@
Dr.Reddy’s ‘_.o.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

CEPTUD®HUKAT AHAJTA3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon® Dxenpece (keropoak) TabaeTku, AUCneprupyembie B MOJOCTH PTa, 10 mr
Market / PeiHOK :Russia / Poccus
Batch No / ) Batch Quantity / _36,00,000 tab /
Cepns No : VaRIUass O6nem cepiu © 36,00,000 Ta6
Analytical Report No / . 040003301354 Date of Analysis / . 18.02.2026
AHasuTHYecKHi oTueT Ne ) JlaTta anajaunsa =
Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027
JlaTa npoH3BOACTBA I'osen no
Mfg. License No. / ]
Tponssoncrsenyas . MNB/05/263 R . JITI-Ne(004669)-(PT-RU)

Homep PY

JupeHsna Ne
Analysis performed according ND: / Anaau3 nposeaen no HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Hucrpykuuns yreepxaena: 21.04.2025

Page10f11/Crp.1u311

No

N Test / [TokaszaTensb Results / PesynbTaThbi Specification / Hopma

1 Description / Onucanne Light yellow round flat beveled Light yellow round flat beveled tablets with "|"
tablets with "|" debossed on one debossed on one side. / Kpyrnelie mnockue
side. / Kpyrable nnockue Tabnetkn ¢ Qackol, CBETNO-keNTOro LBETa ¢
Tabnerku ¢ dackoii, ceeTio- rpaBUpOBKOH «I» Ha 0AHO# cTOpOHE.
YKENTOro LBETA C IPaBUPOBKOH
«» Ha ozHOIi cTopore.

2 Identification / UnenTndukauus

Ketorolac / Kemoponak

Complies / CooTBeTCTBYET

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (+ 2 nm). / V-
CMEKTPbI OTM0LIEHUS UCTILITYEMOTO PAacTBOPa H
pacTBOpa CTAaHHAPTHOTO ofpasua keTopojaka
TPOMETaMHHA JOJDKHbI UMETh MaKCUMYMBI OIpH
OJ{HOi1 M TOM e JUTHHE BOJIHBI (£ 2 HM).

e ——
——

Remarks : The Product confirms to ND/

ITpuseuanne: [IpoaykT cooTBeTCTBYET TpeboBanuam HJY

Conclusion : APFROVED/
3aknwyenne: OJJIOBPEHO

—

JlaTa: 28.02.2026

Date /
Jlara: 28.02.2026

JlaTa: 28.02.2026

- Date /
IBaTa'.

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
MoaroTosneno: Pravesh ITposepeno:Pardeep Iposepeno (AOK): [|Onobpeno: Obecneyenue kavecTBa/OTBeTCTBEHHOES
Rana Kumar Amit Kumar NHLO: LN Ui
Q.L/" s A
‘ — s~y
Date / Date / 0{&/02»—,(()?_6'

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - S00034, Telangana, India
Tel: +91 40 4900 2800, Fax: +31 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO0AS07
www.drreddys.com



Dr.Reddy’s “:’

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

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

CERTIFICATE OF ANALYSIS 7| : +91 98166 56001-02
CEPTUO®UKAT AHAJIN3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxr: Keropoa® Dxenpece (keroponak) TabaeTks, ARcHeprapyemsie B nNoJocTH pra, 10 mr

Market / PbiHOK :Russia / Pocens

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

Cepun Ne V2600530 O0neM cepun " 36,00,000 Tab

Analytical Repo:'t No/ . 040003301354 Date of Analysis / . 28.02.2026

AHanuTHyecKuii oTuer Ne JlaTa ananunsa

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

JlaTa npou3Bo/icTBa I'open go

Mifg. License No. / MA number: /

IIpon3BoacTBeHHAN : MNB/05/263 i : JII-Ne(004669)-(PT-RU)
Homep PY

aunenzus Ne

Analysis performed according ND: / Auanus nposegen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UncTrpyknus yreepxaena: 21.04.2025

Page2of 11/ Crp.2 w3 11

No
Ne

Test / lMoxazaTens

Results / Pe3yabTaTh!

