Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

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

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

CEPTHOPHUKAT AHAJIM3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxenpece (keropoak) Tabaerki, AHCIIeprupyemple B moJ10cTH pTa, 10 Mr

Market / Poinok :Russia / Poccust

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

Cepus Ne 3/¥2000387 Oo6beM cepun " 36,00,000 Tab

Analytical Repovrt No/ . 040003313377 Date of Analysis / . 13.03.2026

AHANUTHUYECKHI oTueT No JlaTa anaiausa

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

JlaTra npou3BoacTBa TI'ogen oo

Mfg. License No. / MA number: /

IIpou3sBoacTBEHHAS : MNB/05/263 H : . JII-Ne(004669)-(PI'-RU)
omep PY

Junen3us Ne

Analysis performed according ND: / Anaau3 nposeaen no HJI: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / UucTpykuus yrBep:xkaena: 21.04.2025

Page 1 of 11/ Crp. 1 n3 11

No : s
Ne Test / [TokasaTens Results / PesyabtaThl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets with "|"

tablets with "|" debossed on one debossed on one side. / Kpyrnble niockue
side. / Kpyrnble niockue TabNeTKN € (acKoi, CBETJIIO-KENTOro LBera ¢
TabneTky ¢ ¢ackoi, CBETIO- rpaBUpPOBKOH «l» HAa 0AHOI cTOpOHE.
XEJTOTO LIBETA C TPaBUPOBKOI
«l» Ha OJIHO# CTOpOHE.

2 Identification / UpenTudnxauus

Ketorolac / Kemoponak

Complies / CoOTBETCTBYET

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (+ 2 nm). / VO-
CIICKTpbI MOTJIOLIEHHS UCIILITYEMOT0 PacTBopa 1
pacTBOpa CTaHAapTHOro o6pasna KeTopojaka
TpOMeTaMKHa JOJKHBI UMETb MaKCHMYMbI TIPH
OJIHOM U TOM e JJIMHE BOJHBI (+ 2 HM).

Remarks : The Product confirms to ND/

IMpumeuanne: [IponyxT cooTBeTcTBYET TpeboBaHuam HJJ

Conclusion : APPROVED /
3aknmouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Toarorosneno: Y ogesh ITposepeno:Rama Kant||[Iposepeno (AOK): [|Ono6peHo: Obecneuenue kauecTBa/OTBETCTBEHHOE
Chauhan Ajay Kumar AHLO:

/ w Srivastva 'Q(} @b
Date / = Date / Date / Date /
JMara: 13.03.2026 Jlara: 13.03.2026 Jara: 13.03.2026 Hara: /('O'Ld‘n’s/

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

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

CEPTHO®UKAT AHAJIM3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykr: Keropoa® Jxenpece (KeToposiak) TabaeTku, AHCHEPrapyeMble B 0J0cTH pTa, 10 mr

Market / Poinok :Russia / Poccust

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

Cepus Ne  V2ei03et O6beM cepuu " 36,00,000 Tab

Analytical Repovrt No/ . 040003313377 Date of Analysis / - 13.03.2026

AunanuTuyeckuii oryet Ne JlaTa anaju3za

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

JaTta npousBojacTBa TI'oxen go

Mfg. License No. / MA number: /

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

sneH3us Ne

Analysis performed according ND: / Auanun3 npoexen no HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Mucrpykuus yreepxaena: 21.04.2025

