Dr.Redd

y's Q:'

CERTIFICATE OF ANALYSIS

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

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

CEPTNOUKAT AHAJIVU3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropoa® Ikenpece (keTopoJiak) TabjeTKd, JUuCIeprupyemMble B OJ0CTH pTa, 10 Mr

Market / Puinok :Russia / Poccust

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

Cepus Ne 5 V2600240 O6bemM cepuu " 36,00,000 Tab

Analytical Repourt No / - 040003281195 Date of Analysis / . 13.02.2026

AHanuTHYecKHii oTueT N Jarta anaau3za

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

JlaTa npou3BoacTBa I'open xo

Mfg. License No. / MA number: /

IponsBoacTBeHHas : MNB/05/263 ) : JIII-Ne(004669)-(PI"-RU)
Homep PY

Jumensust Ne

Analysis performed according ND: / Ananu3 nposeaen no HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Mucrpykuus yreep:xkaena: 21.04.2025

Pagelof 11/ Crp. 1 w3 11

N : .
.N':) Test / [TokazaTesnb Results / PesyabTath! 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. / Kpyrnmeie miockue
side. / Kpyrasie mockue TabJIeTKH € (ackoil, CBETNO-XKENTOro IBETa C
TabneTku ¢ ¢ackoii, cBeTI0- rpaBUPOBKOH «|» Ha OIHOI CTOpPOHE.
JKENTOTO LBETA C IPaBUPOBKOH
«l» Ha ofHOH cTOpoOHE.
2 Identification / Unentudurkauus

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 MOTJIOLIEHHUS UCMIBITYEMOTO PacTBopa 1
pacTBopa CTaHIapTHOro o6paslia KeTopoiiaka
TpOMETaMUHa JOMKHBI HMETh MaKCUMYMbI TIPH
OIHOH U TOH e IJTMHE BOJIHBI (£ 2 HM).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanue: IlpoaykT cooTeTcTBYET TpeboBaHusM HJJ 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
IMoarorosneno: Shivani [Mposepeno: Rama [Tposepeno (AOK): |[OnoGpeno: OGecneuenue kauecta/OTBETCTBEHHOE
- Kant “\ Amit Kumar JIALIO: W
/g / Qw . P _t
Date / Date / Date / Date / 14
— 20
Jara: 13.02.2026 Hata: 13.02.2026 Hara: 13.02.2026 Hara: \(%/D’)/

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr.Reddy’s Q:.°

CERTIFICATE OF ANALYSIS

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

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

CEPTHOPUKAT AHAJIN3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykT: Keropoa® Jxcnpece (keToposnak) TabiieTKu, JUCHEprupyemMble B 10J10¢TH pta, 10 Mr

Jnnen3zus Ne

Market / Poinok :Russia / Poccust

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

Cepus Ne i W2000240 O0bem cepun " 36,00,000 Tab
Analytical Repourt No/ - 040003281195 Date of Analysis / - 13.02.2026
AHaIUTHYECKHH oTUeT Ne JaTta anann3a

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

Jara npou3BoacTBa Toxen go

Mfg. License No. / MA number: /

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

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

Page 2 of 11/ Crp. 2 m3 11

No

No Test / [loka3arennb

Results / Pe3yabTaThbl

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).
/ Bpemsi ynmepWBaHHA OCHOBHOIO TMHKa Ha

XpomaTorpamme UCOBITYEMOIO pactBopa
JOJDKHO COOTBETCTBOBATD BPEMEHHU
yIepxKHBaHUA OCHOBHOTO nHKa Ha
XpoMaTorpamMe  pacTBopa  CTaHOApTHOTO

obpaslia Kkeropojaka TpoMeTaMHHA (pasnen
«KOJIM4eCTBEHHOE ONPENEIICHHEN).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: [IpoaykT cooTBeTCTBYET TpeboBaHuaM HJI 3akawyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person./
[Toarorosnexo: Shivani [Tposepeno: Rama [Tpoeepeno (AOK): ||OnobpeHo: ObecneueHue kauecTBa/OTBETCTREHHOC