Specification / Hopma

Complies / CooTrercTByeT

The retention time of the main peak on the
chromatogram of test solution should correspond
to that on the chromatogram of ketorolac
tromethamine standard solution (Assay section).
/ Bpems yHepXHBaHWSA OCHOBHOrO MMKa Ha

XpOMaTorpaMMe  HCMBITYEMONO  pacTBopa
JOKHO COOTBETCTBOBATH BPEMEHH
YIepKUBaHHUSA OCHOBHOTO nMKa Ha
XpoMaTorpaMMme ~ pacTBOpa  CTAHAAPTHOTO

ofpasna keropojaka TpoMeTamuHa (paszmen
«KonuyecTBeHHOE OnpeneseHuen).

‘ Remarks : The Product confirms to ND/

e

Conclusion : APPROVED /
3aniouenune: OJOBPEHO

Mpnmeyanie: [poaykT cootererayet Tpebopannam HI

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toarorosnexo: Pravesh [posepeno:Pardeep  |[[Tposepernio (AOK): [|OnobpeHo: Obecneuerue kauecTsa/OTBETCTBEHHOE
- |[Rana Kumar Amit Kumar ' MHIOL (L Y MAR
O(-/l A/\ r o v ] ‘
T el e :
Date / Date / Date/' Date / AL D) -L02E
Jara: 28.02.2026 Jlara: 28.02.2026 Jlara: 28.02.2026 Mara:

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

CERTIFICATE OF ANALYSIS ¢ : 491 98166 56001-02
CEPTHO®HUKAT AHAJIN3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxenpece (keroponak) TabaeTk, AucneprapyeMeie B NoJI0CTH pra, 10 Mr

Market / Poinox :Russia / Poccus 7

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

Cepus Ne £¥2600450 O0bem cepuu " 36,00,000 Tab

Analytical Repo:'t No/ - 040003301354 Date of Analysis / . 78.02.2026

AHanuTHYecKHH oTueT No JlaTa ananau3a

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

Jara npon3BoaCTBA I"open 1o

Mfg. License No. / .

Tpou3BoACTBeHHAR . MNB/05/263 M numbeess . JITI-Ne(004669)-(PT-RU)
Homep PY

JMueHsns Ne

PIL version

approved: / Mucrpyknus yreepxiaena: 21.04.2025

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

Page3 of 11/ Crp.3 3 11

No
No

Test / [Toxka3aTens

Results / Pe3ysbTaThbl

Specification / Hopma

Butylhydroxyanisole /
Bymunauopoxcuanuzon

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 yLepXUBaHUs TMUKOB 2-
6yTunruapokcuanusona I’} 3-
6yTuaruapokcHalnuzona Ha - Xpomartorpamme
HCIIBITYEMOrO pacTeopa JIONKHBI
COOTBETCTBOBATH  BpPEMEHAM  YAEPKHUBAHHA
nukoB  2-OyTWArRApOKCMaHM30Ma M 3-
OyTMArMApOKCHAHU30MA Ha  XpoMaTrorpamme
pacrsopa CTaHapTHOro ofpasua
Oyrunruapokcuanusona (pazgen «Copepxanue
OYTUATHAPOKCHAHH3O0MAY).

Remarks : The Product confirms to ND/

B

Conclusion : APPROVED /

Jata: 28.02.2026

[Ipumedanme: [TponykT cooTReTCTBYET TpeboBanuam HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / "Approved by: Quality Assurance/Authorized person/
[MToarotosnexo: Pravesh [Tposepeno:Pardeep [Tponepeno (AOK): |[|Onobpeno: Obecneuenne kauecTBa/OTBETCTBEHHOE
Rana Kumar Amit Kumar NHLO: ;
< N A
- —\ : ~

|| — Y o S
Date / Datc / Date / Date / Y PV2LpULE
Jlata: 28.02.2026 Nlata: 28.02.2026  ||/Tava: - J

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 ":‘.

