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
www.drreddys.com

Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoaykT: Keropoa® Ixenpece (keroponak) Tabaerku, AucCHeprupyemMbie B 0J0CTH pra, 10 mr

Market / Peinok :Russia / Poccus

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

Cepus Ne ¢ ¥2600297 O6bem cepun " 36,00,000 Tabd

Analytical Repourt No/ . 040003282948 Date of Analysis / . 97022026

AnaanTnuyeckuii oTyer Ne Jara aHaausa

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

JlaTta npou3BocTBA Iogen 10

Mfg. License No. / T L—

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

JiMneH3us Ne

Analysis performed according ND: / Ananus nposexen no HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Hucrpykuust yreepxaena: 21.04.2025

Page 1 of 11/ Crp. 1 m3 11

No

Ne Test / ITokaszaTens Results / Pe3ynabTaThl Specification / Hopma

1 Description / Onucanne Light yellow round flat beveled Light yellow round flat beveled tablets with "|"
tablets with "|" debossed on one debossed on one side. / Kpyrnble nnockue
side. / Kpyrible rutockue TabseTku ¢ ackoil, CBETIIO-XKENTOro LBeTa C
TabneTku ¢ $Hackoif, CBETI0- rpaBUPOBKOM «I» Ha OMHOW CTOpPOHE.
XKEJTOTO0 L[BETA C PaBUPOBKOH
«I» Ha OJIHOM CTOpOHE.

2 Identification / UaenTudnkanns

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 MOTJIOILEHUS UCTIBITYEMOTO pacTBopa U
pacTBOpa CTaHZapTHOro ofpasila KeToposaka
TpOMETaMKHa JOJDKHBI UMETh MaKCUMYMbI MpH
OJIHOU ¥ TOM Xe JUTHHE BOJIHBI (+ 2 HM).

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

Ipumeuanue: [Tponykt coorBercTBYET TpeboBaHMAM HJL 3akmouenne: OJOBPEHO

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

[Tonrorosneno: Ramakant ||IIposepeno:Pardeep IMposepeno (AOK): [|Onobpeno: Obecnieuenne kauecTBa/OTBETCTBEHHOE

-Qk Kumar Amit Kumar NULO: g}

W o — - o

Date / Date / Date / Date / 09022024

Hata: 27.02.2026 Jara: 27.02.2026 JlaTa: 27.02.2026 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, India

Tel: +91 40 4900 2900, Fax:

+91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s “:’O

CERTIFICATE OF ANALYSIS

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

Vill. 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® Ikenpece (keropoaak) TabieTKH, AUCIEPrupyemble B 0J0CTH pTa, 10 Mr

Market / PeiHOK :Russia / Poccus

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

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

Analytical Report No/ . 040003282948 Date of Analysis / . 97022026

AHaaUTHYECKHH oT4eT No JlaTa aHaJau3a

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

Jara npou3BogeTBa I'omen mo

Mifg. License No. / L P R —

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

JuneH3us Ne

Analysis performed according ND: / Ananus nposeaen no H/I: JITT-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Uucrpyknust yreep:kaena: 21.04.2025

Page 2 of 11/ Crp. 2 u3 11

No
No

Test / ITokazaTeib

Results / Pe3yabTaThl

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 yHmepKHUBaHWS OCHOBHOTO MHKa Ha
XpomarorpaMme UCIIBITYEMOTO  pacTBopa
JOJDKHO COOTBETCTBOBATh BpPEMEHH
yIepKUBaHUS OCHOBHOTO nyKa Ha
XpoMaTorpaMme  pacTBopa  CTaHAapTHOTO
obpa3ua KeTopoJiaka TpoMeTaMMHa (pasjen
«KOIM4eCTBEHHOE OMpPENEIEHUE).

Remarks : The Product confirms to ND/
IMpumeuanue: IIpoayxt cooTBeTcTBYET TpeboaHusm H]J

Conclusion : APPROVED /
3akmwouenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
IToarotosneHo: Ramakant ||[TposepeHo:Pardeep Iposepero (AOK): [|Onobpeno: Obecnedenue kauectsa/OTBETCTBEHHOE
Kumar Amit Kumar JIHLLO: ﬁ
B _,\ 4
c A"
Date / Date / Date / Date / 09022004
Jara: 27.02.2026 JlaTa: 27.02.2026 Jata: 27.02.2026 JaTa:

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

www.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

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

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

CEPTH®UKAT AHAJIM3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jkcnpece (keToposak) Tabaerku, ACHEprupyemble B noJ1ocTu pra, 10 mr

