Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Read, Baddi,
Distt. Sofan, H.P.,, 173 205, INDIA

CEPTUDUKAT AHAJIM3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® dxenpece (keroposak) TaberkH, JHcneprupyemMblie B MoJocTu pra, 10 mr

Market / Poinok :Russia / Poccust

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

Cepust Ne i V2609358 O6bem cepuu " 36,00,000 Tad

Analytical Repo“rt No/ - 040003315298 Date of Analysis / . 13.03.2026

AHaJMHTHYECKHH oTYeT No JlaTta anaam3za

Date of Manufacture / . 02/2026 Date of Expiry / - 01/2028

JaTta npousBoacraa Toaen xo

Mfg. License No. / MA number: /

IIpousBoacTBEeHHAS : MNB/05/263 H ‘ : JIII-Ne(004669)-(PT"-RU)
omep PY

Jaunensus Ne

Analysis performed according ND: / Anasnu3 nposegen nmo HJL: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MncTpykuns yreepxaena: 21.04.2025

Page 1 of 11/ Crp. 1 u3 11

No 5 ;
No Test / [loka3zaTesb 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. / Kpyrnnie miockue
side. / Kpyrnsie miockue TabneTkd ¢ (ackoi, CBETNO-KENTOro LBETa C
TabneTku ¢ Gackoi, CBETIO- rpaBUpOBKOM «I» Ha OIHOH CTOpPOHE.
JKENTOTO LIBETA C TPaBUPOBKOM
«I» Ha onHOH cTOpOHE.
2 Identification / MnenTudurauus

Ketorolac / Kemoponax

Complies / CootBeTCTBYET

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (+ 2 nm). / Y-
CIEKTPbI MOMIOIIEHUS UCTIBITYEMOTO pacTBopa U
pacTBOopa CTaHIapTHOro o6pasua KeTopoJaka
TpOMETaMKHa JOJKHBI UMETh MaKCUMYMbl MPU
OJHOM U TOM Xe JAJTUHE BOJIHBI (+ 2 HM).

Remarks : The Product confirms to ND/
[Ipumeuanmne: IIpoaykT cooTBeTCTBYET TpeboBaHuam HJ

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by /

[Toarorosneno: Yogesh

Checked by /

[Tposepeno:Rama Kant

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

Approved by: Quality Assurance/Authorized person /
OpobpeHo: ObecneueHne kadectsa/OTBETCTBEHHOE

Chauhan / , Ajay Kumar JULO:

; / / @*\\L&/' Srivastava .Q‘)/ ﬂ
Date / Date / Date / Date / 1Cr0202
Hara: 13.03.2026 JlaTa: 13.03.2026 Jara: 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: L85125AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

Vill. Kho!l, Nalagarh Rcad, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTUDPUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

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

[poaykr: Keropoa® Dkenpece (keTopoak) TadjieTK, AHCHEprupyemMble B 0JOCTH pra, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepusi Ne e Qonem cepun " 36,00,000 Tab

Analytical RepOft No/ . 040003315298 Date of Analysis / . 13.03.2026

AHaauTHYecKHil oTueT Ne Jara ananu3a

Date of Manufacture / - 02/2026 Date of Expiry / - 01/2028

JaTa npou3BoacCTBA T'ogen o

Mfg. License No. / MA number: /

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

auneH3us Ne

Analysis performed according ND: / Anamus nposenen no H/I: JIII-Ne(004669)-(PI'-RU)-190224

PIL version approved: / Mucrpykuus yreep:xxaena: 21.04.2025

Page 2 of 11/ Crp. 2 u3 11

No
Ne

Test / IToxa3arenn

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).
/ Bpemsi ynepXHuBaHUS OCHOBHOI'O NHKa Ha

XpomarorpaMmme HCTIBITYEMOTI'O pacTBOpa
OOJKHO COOTBETCTBOBATH BpEMEHU
YACPKHUBAHUA OCHOBHOT'O NnKa Ha
XpomMatorpamMmme pacTBOpa CTaHAApTHOIO

ofpasua Keroponaka TpoMeTaMHHa (pasznen

«KonuyecTtreHHoe onpeueneHne») .

