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CERTIFICATE OF ANALYSIS

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

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

CEPTUDOUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Ketopoa® Ixcnpece (keToposiak) TabJeTKH, JHCHEPrHPYeMbIe B IOJOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne + V2601250 O6bem cepun " 36,00,000 Tab

Analytical Repovrt No/ . 040003434855 Date of Analysis/ . 97.06.2026

AHaJIUTHYECKHI oTUeT No JaTa aHanu3a

Date of Manufacture / - 05/2026 Date of Expiry / . 04/2028

JaTta npousBoacTBa Topen no

Mfg. License No. / )

TIpou3BojcTREHAAS : MNB/05/263 Ma. mumbet: | . JITI-Ne(004669)-(PT-RU)
Homep PY

JuneH3ust Ne

Analysis performed according ND: / Anayus nposeaen no HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uucrpykuus yreepxaena: 21.04.2025

Pagelof11/Crp.1m311

No . .
No Test / [Toka3zaTenn Results / Pe3synbTaThl 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. / Kpyrnsie nnockue
side. / Kpyrible mnockue TabneTKkH ¢ ¢ackoif, CBETNO-XENTOTO LIBETa C
TabneTku ¢ $ackoi, creTo- IpaBUPOBKOH «I» Ha OHOH CTOpOHE.
XKEJITOTO L[BETA C TPaBUPOBKOMH
| «l» Ha oIHOH CcTOpOHE.
2 Identification / Upentudunkanus

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®-
CIIEKTPbI MOTJIOILEHHS UCTIBITYEMOTO pacTBOpa 1
pacTBOpa cTaHHapTHOro obpasia KeTopoyiaka
TpOMeTaMUHa JOJDKHBI UMETh MaKCHMYMbI NPHU
OIHOM M TOM )K€ AJIMHE BOJIHBL (+ 2 HM).

Remarks : The Product confirms to ND/

Ilpumeuanue: IlpoaykTt cooTBeTCTBYET TpeboraHusam HJJ

Conclusion : APPROVED:/
3aknwuenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[TonroroneHo: Shagun [Tposepeno: Pra\{ssh [Tposepeno (AOK): Onobpeno; Obecneuenue xayecTsa/OTBETCTBEHHOE
Rana Amit Kumar nno: 77 22 Lab \Com A
‘ I =
/- e
= ¥ -l 1 % . D/G 1
Date / Date / Date /' Date / B /’1/}'b /VO’)/U
Hara: 27.06.2026 Hara: 27.06.2026 Jara: 27.06.2026 Hara: 2

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 ":’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

Tel : +91 98166 56001-02

CEPTUPHUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ikcnpece (keropoyak) Tab/ieTKH, AHCIEPrEpyeMble B MOJI0CTH pTa, 10 mr

Market / PoiHOK :Russia / Poccus

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

Cepus Ne % y2eal250 Ob6beM cepun ©36,00,000 Tab

Analytical Repourt No / - 040003434855 Date of Analysis / . 97.06.2026

AHaJINTHYECKHH oTueT No JlaTa ananuia

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028

Jara npou3BoacTBAa T'open go

Mfg. License No. / MA number: /

TIpousBoacTBeHHAN : MNB/05/263 ) : JIII-N2(004669)-(PT-RU)
Homep PY

JHHeH3ust Ne

Analysis performed according ND: / Ananuz mposegen no H/L: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Mucrpyknus yreep:xaena: 21.04.2025

Page2 of 11/ Crp.2 u3 11

No
Ne

Test / [Toka3aTennb

Results / PesyabTaThl

Specification / Hopma

Complies / CooTBeTCTBYET

The retention time of the main peak on the
chromatogram of test solution should correspond
to that on the chromatogram of ketorolac
tromethamine standard solution (Assay section).
/ BpeMms ynepXMBaHHS OCHOBHOTO TMHKa Ha

XpoMaTorpaMMe  HCIBITYEMOrO  pacTBopa
JOJIKHO COOTBETCTBOBATh BPEMEHH
yIEpXXUBaHHSA OCHOBHOTO NHKa Ha
XpoMaTorpaMMme  pacTBopa  CTaHAAPTHOrO

obpasua KeTopojiaka TpoMeTamHHa (pa3fen
«KoU4ecTBEHHOE ONPEAENCHUEY).