_ |[Kant ! Amit Kumar JIHLIO: N

[

Date / Date / Date / Date / \ ;"Z) ’),"—’2/07/-4
Jlara: 13.02.2026 Hata: 13.02.2026 Jara: 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 4800 2999, Email: mail@drreddys.com
CIN: L85195AP1984P1C004507
www.drreddys.com




Dr.Reddy’s ":'

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vili. Khol, Nalagarh Road, Baddi,

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

CEPTUDOUKAT AHAJIU3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxenpece (keropoJiak) Tab/1eTKH, AUCIEPrUpPYeMbIe B OJIOCTH pTa, 10 Mr

Market / Poinox :Russia / Poccus

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

Cepus Ne H N2600240 O6neM cepru " 36,00,000 Tab

Analytical Repo:‘t No/ - 040003281195 Date of Analysis / - 13.02.2026

AHATHTHYECKHI oTueT No Jlara ananu3za

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

JlaTa npou3BojacTBa Togen g0

Mfg. License No. / MA number: /

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

Junen3us Ne

Analysis performed according ND: / Auann3z nposenen no HJI: JIII-N2(004669)-(PT'-RU)-190224
PIL version approved: / Uucrpykuust yreepxaena: 21.04.2025

Page3 of 11/ Crp.3 m3 11
ljvoo Test / IloxazaTens Results / PesynbTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBETCTBYET The retention times of 2-butylhydroxyanisole and
Bymunzudpoxcuanuszon 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 yaep>)KUBaHuA TIUKOB 2-
OyTHATMIPOKCUAHHU30JIa " 3-
OyTWITHAPOKCHaHM30Jla Ha  XpoMarorpaMme
HCIIBITYEMOTO pacTeopa JIOJKHBI
COOTBETCTBOBATL  BpPEMEHAM  yNEp)KUBaHUA
NUKOB  2-OyTwiruipokcuaHuzona W 3-
OyTuarnapoxcuaHuzosia Ha — Xpomarorpamme
pacTtBopa CTaH/IapTHOTO obpasua
6yrunrunpokcuanuzona (paszgen «Conepxkanue
OYTUIATH/IPOKCUAHU30J1a»).

Remarks : The Product confirms to ND/
IMpumeuanue: [IpoaykT coorBeTcTBYET TpeboBaHUAM HJJ

Conclusion : APPROVED /
3aknwuenne: OJJOGPEHO

Hara: 13.02.2026

Jara: 13.02.2026

Jara: 13.02.2026 Hara:

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

[ToarorosneHo: Shivani [Tposepeno: Rama [Mposepeno (AOK): ||Ono6peno: OGecneuenue kayecTBa/OTBETCTBEHHOE
ﬁ r Kant Q)i\ Amit Kumar JMLO:

Date / Date / Date / Date /

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4800 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

CEPTUOUKAT AHAJIM3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropoa® Ikcnpece (keToposnak) TabIeTKH, AMCNEPrHPYEMbIE B MOJIOCTH pTa, 10 Mr

Market / Poinox :Russia / Poccus

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

Cepus Ne 3 V2600240 Oo6bem cepuu "~ 36,00,000 Tab

Analytical Repovrt No/ - 040003281195 Date of Analysis / - 13.02.2026

Ananurudyeckuii oruer Ne JlaTa aHaIH3a

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

JlaTta npou3BoacTBa T'oxen no

Mfg. License No. / .