Market / Poinox :Russia / Poccus

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

Cepusi Ne i ¥enlzid Oo0nem cepun © 36,00,000 Tab

Analytical Repourt No/ . 040003282948 Date of Analysis / . 97.02.2026

AHaJaHTHYECKHIT oTyeT Ne Jata ananusa

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

JlaTa nponsBoacraa I'oaen xo

Mfg. License No. / MA number: /

TIpou3BoACTBEHHAA : MNB/05/263 THEers : JITI-Ne(004669)-(PT-RU)
Homep PY

auneH3ust Ne

Analysis performed according ND: / Auann3 uposegen uo HJL: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Mucrpykuus yreepaaena: 21.04.2025

Page3 of 11/ Crp.3 m3 11

Results / PesyabTaTs!

Specification / Hopma

Ng Test / [TokaszaTens
Ne
Butylhydroxyanisole /
Bymuneudporxcuaruzon

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 YACPKHBAHHS MHKOB 2-
OyTHArHAPOKCHAHHU301A H 3-
OyTIIrMAPOKCHAHU30MAa HAa  XpoMaTtorpamme
HCIBITYEMOTO pacTBopa JIOJIKHBI
COOTBETCTBOBATH  BPEMEHaM  YAEpIKHBaHMsA
nukoB  2-6yTunaruapokcHaHuzona Mo 3-
OyTHATHAPOKCHAHM30Ma Ha  XpomaTorpamme
pacTsopa CTaHIapPTHOTO obpasiia
Oyrunruapoxkcuannsona (pasjpen «CopepxaHue
Oy THATMAPOKCHAHH3O0MAY).

Remarks : The Product confirms to ND/

IMpumeuanne: IpoaykT cooTBeTcTBYET TpeboBaHUM HJ{

Conclusion : APPROVED /
3axmouenne: OOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[TonrotosneHo: Ramakant ||[Iposepeno:Pardeep [TposepeHo (AOK): |[Onobpeno: Obecneuenre kauecTsa/OTBETCTBEHHOE
t Kumar 5 Amit Kumar SITIIGH @
/
Date / Date / Date / Date / 07007002
Jara: 27.02.2026 Mara: 27.02.2026 Jlara: 27.02.2026 JHara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4500 29900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC004507
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

CEPTUOUKAT AHAJIN3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoayxr: Keropon® Dkcenpece (keroponak) TabieTku, AMCIeprupyeMbie B 10J10¢TH pTa, 10 Mr

Market / Poinok :Russia / Poccust

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

Cepus Ne #V2eU0aT] O0bem cepun " 36,00,000 Tab

Analytical Repourt No/ - 040003282948 Date of Analysis / . 27.02.2026

AHanuTHYeCKHi oTyeT No HdaTta ananuza

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

JlaTa npou3BoacTBa I'onen po

Mfg. License No. / MA number- /

IIpon3BoacTBenHan : MNB/05/263 e i JIII-Ne(004669)-(PT-RU)
Homep PY

auneH3ns Ne

Analysis performed according ND: / Ananu3 nposeaen no HJI: JITT-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MUucTpykuus yreepxaena: 21.04.2025

Page4 of 11/ Crp. 4 n3 11

1}:’ Test / IlokasaTenb Results / PesyabTaTh! Specification / Hopma
3 Average weight / Cpegusis 68.8 mg / 68,8 mMr 672mg to 72.8mg (70.0mg *+ 4.0%). /
Macca Ot 67,2 mr no 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%. /
Omn l:ly (c)T agc . Complies / CooTBeTCTBYeT 18/20 Tabmeroxk — He Gomee £ 10 %;
AHOPOAHOETE Mace 2/20 TabaeTok — He 6osee + 20 %.
4 Disintegration time /
Pacnagaemocth
00 min 21 sec / 00 muH 21 cek Not more than 3 min. / He GoJyiee 3 MuH.
5 Dissolution / PacTBopenne Unit-1/ Ta6n-1 103 % Not less than 75 % (Q) of CisH;3NO3*C4H 1 NO3
) (ketorolac tromethamine) in 15 min. / He MeHee
Unit-2 / Tabn-2 101% 1 759, (Q) CisHi3NO3*CsH;(NO; (keTopornaka
Unit-3 / Tabn-3 101 % TpOMETaMKH) depe3 15 MuH.
Unit-4 / Ta6n-4 103 %
Unit-5 / Ta6n-5 104 %
Unit-6 / Tabn-6 105 %