Remarks : The Product confirms to ND/
IIpumeuanne: Ipoaykt cooTBeTcTBYET TpeGoBanuiaM HJJ

Conclusion : APPROVED /
3aknmwuenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IMoaroTtosneHo: Shagun [Tposepeno: Pravesh  ||[IposepeHo (AOK): Onobdpeno: ObecneueHme kagectsa/OTBETCTBEHHOE
i Rana Amit Kumar NMLO: \ \commm
7 , .
/\ — - WD ob
Date / Date / Date / Date / \ \ 70 4/01’
Jara: 27.06.2026 Jlata: 27.06.2026 Hata: 27.06.2026 Jara: e

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN; L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s “:’.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

CEPTUDPUKAT AHAJIN3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Dkcnpece (keTopoJiak) TabJIeTKH, AMCNEPrupyeMbie B OJI0CTH pTa, 10 mr

Market / PoiHOK :Russia / Poccus

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

Cepust Ne FM2eulag0 O6neM cepuu ©36,00,000 Tad

Analytical Repo:‘t No/ - 040003434855 Date of Analysis / - 27.06.2026

AHaJIuTHYeCKHH oT4eT No Jara anaamnza

Date of Manufacture / - 05/2026 Date of Expiry / . 04/2028

JlaTa npon3BoACTBA T'open po

Mfg. License No. / i R —

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

Junensus Ne

Analysis performed according ND: / Ananus nposenen no HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Uucrpykuus yreepxaena: 21.04.2025

Page 3 0of 11/ Crp.3 w3 11
I}g Test / Iloka3aTens Results / Pe3yabTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-butylhydroxyanisole and
Bymunzudpoxcuanuson 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 yIAEPAKUBAHUSA MUKOB 2-
OYTUNTHAPOKCHAHU301a 17} 3-
OyTUITHAPOKCHAHH30JIa Ha XpoMarorpamme
UCIBITYEMOTO pacTBopa JOJIKHBI
COOTBETCTBOBaTb ~ BpPEMEHaM  YACPKHBaHUA
NUKOB  2-OyTWIrMapokcuaHuzosna U 3-
OyTUNTUAPOKCHAHW30JIAa HA  XpOMaTorpamme
pacTBopa CTAHOAPTHOTO obpa3ua
Oyrunrunpokcuannsona (pazaen «ConepxaHue
OYTHATHAPOKCUAHU30MIaR).

Remarks : The Product confirms to ND/
IMpumeyanue: [IpoaYKT COOTBETCTBYET TPECOOBAHMAM

HJT

Conclusion : APPROVED /
3akniouenne: OJOBPEHO

Prepared by /
[Toarorosneno: Shagun

Checked by /
ITposepeHo: Pravesh

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

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneuenne kauecTBa/OTBETCTBEHHOE

g [cOAym

Rana Amit Kumar JULO: r
¥ , Pt
/ = L s b
Date / Date / Date / Date / ( \ VY ’)/O'VO
Jlara: 27.06.2026 Jara: 27.06.2026 Jara: 27.06.2026 Jarta:

-~

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 ":‘.

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

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

CERTIFICATE OF ANALYSIS  Tel:+51 98166 56001-02

CEPTUO®UKAT AHAJIN3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon® Dkcnpece (keToposiak) TabjIeTKH, AUCHEPTUPYeMbie B MOJOCTH pTa, 10 Mr
Market / Poinok :Russia / Poccnst
Batch No / . Batch Quantity / . 36,00,000 tab /
Cepus Ne N¥R601250 O0bemM cepun © 36,00,000 Tab
Analytical Repo‘}’t No/ . 040003434855 Date of Analysis/ . 97.06.2026
AHAJIHTHYECKHH oTUeT No JlaTa ananu3za
Date of Manufacture / - 05/2026 Date of Expiry / . 04/2028
JlaTa npon3BoacTBa TI'open no
Mfg. License No. / .
IIpon3BoacTBeHHAS : MNB/05/263 II\;IA HURTELAREYSH . JITI-Ne(004669)-(PI'-RU)

omep PY

auneH3us Ne
Analysis performed according ND: / Anasnu3 nposeaen no HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / MHcTpykuus yreepxiena: 21.04.2025