TIpou3BojACTBEeHHAS - MNB/05/263 II‘I’IA number: / . JIII-Ne(004669)-(PT-RU)
omep PY

JHIeH3Hs Ne

Analysis performed according ND: / Ananns nposenen mo HJ/{; JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UacTpykuus yreepxaena: 21.04.2025

Page4 of 11/ Crp. 4 m3 11

1}? Test / Ilokasartesb Results / PesyabTaThi Specification / Hopma
3 Average weight / Cpeauss 70.6 mg / 70,6 Mr 672mg to 72.8mg (70.0mg + 4.0%). /
Macca Ot 67,2 mr 1o 72,8 mr (70,0 mMr + 4,0 %).
18/20 tablets - not more than + 10 %;
Unif itv of weight / 2/20 tablets - not more than + 20 %. /
Om ormity ol weig Complies / CooTBeTcTBYET 18/20 rtabnerox — He Oosee & 10 %;
AHOROAHDEHS MACCEL 2/20 Tabnetox — He 6onee + 20 %.
4 Disintegration time /
PacnagaemocTthb )
00 min 34 sec / 00 MuH 34 cek Not more than 3 min. / He Gonee 3 MuH.
5 Dissolution / PacTeopenne Unit-1/ Ta6n-1 103 % Not less than 75 % (Q) of CsH3NO3°C4H;NO;
) (ketorolac tromethamine) in 15 min. / He MeHee
2 o
Unit-2 / Tabn-2 103% | 950, (Q) CisHisNO3C4H{NO; (keToponaxa
Unit-3 / Ta6i-3 101 % TPOMETaMHUH) yepe3 15 MUH.
Unit-4 / Ta61-4 100 %
Unit-5 / Tabx-5 104 %
Unit-6 / Tabn-6 102 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [Ipoaykr cooTBeTCTBYET TpeboBaHusIM HJJ 3akawuenue: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[ToarotoneHo: Shivani [TposepeHo: Rama [Iposepeno (AOK): [|Onobpeno: Obecneuenue kauecTBa/OTBETCTBEHHOE
o Kant é)\}( Amit Kumar JTHLIO: o
A : -

M A /2
Date / Date / Date / Date / ;
Jara: 13.02.2026 Jara: 13.02.2026 Hara: 13.02.2026 Hara: ‘g 21— 20

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

Vili. Khol, Nalagarh Road, 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
IpoaykT: Keropoa® Dkcnpece (keToposiak) TabaeTku, AUCHeprupyemMblie B moJ10CTH pTa, 10 mr

Market / Puinok :Russia / Poccus

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

Cepus Ne V2600240 O6bem cepuu " 36,00,000 Tad

Analytical Repovrt No/ - 040003281195 Date of Analysis / . 13.02.2026

AHaJuTHYecKHii oTyeT No JaTta anaaunsa

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

JlaTa nponsBojacTea I'onen po

Mfg. License No. / MA number: /

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

Junen3us Ne

Analysis performed according ND: / Anann3 nposeaen no HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MHucTpykuus yreep:kaena: 21.04.2025

Page5of11/Crp.5n3 11

i? Test / [Toka3zaTesnnb Results / Pe3yabTaTthl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a 710 pm
HucnepcHocThb sieve is formed. / OOpasyercs omHOponHasA
CYCTEH3Us, [MpOXOoAdwas CKBO3b CHTO C
pasMepoM oTeepcTHH 710 MKM.
7 Impurities / [Ipumecu

1-hydroxy analog of
ketorolac: /
1-ruapokcuadanor

Below LOD (LOD = 0.0010%) /
Huxe npenena obnapyxenns (110

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

=0.0010 %)
KeTopoJiaka
1-keto analog of ketorolac / 0.04 % not more than 0.8 %; / He 6onee 0,8 %;
1-keToaHanor KeTopojaka
unidentified impurity / 0.01 % not more than 0.5 %; / ve 6ousee 0,5 %,;
e/IMHNYHas
HeuAeHTU( UM POBAHHAS
npuMech
total impurities / 0.1% not more than 1.0 %. / He 6onee 1,0 %.
cyMMa npumecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [Iponykt cooTBeTcTBYET TpedoBaHuaM HJI 3akmiouenune: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Moarorosneno: Shivani [Tposepeno: Rama [Tposepeno (AOK): ||Omobpeno: Obecneuenue kauecTBa/OTBETCTBEHHOE
Kant b& Amit Kumar JULIO: )J])\-)
_ A L .
Date / Date / Date / Date / %
Jlata: 13.02.2026 Jlara: 13.02.2026 Jlara: 13.02.2026 Jlara: \ N 2L—"20¢

