Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A

Tel : +91 8166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropoa® Dxcnpece (keToposak) TabJeTkn, AMcnieprupyemMble B M0J0CTH pTa, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne k V2600736 O6bem cepun " 36,00,000 Tab

Analytical Repoﬁ No/ . 040003359789 Date of Analysis / - 13.04.2026

AHanuTHyeckHii oTyeT Ne JaTa aHaau3a

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

JlaTa npoH3BOACTBA I'onen o

Mfg. License No. / .

TIpon3Bo/CTBEHHAS : MNB/05/263 ML murnbirs ¢ . JITI-Ne(004669)-(PT-RU)
Homep PY

JuIeH3usa Ne

Analysis performed according ND: / Ananu3 nposenen no HJI: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / MHcTpyknus yrBep:xaena: 21.04.2025

Page 1 of 11/ Crp.1m311

N ; :
N:') Test / [loka3zaTennb Results / PesyabTaTsl 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 miockue
side. / Kpyrisie nnockue TabneTku ¢ ¢ackoif, CBETIO-KeNTOro LBeTa C
TabneTkH ¢ Gackoii, cBETIO- rpaBUpOBKOH «I» Ha OJHOM CTOpOHE.
XEJITOro LBETa C IPaBUPOBKOIA
«l» Ha onHO# cTOpOHE.
2 Identification / iaenTudurauus

Ketorolac / Kemoponax

Complies / COOTBETCTBYET

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (+ 2 nm). / VO-
CIIEKTPBI MOMJIOILEHUS UCIBITYEMOTO pacTBopa U
pacTBopa CTaHZapTHOro o6pasla KeTopoJaka
TpPOMETaMHHa JNOJDKHBI UMETh MAKCHMYMbl [IpH
OMHOM W TO e JJIMHE BOJNHBI (+ 2 HM).

Remarks : The Product confirms to ND/
IIpumeuanue: [IponykT cooTBeTcTBYeT TpeboBaHusm HJJ

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[MonrotoBneno: Shagun [TpoBepeHo:Pravesh [Iposepeno (AOK): |[OmoGpeno: Obecneuenne kauectBa/OTBETCTBEHHOE
Q/ Rana j Amit Kumar nuuoi/,%gmj \ CDVL} WA
g N v JJ;\J
ad /\ s \/%’\ o
Date / Date / Date / Date /
Jata: 13.04.2026 Jarta: 13.04.2026 JHara: 13.04.2026 JHara: ‘2"‘4“‘ 2016

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

CEPTUO®UKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

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

Mpoayxt: Keropoa® Dkenpece (keToposak) TabaeTku, AHCHEprupyeMbie B noJiocTu pra, 10 mr

Market / PoiHox :Russia / Poccus

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

Cepus Ne kA O6bem cepnu " 36,00,000 Tab

Analytical Repourt No/ - 040003359789 Date of Analysis / - 13.04.2026

AHajuTHYecKHi oTyeT Ne Jlata anainza

Date of Manufacture / - 03/2026 Date of Expiry / - 02/2028

Jara npousBoacrsa I"osen 1o

Mfg. License No. / MA number: /

IIpon3BoxcrBenHas : MNB/05/263 H : : JIII-Ne(004669)-(PI'-RU)
omep PY

aunensus Ne

Analysis performed according ND: / Anasnus nposegen no HJI: JITI-Ne(004669)-(PI'-RU)-190224

PIL version approved: / Mucrpykuust yreep:aena: 21.04.2025

Page2 of 11/ Crp.2 n3 11
1;.00 Test / IToka3aTens Results / Pesyabrarsl 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).
/ Bpemst ynep>KMBaHHS OCHOBHOTO IMKa Ha

XpoMarorpaMMe  HCHBITYEMOrO  pacTBopa
JIOJDKHO COOTBETCTBOBATD BpEMEHH
yAepKUBAHUS OCHOBHOTO nuka Ha
XpoMaTorpaMMe  pacTBOpa  CTaHZApTHOro

obpasua keroposnaka TpoMmeTamMuHa (pasgmen
«Konu4yecTBeHHOE ONpeesieHHe).