Page 4 of 11/ Crp. 4 u3 11

I;.f Test / IlokasaTesn Results / PesyabTaThl Specification / Hopma
3 Average weight / Cpeanss 69.9 mg /69,9 mr 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 %;
Unif e of wialahif / 2/20 tablets - not more than + 20%. /
Om OLUILY OF We's Complies / COOTBETCTBYET 18/20  Tabnerok — He Oomee + 10 %;
AHOPOIGIOETE: MACCH 2/20 tabnetok — He Gosee + 20 %.
4 Disintegration time /
Pacnagaemoctsb
00 min 21 sec / 00 mun 21 cex Not more than 3 min. / He Gosiee 3 MuH.
5 Dissolution / PacTrBopeHue Unit-1/ Ta6a-1 98 % Not less than 75 % (Q) of C;sH;3sNO3*C4H ] NO;
. (ketorolac tromethamine) in 15 min. / He meHee
Ly &, [})
Unit-2 / Tabn-2 98% | 750 (Q) CisHisNO3C4H;NO; (keToponaka
Unit-3 / Ta6n-3 100 % TPOMETAMHUH) uepes 15 MuH.
Unit-4 / Tabn-4 100 %
Unit-5 / Tabn-5 100 %
Unit-6 / Tabn-6 101 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [IponykT coorBeTCcTBYET TpeboBanusam HJJ 3akioyenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IloaroroeneHo: Shagun [Tposepeno: Pravesh ||[Iposepeno (AOK): Onobpeno: Qbecrnieyerue Ka‘{ECTBa/OTBeTCTBEHHOE
Rana Amit Kumar et £ w [coadwa
%‘ — = w& ’VQ)
= /Z{% P
Date / Date / Date / Date / [} “tge
Jlata: 27.06.2026 Tlata: 27.06.2026 Iata: 27.06.2026 Jlata: .

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 ":'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA

Tel 1 +91 98166 56001-02

CEPTUOHUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Ixcnpece (keropoaak) TabaeTKH, AMcneprupyemMple B oJ0cTH pra, 10 Mmr

Market / Poinok :Russia / Poccus

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

Cepust Ne - V2601250 O0beM cepuu " 36,00,000 Tab

Analytical Repourt No/ - 040003434855 Date of Analysis / . 97.06.2026

AHajguTHYecKHil oTueT No Hara anajusa

Date of Manufacture / - 05/2026 Date of Expiry / . 04/2028

JlaTa npoH3BOACTBA T'oxen no

Mfg. License No. / iy

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

Junen3us No

Analysis performed according ND: / Auanns nposexen no HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / UncTpykuus yreepsxaena: 21.04.2025

Page Sof 11/ Crp. S u3 11

1}? Test / [TokazaTens Results / PesysabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTcTBYET A uniform suspension passing through a 710 pm
HucnepcHocTh sieve is formed. / OGpa3syercs onHopomHas
CYCNeH3Ms, Mpoxondlias CKBO3b CHTO C
pasMepoM oTBepcTHid 710 MKM.
7 Impurities / Ipumecu

ketorolac: /

1-hydroxy analog of

l-rugpokcuananor ‘

Below LOQ (LOQ = 0.0032 %) /
KOJIMYECTBCHHOTO

Hwxe npenena
onpeaeneHus (ITKO = 0.0032%)

not more than 0.5 %; / He Gonee 0,5 %;