Page2 of 11/ Crp. 2 m3 11

No
Ne

Test / [Toka3zaTenn Results / PesyabTaTsl

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).
/ BpeMmsi yHmepXHBaHMS OCHOBHOTO IIMKa Ha
XpOMarorpaMme  HCIBITYEMOrO  pPacTBOpa
TOJDKHO COOTBETCTBOBATD BPEMEHU
yaepPKUBAHHSA OCHOBHOT'O TMKa Ha
XpoMaTtorpamMme  pacTBOpa  CTaHHAPTHOTO
obpazla KeToposnaka TpoMeTaMHHa (pasaen
«KonuuecTBEHHOE OTIpeieIeHHEY).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanue: [IpoaykT cooTBeTCTBYET TpeboBanusam HJL 3aknwyenue: OJJOBPEHO
Preparediby / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
ITonrorosneno: Yogesh [Tposepeno:Rama Kant||[Tposepeno (AOK): [|Onobpero: O6ecnedenne kauecTBa/OTBETCTBEHHOE
Chauhan Ajay Kumar JIMLO: (@
/ @M{LABL Srivastva_ g\j’ '
Date / Date / Date / Date / IffOZr%L/
Jlara: 13.03.2026 Jara: 13.03.2026 Jlara: 13.03.2026 Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85125AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
vill. Khol, Nalagarh Recad, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

CEPTUDPUKAT AHAJIU3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropoa® Dxenpece (keTtoposak) Tab/ieTKH, AucneprupyeMsle B MOJI0OCTH pra, 10 mr

Market / Poinok :Russia / Poccust

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

Cepus Ne } V2900387 Oo0nem cepnn " 36,00,000 Tab

Analytical Repo:‘t No/ - 040003313377 Date of Analysis / - 13.03.2026

AHaauTHYecKuii oTyeT No Jara ananusa

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

JlaTa npou3BoOACTBA I'ogen po

Mfg. License No. / MIA dinisiiliees §

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

smueH3us Ne

Analysis performed according ND: / Auanu3s nposeaen mo HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Mucrpyknus yreepxaena: 21.04.2025

Page3 of 11/ Crp.3 m311
1}? Test / IlokazaTesn Results / PesyabTaThi Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-butylhydroxyanisole and
Bymuneuopoxcuanuzon 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). /
BpemeHa yaepKHUBaHUS [TUKOB 2-
OyTUNrHAPOKCUAHM30JIA u 3-
OyYTUNTUIPOKCHAHU30JIa HA XpOMaTorpamMMe
UCIILITYEMOTO pacTBopa JOSDKHBI
COOTBETCTBOBATb  BpPEMCHAM  YIEPXKUBAHUA
OMKOB  2-OyTHATMApOKCHaHu3ona U 3-
OyTWIrMAPOKCHAaHW30/Ila Ha XpoMaTorpammMe
pacTtBOpa CTAHAaPTHOTO obpasua
Gytunrugpoxcuanuzona (paszgen «CoaepkaHue
OYTHWITMIPOKCUAHU30JIay).

Remarks : The Product confirms to ND/

ITpumeuanne: [IponykT cooTBeTcTBYET TpeboBaHUAM HJJ

Conclusion : APPROVED /
3axmoyenune: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Moarorosneno: Yogesh [Iposepeno:Rama Kant||[Tposepeno (AOK): ||Onobpeno: O6ecneyenue kadecTBa/OTBETCTBEHHOE
Chauhan > Ajay Kumar JMLO:
/ W Srivastva IQV)/ @
4 i
Date / Date / Date / Date /

Hara: 13.03.2026

Hata: 13.03.2026

Jara: 13.03.2026 Hara:

1022024

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: L85125AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

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

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

CEPTUO®UKAT AHAJIM3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropoa® Dxenpece (keropoaak) TaGaerkn, AMceprupyembie B HoJa0CTH pra, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne i VZ00SRY O6bem cepuu © 36,00,000 Tabd

Analytical Repovrt No/ . 040003313377 Date of Analysis / - 13.03.2026

AnanuTH4YecKHi oTuet Ne Jara ananuza

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

JaTta npon3BoacTBa Topen g0

Mfg. License No. / MA number: /

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

Junenzus Ne

Analysis performed according ND: / Ananns nposenen nmo HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Mucrpyxkuus yreep:kaena: 21.04.2025