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanne: [Ipoaykr cooTBeTcTByeT TpedboBanmamM HJI 3axmouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||[Approved by: Quality Assurance/Authorized person /
IToarorosneHo: Yogesh [Tporepeno:Rama Kant||[Tposepeno (AOK): ||Onobpeno: ObecneueHue kadecTBa/OTBETCTBEHHOE
Chauhan A , -\-X- Ajay Kumar NULO: (@

/2 U Srivastavavp\_\ \

/

Date / Date / Date / Date / 1000
JaTa: 13.03.2026 Harta: 13.03.2026 Jara: 13.03.2026 Jlata: /5’0?

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.Red

dy’s ‘:"

CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIU3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Jxenpecce (keToposiak) TabIeTKH, {HCIEPrHpyeMble B MOJOCTH pTa, 10 Mr

Market / Poinox :Russia / Poccusg

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

Cepus Ne 3 o O06bem cepun " 36,00,000 Tab

Analytical Repovrt No/ - 040003315298 Date of Analysis / . 13.03.2026

AHanuTudeckuii oryet Ne Jata ananusa

Date of Manufacture / - 02/2026 Date of Expiry / . 01/2028

Jara nponsBoacTBa I'oxen go ]

Mfg. License No. / MA number: /

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

auneH3us Ne

Analysis performed according ND: / Ananus nposegen no HJI: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / UacTpykuus yreep:kaena: 21.04.2025

Page 3 of 11/ Crp.3 w3 11

Results / PesyabTaThl

Specification / Hopma

Do Test / [TokazaTennb
Ne
Butylhydroxyanisole /
Bymunzuopoxcuanuson

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 yaepKHUBaHHS NUKOB 2-
6YTMITHAPOKCHUAHN30MA u 3-
OyTUArMIPOKCHAHK30Jla Ha  XpoMaTorpamme
UCTILITYEMOTO pacTBOpa JOJIXKHBI
COOTBETCTBOBATH  BpEMEHaM  yAEp>KHBAHUA
NMKOB  2-OyTWITMIpOKCHaHu3oia ©  3-
OyTHIrHAPOKCHAHM30JIa Ha  XpoMaTorpamme
pacTBopa CTaHIapTHOTO obpasua
G6yTunrugpoxcuanuzona (pasgen «CoaepikaHue
OYTUITMIPOKCHAHHU301aY).

Remarks : The Product confirms to ND/

Ipumeuanne: [IpoaykxT cooTBeTCTBYET TpeboBaHusaM HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /

[ToproroneHo: Yogesh

Checked by /

Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
ITpoBepeno:Rama Kant||I[Tposepeno (AOK): |[Onobpe

Ho: Obecnieuenue kayecTBa/OTBETCTBEHHOE

Chauhan /7 . \sd' Ajay Kumar JIHLLO: @)
‘ / N v Srivastava %’ ,
Date / Date / Date / Date /

JlaTa: 13.03.2026

Jlata: 13.03.2026

Jara: 13.03.2026 JlaTa:

'} (/O'LfW

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

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

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

Tel : +91 98166 56001-02

CEPTUOUNKAT AHAJIM3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Irenpece (KeTopoiak) TadaeTku, AHCHEprupyeMble B 0JOCTH pra, 10 mr
Market / Poinok :Russia / Poccust
Batch No / . Batch Quantity / . 36,00,000 tab /
Cepust Ne Al O6pem cepuu "~ 36,00,000 Tab
Analytical Repo“rt No/ - 040003315298 Date of Analysis / - 13.03.2026
AHaguTHYecKui oTueT No JlaTa anannza
Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028
Jara npousBoacTBa I'ogen o
Mfg. License No. / WA niiiee: /
IlpousBoacTBeHHAN : MNB/05/263 ) » JIII-Ne(004669)-(PT-RU)

Homep PY

JHnen3us Ne
Analysis performed according ND: / Ananu3s nposeaen no HJI: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Uncrpyknus yrBep:xaena: 21.04.2025