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

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

CERTIFICATE OF ANALYSIS  T1el: +91 98166 56001-02

CEPTUOHUKAT AHAJIU3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropon® Dxcupece (keroponak) Tabaerku, Aucneprupyemble B N0JI0CTH pTa, 10 mr

Market / Poiaok :Russia / Poccus

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

Cepus No # V2600356 O0bem cepHu " 36,00,000 Tab

Analytical Repo:'t No/ . 040003301354 Date of Analysis / . 28.02.2026

Ananuruyecknii oryer No JlaTa ananu3za

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

JlaTa npoM3BOACTBA I'onen go

Mfg. License No. / .

TIposBOACTBeNAR . MNB/05/263 I“;IA iy iers . JITI-Ne(004669)-(PT-RU)
omep PY

JIHIEen3ua Ne

Analysis performed according ND: / Anaau3 nposeaen no HJI: JITI-N2(004669)-(PT-RU)-190224
PIL version approved: / Uucrpyxuus yreepxaena: 21.04.2025

Page4 of 11/ Crp. 4 n3 11

i;’ Test / IToka3saTenn Results / Pe3ynbTaTs! Specification / Hopma
3 Average weight / Cpepnsin 69.7 mg /69,7 Mr 67.2mg to 72.8mg (70.0mg £+ 4.0%). /
Macca Ot 67,2 mMr no 72,8 mr (70,0 Mr + 4,0 %).
18/20 tablets - not more than + 10 %;
Uniformity of weleht / 2/20 tablets - not more than * 20%. /
Onnono H):) T:vexg Complies / COOTBETCTBYET 18/20 Tabmetox — He Gomee L 10 %;
AN PIEIHAOCTE: MA el 2/20 Tabnerok — He Gonee % 20 %.
4 Disintegration time /
PacnapaemocTn .
00 min 20 sec / 00 muH 20 cek Not more than 3 min. / He 6onee 3 Mui.
5 Dissolution / PacTBopenue Unit-1 / Tabn-1 96 % Not less than 75 % (Q) of CisH;3NO3+C4H;1NO;
. . (ketorolac tromethamine) in 15 min. / He meHee
Unit-2 / Ta67-2 9% | 75% (Q) CisHisNOsC4H;\NO; (keToponaka
Unit-3 / Ta6n-3 98 % TpOMeTaMUH) uepe3 15 MuH,
Unit-4 / Tabn-4 97 %
Unit-5 / Ta6n-5 99 %
Unit-6 / Tabn-6 99 %

Remarks : The Product conlﬁmls to ND/L

IMpunstewanne: [poayxT cootretcTayer TpeGoranmsm HI{

Conclusion : APPROVED /
3axmouenne: ONOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IToarorosnero: Pravesh ITposepeno:Pardeep TMposepeno (AOK): ||[OnoGpeno: O6ccneyenne kayecTsa/OTBETCTBEHHOE
Rana Kumar * [|JAmit Kumar NHUO: LRt Kl pp

7 — ( ™ ,“’
Date / Date / Date / Date / o AL L 0L
Hara: 28.02.2026 Jara: 28.02.2026 Hara: 28 .02.2026; Hara: e

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

CERTIFICATE OF ANALYSIS  1¢: +91 98166 56001-02
CEPTU®UKAT AHAJIM3A  www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ixenpece (keropoaak) TabieTkn, JHCHeprupyemble B 1010cTH pra, 10 mr