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, 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,

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

CEPTUDUKAT AHAJIM3A  Tel:+91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Jxenpece (keToponak) TabJIeTKH, AMCIeprupyemMble B 0JI0CTH pra, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepusn Ne 1 M2600240 O6bem cepuu " 36,00,000 Tab

Analytical Repourt No/ - 040003281195 Date of Analysis / . 13.02.2006

AHanuTHYecKHii oTueT No Jara anananza

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

JlaTa npon3BoJcTBa T'ogen no

Mfg. License No. / MA pumber: /

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

anneH3ns Ne

Analysis performed according ND: / Anann3s npoBexen no HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UucTpykuus yreepxxaena: 21.04.2025

Page 6 of 11/ Ctp. 6 m3 11

i:) Test / [loka3aTennb Results / Pe3yabTaTsl Specification / Hopma

8 Water content / 1.9 % Not more than 7.0 %. /
Copnep:xaHue BoabI He 6onee 7,0 %.

9 Residual solvents / OcTaTouyHble Opranuyeckye pacTBOPHTENH
Isopropyl alcohol / 14 pg/tab/ Not more than 350 pg/tab. /
H3omnponaHon 14 Mkr B TabneTke He 6osee 350 mMxr B TabneTxe.

Remarks : The Product confirms to ND/
ITpumeuanue: [IpoaykT cooTBeTCTRBYET TpeboBanusM HJL

Conclusion : APPROVED /
3akmouenne: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Moarorosneno: Shivani [Tposepeno: Rama [TpoeepeHo (AOK): |[Onobpeno: ObecneueHue kauecta/OTBETCTBEHHOE
Kant Amit Kumar JULIO:
)
) @Q\/ /\ — Yo"
Date / Date / Date / Date /
Tara: 13.02.2026 Mara: 13.02.2026 Nara: 13.02.2026  ||flara: 12— 2024

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

www.drreddys.com




Dr.Reddy’s 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
Ipoayxr: Keropoa® Dxcupece (keToponak) TabieTKn, AucneprupyemMblie B HoJ10cTH pra, 10 mr

Market / Peinok :Russia / Poccust

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

Cepus Ne 1 V2600250 Oo6beM cepuu " 36,00,000 Tab

Analytical Repourt No / - 040003281195 Date of Analysis / . 13.02.2026

AHanuTHdeckHii oTUeT No Hata ananuza

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

JlaTa npon3BoacTBA Toaen go

Mfg. License No. / MA number: /

IIpousBoacTBeHHAast : MNB/05/263 ) : JHI-Ne(004669)-(PI'-RU)
Homep PY

JanneH3snsa Ne

Analysis performed according ND: / Ananu3 nposenen mo HJ/I: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Mucrpykuus yreepxkaena: 21.04.2025