Page 4 of 11/ Ctp. 4 n3 11
1;00 Test / IToka3zaTens Results / Pe3yabTaThl Specification / Hopma
3 Average weight / Cpenusis 70.1 mg /70,1 mr 672mg to 72.8mg (70.0mg + 4.0%). /
Macca Ot 67,2 Mr o 72,8 mr (70,0 mr £ 4,0 %).
18/20 tablets - not more than + 10 %,;
Unif. T —— 2/20 tablets - not more than + 20%. /
OmngI:IH);:T:velagccu Complies / CooTBeTCTBYET 18/20 Ttabmerox — He Oonee & 10 %;
AHAPOA M 2/20 Tabnetok — He O6onee + 20 %.
4 Disintegration time /
PacnagaemocTtb
00 min 15 sec / 00 muHn 15 cex Not more than 3 min. / He 6osiee 3 MuH.
5 Dissolution / PacTBopenne Unit-1 / Ta6n-1 100 % Not less than 75 % (Q) of CisH;3NO3°C4H|1NO3
. (ketorolac tromethamine) in 15 min. / He mMenee
- 5, 0,
Unit-2 / Ta6n-2 161 % 75 % (Q) CisHisNO3*C4HINO; (keToponaka
Unit-3 / Ta61-3 99 9, TPOMETaMUH) uepe3 15 MUH.
Unit-4 / Taba-4 99 %
Unit-5 / Tabn-5 100 %
Unit-6 / Tabn-6 100 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumeuanne: [Ipoaykr cooTeTcTBYET TpeboBanmsaM H/J 3akmouenune: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[ToarorosieHo: Yogesh [Tposepeno:Rama Kant|[[Tposepeno (AOK): |[Omobpeno: Obecneycnme kauectsa/OTBETCTBEHHOE
Chauhan Ajay Kumar JULO:

// M / Srivastava .‘&}‘_\ \/ @)

./‘/

Date / Date / Date / Date /
Hata: 13.03.2026 Jara: 13.03.2026 Hata: 13.03.2026 Hara: ] §r08-%024

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,
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® Ixenpecc (keTopoJiak) TabsieTKH, AMCIeprupyemMbie B MOJOCTH pTa, 10 mr

Market / Poinok :Russia / Poccus

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

Cepusa Ne 5 2600352 O0bem cepun © 36,00,000 Tab

Analytical Repovrt No/ . 040003315298 Date of Analysis / - 13.03.2026

AHAJIHTHYECKHH oTUyeT No JlaTa anaau3za

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028

JlaTa npou3sBoacTBa I'open xo

Mfg. License No. / WA iiaiaBers /

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

JuneH3us Ne

Analysis performed according ND: / Ananu3 nposegen mo HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Mucrpykuus yrBep:xaena: 21.04.2025

Page Sof 11/ Crp. Sn3 11
‘1;.3 Test / [lokaszaTesnn Results / PesyabTaTbl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a 710 pm
JducnepcHocTh sieve is formed. / O6pasyerca omHOpomHas
CycmeH3Hs, HpoOXoJdllas CKBO3b CHUTO C
pasmepom oteepcTuid 710 MKM.
7 Impurities / Tlpumecu

1-hydroxy analog of
ketorolac: /
1-runpokcuaHanor

Below LOD (LOD = 0.0010 %)
/ Hixe npenena oOHapyXeHus
(IT0 = 0,0010 %)

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

KeToponaka
1-keto analog of ketorolac / 0.07 % not more than 0.8 %; / e 6oxnee 0,8 %;
1-keToaHasIor KeToposlaka
unidentified impurity / 0.02 % not more than 0.5 %; / He 6onee 0,5 %;
eIMHUYHas
HeUIeHTUQULIHPOBAHHAS
npHMech
total impurities / 0.1 % not more than 1.0 %. / e 6onee 1,0 %.
CyMMa npumecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanusM HJ| 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[oaroroesneno: Yogesh [Mpoeepero:Rama Kant|[[Tposepeno (AOK): ||Ono6peno: OGecnevenne kauecTsa/OTBETCTBEHHOE
Chauhan / y _\\ Ajay Kumar JIHLIO: '
/i / %\\L\J/ Srivastava "PY”\/B, @
Date / Date / Date / Date / 1€ 0020 L
Jara: 13.03.2026 Jlara: 13.03.2026 Jlara: 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.drreddys.com