Page4 of 11/ Crp. 4 u3 11
NNS Test / ITokazaTenb Results / PesyabTaThl Specification / Hopma
3 Average weight / Cpeansis 69.4 mg / 69,4 mr 672mg to 72.8mg (70.0mg + 4.0%). /
Macca Ot 67,2 Mr mo 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 QLIMEY-aL elg Complies / CoOTBETCTBYET 18/20 Tabmerox — He Gomee + 10 %;
AHOPORHOLEL MACCE! 2/20 Tabnetok — He Gonee = 20 %.
4 Disintegration time /
Pacnagaemoctsb )
00 min 18 sec / 00 muH 18 cek Not more than 3 min. / He Gonee 3 MuH.
5 Dissolution / PacTBopenue Unit-1/ Tabn-1 98 % Not less than 75 % (Q) of CsH;3NO3°C4H 1 NO;
. (ketorolac tromethamine) in 15 min. / He meHee
Unit-2 / Ta6n-2 98% | 759% (Q) CisHi3NO3*C4H;NO; (ketoponaa
Unit-3 / Ta61-3 97 % TpOMETaMUH) yepe3 15 MuH.
Unit-4 / Ta6bn-4 97 %
Unit-5 / Tabn-5 98 %
Unit-6 / Ta61-6 98 %

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykt cootBeTcTBYET TpeboBaHMAM HJL

Conclusion : APPROVED /
3aknwuenue: OJJOBPEHO

Prepared by /

[MoarororneHo: Yogesh

Checked by /

Checked by (AQA) /

[TpoBepeno:Rama Kant||[Tposepeno (AOK):

Approved by: Quality Assurance/Authorized person /
OpnobpeHo: Obecneyenue kauecTsa/OTBETCTBEHHOE

Chauhan m Ajay Kumar JTALO: @)
Srivastva
%};\/ rivastv. -”.(I'\\')/ 4
Date / Date / Date / Date / 10 92024
Hara: 13.03.2026 Hara: 13.03.2026 Jara: 13.03.2026 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85125AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Recad, 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
Ipoayxr: Keropoa® Dkcnpecc (keTopoJiak) TaGaeTKH, AHCHEPrHpyeMble B OJI0CTH pTa, 10 mr

Market / Poinok :Russia / Poccust

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

Cepus Ne k N2GOUSEE O06neM cepuu ©36,00,000 Tab

Analytical Repovrt No/ . 040003313377 Date of Analysis / . 13.03.2026

AHanuTHdecKHi oTueT Ne Jarta anasnu3sa

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

JlaTa npon3BOACTBA I'open o

Mfg. License No. / .

1 O S—————— . MNB/05/263 LA number: . JITI-Ne(004669)-(PT-RU)
Homep PY

JauumeH3us Ne

Analysis performed according ND: / Anann3 nposeaen nmo HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / UucTpykuus yreepxkaena: 21.04.2025

Page Sof 11/ Ctp. S u3 11

i.:) Test / Iloka3zaTens Results / PesyabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a 710 pm
JucnepcHocTh sieve is formed. / OOpasyercs omHOpOAHAsA
CYCTEH3Us, MPOXOAsllas CKBO3b CHTO C
pasmepoM oTeepctuit 710 MkMm.
T Impurities / IIpumecu

1-hydroxy analog of
ketorolac: /
1-ruapokcuaHanor

Below LOD (LOD = 0.0010 %)
/ Hixe mpefesia oOHapy ) eHus
(T1O = 0,0010 %)

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

KeTopoJiaka
1-keto analog of ketorolac / 0.10 % not more than 0.8 %; / ve 6onee 0,8 %;
1-keToaHanor keTopojaka
unidentified impurity / 0.02 % not more than 0.5 %; / ne 6onee 0,5 %;
eIMHUYHAs
HEUIEHTU(DUIHUPOBAHHAS
IPUMEChH
total impurities / 0.1 % not more than 1.0 %. / ne 6onee 1,0 %.
cyMMa npumecei