Market / Poinok :Russia / Poccust

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

Cepusn Ne Y AE00305 O6nem cepuu © 36,00,000 Tab

Analytical Repo“rt No/ . 040003301354 Date of Analysis / . 28.02.2026

AnanuTHyeckuii oTaeT Ne Jara aHann3a

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

Jara npou3BoACTBa I'ogen po

Mfg. License No. / MA number: /

IIpon3BoacTBENHAS : MNB/05/263 ) : JIII-N2(004669)-(PT-RU)
Homep PY

JiHLeH3HA Ne

Analysis performed according ND: / Ananus nposenen no HJI: JII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Hucrpyxkuns yrsepxaena: 21.04.2025

PageSof 11/ Crp.5u3 11
:.f Test / [Toka3atenn Results / PesynbTaTh! Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a 710 pm
Hucnepcrocts sieve is formed. / OG6pa3syercs opmHopoaHas
CyCleH3Ms, [poxojdmas CKBO3b CUTO C
pasmepoM oteepcTHit 710 MxM.
7 Impurities / [Tpumecn

1-hydroxy analog of
ketorolac: /
1-runpoxcuasanor

Below LOD (LOD = 0.0010 %)
/ Huxe npenena o6HapyxeHus
(I10 = 0,0010 %)

not more than 0.5 %; / ne Gonee 0,5 %;

Hara: 28.02.2026

Jara: 28.02.2026

Hara:

JHara: 28.02.2026

KeTopoNaka
1-keto analog of ketorolac / 0.06 % not more than 0.8 %; / ne Gonee 0,8 %;
1-keToanajlor KeToponaka
unidentified impurity / 0.02 % not more than 0.5 %; / He 6onee 0,5 %;
CAWHUYHan
HEeNIEeHTHOHUUMpPOBaHHAs
npuMech
total impurities / 0.1% not more than 1.0 %. / He 6oaee 1,0 %.
cymma npumecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED / —
ITpumeyanne: [IpogykT cooTBeTCTBYET TpeGoBaHMAM HJT 3axmouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
MoaroTosnexo: Pravesh IMposepeno:Pardeep [Iposepeno (AOK): [|Onobpeno: Obecneyenne kauecTBa/OTBETCTBEHHOE
Rana : Kumar FHAmit Kumar NnULO: Cumil guntpp
[ A — /A;]/\/;
Date / Date / Date / -lDale/ QDL A DL;()

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

CERTIFICATE OF ANALYSIS 1) +91 98166 56001-02
CEPTUO®UKAT AHAJIN3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropoa® Ikenpece (keroposaak) Tabaerku, Aucneprapyembie B noaocTu pra, 10 mr
Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / . 36,00,000 tab/
Cepust Ne i V2000356 O6bem cepuu " 36,00,000 Tab
Analytical Report No/ . 040003301354 Date of Analysis / . 28022026
AnanutTuycckuii oTucet Ne Jlata ananu3a
Date of Manufacture / - 01/2026 Date of Expiry / . 12/2027
JaTa nponzBoOACTBA Topen g0
Mfg. License No. / NA number: /
IIpon3ssoacTBeHHast : MNB/05/263 ! : JIII-Ne(004669)-(PT-RU)
Homep PY

aumensusa Ne
Analysis performed according ND: / Ananus nposexen no HJI: JII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / MucTpykuns yreepaena: 21.04.2025

Page 6 of 11/ Crp. 6 3 11

i? Test / ITokasaTenan Results / PesyabTaThi Specification / Hopma

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

9 Residual solvents / OcTaTouHble opranu4yecKkue paCTBOPHUTENH
Isopropyl alcohol / 9 ng/tab/ Not more than 350 pg/tab. /
H3zonponanon 9 Mxr B Tabnerke He 6onee 350 Mkr B TabneTxke,

Remarks : The Product confirms to ND
[Mpumeuanne: [TpoaykT cooTseTcTBYeT TpeGosanusm HJ