Remarks : The Product confirms to ND/
IMpumeuanne: [IponykT cooTBeTCTBYET TpeboBaHusM HJT

Conclusion : APPROVED /
3aknwuenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[ToarerosneHo: Shagun [Iposepeno:Pravesh [Tpoeepeno (AOK): |[OnoGpeno: Obecneuenne kauecTBa/OTBETCTBEHHOE
Rana

91/

Amit Kumar JIALIO: L4 *
il h//\ 7124a) \WVV:WJ
—

- e

Date /
Hara: 13.04.2026

Date /
JlaTa: 13.04.2026

Date /

Mara: 13.04.2026

Date /
Jlata:

1% 2v- 2024

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




Dr.Reddy’s “:‘

Dr. Reddy's Laboratories Ltd.

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

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

CEPTHOUKAT AHAJIM3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Ixenpece (keTopoaak) Tabaerku, IHCePrupyemMble B 1oJocTu pra, 10 mr

Market / PoiHok :Russia / Poccus

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

Cepus Ne + V2600736 O6beM cepuu ©36,00,000 Tab

Analytical Repovrt No/ - 040003359789 Date of Analysis / . 13.04.2026

AnanuTuyecknii oruer No JlaTa anann3za

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2008

Jarta npou3BoJcTBa I'open g0

Mfg. License No. / MA number: /

IIpon3BoacTBeHHAS : MNB/05/263 ) : JITI-Ne(004669)-(PT-RU)
Homep PY

JHneH3us Ne

Analysis performed according ND: / Ananuns nposegen no HJI; JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UncTpyknust yrBep:kaena: 21.04.2025

Page3 of 11/ Crp.3 m3 11

No
Ne

Test / [loxazaTrenn

Results / PesyasTaTthl

Specification / Hopma

Butylhydroxyanisole /
Bymunzudpoxcuanuzon

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 YIEPXHUBAHUA MMUKOB 2-
OyTUITHAPOKCHAHH30JIa U 3-
OyTWITMAPOKCHAHU30/IAa Ha  XpOMarorpamme
HCOBITYEMOTO pacTBOpa JIOJIKHBI
COOTBETCTBOBATb  BpPEMEHAM  YJIEPKUBAHUS
MUKOB  2-OyTWITHOpOKCHaHW3ona W 3-
OyTWITHAPOKCHAHU30/IA HA  XpOMaToTpaMMe
pacTBOpa CTaHAAPTHOTO obpasLa
OyTuwiruapokcuanuzona (paspen «Coaepxanue
OyTHIIrHAPOKCHAHU30JIan).

Remarks : The Product confirms to ND/

IIpumeuanmne: [IpogykT cooTBeTcTBYET TpedobaHusM HJ|

Conclusion : APPROVED /
3akmwouenne: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
INoaroTorneHo: Shagun [1posepeno:Pravesh Mposepeno (AOK): [|Onobpeno: Qbecneyenne kauectBa/OTBETCTBEHHOE
Rana Amit Kumar//\ nu1E: /)Z_‘;_UU \ GO w
& y 3 2 0 }O_J
7 (<~ (3
Date / Date / Date / Date /
Jata: 13.04.2026 Jlata: 13.04.2026 Jlara: 13.04.2026 TlaTa: |gfb M-2026

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, 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

CEPTUDOUKAT AHAJIM3A

Tel : +91 98166 56001-02

www drreddys com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxenpece (keToposak) TabieTKl, AHCIEPrHpyeMble B mojiocTu pra, 10 mr

nuiensus Ne

Market / Poinok :Russia / Poccus

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

Cepus Ne 1 O6bem cepun " 36,00,000 Tab
Analytical Repourt No/ . 040003359789 Date of Analysis / - 13.04.2026
Ananurnyeckuii oTyer Ne JlaTa anaju3a

