounszeoaurens ADC, cTpana:

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

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

HaumenoBanue, agpec, JIHIEHIUd 1A
IIponseoacTeenHas miomanka / Ilnomanka
KOHTpPOJsA KauecTBa / 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., Uunus, [IpoussoacteeHHOE
nojpazaenenue-6, Bunn. Kxons, Hanarapx Poyn, banmu, J{uctpukr
Conan, X.I1., 173205, Uanus (muuensas 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/

Ipumeuanue: [IpomykT cooTBETCTBYET TpeOoBaHusiM HJI

Conclusion : APPROVED /
3akmovenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Toarorosneno: Shivani [Tposepeno: Rama [Tposepeno (AOK): |[Onobpeno: Obecneyenue kayecTBa/OTBETCTBEHHOE
Kant Amit Kumar nMLo: w&
I (B
2 \
Date / Date / Date / Date /
Hara: 13.02.2026 Jara: 13.02.2026 Hara: 13.02.2026 Jara: \ Z’bl‘ 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: L85195AP1984PiC004507

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
HpoayxT: Keropoa® Jkcunpece (keToposnak) TabJeTKH, AMcHeprupyeMble B I0JI0CTH pTa, 10 Mr
Market / PoiHok :Russia / Poccus
Batch No / . Batch Quantity / . 36,00,000 tab /
Cepus Ne E¥2600270 O6BeM cepuu " 36,00,000 Tab
Analytical Repovrt No/ - 040003281929 Date of Analysis / - 13.02.2026
Anajgurnueckuii oryer Ne Jara anaanza
Date of Manufacture / - 01/2026 Date of Expiry / . 12/2027
Jara nponzBoacTBa I'onen no
Mfg. License No. / NiA sl 4
IIpouszBoacTBeHHAs : MNB/05/263 ——— : JIII-Ne(004669)-(PT'-RU)
Homep PY
Junensust Ne —
Analysis performed according ND: / Ananns nposeaen mo HJI: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Uncrpykius yreepxaena: 21.04.2025

Page 11 of 11/ Ctp. 11 n3 11

3axurouenue o coorBeTcTBHM: «HacTosmum s moATBEpXKIAl0, YTO IIPUBE/ICHHAS Bhlle HHGOpManus sSBIsSETCS
JIOCTOBEPHOHW W TOYHOH. DTa cepus MPOAYKIMH NMPOU3BeneHa (BKIIOYas yNaKOBKY (MapKHpPOBKY) M KOHTPOJb
KavyecTBa) Ha BBIIICYKA3aHHONH MPOU3BOJICTBEHHOH IUIOmaaKe (IUIOMIAZKAaX) B IIOJHOM COOTBETCTBHH C
TpeboBanmsiMu [IpaBuin Hajuexamed NpouU3BOACTBEHHON NPAKTHKH EBpasuiCKOro 3KOHOMHMYECKOTO COI03a M
TpeGOBaHMsIMH KOHTPOJS KaueCcTBa JIEKAPCTBEHHBIX CPEJCTB, @ TAK)KE B COOTBETCTBUHM CO CHEIH(UKAIUAMH,
COJIEPKAIIMMUCS B PETUCTPALIOHHOM JI0ChE CTPaHbI-UMIOPTEPA. 3alHCH 110 IPON3BOJICTBY, YIIAKOBKE U aHAIU3Y
IIPOBEPEHE], M YCTAHOBJIEHO MX COOTBETCTBUE TpeboBaHuAM lIpaBui HajnexKalen NPOM3BOACTBEHHOM IPAKTUKH

EBpaSHfICKOFO OKOHOMHYCCKOI'O COIO3ax».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Tpumeuanue: Ilpoaykr cooTBeTcTBYET TpebosanuaM HJI 3akniouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[ToarorosieHo: Shivani [Tposepero: Rama ITposepeno (AOK): [|Onobpeno: ObecneueHue kauecTBa/OTBETCTBEHHOE
_ Kant Amit Kumar JTMLO: N

b v | M Y
Date / Date / Date / Date / .
Jara: 13.02.2026 Tlara: 13.02.2026 TNata: 13.02.2026  ||Hara: ) 22— 026

Registered Office: 8-2-327, Road No. 3, Banjara Hitls, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com