Remarks : The Product confirms to ND/
Ipumeyanue: [IponykT cooTBeTCTBYET TpeGoranusM HJT

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[TonrotoBneHo: Ramakant ||[Tposepeno:Pardeep ITposepeno (AOK): ||Onobpeno: ObecneyeHue kauectsa/OTBETCTBEHHOE
‘L&— Kumar Amit Kumar JMIIO: (ﬂ)
—
Date / Date / Date / Date / 0902 2004
Hara: 27.02.2026 Hara: 27.02.2026 Jara: 27.02.2026 Hara:

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

CIN: L85195AP1984PLC004507

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

CEPTUOUKAT AHAJIU3A

Tel : 491 98166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Jxcnpece (keTopostak) TabieTKH, AHCIeprupyeMblie B oJ10cTH pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne F NZ6R02TT O0bem cepuu © 36,00,000 Tab

Analytical Repourt No / - 040003282948 Date of Analysis / . 97022026

Ananutuueckuii oruer Ne JlaTa anannsa

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

Jlara npoH3BOACTBA T'open g0

Mfg. License No. / MA number: /

IpousBoacTEeHHAs : MNB/05/263 e : JII-N2(004669)-(PT-RU)
Homep PY

Junen3us Ne

Analysis performed according ND: / Ananu3 nposenen mo HJI: JITI-N2(004669)-(PI'-RU)-190224
PIL version approved: / Mucrpykius yreepxaena: 21.04.2025

PageSof 11/ Crp.5u3 11

‘1:.? Test / IlokasaTenn Results / PesyabTarst Specification / Hopma
6 Particle size distribution / Complies / CooTBeTcTBYeT A uniform suspension passing through a 710 pm
JucnepcHocTh sieve is formed. / O6pasyercs omHOpoHas
CYCMEH3Hs, TPOXOMALIAas CKBO3b CHTO ¢
pa3mepom oTeepcTHii 710 MKM.
7 Impurities / IIpumecu

1-hydroxy analog of
ketorolac: /
l-ruapokcuaHanor
KeTopoJiaka

Below LOQ (LOQ = 0.0032%) /
Huxe npenena
KOJTMYECTBEHHOI0 ONpeeIeHNs
(ITIKO = 0.0032 %)

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

1-keto analog of ketorolac / 0.05 % not more than 0.8 %; / we 6onee 0,8 %,;

1-keToaHanor KeToposaka

unidentified impurity / 0.02 % not more than 0.5 %; / He Gonee 0,5 %;

eIUHUYHasA

HEUAEHTUUIMPOBAHHAS

pUMeEChH

total impurities / 0.1 % not more than 1.0 %. / ve 6onee 1,0 %.

CymMa npumecel
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHuam HJT 3akawuenune: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toarorosneno: Ramakant ||[IpoBepeno:Pardeep [Tposepeno (AOK): ||Omobpeno: Obecneuenue kadecTea/OTBETCTBEHHOE

Loh Kumar Amit Kumar JTHLLO:
tﬂ, QL—’ A —
™™ p—
P e

Date / Date / Date / Date / 270020026
Jlara: 27.02.2026 Hara: 27.02.2026 Jara: 27.02.2026 Jara:

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

CIN: L85195AP1984PLC004507
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

CEPTUOUKAT AHAJIN3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropoa® Ikenpecc (keToposiak) Tad1eTKu, JHcneprupyeMblie B N0J0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepusi No ) V26070277 O6bem cepuu © 36,00,000 Tab

Analytical Repourt No/ . 040003282948 Date of Analysis / . 97.02.2026

AHAJIHTHYECKHI oTueT No Jara ananusa

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

Jarta npon3BojacTea I'onen o

Mfg. License No. / MA number: /

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

JuIeH3ns Ne

Analysis performed according ND: / Ananus nposeaen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MucTpyknus yrBep:kaena: 21.04.2025

Page 6 of 11/ Ctp. 6 3 11

1;.‘? Test / [TokazaTenb Results / PesynbTaThi Specification / Hopma

8 Water content / 20% Not more than 7.0 %. /
CopnepixaHue BOAbI He 6onee 7,0 %.

9 Residual solvents / OcTaTouHble OpraHHyecKue pacTBOPUTEIH
Isopropyl alcohol / 4 pg/tab / Not more than 350 pg/tab. /
H3zonponaxon 4 MKr B TabneTke He Gonee 350 Mxr B Tabnetke.