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

JlaTa npou3BogcTBa I'onen no

Mfg. License No. / MA number: /

IMpousBoacTBenHas : MNB/05/263 Hosep PY : JIII-Ne(004669)-(PT-RU)

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

Page 4 of 11/ Crp. 4 u3 11

i:: Test / IlokazaTens Results / PesynbTaThbI Specification / Hopma
3 Average weight / Cpennsas 68.2 mg / 68,2 Mr 67.2mg 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 %:;
Uniformitv of weight / 2/20 tablets - not more than + 20%. /
Om ormity of weig Complies / COOTBETCTBYET 18/20  Tabmerox ~— He Gomee £ 10 %;
HHOPONHOCTE: MACCLL 2/20 Tabnerok — He 6onee + 20 %.
4 Disintegration time /
Pacnagaemoctb
00 min 48 sec / 00 muH 48 cex Not more than 3 min. / He 6osiee 3 MuH.
5 Dissolution / PacTBopenue Unit-1/ Ta6a-1 100 % Not less than 75 % (Q) of CisH;3NO3+C4H;NO3
: (ketorolac tromethamine) in 15 min. / He MeHee
a N 0,
Unit-2 / Tabn-2 100 % 75 % (Q) CisHisNO3+*C4H;NO; (xetoponaka
Unit-3 / Ta6n-3 96 % TpOMeTaMuR) 4epe3 15 MUH.
Unit-4 / Tabn-4 102 %
Unit-5 / Tabn-5 102 %
Unit-6 / Taba-6 101 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanuam HJJ 3akiaouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Moarorosneno: Shagun Iposepeno:Pravesh ITposepeno (AOK): [|Ono6peno: Obecneuenne kauecTsa/OTBETCTBEHHOE
] i - . °
Rana Amit Kumar JIHLO: a ol 1 Cod v
. / AN\ ’ !
v/ e (% o
4 = |2

Date / Date / Date / Date /
Jlava: 13.04.2026 Jlara: 13.04.2026 Jlata: 13.04.2026  ||Jlara: 3 -2 624

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, 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,

CEPTHO®UKAT AHAJIM3A

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

warw drreddys com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxt: Keropoa® Dxenpece (keroposiak) TabierkH, AHCHEprupyembie B 110J0cTH pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepusa Ne & Y2oluloe Oo6bem cepun © 36,00,000 Tab

Analytical Repovrt No/ - 040003359789 Date of Analysis / - 13.04.2026

AnajiuTHuecKkni oruer Ne JlaTa anajim3za

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2008

Jlata nponsBoacTBa Toaen xo

Mfg. License No. / T L —

IIpousBoacTBEHHAN : MNB/05/263 H ) : JITI-Ne(004669)-(PT-RU)
omep PY

JHnensus Ne

Analysis performed according ND: / Anaaus nposenen no HJL: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uncrpykuus yreepxaena: 21.04.2025

Page Sof 11/ Crp. 5u3 11

NN? Test / [lokasarenp Resuits / PesyabraThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a 710 pm
JlucnepcHoOCTh sieve is formed. / OGpasyercs ojpHOpOAHAS
CYCTEH3Us, MNpOoXoasilas CKBO3b CHTO C
pasmepom oTeepcTid 710 MKM.
7 Impurities / IIpumecu

1-hydroxy analog of
ketorolac: /
1-ruppoxcuananor

Below LOD (LOD = 0.0010 %)
/ Hike nipenesia oGHapyXeHus

(TTO = 0,0010 %)

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

KeTopoJiaka
1-keto analog of ketorolac / 0.04 % not more than 0.8 %; / ne 6onee 0,8 %;
1-KeToaHaNor KeToponaka
unidentified impurity / 0.01 % not more than 0.5 %; / ne Gonee 0,5 %;
CAMHUYHaA
HeuaAeHTUGULIMPOBaHHAs
npUMech
total impurities / 0.1% not more than 1.0 %. / He Gonee 1,0 %.
cymMma npuMeceil