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

[Mpumeuanue: [IpoaykT coorBeTcTBYET TpeGoBaHUsIM HJJ 3akawuenue: OJJOBPEHO

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

[ToarotosneHo: Yogesh [Tpoeepeno:Rama Kant|[[Tposepeno (AOK): ||OnoGpero: ObecnieyeHne xauecTBa/OTBETCTBEHHOE

Chauhan / S Ajay Kumar JHLLO: '

@A\g‘/’ Srivastva /P‘_\ \ @
/
Date / Date / Date / Date / 1C-62-2024
Jara: 13.03.2026 Jlara: 13.03.2026 Jlara: 13.03.2026 Hara:

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: L85125AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
vill. Khol, Nalagarh Rcad, Baddi,

CEPTUDPUKAT AHAJIN3A

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

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkenpece (keropoaak) TabieTku, Ancnepruopyemsie B nojocta pra, 10 mr

Market / Peinok :Russia / Poccus

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

Cepus Ne S MaoOUoRY O0bem cepuu " 36,00,000 Tab

Analytical Repo“rt No / - 040003313377 Date of Analysis / . 13.03.2026

AHaJINTHYECKHI oTyeT No Hdara ananuza

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

JaTta npou3BoacTBa Toxen po

Mfg. License No. / MA number: /

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

JHueH3 A Ne

PIL version approved: / MucTpykuuns yreepxaena: 21.04.2025

Analysis performed according ND: / Anasu3 nposeaen mo HJL: JITI-Ne(004669)-(PI'-RU)-190224

Page 6 of 11/ Ctp. 6 3 11

IJVWO Test / [TokazaTesb Results / PesynbTaThl Specification / Hopma

8 Water content / 2.6 % Not more than 7.0 %. /
CopnepxxaHue BOAbI He 6onee 7,0 %.

9 Residual solvents / OcTaTo4Hble OPraHHYECKHE PACTBOPUTEIIH
Isopropyl alcohol / 24 pg/tab/ Not more than 350 pg/tab. /
H3onponaHon 24 Mxr B Tabnerke He 6onee 350 mxr B TabneTke.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: IIpoaykT cooTBeTCTBYET TpeGoBanuam HJT 3akmouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[ToaroropneHo: Yogesh [Tposepeno:Rama Kant|[[Tposepeno (AOK): [|Ono6pero: Obecneuenue kadectBa/OTBETCTBEHHOE
Chauhan / W Ajay Kumar JIULO:
/ Srivastva ‘A\ \ @
Date / Date / Date / Date / JS02-202¢(
Hara: 13.03.2026 Jlara: 13.03.2026 Jata: 13.03.2026 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: L85125AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":'.

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

Yill. Khol, Nalagarh Read, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Vs 87 SHTSE SEOBLG2
CEPTU®UKAT AHAJIN3A | *919816 0
www.drredays.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Ixenpece (KeToposak) Tabierki, AHCHeprupyemsbie B mooctu pra, 10 mr
Market / PoiHok :Russia / Poccus
Batch No / ) Batch Quantity / . 36,00,000 tab /
Cepus Ne B YADAEGT O0bem cepuu " 36,00,000 Tab
Analytical Repo:‘t No/ - 040003313377 Date of Analysis / - 13.03.2026
AHaJuTHYEeCKHH oTyeT Ne Jarta ananuza
Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027
JlaTa npou3BoacTBa I'open no
Mfg. License No. / MA number: /
IIponssoacTBeHHAS : MNB/05/263 ’ ¢ JIII-Ne(004669)-(PI'-RU)
Homep PY
JuneH3us Ne
Analysis performed according ND: / Anann3 nposenen nmo HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MucTpyknus yrepxkaena: 21.04.2025

Page 7 of 11/ Crp. 7u3 11

NN? Test / [TokazaTesb Results / PesyabTaThl Specification / Hopma

10 Microbiological purity*/ Mukpo6unonorunyeckas yucrora*

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

Count / ob1iee yuco He 6osee 10° KOE/r;

a3pOOHBIX MUKPO-

OpraHu3MOB

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

mold count / o61iee 4ucio He 6onee 10?2 KOE/T;