KeTopoJiaka
1-keto analog of ketorolac / 0.04 % not more than 0.8 %; / He 6onee 0,8 %,;
1-keToaHANOr KeTOponaKka
unidentified impurity / 0.02 % not more than 0.5 %; / ue 6onee 0,5 %;
eIUHUYHas
HeuIeHTHOULIHPOBaHHAS
npUMech
total impurities / 0.1 % not more than 1.0 %. / ve 6onee 1,0 %.
CyMMa npuMecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIponykt cooTBeTCTBYET TpeboBanusm H/L 3akmrouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[ToarorosieHo: Shagun [Tposepeno: Pravesh  |[[IpoBepeno (AOK): Onobpeno: O6ecnevyenne kauecTsa/OTBETCTBEHHOE

-3

Rana Amit Kumar NULIO: lc o
% '  aakis ; =
= Faa., EJ\QS e
Date ./ Date -f | Date'/ Date / ( \‘%,01;}&’0
Jara: 27.06.2026 Jara: 27.06.2026 Jara: 27.06.2026 Hara: A

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 ":‘.

CERTIFICATE OF ANALYSIS

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

Vill. 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
Ipoayxr: Keropos® Dkcnpece (keropoJak) TabiieTKH, AHCIEPrHPYEMble B 0JI0CTH pTa, 10 mr

Market / PoiHOK :Russia / Poccus

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

Cepus Ne B V2601280 O6bem cepun © 36,00,000 Tab

Analytical Repourt No/ . 040003434855 Date of Analysis / . 27.06.2026

AHaguTHyecKui oTyeT No JlaTa ananusa

Date of Manufacture / - 05/2026 Date of Expiry / . 04/2028

JlaTa nNpoM3BOACTBA I'ogen go

Mfg. License No. / ¢ Ym—

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

JIMLeH3ust Ne

Analysis performed according ND: / Anam3 nposenen no H/I: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UucTpykuus yreepxaena: 21.04.2025

Page 6 of 11 / Crp. 6 u3 11
if Test / IlokazaTesb Results / Pe3yabTaThl Specification / Hopma
8 Water content / 22% Not more than 7.0 %. /
Copepixanne Bojbl He 6onee 7,0 %.
9 Residual solvents / OcTaTouHble OpraHHYecKHe pacTBOPUTEIN
Isopropyl alcohol / 10 pg/tab / Not more than 350 pg/tab. /
H3omnponaxon 10 MKr B TabneTke He 6onee 350 Mkr B TabneTke.

Remarks : The Product confirms to ND/

IMpumeuanue: [Iponykr coorBercTByeT TpeGopanusiM HJJ

Conclusion : APPROVED /
3akmouenue: OJIOGPEHO

Prepared by /
[Togrorosneno: Shagun

Checked by /

[Tpoeepeno: Pravesh

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

Approved by: Quality Assurance/Authorized person /
Onobpeno: ObdecneueHue kauecTsa/OTBETCTBEHHOE

Rana Amit Kumar JIULIO: /}\;{ > 10, \cOMZT WA
%’ /\'/]
_ = =2
Date / Date / Date / Date / ( N\ AP
Hara: 27.06.2026 Hata: 27.06.2026 Hara: 27.06.2026 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



Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

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

CEPTU®UKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
1lpoayxt: Keropoa® Jxcnpece (keTopoJak) TabeTKH, IUCIeprupyeMble B MOJOCTH pTa, 10 Mr

Jaunensus Ne

Market / Poinox :Russia / Poccus
Batch No / _ Batch Quantity / . 36,00,000 tab /
Cepus Ne F V2601250 O0bem cepun " 36,00,000 Tab
Analytical Repovrt No/ - 040003434855 Date of Analysis / . 97.06.2026
Ananurnyeckui oruer No JlaTa anajausza
Date of Manufacture / - 05/2026 Date of Expiry / . 04/2008
JlaTa npousBoacTBa Togen go
Mfg. License No. /
. MA number: / .
IIpousBoacTBennan : MNB/05/263 Homep PY . JIII-Ne(004669)-(PI'-RU)

Analysis performed according ND: / Ananun3 npoeaen no HJI: JITE-Ne(004669)-(PT-RU)-190224
PIL version approved: / UHcTpykuus yreep:;kaeHa: 21.04.2025