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

[Tpumeuanue: [Iponykt coorBercTByeT Tpebopanmam HJT 3akarodenne: OJOBPEHO

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

[Toaroroeneno: Shagun ITposepeno:Pravesh [posepeno (AOK): |[|OnoGpeHo: OGecneuenne kauecTsa/OTBETCTBEHHOE

Rana Amit Kumar JIHLO: /%;_QM \Cod wa
\ ) ,
- / - oyt
¢ L o ‘ /

Date / Date / Date / Date / "\t

Hara: 13.04.2026 Jlata: 13.04.2026 Jlara: 13.04.2026 Hara: ! % oM ~20

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, 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

CEPTHOHKAT AHAJIU3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxenpece (keroposnak) TabieTkH, AHCHEprapyemMbie B HOJ10CTH pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne  ¥2000736 O6bem cepun © 36,00,000 Tab

Analytical Report No/ - 040003359789 Date of Analysis / - 13.04.2026

AHaanTH4ecKHii oTyer Ne JlaTa aHajinza

Date of Manufacture / - 03/2026 Date of Expiry / . 02/2028

Jlara npou3sBojicTBa I'ogen 10

Mfg. License No. / MA number: /

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

Junenzus Ne

Analysis performed according ND: / Anaan3s nposenen no HJI: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / MucTpyknus yrBepaiena: 21.04.2025

Page 6 of 11/ Crp. 6 w3 11

1}00 Test / [loka3zaTenb Results / PesyabTaTh! Specification / Hopma

8 Water content / 2.7% Not more than 7.0 %. /
CopepxaHue BOJbI He 6onee 7,0 %.

9 Residual solvents / OcTaTouHble OpraHM4ecKHe PAaCTBOPHUTEIH
Isopropyl alcohol / 18pg/tab / Not more than 350 pg/tab. /
HzonpomnaHon 18 MKT B TabneTke He 6onee 350 mxr B Tabnetke.

Remarks : The Product confirms to ND/
Ipumeuanue: [lponykr cooTBeTcTBYeT TpeGoBaHUAM HJ|

Conclusion : APPROVED /
3akmwouyenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
Ioarotosneno: Shagun [1poBepeno:Pravesh [Tposepeno (AOK): [|Omobpeno: Obecneyenne kauecTBa/OTBeTCTBEHHOE
Rana Amit Kumar JNLO: /’gg w ‘C_OL/LjM
A= Ve
Date / Date / Date / Date /
Jlata: 13.04.2026 Jlara: 13.04.2026 Jlara: 13.04.2026 Jlara: 1S~ M-20624

Registared Office: 8-2-337, 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




Dr.Reddy’s ":'.

CERTIFICATE OF AN

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CEPTHOHUKAT AHAJIM3A Tel : +91 98166 56001-02

www drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon® Ixenpece (KeToposak) TadaeTKH, AHCHEPrHpyeMble B HoocTh pra, 10 mr

AHaJUTHYECKHH oTUeT Ne

JlaTa anasuza

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / . 36,00,000 tab /
Cepusi Ne £ V600400 O6bem cepuun "~ 36,00,000 Tab
Analytical Report No / . 040003359789 Date of Analysis / - 13.04.2026

Junensus Ne

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

Jara nponssojicrsa TI'ogen po

Mfg. License No. / MA number: /

IlpousBoacTBenHas : MNB/05/263 Howmep PY o JIII-Ne(004669)-(PT'-RU)

Analysis performed according ND: / Anaans nposenen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Uncrpykuus yrsepsaena: 21.04.2025

Page 7 of 11/ Crp. 7u3 11

I;.g Test / [Toka3aTesn Results / PesysbTaThl Specification / Hopma

10 Microbiological purity*/ Mukpo6nonoruyeckas yucrora*

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

Count / o6uiee uncio He Gonee 10° KOE/T;

a’poOHBIX MHKPO-

OpraHu3MoB

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

mold count / ob1iee urcao e Gonee 102 KOE/r;

IPOXOKEBBIX U MIECHEBBIX

rpubos

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
OanopoaHoCTh 78 ITokazarens mpuemaeMocty (A V) nosxeH ObITh
JO3MPOBAHHbIX €ANHHLL ’ He Ooiee 15,0.