Page 7o0f 11/ Ctp. 7n3 11

1}00 Test / [Toka3aTesnb Results / PesyabTaTthl Specification / Hopma
10 Microbiological purity*/ Mukpo6uosiornyeckasi 4yucrora*
Total Aerobic Microbial NA not more than 10° CFU/g; /
Count / ob11ee yucio He 6onee 10° KOE/r;
a3pOOHBIX MUKPO-
OpTraHU3MOB
Total Combined Yeast and NA not more than 102 CFU/g; /
mold count / ob1mee yucno He 6osee 102 KOE/r;
IPOMOKEBBIX U TUIECHEBBIX
rpubor
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T
11 Uniformity of dosage units / Acceptance value (4¥) not more than 15.0
OasHopoaHoCTh 35 ITokazarenb npremneMocTy (AV) noymkeH ObITh
JO3UPOBAHHBIX €AHHUI] ‘ He Gonee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: Ilpoaykt cooTBeTcTBYET TpeboranusiM HJI 3akmouenune: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toaroroinexo: Shivani ITposepeno: Rama [Mposepeno (AOK): [|[Omobpeno: Obecnedyenre kayectBa/OTBETCTBEHHOE
/) r Kant Amit Kumar JIULO:
Date / Date / Date / Date / ,
— 2072
Jlata: 13.02.2026 Jlara: 13.02.2026 Jlara: 13.02.2026  ||dara: ) Vo1 €

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-56

Vili. 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
Ipoaykr: Keropon® Dkenpecc (keroposiak) TabJieTKH, AHNCIHePrHPYyeMbie B MOJOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepusn Ne | RESO0ZE0 O0Bem cepun " 36,00,000 Tab

Analytical Repovrt No / - 040003281195 Date of Analysis / . 13.02.2026

AHaJMTHYEeCKH 0TYeT No JaTa anannza

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

JlaTta npon3BoacTBa T'onen no

Mfg. License No. / MA number: /

IIpousBoacTBeHHAR : MNB/05/263 ) : JITII-Ne(004669)-(PT-RU)
Homep PY

auneH3ust Ne

Analysis performed according ND: / Arasus nposeaen no HJ: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / UucTpyknus yreepkaena: 21.04.2025

Page 8 of 11/ Crp. 8 n3 11

1}? Test / IlokazaTesb Results / PesyabTaThi Specification / Hopma
12 Assay / KonnuecTBeHHOE 10.2 mg/ 10,2 Mr From 9.0 mg to 11.0 mg of
onpejeieHue (101.8 %) CisHisNO3*C4H 1NOs (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / or 9,0 mr JI0 11,0 mr
CisHi3NO3+C4H 1NO3 (xeToponaka
TpoMeTamuH) (ot 90,0 mo 1100 % ot
3aABJICHHOT'O KOJIMY€eCTBa) B TabneTke.
13 Butylhydroxyanisole 0.1003 mg/tab / Not less than 0.042 mg/tab. /
content / CoxgepxaHue 0,1003 mr B TabneTke He menee 0,042 mr B Tabnetke.
OyTUArUAPOKCHAHU30J1a

Remarks : The Product confirms to ND/
[pumeuanue: [IponykT cooTBeTCTBYET TpeGoBaHmam HJJ

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

Prepared by /
[Toaroroneno: Shivani

Checked by /
[TpoeepeHo: Rama

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

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneyenue xauecTsa/OTBETCTBEHHOE

Kant Amit Kumar JIMLLO:
A 4 R
5
Date / Date / Date / ' Date /
Tara: 13.02.2026 Tara: 13.02.2026 Tata: 13.02.2026  ||Mara: yL22—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: L85195AP1984PLC0O04507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vili. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS 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
Ipoaykt: Keropoa® Dkcnpece (KeTopoiak) Tab1eTKH, AUCHeprupyemMble B MOJ0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccust

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

Cepus Ne 2 M2OU0240 Oo0beM cepuu " 36,00,000 Tab

Analytical Repovrt No / . 040003281195 Date of Analysis / . 13.02.2026

AnanurHdyeckui oryet No JlaTa aHaJIHM3a

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

JlaTa npou3BoJcTBa Tonen go

Mfg. License No. /

IIpousBoacTBeHHas : MNB/05/263 M mumber:d . JII-Ne(004669)-(PI'-RU)
Homep PY

aunen3us Ne

Analysis performed according ND: / Anamus nposeaen no HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UacTpykuus yrBepxkaena: 21.04.2025

Page 9 of 11/ Crp. 9 m3 11

Onucanye ynakoBkH

(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnerok B
6rucrepe u3  (IIA/AJV/IID ¢
piaromnornotuterem/I19BIT)
tdoabru // (IIS/AJT) doneru. Ilo
2 Onuctepa BMECTe C JIUCTKOM-
BKJTAJIbILIEM B nayky
KapTOHHYIO.