Qe
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 AHAJIN3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxenpece (keTopoaak) TabiieTKH, ANCIEpPrupyeMble B 10J0CTH pTa, 10 mr

Market / Peinok :Russia / Poccus

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

Cepus Ne i V20U0352 O0Bem cepun " 36,00,000 Tab

Analytical RepoUrt No/ - 040003315298 Date of Analysis / - 13.03.2026

AHanuTnyeckuii oTuer Ne Harta ananu3a

Date of Manufacture / - 02/2026 Date of Expiry / - 01/2028

JlaTa npousBoacTBa Tonen xo

Mifg. License No. / MA number: /

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

aunen3us Ne

Analysis performed according ND: / Ananu3 nposeaen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Uucrpykuus yreepaaena: 21.04.2025

Page 6 of 11/ Ctp. 6 u3 11

i‘oo Test / [lokazaTenn Results / Pe3yabTaThi Specification / Hopma

8 Water content / 24 % Not more than 7.0 %. /
CopepxaHue BOAbI He 6onee 7,0 %.

9 Residual solvents / OcTaTouHble OpraHH4ecKHe pacTBOPHTEH
Isopropyl alcohol / S ugltab / Not more than 350 pg/tab. /
Uzonponaxoin 5 MKr B TabneTke He Gonee 350 Mkr B TabneTke.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: IIpoaykt coorBeTcTBYET TpebopaHuam H] 3akaouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IloarotosneHo: Yogesh [Tposepeno:Rama Kant|[[Tposepeno (AOK): [|Onobpeno: Obecneuenne kauectBa/OTBETCTBEHHOE
Chauhan 4 , “_ Ajay Kumar ANLO:
: Srivastava @
AR o -
Date / - Date / ‘ Date / Date /
~ 00024
Jara: 13.03.2026 Hara: 13.03.2026 Hara: 13.03.2026 JHara: 10120

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 Q‘:‘.

CERTIFICATE OF ANALYSIS

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

Vill. Khof, 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: Keropoa® Dxenpece (keropoaak) Tabiaerkn, Aucneprapyembie B moJ1octa pra, 10 mr

Market / PoiHOK :Russia / Poccus

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

Cepust Ne Y200a8S O0bem cepun " 36,00,000 Tab

Analytical Repo:'t No/ . 040003315298 Date of Analysis / - 13.03.2026

AHAJTHTHYECKHH 0TyeT N2 JaTa anaiuza

Date of Manufacture / - 02/2026 Date of Expiry / . 01/2028

JlaTa npon3BojacTsa T'open no

Mfg. License No. / NEA. iitirtiber /

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

auuensus Ne

Analysis performed according ND: / Auanu3 nposeaen no HJI: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Mucrpykuus yrBep:xaena: 21.04.2025

Page 7 of 11/ Crp. 7 n3 11
‘1:.2 Test / [TokazaTenn Results / PesyabraThl Specification / Hopma
10 Microbiological purity*/ MukpoGuoJsioruyeckasi yucrora*®
Total Aerobic Microbial NA not more than 103 CFU/g; /
Count / ob11ee 4uco He 6onee 103 KOE/r;
a3pOOHBIX MUKPO-
OPTaHU3MOB
Total Combined Yeast and NA not more than 102 CFU/g; /
mold count / o61ee uncno He 6onee 10> KOE/r;
JOPOXOKEBBIX M MIECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
oTcyTcTBUE B 1 T
11 Uniformity of dosage units / Acceptance value (4¥) not more than 15.0
OnHOpOOHOCTH 26 IToxazaTens npuemneMoctu (AV) nomkeH ObITh
RO3HPOBAHHBIX eAWHULL ' He Gonee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [TponykT coorBercTBYeT TpeGoBaHuam H/T 3aknouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [[Approved by: Quality Assurance/Authorized person /
[MoarororneHo: Yogesh [Tpoeepeno:Rama Kant||[Tposepeno (AOK): ||Onobpeno: Obecneuenye kauecTBa/OTBETCTBEHHOE
Chauhan 7 \"  ||Ajay Kumar NULO:
/ @b\&b/ Srivastava 'Ipf). @
| &
Date / - Date / Date / Date /
Crp3-
Jara: 13.03.2026 Iara: 13.03.2026 Jara: 13.03.2026 Jara: L3202