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

IIpnumeuanue: IIpoaykt cooTBeTcTBYET TpeboaHuaM HJL 3akmouenne: ONOBPEHO

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

IToaroTtosneno: Shagun [Tposepeno:Pravesh [TpoBepeno (AOK): ||Onobpeno: Oﬁecncqeuue Kaqecma/OTBeTcmeHHoe
Rana ¢ Amit Kumar

A~ ¢ ! N

NHLO: /%W [Coatimna ,}J

Date /

Jata: 13.04.2026 Jata: 13.04.2026 Jara: 13.04.2026

Date / Date /

=
Date /

Jlara: ‘%4\4#%“

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, 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

CEPTUOPUKAT AHAJIM3A

Tel : +91 98166 56001-02

wwwdrreddys com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Jkenpecc (keToponak) TabJIeTKH, AHCIEPrUpyeMble B 10JIOCTH pTa, 10 Mr

Market / PsiHoK :Russia / Poccust

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

Cepust Ne h V2600736 Oo0beM cepHu " 36,00,000 Tab

Analytical Repo:‘t No/ - 040003359789 Date of Analysis / . 13.04.2026

AHanuTH4YecKuii oTdeT Ne Jara apanusa

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

JlaTa npousBoacTBa T'ogen oo

Mifg. License No. / MA number: /

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

JMIeH3usi Ne

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

Page 8§ of 11/ Crp. 8 m3 11

NN? Test / IlokasaTennb Results / PesyabTaThl Specification / Hopma
12 Assay / KoninuecTBeHHOe 9.5mg/9,5wmr From 9.0 mg to 11.0 mg of
onpejesieHHe (95.4 %) CisHisNO3*C4H;1NOs (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Ot 9,0 Mr Io 11,0 mr
C|5H]3NO3'C4H] |NO3 (KeToponaKa
Tpometamut) (ot 90,0 mo 110,0 % ot
3asBJIEHHOTO KOJIMUECTBA) B TabNETKE.
13 Butylhydroxyanisole 0.0934 mg/tab / Not less than 0.042 mg/tab. /
content / Copepxanue 0,0934 mr B Tabnetke He menee 0,042 Mr B TabseTke.
Oy THJIrHAPOKCHAHHU30/1a

Remarks : The Product confirms to ND/
IMpumeuanue: Ilpoaykt cooTBeTcTBYET TpeboBaHUsAM HJI

Conclusion : APPROVED /
3aknwuenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toarorosneno: Shagun INposepeno:Pravesh [Mposepeno (AOK): |[Onobpeno: Obecrnieuenue kauecypa/OTBETCTBEHHOE
C7V Rana j Amit Kumar NHLO: ) ¥ %}‘}‘D
> »
J f\//\/ VY, ~
Date / Date / Date / - Date / L
Jlara: 13.04.2026 Jlata: 13.04.2026 Jlara; 13.04.2026 Jlara: l2 oY - 206 2

Registered Office: 8-2-337, Road Mo. 3, Banjara Hiiis, 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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CERTIFICATE OF ANALYSIS

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

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

CEPTUDOHKAT AHAJIU3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Ixenpece (keTopoaax) TabaeTku, AHCHEPrUpyeMbIe B 10J10CTH pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne } V200076 O6wem cepuu " 36,000,000 Tabd