Conclusion : APPROVED /
3akmoyenne: OJOBPEHO

Prepared by / i Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
IMoarotoeneHo: Pravesh [Tposepero:Pardeep  |[[Tposepeno (AOK): [|OnoGpeno: Obecneuenre kadectsa/OTBETCTBEHHOE
Rana Kumar Amit Kumar NHLO: P :
. A Sumtt Bontag
i /\ — - '(_\/“/}
Date / Date / Date / Date / (0 2k,
Jlara: 28.02.2026 Jlata: 28.02.2026 IlaTa: 28.02.2026 Jlara: ' B

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: L85195AP1984PLC004
www.drreddys.com

507




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
Tel : +91 98166 56001-02

CEPTHOHUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Ixcnpecc (keroposnak) TabieTku, Ancneprupyemble B MoJocTi pra, 10 mr

Market / Poidok :Russia / Poccus

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

Cepun Ne i WRSIDIS O6nem cepun 36,00,000 Tab

Analytical Repo‘}‘t No/ . 040003301354 Date of Analysis / . 28.02.2026

AHanuTHuecKuMii oTyer No JlaTta ananuza

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

JlaTa npon3BoacTBA Tonmen g0

Mfg. License No. / g

TpoussoncTeenmas . MNB/05/263 Ma-mmber: / . JIT-Ne(004669)-(PT-RU)
Homep PY

Junensus Ne

Analysis performed according ND: / Ananu3s nposexen mo H/I: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Hucrpykuns yreepxaena: 21.04.2025

Page 70f 11/ Ctp. Tn3 11

i? Test / Tloka3aTenn Results / Pe3yabTaThbi Specification / Hopma
10 Microbiological purity*/ Mukpo6nonornyeckas yncrora®

Total Aerobic Microbial NA not more than 10° CFU/g; /

Count / o61uee yncao ne Gonee 10° KOE/r;

23poOHLIX MUKpPO-

OpraHu3MoB

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

mold count / o6iee uncino He 6onee 102 KOE/T;

JpOXOKEBBIX M TIECHEBBIX

rpu6oB

Escherichia Coli NA shell be absent in 1 gram. /

oTcyTcTBHE B 1 T.

11 Uniformity of dosage units / Acceptance value (4¥7) not more than 15.0

OpHopoaHoCTb 73 [Moka3atens npuemiaeMoctit (4V) nomxen GbITh

JI03UPOBAHHBIX €AHHHI ’ He Oonee 15,0.

Remarks : The Product confirms to ND/

Ipumeuanue: [MpoaykT cooTBeTCTBYET TpeGoBaHUAM H]T

Conclusion : APPROVED /

3axkmouenne: OJJOBPEHO

Approved by: Quality Assurance/Authorized person /
Ono6peno; Obecnieuenue kauecTBa/OTBETCTBEHHOE

Uil Fyvmpan
é\rj.’

JTHLLO:

Prepared by / Checked by / Checked by (AQA) /
IMoprorosneno: Pravesh posepeno:Pardeep  |{[Tposepeno (AOK):
Rana Kumar- Amit Kumar

Y : Al
Date / Date / Date /
Jlara: 28.02.2026 J Jlarta: 28.02.2026

JLllaTa: 28.02.2026

28022000

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: L85195AP1984PLCO04S07

www.drreddys.com




Dr.Reddy’s “:‘.

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

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

CERTIFICATE OF ANALYSIS 1. +91 98166 56001-02
CEPTHUOHUKAT AHAJIM3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropoa® Ixcnpece (keToposiak) TabieTku, gucneprupyembie B M0JIOCTH PTa, 10 mr

Market / Poidok :Russia / Poccust

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

Cepust Ne i ¥ 2400580 O0pemM cepru © 36,00,000 Tab

Analytical Repo\Ft Neo/ . 040003301354 Date of Analysis / . 28.02.2026

AnanuTryeckuii oruer Ne Jlara ananu3a

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

JlaTa npoH3BOACTBA I'open go

Mfg. License No. / WA amibes: /

ITponssoacTBeRHASA : MNB/05/263 H ) : JIII-N2(004669)-(PT'-RU)
omep PY

Jnuen3us Ne

Analysis performed according ND: / Anasu3s nposenen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