Remarks : The Product confirms to ND/
ITpumeyanue: Ilponykr cootBeTcTBYET TpeboBaHusamM HJ{

Conclusion : APPROVED /
3axkmiouenune: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||[Approved by: Quality Assurance/Authorized person /
[Toarotosneno: Ramakant ||[Tposepeno:Pardeep [poepeno (AOK): [|Onobpeno: ObecneueHue kauecTBa/OTBETCTBEHHOE
\% Kumar Amit Kumar JIALO:
I&M/ e || 2 =
/
Date / Date / Date / Date / 2702204
Jata: 27.02.2026 Jara: 27.02.2026 Jara: 27.02.2026 JHara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTHO®HUKAT AHAJIN3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxt: Keropoa® Dxenpece (keToposak) TadaeTkn, AHCHeprupyemMbie B HoJ10CTH pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne ¥V 2600377 O6beM cepun © 36,00,000 Tab

Analytical Rep()}'t No/ - 040003282948 Date of Analysis / . 27022026

AnanuTuuecknii oryer Ne JlaTa anaausa

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

JlaTa npousBoacTea I'ogen no

Mfg. License No. / MA ber: /

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

aunensus Ne

Analysis performed according ND: / Anasu3s nposegen o HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Uncrpykuust yreepxaena: 21.04.2025

Page 7 of 11/ Crp. Tn3 11

1;.00 Test / llokazaTesb Results / Pe3yabTath! Specification / Hopma
10 Microbiological purity*/ Mukpotuoaoriueckas yncrora*
Total Aerobic Microbial NA not more than 10° CFU/g; /
Count / o61iiee yncno He 6osee 10° KOE/r;
a3poOHBIX MUKPO-
OpraHU3MOB
Total Combined Yeast and NA not more than 10> CFU/g; /
mold count / 06uiee uncno "e Gonee 10? KOE/r;
JIPOMOKEBBIX U ITECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 I
11 Uniformity of dosage units / Acceptance value (4V) not more than 15.0
OpaxopoaHocTb 33 [Noxazartens npuemnemoctu (4V) nomkeH ObITH
AO3MPOBAHHBIX EAHHAIL ’ He Oonee 15,0,
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanne: [poxyxr coorBeTcTBYeT TpeGoBanusm HJJ 3akmouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
ITonrorosneno: Ramakant |{[Tpoeepeno:Pardeep [TposepeHo (AOK): ||Onobpeno: Obecnieuenue kauectBa/OTBETCTBEHHOE

Kumar

S

Amit Kumar

-—//\
—

U0 @

Date /

Date /

Jlata: 27.02.2026 Jlata: 27.02.2026

Date /
Jara: 27.02.2026

Date / 270072024

Jlara:

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: maii@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

CEPTUOPUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropoa® Jxcnpece (keToposak) TabieTKH, AMCHeprupyembie B NoJocTH pra, 10 mr

Market / Prinok :Russia / Poccus

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

Cepus Ne = V2007 O61bem cepun © 36,00,000 Tab

Analytical Repovrt No/ . 040003282948 Date of Analysis / . 27.02.2026

AHanuTHYecKuii oTueT Ne HdaTa ananusa

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

Hata npousBoacTsa I'ogen xo

Mfg. License No. / MA —_—

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

JuneH3us Ne

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

Page 8 of 11/ Crp. 8 m3 11

1;.? Test / [lokasaTens Results / PesyabTaTh! Specification / Hopma
12 Assay / KosimuecTBenHoe 10.1 mg/ 10,1 mr From 9.0 mg to 11.0 mg of
onpejaesieHHe (100.8 %) CisH13NO3+C4H;|1NOs (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / or 9,0 Mr JI0 11,0 Mr
C15H13NO3‘C4H1 1NO3 (KeToponaKa
tpomeramud) (ot 90,0 mo 110,0 % ot
3as1BJIEHHOTO KOJIMYECTBA) B TabJETKE.
13 Butylhydroxyanisole 0.0984 mg/tab / Not less than 0.042 mg/tab. /
content / Conepxanue 0,0984 mr B TabneTke He menee 0,042 Mr B Tabnetke.
OyTUITHAPOKCHAHH30/1A