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 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,
Distt. Solan, H.P.,, 173 205, INDIA

CEPTUPUKAT AHAJIM3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon® Dkcnpecc (keToposiak) TabaeTKH, AUCHEeprEpyeMble B I0JIOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepusi Ne ¢ V2600388 | O6bem cepuu " 36,00,000 Tab

Analytical Repo:‘t No / - 040003315298 Date of Analysis / - 13.03.2026

AHaJauTHYECKHH oTyeT Ne JlaTa ananusa

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028

Jlara npou3BoJcTBa Tonen mo

Mfg. License No. / MA number: /

IIpouzBoacrBeHHast : MNB/05/263 ) ¢ JITI-Ne(004669)-(PI'-RU)
Homep PY

TMuensus Ne

Analysis performed according ND: / Ananu3 nposegen mo HJI: JIIT-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Macrpykuus yrsepkaena: 21.04.2025

Page 8§ of 11/ Crp. 8 u3 11

i.oo Test / IlokasaTesb Results / PesyabTaThbl Specification / Hopma
12 Assay / KonnuecTBeHHOe 10.0 mg /10,0 mr From 9.0 mg to 11.0 mg of
omnpeaeseHue (100.3 %) CisH13NO3+C4H;1NO; (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Oor 9,0 Mr hile) 11,0 Mr
CisHi3NO3+C4H 1 NO; (xeToponaka
TpoMeramuH) (ot 90,0 po 110,0 % ot
3asBJIEHHOTO KOJIMYECTBA) B TabJeTke.
13 Butylhydroxyanisole 0.0899 mg/tab / Not less than 0.042 mg/tab. /
content / CoaepxaHue 0,0899 Mmr B TabyeTKe He menee 0,042 Mr B TabjeTke.
Oy THMIrHAPOKCHAHH30J1a

Remarks : The Product confirms to ND/
IMpumeuanue: [TpoaykT cooTBEeTCTBYET TpeOoBaHUAM H/I

Conclusion : APPROVED /
3akmouene: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
IMoarorosneno: Yogesh [Tposepeno:Rama Kant|[[Tposepeno (AOK):  [|Onobpeno: Obecnedenye kauecTBa/OTBETCTBEHHOE
Chauhan / -\k Ajay Kumar JIHLLO:

/ Mﬁﬂ/ Srivastava,[,\,) @
Date / Date / Date / Date / 1€ 2624
JaTa: 13.03.2026 JlaTa: 13.03.2026 JaTa: 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: L85195AP1984PLC004507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.

Qo | .
Formulation Unit-6
9 ®
Dr. Reddy S ‘.0. Vill Khol, Nalagarh Roac, Badd
CERTIFICATE OF ANALYSIS 2 %0h 12 175 705 DA
CEPTUDMKAT AHAJI3A  ©*91 A2

www.drreddys.cam

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropoa® Dkenpece (keroponak) TaGaeTKH, AMCIEPrupyembie B M0JOCTH pTa, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne V2600388 O6bem cepun © 36,00,000 Tab

Analytical Repo:‘t No/ - 040003315298 Date of Analysis / - 13.03.2026

AHanuTHYeCKHH oTuer Ne JaTa aHanuza

Date of Manufacture / - 02/2026 Date of Expiry / - 01/2028

JlaTa npoH3BOACTBA T'open xo

Mfg. License No. / .