Page 7 of 11/ Crp. 7m3 11
1;_? Test / IlokazaTeib Results / PesyibTaThl Specification / Hopma
10 ] Microbiological purity*/ Mukpodmnosioruueckast yucrora*
Total Aerobic Microbial NA not more than 10> CFU/g; /
Count / o6l1iee 4UCII0 He 6onee 103 KOE/r;
a3pOOHBIX MUKPO-
OPraHnu3MOoB
Total Combined Yeast and NA not more than 10* CFU/g; /
mold count / o61uee 4ncno ue Gonee 10?2 KOE/r;
JPOMOKEBBIX U IIECHEBIX
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
OaHOPOAHOCTH 23 [okazarens npueMnemocty (A¥) nomxeH ObITh
J03MPOBAHHBIX €HHHL ' He Gonee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [TpoaykT cooTBeTCTBYET TpeboBaHusM HJT 3akmouenne: OJOBPEHO
Prepared by / |Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[ToaroroneHo: Shagun [TTposepetio: Pravesh  ||[Tposepeno (AOK): Onobpeno: Obecneuenne kauecTBa/OTBETCTBEHHOE
Rana Amit K : o
f;, - mi umar//\ Jimuo /f;)w ‘CO\-AAV"\
// % | o 2~ Ja A
Date / Date / Date / Date / Q PV/{L/O” WO
Hara: 27.06.2026 Hara: 27.06.2026 Hara: 27.06.2026 Hara: 7% q/@

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 ":’.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. 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
Ipoayxr: Keropoa® Dkenpece (keToposak) TabieTKH, JMCIIEPrHpyeMble B M0JI0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccust

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

Cepus Ne EV2601.250 O0bem cepun " 36,00,000 Tad

Analytical Report No / © 040003434855 Dateol Analysis/ . 5o 065006

AHanuTHYecKHil oTueT Ne JaTa anananza

Date of Manufacture / - 05/2026 Date of Expiry / . 04/2028

JaTa npoussoacTea I'ogen g0

Mfg. License No. / MA number: /

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

Junen3ust Ne

Analysis performed according ND: / Ananu3s nposeaen mo H/I: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / UncTpykuus yrBepxkaena: 21.04.2025

Page8 of 11/ Crp. 8 m3 11

1;.:’ Test / Iloka3aTesnb Results / PesyibraTbi Specification / Hopma
12 Assay / KonudecTBeHHOE 10.2 mg /10,2 mr From 9.0 mg to 11.0 mg of
omnpeae/ieHue (102.2 %) CisHi3NO3+C4H 1 NOs (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 Mr JI0 11,0 Mr
CisHi3NO3+C4H;1NO;3 (keToponaka
TpoMeTaMuH) (ot 90,0 mo 110,0 % or
3asBJIEHHOTO KOJIMYECTBA) B TableTKe.
13 Butylhydroxyanisole 0.0946 mg/tab / Not less than 0.042 mg/tab. /
content / CopgepxaHue 0,0946 mr B TabneTke He menee 0,042 Mr B TabneTke.
OyTHJArHAPOKCHAHH30/1A

Remarks : The Product confirms to ND/

[Ipnmeuanue: IIponykT cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[ToarotoBneHo: Shagun [Tpoeepeno: Pravesh  ||[Iposepeno (AOK): Opobpeno: ObecneuenHune kauecTBa/OTBETCTBEHHOE
‘ Rana Amit Kumar NMLIO: /%?w \CDVGM
2 : o oo
Date / Date / Date / Date / K \ 9% 'VD
Hara: 27.06.2026 Hata: 27.06.2026 Hara: 27.06.2026 Hara: &2

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

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

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTUDOUKAT AHAJIN3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dxcnpece (keTopoaak) TabieTku, AMCHEPrHpyeMbIe B I10J10CTH pTa, 10 Mr

Market / Peinok :Russia / Poccust

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

Cepns Ne e O6bem cepuu ©36,00,000 Tab

Analytical Repo:'t No/ . 040003434855 Date of Analysis / . 97.06.2006

AHATHTHYECKHI oTueT No JlaTa anaau3za

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2008

JaTa npou3BoacTBa I'ogen go

Mfg. License No. / MA number: /

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

snnen3us Ne

Analysis performed according ND: / Anasm3 nposenen no HJI: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / UucTpykuus yreepaaena: 21.04.2025