1;.:) Test / Toka3aTenn Results / PesyabTaThi 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 taGnerok B Giuctepe U3
(ITA/AJUTID ¢ paronormotutenem/I15BIT)
doneru // (JID/AJT) doneru. Ilo 1 wnu 2
OnucTepa BMeCTe C JIMCTKOM-BKJIAQJBIIEM 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.
* [Ipu BblllycKe JIEKAPCTBEHHOTO NpenapaTa KOHTPOJIb Ka4ecTBa Mo noxasarenio «Mukpoduonoruieckas
YHCTOTA» NMPOBOAUTCS AJIA KAXkA0# 20-0ii cepuH, HITU 17151 OJHO CepUH B I'0ll, B 3aBHCUMOCTH OT TOrO, YTO
HACTYNHT paHbllie.

Remarks : The Product confirms to ND/

[Mpumevanue: [TpoaykT coorBeTCTBYET TpeboBaHuaM HJI

Conclusion : APPROVED /
3akmouenne: OJOGEPEHO

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

[ToarorosneHo: Shivani [Tposepeno: Rama I[Iposepero (AOK): [|OnoGpeHo: ObecneueHue kauecTsa/OTBETCTBEHHOE
% )/ Kant %‘w : Amit Kumar 2 JIHLIO: /—) ’ }}J ;

Date / Date / Date / Date /

Jara: 13.02.2026

Hara: 13.02.2026

Hara: 13.02.2026 Jara:

\yv2—2024

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: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTU®UKAT AHAJIN3A

Tel : +91 98166 56001-02

www.drreddys.com

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

Ipoaykr: Keropon® Jkcnpece (keropoiak) TabeTKH, AMCIIeprapyeMble B IIOJOCTH pTa, 10 Mr

Market / Peinok :Russia / Poccus

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

Cepus Ne i 2600240 O6bem cepuu " 36,00,000 Tab

Analytical Repovrt No/ . 040003281195 Date of Analysis / - 13.00.2026

AHaguTHYecKnii oTueT Ne JlaTa ananu3sa

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

JlaTa Npou3BOACTBA T'osxen go

Mfg. License No. / .

IpoussoncTrennan . MNB/05/263 MEsnumbiess: . JIII-Ne(004669)-(PT-RU)
Homep PY

JHIeH3us Ne

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

PIL version approved: / UucTpykuus yreepxkaena: 21.04.2025

Page 10 of 11/ Crp. 10 m3 11

API name / Haumenosanue APC:

Ketorolac tromethamine / KeToponaka TpomeramuH

INN / MHH:

Ketorolac / Ketopomak

API manufacturer batch number /
Homep cepun npoussoaurens ADPC:

ABSH002693, ABSH002976

FP Manufacturer API Batch number /
Homep cepuu cy0cTaHIMHA TPOH3BOAUTEIA
I'JId:

FESA00356, FESA00498

API Manufactured by & country /
IIponssoautean AD®C, cTpana:

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

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

HaumenoBaHue, aipec, JUIEH3HA A5
IIponssoacTBenHas miomaaka / Ilnomagka
KOHTPOJIs1 KayecTBa / IlIomagka 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) /

J-p Pennu’c Jlaboparopuc JIta., Unnus, Ilpoussoacreennoe
noapasaenenre-6, Bunn. Kxons, Hanarapx Poyn, bagau, Jluctpukr
Conan, X.I1., 173205, Uugus (muuensus 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 establishedy.