MipausnniERemnin . MNB/05/263 MA number: / - JIMI-Ne(004669)-(PT-RU)
Homep PY

annensus Ne

Analysis performed according ND: / Anaym3 nposegen no HJ/I: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Uncrpykuus yreepxkaena: 21.04.2025

Page 9 of 11/ Crp. 9 m3 11

No

No Test / IlokasaTennb Results / PesyabTathl Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Onucanue yNnakoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or 2

desiccant/HDPE) foil // (PE/AL) | blisters with patient information leaflet in a
foil. 2 blisters with patient | carton pack. / I[To 10 Tabnerok B Gaucrepe u3
information leaflet in a carton | (ITA/AJI/TID ¢ Baaronoriaotutenem/IT2BIT)
pack. / Ilo 10 Ttabnetok B | doneru // (II3/AJI) doneru. ITo 1 wnn 2
o6nucrepe wus (ITA/AJI/IID ¢ | Onucrepa BMecTe C JIMCTKOM-BKJIAALIIEM B
BiaronoriorureneM/I19BIT) NayKy KapTOHHYIO.

doneru // (IID/AJT) donsru. Io
2 6nucTepa BMECTE C JIMCTKOM-
BKJIAZIbILIIEM B navxy
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.

* IIpu BeInycKe JIEKAaPCTBEHHOr0 Npenapara KOHTPO/Ib Ka4yecTBa o nokasaresto «MHKpoOHoIoruyecKas
YHCTOTA» MPOBOAUTCSH st Kawaoii 20-0ii cepuu, MM 1151 OAHOI CEPUH B TOJ, B 3aBUCHMOCTH OT TOI0, YTO
HACTYMUT paHbliie.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipoaykt cooTreTcTBYeT TpeGopauusam H]J 3axkmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Moarotorneno: Yogesh [Mposepeno:Rama Kant||[Ipoepeno (AOK): ||Onobpeno: Obecneyenue kauecTBa/OTBETCTBEHHOE
Chauhan / w Ajay Kumar JHLLO:
/ Srivastava ()(\ ,X, @)
Date / Date / Date / Date / 10200 ¢
Jara: 13.03.2026 Hara: 13.03.2026 Jara: 13.03.2026 Jara:

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: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUOHUKAT AHAJIN3A

Tel : +91 98166 56001-02

www.drreddys.com

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

Ipoaykr: Keropoa® Drenpece (keToposak) TabaeTku, IMcneprupyemMble B OJIOCTH pTa, 10 mr

Market / Poinox :Russia / Poccus

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

Cepust Ne REERISEEE Obbem cepnn " 36,00,000 Tab

Analytical Repovrt No/ . 040003315298 Date of Analysis / . 13.03.2026

AHaTUTHYEeCKHIT oTueT Ne Hara ananusa

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028

JlaTta mpou3BoacTBa I'onen no

Mfg. License No. / .

Tpon3BoncTBentas . MNB/05/263 MA mumber: J . JII-Ne(004669)-(PT-RU)
Homep PY

aunensus Ne

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

PIL version approved: / Uncrpykuus yreepxaena: 21.04.2025 -

Page 10 of 11/ Crp. 10 u3 11

API name / HaumenoBanune A®C:

Ketorolac tromethamine / Keroponaka TpoMeTamut

INN / MHH:

Ketorolac / Keroponax

API manufacturer batch number /
Homep cepnn npouszBoaunteisa ADC:

ABSH003095, ABSH002976

FP Manufacturer API Batch number /
Homep cepun cy0cTaHUHH NPOH3BOANTE A
rJd:

FESA00497, FESA00498

API Manufactured by & country /
IIponssoaurens APC, cTpana:

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

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

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

site /

HanmenoBanue, agpec, THIUEH3HA A1
IIpouzBoacTBenHan miomaaka / Ilnomanka
KOHTpoJs KayecTBa / Ilnomaaka BeInycka

MNB/05/263) /

H-p Pennw’c JlaGoparopuc Jita., Unaus, [Ipoussoacteennoe
noapasaenenue-6, Bunn. Kxons, Hanarapx Poya, bamau, Auctpukr
Conan, X.I1., 173205, Muams (munensus Homep MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in
full compliance with the GMP requirements of the Eurasian Economic Union and requirements to the medicinal
quality and with the specifications in the Marketing Authorization dossier of the importing country. Production,
packaging and testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian

Economic Union is established».