Remarks : The Product confirms to ND/

IIpumeuyanue: ITpoxyxT cooTBeTcTBYET Tpebopanusam HJ|

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Toprorosneno: Ramakant |[[IpoBepeno:Pardeep [Tposepeno (AOK): ||Onobpeno: Obecneuerue kauecTBa/OTBETCTBEHHOE
&&. Kumar Amit Kumar H10: @}
g " i
P /\"/ =
Date / Date / Date / Date / 9 P02-2024
Jara: 27.02.2026 Jlara: 27.02.2026 Jlata: 27.02.2026 Jlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507
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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

CEPTUDUKAT AHAJIN3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropoa® Jkenpece (keToposak) TabJeTKH, AHCHEPrHpYeMble B II0JI0CTH pTa, 10 mr

Market / Poinox :Russia / Poccust

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

Cepusn Ne & V200277 O06nem cepuH " 36,00,000 Tab

Analytical Repo:‘t No/ - 040003282948 Date of Analysis / . 97022026

AHajuTHYeCKHNi oTyeT Ne Jdara anannsza

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

Jara nponsBoacTpa T'oxen no

Mfg. License No. / MA number: /

IIpou3BoaCTBeHHAs : MNB/05/263 i . JITI-Ne(004669)-(PT-RU)
Homep PY

JuuneH3us Ne

Analysis performed according ND: / Ananus nposenen mo H/I: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uucrpykuus yreepaxaena: 21.04.2025

Page 9 of 11/ Ctp. 9 m3 11

1}? Test / Ilokasatennb Results / PesynbTaThl Specification / Hopma
14 Package description/ 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Onucanne ynakoBku (PA/AL/PE with | desiccant/HDPE) foil / (PE/AL) foil. 1 or 2

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnetok B
onucrepe u3z (ITA/AJVIID ¢
pnaromnornotutenem/[13BIT)

doneru // (II3/AJI) donsru. Ilo
2 6nuctepa BMECTe C JIUCTKOM-

blisters with patient information leaflet in a
carton pack. / I[To 10 tabnetok B Gnuctepe-u3
(MA/AJ/TI3 ¢ BmaromornotuteieM/I13BIT)
donsru // (IID/AJ]) doneru. Ilo 1 wumu 2
OnucTepa BMECTe € JIMCTKOM-BKJIajblIeM B
NaykKy KapTOHHYIO.

BKJIa[IbILIEM B
KapTOHHYIO.

nauky

* 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.
* I1pu BbIMycKe JIeKapCTBEHHOIO MpenapaTa KOHTPOJIb KAa4ecTBa Mo nokasaresio «MukpobuoJoruyeckast
YUCTOTA» MPOBOAMTCS AJIst KAKA0H 20-0i cepuu, UM [JIsi OAHON CepUU B roji, B 3aBUCHMOCTH OT TOrQ, YTO
HACTYNUT paHbLUe.

Remarks : The Product confirms to ND/
ITpumeuanue: [IpogykT cooTBeTcTBYET TpeboBaHUsAM HJI

Conclusion : APPROVED /
Zaxnwuenne: OJJOBPEHO

Prepared by /

IToarorosneHo: Ramakant

Checked by /

[Tposepeno:Pardeep

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

Approved by: Quality Assurance/Authorized person /
OnobpeHo: Obecnieuenne kavectsa/ OTBETCTBEHHOE

\J.d/ Kumar Amit Kumar JIMLIO: @)
@J&L\/ Q,L‘— /\_/\ A
==
Date / Date / Date / Date / 09022026
Jlarta: 27.02.2026 Jlata: 27.02.2026 Jara: 27.02.2026 Jlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com
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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

CEPTUOUKAT AHAJI3A

Tel : +91 98166 56001-02

www.drreddys.com

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

Ipoaykr: Keropoa® Dkcnpece (keToposiak) Ta6aeTKH, AHCHEPrHpyeMble B MOJI0CTH pTa, 10 mr

Market / Poinok :Russia / Poccus

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

Cepusn Ne B dalliad O6bem cepHH " 36,00,000 Tab

Analytical Repourt No/ . 040003282948 Date of Analysis / . 27.02.2026

AHaJiuTHYecKHi oTyeT No JlaTa ananu3a

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

Jarta npoun3pojacTBa T'open po

Mfg. License No. / WA fiaibeis ]

IIponsBoacTBeHHAH : MNB/05/263 u ‘ : JITI-Ne(004669)-(PI'-RU)
Homep PY

JHIeH3us Ne

Analysis performed according ND: / Auanu3 nposeaen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

PIL version approved: / Uucrpykuus yreepskaena: 21.04.2025

Page 10 of 11/ Crp. 10 m3 11

API name / HaumenoBanue ADC:

Ketorolac tromethamine / Keroponaka TpomeramuH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepun npoussoantesin ADC:

ABSH002693, ABSH002976

FP Manufacturer API Batch number /
Homep cepun cyGcTannmuu NPoH3BOIUTEIISI
T'Jid:

FESA00356, FESA00498

API Manufactured by & country /
IIpoussoantean APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
JI-p Pennu'c Jla6oparopuc Jlta., Unnus

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

HaumenoBanmne, agpec, THIEeH3US IS
ITpousBoacTBennas niomanaka / Ilnomanka
KOHTpo.Jis kadecTsa / Ilomaaka BeInycka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

J-p Pennu’c Jlaboparopuc JIta., Uuaus, [TpoussoacteeHHoe
noapazaenenue-6, Bunn. Kxons, Hanarapx Poyn, bannu, Juctpukr
Conan, X.I1., 173205, Uuaus (nuuensus Homep MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of
ging/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

product has been manufactured, including packa
full compliance with the GMP requirements of

Economic Union is establishedy.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanne: IIpoaykr cootBeTcTBYET TpeGoBaHusam HJT 3axmioyenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[MToarorosneno: Ramakant ||TIposepeno:Pardeep [Tposepeno (AOK): ||Omobpeno: Obecneuenue kauectBa/OTBETCTBEHHOE

m\ Kumar Amit Kumar JIULO:

— o &i"; /\ ey .

Date / Date / e Date / Date / N7 622024
Hara: 27.02.2026 Jara: 27.02.2026 Hara: 27.02.2026 Hara:

Registered Office: 8-2-337, Road
Tel: +91 40 4900 2900, F

No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
ax: +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 )
Vill. 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
Ipoaykr: Keropoa® Ixenpece (keToponak) TabaeTku, AMCIeprupyemble B N0J0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepust Ne V2600277 O0BbeM cepuu " 36,00,000 Tab

Analytical Repo\f't No/ - 040003282948 Date of Analysis / . 97022026

AHanuTHYecKHH oTyeT Ne Jara anann3za

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

JaTa npou3BoacTBa TI'onen no

Mfg. License No. / MA sinmbert /

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

Junensus No

Analysis performed according ND: / Ananu3 nposenen no HJ/I: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Hucrpykuus yreepxaena: 21.04.2025

Page 11 of 11/ Crp. 11 m3 11

3akiouenne o cooTBeTcTBUM: «HacTosmmM s HOATBEpXKIat0, YTO MPUBEACHHAS BbILE MHQOpMAIUS SBIISETCS
JIOCTOBEPHON M TOYHOH. DTa CepHs NMPOMYKIIMM IPOH3BE/IcHA (BKIIOYAS YMAKOBKY (MapKHpPOBKY) W KOHTPOJb
KayecTBa) Ha BBIIICYKA3aHHOW MTPOM3BOJACTBEHHON IUIOmAaKe (IIIOIIAAKax) B IIOJIHOM COOTBETCTBHU C
TpeboBanusaMHU [IpaBun Hamnexamned NMpPou3BOJACTBEHHOW NpakTHKU EBpasuiickoro SKOHOMHYECKOro col03a M
TpeOOBaHUAMH KOHTPOJIA KauecTBa JIEKAPCTBEHHBIX CPE/JCTB, a TaKXK€ B COOTBETCTBUM CO CHEIU(UKAIUIMH,
COZIepXKallIUMUCS B PETHCTPAIMOHHOM JIOChE CTPaHBI-UMIIOPTEPA. 3aUCH IO IIPOU3BOCTBY, YIIAKOBKE M aHAIIU3Y
MIPOBEPEHBI, ¥ YCTAHOBIICHO UX COOTBeTCTBHE TpeboBaHusM IlpaBun Haayexaleit IpOU3BOJICTBEHHOW NPaKTUKU
EBpazuiickoro 3K0OHOMHYECKOTO CO03a.

Remarks : The Product confirms to ND/
[Tpumeuanue: IIpoaykr cooTeTcTBYET TpeboBanusim HJL

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

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

[Honrotorineno: Ramakant ||ITporepeno:Pardeep ITposepeno (AOK): |[Ono6peno: ObecneyeHue kauectsa/OTBETCTBEHHOE
QE & Kumar Amit Kumar JIULIO: d/‘ﬂ)

Date / Date / Date / Date / 0702 262 4

Jata: 27.02.2026 Jara: 27.02.2026 Jarta: 27.02.2026 Jlata: .

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2909, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