JPOXOKEBBIX U TUIECHEBBIX

rpu6oB

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

11 Uniformity of dosage units / Acceptance value (4V) not more than 15.0
OaHopoaHOCTh 94 [ToxazaTtens npuemnemocty (A V) nomkeH ObITh
MO3NPOBAHHBIX €AMHULL ' He Oonee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: IponykTt coorBeTcTBYET TpeboBanusM HJT 3aknwouyenune: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toarorosneno: Yogesh ITposepeno:Rama Kant||[Ipoeepeno (AOK): ||Onobpeno: Obecneyenue kadectBa/OTBETCTBEHHOE
Chauhan /,/' ‘}d\ Ajay Kumar UIO: '
Srivastva @
i SRS |
——
Date / Date / Date / Date / 1C02-2%24
Jlara: 13.03.2026 Jara: 13.03.2026 Hara: 13.03.2026 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85125AP1984PLC004507

www.drreddys.com




Dr.Reddy’s “:’.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Rcad, 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: Keroposa® Jxenpece (keToposak) TabjieTKH, JHCIEPrupyemMble B 0J0CTH pTa, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne kil O0bem cepun " 36,00,000 Tab

Analytical Repourt No/ - 040003313377 Date of Analysis / . 13.03.2026

AHanuTH4YecKH# oTueT Ne Jlara anann3za

Date of Manufacture / - 01/2026 Date of Expiry / . 12/2007

JaTa npou3BoacTBa I'oaen xo

Mfg. License No. / MA number: /

IIpousBoacrBenHan : MNB/05/263 ) . JIII-Ne(004669)-(PT-RU)
Howmep PY

JiHeH3ust Ne

Analysis performed according ND: / Auanu3 nposeaen no HJI: JII-Ne(004669)-(PI'-RU)-190224
PIL version approved; / UacTpykuus yreepxaena: 21.04.2025

Page 8 of 11/ Ctp. 8 u3 11

‘1:.‘: Test / Ilokasatens Results / PesyabTaTsl Specification / Hopma
12 Assay / KosnuyecrpenHoe 10.1 mg/ 10,1 mr From 9.0 mg to 11.0 mg of
onpeesieHHe (101.1 %) Ci1sH13NO3+C4H [ 1NO3 (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. ¢ Or 9,0 mMr JI0 11,0 mr
CisH13NO3+C4H |1 NO; (keToponaka
tpomeramuH) (o 90,0 mo 110,0 % ot
3asBJICHHOT'O KOJIMYECTBA) B TAaOJETKE.
13 Butylhydroxyanisole 0.0934 mg/tab / Not less than 0.042 mg/tab. /
content / Coaepxanue 0,0934 mr B TabneTke He menee 0,042 Mr B TabueTke,
Oy THJITUAPOKCHAHH30J1a

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeyanue: [IpoaykT cooTBeTCTBYET TpeGoBaHUAM HJI 3akniouenue: ONOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Monrororneno: Yogesh ITpoeepeno:Rama Kant||[IposepeHo (AOK): ||Onobpeno: Obecnevenne kauectea/OTBETCTBEHHOE
Chauhan V4 Ajay Kumar JIHLO: Za

@ / %’W\"Lg Srivastva‘%)/ QW

7

Date/ Date / Date / Date / JE 11624
Jara: 13.03.2026 Hara: 13.03.2026 Jlata: 13.03.2026 Hara:

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: L85125AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Read, 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
Ipoaykt: Keropoa® Jxcnpece (keTopoJiak) TabeTKH, JHCNepPrupyemMble B M010CTH pTa, 10 Mr

Market / PoiHOK :Russia / Poccus

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

Cepus Ne  WRBOHART O0neM cepun © 36,00,000 Tab

Analytical Repourt No/ . 040003313377 Date of Analysis / - 13.03.2026

AHaJuTHYeCKHI oTUeT Ne Jdarta anaanza

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

JlaTa mpou3BoacTBa TI'oxen go

Mfg. License No. / MA number: /

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

JuneH3us No

Analysis performed according ND: / Ananus nposenen no HJI: JIIT-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uucrpykuus yreepskaena: 21.04.2025
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Onu

CaHHE€ YNIAKOBKH

(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnertok B
omucrepe w3 (ITA/AJI/IID ¢
snaronornoturesieM/[15BIT)
tdoneru // (II3/AJT) ¢onsru. Ilo
2 Onuctepa BMECTE C JIMCTKOM-
BKJIAfIbILIEM B a4Ky
KapTOHHYIO.