Remarks : The Product confirms to ND/
[Ipumeuanue: TIpoaykT cooTBeTCTBYET TpeboBaumsM H/J

Conclusion : APPROVED /
3aknrwyenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
MMoxrorosieno: Yogesh [Tposepeno:Rama Kant||[Tposepero (AOK): ||Onobpeno: Obecnedenyie kauecTea/OTBETCTBEHHOE
Chauhan / ; T Ajay Kumar AuIo:
/ @J\dl; Srivastava ‘pﬁ/\&, ‘@)
I
Date / == Date / Date / Date / ) (,OZ(%,)/&
Hara: 13.03.2026 Hara: 13.03.2026 Hara: 13.03.2026 Jara:

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@dcreddys.com
CIN: L85125AP1984PLC0O04507

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

Ipoaykr: Ketopon® Dkenpecc (KeTopoJiak) TabaeTku, {UCHeprupyeMble B IOJ0CTH pTa, 10 Mr

Market / Poisok :Russia / Poccus

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

Cepusi Ne h REGRER T Y — * 36.00,000 Tab

Analytical Repo:‘t No/ . 040003315298 Date of Analysis / - 13.03.2026

AHanuTu4eckHii oTuet Ne JlaTa anayiuza

Date of Manufacture / - 02/2026 Date of Expiry / . 01/2028

Jara npousBoacTea T'open no

Mfg. License No. / ]

T — - MNB/05/263 ettt 2ol . JITI-Ne(004669)-(PT-RU)
Homep PY

Juuenzusi Ne

Analysis performed according ND: / Anasm3 nposeaen no HJI: JITI-Ne(004669)-(PI'-RU)-190224

PIL version approved: / UncTpykuus yreepaxaena: 21.04.2025

3aki0yenne 0 cooTBeTCcTBHM: «HacToAmmM s OJATBEPXK/IAK0, YTO MPUBEJCHHAS BBIIC HHOOPMAIUS SBJIICTCS
JIOCTOBEPHOH M TOYHOH. DTa cepus MPOAYKLMH NpOU3Be/cHAa (BKIIOYas yNaKOBKY (MapKUPOBKY) U KOHTPOJIb
Ka4yecTBa) Ha BBIINCYKAa3aHHOM IIPOM3BOJACTBEHHOM Mnoliajake (IJIOIaaKax) B IIOJHOM COOTBETCTBHU C
TpeboBanusamMH [lpaBun Hajuiexamei IPOU3BOJCTBEHHOM NpakTHKH EBpasuiickoro 5KOHOMHYECKOTO €O0I03a U
TpeOOBaHUAMH KOHTPOJIS KauyecTBa JIEKAPCTBEHHBIX CPEJICTB, 4 TaKXe B COOTBETCTBUU CO CHEIU(PUKAUMIMU,
COZICPKAIUMHUCS B PETHCTPALIMOHHOM JI0ChE CTPAHbI-UMIIOpTEpa. 3aMUCH IO IIPOU3BOJICTBY, YIIAKOBKE U aHAITHU3Y
[IPOBEPEHBI, H YCTAHOBIEHO X COOTBETCTBUE TpeOoBaHUAM [IpaBuil Hajnexaleld MpOU3BOACTBEHHON MTPAKTUKH

EBpa3uiickoro 3k0HOMHUYIECKOTO COX03a».

Page 11 of 11/ Ctp. 11 n3 11

Remarks : The Product confirms to ND/
Hpumeuanne: [Ipoaykt cooTBeTcTBYET TpeOoBanuam HJL

Conclusion : APPROVED /
3aknwyenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toarorosneno: Yogesh [TposepeHo:Rama Kant||[Tposepero (AOK): |[Onobpeno: Obecneuenne kauectBa/OTBETCTBEHHOE
Chauhan / £ Ajay Kumar JIULIO: @

@J\dgj Srivastava %’), &
Date / Date / Date / Date / 1C0%-%n4
Hara: 13.03.2026 Hara: 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 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys com
CIN: L85195AP1984PLCO04507

www.drreddys.com