PIL version approved: /

Huctpyxkuns yreepxiaena: 21.04.2025

Page 8 of 11/ Crp. 8 n3 11
l;:)) Test / [lokasaTenn Results / Pe3ynbTartbi Specification / Hopma
12 Assay / KonnyecTBeHHO® 10.1 mg/ 10,1 mr From 9.0 mg to 11.0 mg of
onpenesieHue (100.9 %) Cy5sH;3NO3*C4H(NO; (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. /" Ot 90Mr  mo 11,0 Mr
CisH13NO3*CH;INO; (rkeToponaxa
Tpometammu) (ot 90,0 mo 110,0 % ot
3asBJICHHOTO KOJIMYECTBA) B TAbNETKE,
13 Butylhydroxyanisole 0.1003 mg/tab / Not less than 0.042 mg/tab. /
content / Copepxanue 0,1003 Mr B Tabnerke He menee 0,042 mr B Tabnerke.
Oy THATHAPOKCHAHH30J1A

Remarks : The Product confirms to ND/

Ipumeuanne: 1pojykr cootsercTayet Tpebopanuam HJJ

Conclusion : APPROVED /
?‘ammqeuue: QAOBPEHO

—

Checked by (AQA)/ |

Approved by: Quality Assurance/Authorized person /

Preparcd by /
IMoarororneno: Pravesh

[Checked by /
ITpogepeno:Pardeep

ITposepeno (AOK):

Ono6peno: O6ecneuenne kayecTsa/OTBETCTBEHHOE

Rana Kumar Amit Kumar JIHLO: LumiU EuWan
Date / Date / Date / | Date / &)L G
Jara: 28.02.2026 Jlara: 28.02.2026 Jlara: 28.02.2026 Mlara:

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

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTHO®HUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Ixenpece (keropoak) Tabierku, Aucneprapyemule B noaocTH pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne # ¥20RU3%6 O6bem cepuu " 36,00,000 Tab

Analytical Report No / - 040003301354 Date of Analysis / . 28.02.2026

AHaanTu4eckuii oTuer Ne JlaTa aHann3a

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

JlaTra npousBoacTsa Ioxen o

Mfg. License No. / .

Tponssoncrsennan . MNB/05/263 MA. mumber: f . JITI-Ne(004669)-(PT-RU)
Howmep PY

Juuenzus Ne

Analysis performed according ND: / Ananus nposesen o HJT: JII-Ne(004669)-(PI"-RU)-190224
PIL version approved: / Mucrpyxkuns yreepxaena; 21.04.2025

Page 9 of 11/ Crp. 9 u3 11

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 tabnerok B
Gmucrepe u3  ([A/AJUIID ¢
Bnaronornaoturenem/TI3BIT)
donsru // (II3/ANN) donsru. Mo
2 6nuctepa BMECTE C JIMCTKOM-
BIJI2 AbILIEM B navyky
KapTOHHYIO.

l}oo Test / lloka3aTens Results / PesynbTaTbl Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Onucanne 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 Onucrepe u3
(TIA/AJI/TID ¢ Bnaromornotutenem/[19BIT)
donbru // (IT3/AJI) ¢onern. To 1 wunn 2
OnucTepa BMECTE C JHCTKOM-BKNAABILIEM B
naykKy 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 BbINYyCKe NeKapCTBEHHOT0 NPenapaTa KOHTPOJb KayecTBa No nokasarento «Mukpobuosornyeckan
YHCTOTa» MPOBOAMTCS AN KawaoH 20-0if cepHu, WK Q1S OAHOI CEPHH B Tofl, B 3aBHCHMOCTH OT TOr0, YTO
HACTYNUT paHbLIe.