‘1;? Test / Iloxa3zarenn Results / PesyabTarsl Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with

desiccant/HDPE) foil // (PE/AL) foil. 1 or 2
blisters with patient information leaflet in a
carton pack. / Ilo 10 tabnerok B Gnucrepe u3
(TTA/AJVTID ¢ Braromornotutenem/IIDBIT)
doneru // (IID/AJ1) doneru. Mo 1 win 2
oaucTepa BMECTE C JIMCTKOM-BKNAABIIIEM 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.
* TIpu BbINycKe JIEKAPCTBEHHOr 0 NpenapaTa KOHTPOJIb KaYecTBa M0 NoKa3aTesio « MUKpoGHOIornyecKas
YHCTOTA» NMPOBOANTCH NS KaXA0i 20-0ii cepun, WK AJI51 OQHON CEPUH B o, B 3aBUCHMOCTH OT TOI'0, YTO
HACTYNHUT paHbLIe.

Remarks : The Product confirms to ND/
[Mpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBaHusAM HJI

Conclusion : APPROVED /
3akaoyenune: OJJOBPEHO

Prepared by /

[Moxrorosneno: Yogesh

Checked by /

Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Tposepeno:Rama Kant||lTposepero (AOK): |[Onobpeno: Obecneuenue kauectBa/OTBETCTBEHHOE

Iata: 13.03.2026

Hara: 13.03.2026

Hara: 13.03.2026 JlaTa:

Chauhan 7 ‘;,\j\ Ajay Kumar JIULO:
/ ,/ .
§V/,~ @A\ o Srivastva _ E\) céw)
Date / Date / Date / Date /

1C02-1626

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: L85125AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS

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

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

CEPTUOPUKAT AHAJIU3A

Tel : 491 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally D}sintegrating Tablets 10 mg

ITpoaykr: Ketopoa® Dkcnpece (keTopoJak) TabaeTkn, AUCHEprupyemMble B mo10¢TH pTa, 10 mr

Market / PbiHok :Russia / Poccus

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

Cepus Ne V260038 O6bem cepun " 36,00,000 Tad

Analytical Report No / - 040003313377 Date of Analysis / - 13.03.2026

ApanuTnueckuii oTyet Ne JaTa anannza

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

Jarta npousBojacTBa T'open po

Mfg. License No. / MA number: /

I[IpouszsoacreeHHasn : MNB/05/263 ) : JII-Ne(004669)-(PT'-RU)
Homep PY

Juues3us Ne

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

PIL version approved: / Uncerpykuusi yreepxaena: 21.04.2025

Page 10 of 11/ Ctp. 10 m3 11

API name / Hanmenosanue APC:

Ketorolac tromethamine / KeToponaka TpoMetamux

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /

Jd:

Homep cepun npoussoantena ADPC: AEsHO0oe
FP Manufacturer API Batch number /
Homep cepun cyOCTAHIMH NPOU3BOIUTEJIS FESA00497

API Manufactured by & country /
IIpousBoautens ADC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c JlaGoparopuc JIta., Unous

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

HaumenoBanue, anpec, JUNEH3Us JJIs
IIpousBoacrBeHnan niaomanka / Ilnomaaka
KOHTpoJs kayecTBa / Ilnomagka Beimycka

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 Penau’c Jlaboparopuc Jlta., Uuaus, IponseoacTeeHHoe
noapasaeneHre-6, Bunn. Kxons, Hanarapx Poyn, bagmu, ducrpukr
Comnan, X.I1., 173205, Unaus (muueH3us 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/