Analytical Repo:‘t No/ - 040003359789 Date of Analysis / . 13.04.2026

AHajuTHYeCKHH oTYeT Ne Jlara ananusza

Date of Manufacture / - 03/2026 Date of Expiry / . 02/208

Jara npon3Boacrsa Togen 10

Mfg. License No. / MA ber: /

IIpou3BoACTBEHHAs : MNB/05/263 e : JITI-Ne(004669)-(PT-RU)
Homep PY

Jiensus Ne

Analysis performed according ND: / Anann3 npoeaen mo HJ1: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Muctpykuus yreepixaena: 21.04.2025
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desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerox B
onuctepe w3z (ITA/AJITID ¢
snaronornoturenem/T12BIT)
Gonwru // (IT3/AIT) donsru. Ilo
2 Gaucrepa BMECTE C JIHCTKOM-
BKJIQ/IBIILIEM B navyky
KapTOHHYIO.

‘I:.? Test / [TokasaTennb Results / PesynabraThbl Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHue yNakoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or 2

blisters with patient information leaflet in a
carton pack. / [To 10 tabnerok B Guuctepe U3
(ITA/AJV/TTD ¢ snaronorsiotutenem/I[19BIT)
doneru // (TID/AJ1) doasru. o 1 wunu 2
6nucTepa BMECTE C JIMCTKOM-BKJIQJBIIIEM B
nauky 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.
* [1pu BbINyCKe JIEKAPCTBEHHOTO [IpenapaTa KOHTPOJb KauecTBa No nokasaresto «Mukpoduonoruyeckas
4YHCTOTA» MPOBOAUTCS IS K0l 20-0ii cepuu, MK JJIsl OHOM CEpUH B IO/, B 3aBHCHMOCTHU OT TOr0, 4TO
HAaCTYIHUT paHbLUE.

Remarks : The Product confirms to ND/

IMpumeyanwe: Ipoaykr coorsercTByeT Tpebosanuam HJI

Conclusion : APPROVED /
3aximouenne: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Moarotopnexo: Shagun [TpoBepeno:Pravesh [Tposepeno (AOK): ||Onobpeno: Obecnevenue KaHECTBaLOTBCTCTBCHHOe
Rana Amit Kumar JIMLIO; ) 3 | LOAAA
1 ’ Ip
Date / Date / Date / Date /
Jlara: 13.04.2026 Jlara: 13.04.2026 Nata: 13.042026  ||ata: 1% eV-202(

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, 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 Laboratories Ltd.
4 Formulation Unit-6
s}
Dr. Reddy,s ‘..‘ Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P, 173 205, INDIA
CEPTHUDPUKAT AHAJIN3A Tel : +91 98166 56001-02

www drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ikcnpece (keTopoak) TabjeTKH, AUCHePrupyeMsbie B 0J0CTH pTa, 10 mr

Market / PoiHoK :Russia / Poccus

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

Cepus Ne Sl O0bem cepun © 36,00,000 Tab

Analytical Repo:‘t No/ . 040003359789 Date of Analysis / - 13.04.2026

AHaJIHTHYECKHH oTueT No JlaTra anaJju3a

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

Jara nponsBojacTBa T'open po

Mfg. License No. / MA number: /

Ilpou3BoacTBEHHAs : MNB/05/263 ) : JIII-Ne(004669)-(PI'-RU)
Homep PY

anuen3us Ne

Analysis performed according ND: / Anann3 nposenen no HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / UucTpyknus yreep:xxaena: 21.04.2025
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API name / HaumenoBanue APC: Ketorolac tromethamine / Ketoponaka tpomeramun

INN / MHH: Ketorolac / Keroponak

API manufacturer batch number / ABSH006294

Homep cepun npouspoaurensa ADC:

FP Manufacturer API Batch number /

Homep cepuu cyGcTaHIIMH NPOU3BOAHTEIIA FESA00536

Jid:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIpousBogurenp A®C, crpana: J-p Pennu'c JlaGoparopuc Jita., Unaus

Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HaunmenoBanue, aapec, JMIEeH3Us 1A H-p Pennu’c Jlabopatopuc JIta., Uuaus, TlpouseoacteenHoe
IIpousBoacrBennas niaomaaka / Ilnomanka noapasaenenue-6, Bunn. Kxons, Hanarapx Poyn, bagmu, Juctpukr
KOHTpoJIsI KayecTBa / Ilnomaaka Bpimycka Conan, X.I1., 173205, Mnaus (nuuensus 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/ Conclusion : APPROVED /
[Tpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanusam HJ{ 3akawuenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Toarorosieno: Shagun [Tposepeno:Pravesh [Tposepeno (AOK): ||Ono6peHo: Obecneuenue kadyecTBa/OTBETCTBEHHOC
Rana / Amit Kumar TMIO: s P '

G- j S st oo @ﬂ
Date / Date / Date / Date /
Iata: 13.04.2026 Tata: 13.04.2026 Jlata: 13.04.2026 Jara: X M-2024

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, 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

CEPTUOUKAT AHAJIM3A

Tel : +91 98166 56001-02

www drreddys com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxkr: Ketopoa® Ixenpece (keroposiak) TabieTkn, AnCneprupyemMbie B M0J0CTH pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne i Vesh0vas O6bem cepun " 36,00,000 Tab

Analytical Report No/ - 040003359789 Date of Analysis / - 13.04.2026

AHanuTHYECKHI oTyer No Jara ananusa

Date of Manufacture / - 03/2026 Date of Expiry / - 02/2028

Jara npousBojacrea I"osen 10

Mfg. License No. / MA ——

IIpou3BoacTBeHHAS : MNB/05/263 s s : JII-Ne(004669)-(PT-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND: / Anamau3 nposexen no HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uncrpykuus yrsep:xaena: 21.04.2025

3ak/r04enne o coorpercTBHU: «HacTosimuM s moaTBEpKak0, YTO HpHUBECHHAs BhINIE HHOOPMAIMs SABIACTCS
JOCTOBEPHON M TOYHOH. JTa CepHd NPOAYKUMHU NPOHM3BENCHA (BKIIOYAS YIMAKOBKY (MApKHPOBKY) U KOHTPOJb
Ka4eCcTBA) Ha BBIIICYKA3aHHOM MPOU3BOJACTBEHHON miomanke (IUIOM[agKkax) B IIOJHOM COOTBETCTBHHM C
TpeboBanusamu IlpaBun Hajmnexameld ITPOM3BOJACTBEHHON NMPAaKTHKH EBPasHHCKOro 3KOHOMHYECKOIO COHO3a H
TpeOOBAHUSMHU KOHTPOJISI Ka4yecTBA JIEKAPCTBEHHBIX CPENCTB, @ TAKXKE B COOTBETCTBHHM CO CIeNU(UKAIUSAMH,
COZEpXKAIUMHCS B PETHCTPALIMOHHOM JIOChE CTPAHBI-UMIIOPTEPA. 3aMIUCH IO IIPOU3BOACTRY, YIIAKOBKE U aHATIU3Y
TIPOBEPEHEL, U YCTAHOBJIEHO MX COOTBETCTBUE TpebosanusaM Ilpasun Hajuiexamiell IPON3BOJICTBEHHON MPaKTHKA

EBpa3uicKOro 5SKOHOMHYECKOTO COI03a».
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Remarks : The Product confirms to ND/
ITpumeuanmue: [poaykT coorBeTcTByeT TpeboBanusm HJJ

Conclusion : APPROVED /
3akmouyenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Toarorosneno: Shagun [Tporepeno:Pravesh ITposepeno (AOK): ||Onobpeno: Obecneyenne kauecTea/OTBETCTBEHHOE
; Rana I Amit Kumar JIMLLO: ° oo
5L 1 b T
& b s ‘ ==
Date / Date / Date / Date /
Hata: 13.04.2026 Jlara: 13.04.2026 Jlara: 13.04.2026 Jlara: ) g“uierw 2.6

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2949, Email: mail@drreddys.com
CIN: L85195AP1984P1LC0O04507

www.drreddys.com