Page 9 of 11/ Ctp. 9 m3 11

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnetok B
6aucrepe u3z (ITA/AJU/TIID ¢
piaromornotureneMm/I[19BIT)

donsru // (II3/AJT) donsru. Ilo
2 6nucrepa BMECTE C JIHCTKOM-

i? Test / IlokazaTenn Results / PesyabTaThl Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHue ynmakoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or 2

blisters with patient information leaflet in a
carton pack. / [To 10 Tabnetok B Gnucrepe u3
(ITA/AJVITD ¢ Bnaromornotutenem/I19BIT)
doneru // (IID/AJT) doneru. Ilo 1 wmm 2
OnucTepa BMecTe C JIMCTKOM-BKIAJbIIIEM B
Ma4yKy KapTOHHYIO.

BIJIAJIBIIIEM B
KapTOHHYIO.

nayxy

* 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 BBlIYyCKE JIEeKAPCTBEHHOI0 NpPenapaTa KOHTPOJ/Ib KauecTBa 110 nokasaTteiio «MukpobHosoruieckas
YHCTOTA» MPOBOANTCS AJIs1 KazKAo# 20-0ii cepuy, MIIH AJIsl OAHON CepPHH B roll, B 3aBHCUMOCTH OT TOT0, UTO

HACTYNMUT paHbllIe.

Remarks : The Product confirms to ND/ } Conclusion : APPROVED /
INpumevanue: [Iponykr coorBeTcTByeT TpeboBanusm H/L 3aknwuyenne: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IMoarorosnero: Shagun Ilposepeno: Pravesh  |[|[IpoBepeHo (AOK): Onobpeno: ObecneyeHne kayecTBa/OTBETCTBEHHOE
%’ Rana j Amit Kumar JTHLLO: ' ° 0 (COM.} -
—Y j )QD

. -

/ S (D .
Date / Date / Date / Date / 3 4 "’//’VQ/ s
Jata: 27.06.2026 Jlata: 27.06.2026 Jata: 27.06.2026 Jara: L

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 Q':‘

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTHOUKAT AHAJIN3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpecc (keToposiak) Tab/ieTKH, AUCHEPTHPYEMbIE B MOJIOCTH PpTa, 10 M
Market / Prinox :Russia / Poccusi
Batch No / ) Batch Quantity / . 36,00,000 tab /
Cepus Ne = daleon O6bem cepun " 36,00,000 Tab
Analytical Repo:‘t No/ - 040003434855 Date of Analysis / - 97.06.2026
AHanuTH4ecKuii oTyer No Jlara anaau3sa
Date of Manufacture / - 05/2026 Date of Expiry / - 04/2028
JlaTa npou3BoaCTBA I'ogen oo
Mifg. License No. / .
TIpousBoACTBEHHAS : MNB/05/263 REX mumbier; 4 : JITI-Ne(004669)-(PT-RU)

Homep PY

auunensust Ne
Analysis performed according ND: / Ananus nposeaen no HJI: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Uncrpykuusi yrBepakaena: 21.04.2025

Page 10 of 11/ Crp. 10 m3 11

API name / Haumenosauune APC:

Ketorolac tromethamine / Ketoponaka Tpomeramus

INN / MHH:

Ketorolac / Keroponax

API manufacturer batch number /

LJId:

Homep cepuu npouzpoauresis ADC: SBSEONETTY
FP Manufacturer API Batch number /
Homep cepuu cyOcTAHIIHU MPOU3BOANTENSA FETA00145

API Manufactured by & country /
IIponzsoantesir ADC, cTpana:

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

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

HaunmenoBaHnue, aapec, JHIEHIUS 1A
IIpouszBoacTBennas miomanka / Ilnomanka

KOHTPOJIA KaueCcTBa / H.nomamca BbIIMIYCKa

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 Pennu’c Jlaboparopuc Jlta., Uunus, llpoussoacteenHoe
nonpaznenenue-6, Bumut. Kxone, Hanarapx Poyn, banau, J{uctpukr
Conan, X.I1., 173205, Unaus (iuuensust 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: [Ipoxykt cooTBeTcTRYET TpeboBanusam HJ

Conclusion : APPROVED /
3aknwuenue: OJJOGPEHO

Prepared by /
[Moxroroesneno: Shagun

Checked by /
[Tposepeno: Pravesh

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

Approved by: Quality Assurance/Authorized person /
Onobpeno: ObecneueHre kauecTsa/ OTBETCTBEHHOE

Rana Amit Kumar NULO; \C_OKA: ™
4 / Vi | A% /E&
Date / Date / Date / Date / ( \%%C_J? -l)?
HaTa: 27.06.2026 Hara: 27.06.2026 JHara: 27.06.2026 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 Q':'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation 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
HpoaykT: Keropoa® Dkcnpece (keTopoJiak) TabJIeTKH, AUCIIEPrHpyeMbIe B MOJI0CTH pTa, 10 Mr
Market / Poinok :Russia / Poccnst
Batch No / i Batch Quantity / . 36,00,000 tab /
Cepust Ne i O6bem cepuu " 36,00,000 Tab
Analytical Repovrt No/ - 040003434855 Date of Analysis / . 27.06.2026
AHaauTHYEeCKHH oTdeT No Jarta aHanauza
Date of Manufacture / - 05/2026 Date of Expiry / . 04/2028
Jara npousBoacTea I'ogen mo
Mfg. License No. / MA number: /
IpounsBoacTBenHasi : MNB/05/263 H ) : JIII-Ne(004669)-(PI'-RU)

omep PY

JNeH3us Ne
Analysis performed according ND: / Ananus nposeaen no H/I: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Mucrpykuus yrpep:xaena: 21.04.2025

Page 11 of 11/ Crp. 11 w3 11

3aku0ueHne o cooTBeTcTBHH: «HacTosmyM s mMOATBEpKAat0, YTO IIPUBEICHHAs BhIe UHGOpPMAIYS SBISETCS
JOCTOBEPHON M TOYHOH. OrTa cepus IPOMYKLHH MPOU3BEAEHA (BKIIOYAs YNAKOBKY (MapKHpPOBKY) M KOHTPOJIb
KauecTBa) Ha BBIIICYKa3aHHOW IPOM3BOJCTBEHHOM momanke (IUomankax) B TIOJHOM COOTBETCTBUU C
TpeboBanusiMu [lpaBun Hajiexarnell IpOU3BOJCTBEHHOM NpakTHKU EBpazuiickoro 3KOHOMHYECKOTO COI03a U
TpeOOBAHUSIMU KOHTPOJI KadyecTBa JICKAPCTBEHHBIX CPEACTB, 4 TAKXKE B COOTBETCTBHU CO CIEIHPUKAIMAMM,
COJIEPIKAIMHUCS B PETUCTPAIIHOHHOM JIOChE CTPaHBI-UMIIOpPTEPA. 3alMCH IO MPOU3BOICTBY, YIIAKOBKE U aHAH3Y
IIPOBEPEHEB], ¥ YCTAHOBJIEHO MX COOTBETCTBHE TpeboBaHusM IIpaBui Hamiexameil Ipon3BOACTBEHHON MPaKTUKH

EBpa3uiickoro 3kOHOMHYECKOIO COO3a».

Remarks : The Product confirms to ND/

ITpumeuanue: [Iponykt cooTBeTcTBYET TpeboBaHUAM HJT

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
[Moarorosneno: Shagun

Pt

Checked by /
[Iposepeno: Pravesh

Rana f

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

K=

Approved by: Quality Assurance/Authorized person /
Onobpeno: OGecneuenme kadectea/OTBETCTBEHHOE

e AT

Date /
Hara: 27.06.2026

Date /
Jara: 27.06.2026

Date /
Jara: 27.06.2026

Date / ( \ q’

Jlara:

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