IIpumeyaume: [Ipoaykt cootBeTcTBYeT TpeboBanuam HJJ

Conclu§ion : APPROVED /
Zakmouenune: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IMoarorosneno: Yogesh [1posepeno:Rama Kant||[Tposepeno (AOK): ||Onobpeno: Obecneuenne kauecTsa/OTBETCTBEHHOE
Chauhan : Ajay Kumar JIULIO:
/ / g’@ Srivastva /P\,), @
- - = I/
Date / Date / Date / Date / JC62-2024
JHara: 13.03.2026 Iara: 13.03.2026 Jara: 13.03.2026 Jara:

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: L85125AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s Q':‘.

CERTIFICATE OF ANALYSIS

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

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

CEPTUOPUKAT AHAJIN3A

Tel : +91 98166 56001-02

www.drreddys.com

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

Hpoaykr: Keropoa® Dxcnpece (keropoJak) TabieTkn, AMclieprupyeMbie B H0J0cTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne i O6nem cepuu " 36,00,000 Tab

Analytical Report No/ - 040003313377 Date of Analysis / - 13.03.2026

AHaanTHYecKHH oTueT No JlaTa ananusa

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

JlaTa npoH3BOACTBa I'open no B

Mfg. License No. / M fiinifees ]

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

JHIeH3us Ne

Analysis performed according ND: / Ananu3 nposeaen no H/I: JITI-Ne(004669)-(PT'-RU)-190224

PIL version approved: / Uncrpykuus yreepxaena: 21.04.2025

3akiaroueHue o cooTBeTcTBHU: «HacTosuM s1 MOATBEPXKAl0, YTO NpHUBEAEHHAs BbIIE HHPOpPMAaLUs SBISETCS
JIOCTOBEPHOH W TOYHOH. DTa cepus MPOAYKLIHMH NpoM3BejeHa (BKIIIOUasi YyIAKOBKY (MapKHpPOBKY) M KOHTPOJb
KauecTBa) HA BhIIEyKa3aHHOHW IPOU3BOJACTBEHHONW IUIOIIAAKE (ILUIOIAAKAaX) B IOJHOM COOTBETCTBUHM C
TpeboBanmsMu [lpaBun Hamiexarmieifl mponU3BOACTBEHHON NpPaKTHKU EBpazuiicKoro SKOHOMHYECKOI'O COI03a U
TpeOOBAaHMSIMH KOHTPOJISI KadecTBa JICKAPCTBEHHBIX CPEICTB, @ TAKXKE B COOTBETCTBHH CO CHENU(UKALUAMHU,
COZIEPXKAMIUMUCS B PETHCTPAIIMOHHOM JIOCKE CTpaHBI-UMIIOpTEpa. 3AIUCH 110 IPOU3BOJICTBY, YIIAKOBKE U aHAIU3Y
[IPOBEPEHEI, U YCTAHOBJICHO MX COOTBeTCTBHE TpeboBaHuAM [IpaBui Haanexamen Npou3BOJICTBEHHON IIPAKTUKU

EBpaBI/IﬁCKOI‘O 3KOHOMHYECCKOI'O COIO3a».
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Remarks : The Product confirms to ND/

Ipumeyanue: Ipoxykt coorseTcTBYET TpeGOoBanusM HJT

Conclusion : APPROVED /
3aknwyenune: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
IMoarorosneHo: Yogesh IMposepeno:Rama Kant||[Tposepero (AOK): |[Onobpeno: ObecneueHue kauectBa/OTBETCTBEHHOE
Chauhan AN Ajay Kumar TTHLIO:
/ %\‘}1}/ Srivastva /A,Q/' @
—
Date / Date / Date / Date / 1C07-2024
Hara: 13.03.2026 Jara: 13.03.2026 Hara: 13.03.2026 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: L85125AP1984PLCO04507

www.drieddys.com