Remarks : The Product confirms to_ﬁD/

Conclusion : APPROVED /
3akaw4denne: OJJOBPEHO

Npumeuanue: IpoaykT coorBeTcTBYeT Tpebopanuam HJI

Checked by / Checked by (AQA) /
ITposepeHo: Rama IMposepeno (AOK):

Prepared by /
[Toprororiero: Shivani

Approved by: Quality Assurance/Authorized person /
Ono6peHo: ObecneyeHue kauecTsa/OTBETCTBEHHOE

Kant M Amit Kumar JIMLO: ) )
et _ A /;,‘
Date / Date / Date / Date / 1 \
—0D_— 2.8
Hara: 13.02.2026 Jara: 13.02.2026 Jara: 13.02.2026 JHara: \ 2 2L

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5060034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com
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Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTU®UKAT AHAJIM3A Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropoa® Jxenpecc (keToposak) Ta6/IeTKH, AHCIEPrupyemMbie B MOJI0cTH pTa, 10 Mr

Market / Poinox :Russia / Poccus

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

Cepus Ne  M2600240 O6bem cepun " 36,00,000 Tab

Analytical Repovrt No/ - 040003281195 Date of Analysis / . 13.02.2026

AnaguTHyecKHi oTyer Ne JlaTa aHaJM3a

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

Jdata npousBojacTBa T'omen no

Mfg. License No. / .

TIpou3BoacTBeHHAS : MNB/05/263 DI Dyyncel - JITII-Ne(004669)-(PT-RU)
Homep PY

aunnensus Ne

Analysis performed according ND: / Anasiu3 nposeaen no HJI: JIII-N2(004669)-(PI'-RU)-190224
PIL version approved: / UacTpykuus yreepxaena: 21.04.2025

3akiar04enme 0 cooTBeTcTBHH: «HacToSIUM s TOATBEPIKAAIO0, YTO IIPUBEACHHAS BbIle HHGOpPMAIHS ABJIACTCSA
JIOCTOBEpHOM W TOUHOH. DTa cepust IPOAYKLHUH IPOU3BENEHA (BKIIOYas YIAKOBKY (MapKHPOBKY) M KOHTPOJb
Ka4yecTBa) Ha BBHIIICYKA3aHHOM IIPOM3BOACTBEHHONW IIOIMAAKe (IJIOIIAAKax) B IOJHOM COOTBETCTBHH C
TpeboBaHusaMH [IpaBun Ha/uiexalleil IpPOU3BOJCTBCHHON NPAaKTUKH EBpasHiCKOro 5KOHOMHYECKOIO COM03a H
TpeGOBAHUIME KOHTPOJIST KaueCTBa JIEKAPCTBEHHBIX CPEJICTB, a TAKXKE B COOTBETCTBHM CO CIENMbUKAIMAMY,
COJIEPIKAIIUMHUCS B PETHCTPAIHOHHOM J0ChE CTPAaHBI-UMIIOPTEPA. 3ANUCH 0 IPOU3BOJCTBY, YIIAKOBKE M aHAIM3y
IIPOBEPEHBI, U YCTAHOBIEHO UX COOTBETCTBHE TpeGoBaHUAM IIpaBuil HamieKaleH IPOU3BOACTBCHHOM IIPAKTHKH

EBp%HﬁCKOI’O 3KOHOMHUYCCKOI'O COIO3a.
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Remarks : The Product confirms to ND/
IMpumeuanue: [IpoaykT coorBeTcTBYET TpeboBaHusm HJI

Conclusion : APPROVED /
Jakmouenne: OJJOBPEHO

Prepared by /
[Toarorosneno: Shivani

b~

Approved by: Quality Assurance/Authorized person /
Opnobpeno: ObecneyeHue kauecTra/OTBETCTBEHHOE

N

Date /
Hara: 13.02.2026

Checked by / Checked by (AQA) /
[Mposepeno: Rama [TposepeHo (AOK):
Kant k\ Amit Kumar
v | [
(/.-—"'
Date / Date /
Jara: 13.02.2026 Jara: 13.02.2026

Date /
Hara:

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

www.drreddys.com