Remarks : The Product conﬁ;ns to ND/

Ipumeuanue: Ipoxykt cooTBeTcTBYET TpeGoBanuam HJJ

Conclusion : APPROVED /
3akmouenne: OJJIOBPEHO

Prepared by / lﬁecked by/ Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
MMoarotosnexo: Pravesh Mposepeno: Pardecp [Mposepeno (AOK):  [|OnoGpeno: O6ecnieyenne kauecTsa/OTBETCTBEHHOE
Rana j ||Kumar Amit Kumar NHLO; » .
> ‘—-”* (\.—-'/\ QURIL Punipp
- - . < - “ } < {,.//
Date Date / Date / Date / ) (0) L0 b
Jara: 28.02.2026 Jlara: 28.02.2026 ata: 28.02.2026 ara: e RN

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



@ o Dr. Reddy's Laboratories Ltd.
/ ‘.. Formulation Unit-6
Dr‘ Reddy s .‘ Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS 1o +91 98166 56001-02
CEPTHDUKAT AHAJIM3A www.drreddys.com

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

Ipoayxr: Keropoa® Jxenpece (keroponax) Tabnerku, Aucnepriupyempie B nosoctu pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepusa Ne i O0BbeM cepun " 36,00,000 tab

Analytical Report No/ . 040003301354 Date of Analysis / . 28.02.2026

AnannTHuecKHii oTyer Ne 7 Jarta anannia

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

Jara npoussojgcrsa Iogen o

Mfg. License No. / .

IlpousBoacTBEHHAN : MNB/05/263 gA REes : JII-Ne(004669)-(PI'-RU)
omep PY

Jnuensug Ne 7

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

PIL version approved: / Unctpykuus yreepxaena: 21.04.2025

Page 10 of 11/ Crp. 10 m3 11

API name / HanmenoBanue ADC: Ketorolac tromethamine / Ketoponaka TpoMeTaMHH

INN / MHH: Ketorolac / Ketoponak

API manufacturer batch number / ABSH003095

Homep cepitis nponssoanrens A®C:

FP Manufacturer API Batch number /

Homep cepun cyGcTaHUHA NPOH3BOAMTEIS FESA00497

TP

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIponssonnrens APC, crpana: J-p Pemau'c Jlaboparopuc 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) /

Hanmenosanne, aapec, THIEH3HS 1151 I-p Pepnu’c Jlaboparopuc JIta., Unaus, [lpoussoacTeeHHOE
IIpousnoacreenHas wiomanka / Ilnomaaka noapasgenenue-6, Bunn. Kxons, Hanarapx Poya, Bapan, uctpuxr
KouTpoJisn kadectna / Ilnomajaka Boinycka Conan, X.I1., 173205, Unans (nmuuexsus nomep 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/ onclusion APPROVED /
npume'iaHHe ITpoaykT cooTBETCTBYET TpeﬁosaHHnM HI akaouenne: OJIOBPEHO
Prepared by/ Checked by/ HChecked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Moarorosneno: Pravesh [TposepeHo:Pardecp posepeno (AOK): ||Onobpeno: Obecneuenue xayectsa/OTBETCTBEHHOE
Rana . Kumar _J:l Amit Kumar’/'\ ﬂmiuo: - Q it Fuw p 72_‘

— =il ﬁ futt— (:’b\/
Date / Date / Date / I Date/ : :

L) -] UL

Jlata: 28.02.2026 JlaTa: 28.02.2026 Jlara: 28.02.2026 Jlara: M L4 /()

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




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJTN3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipopykr: Keropoa® Ixenpece (keropoiak) Tabjaerku, ARCHCPrApyeMbIC B OJI0CTH PTa, 10 mr

Market / Prinok :Russia / Poccns

Batch No / ) Batch Quantity / . 36,00,000 tab /
| Cepnsi Ne 2 V2000086 O6BbeM cepun ' 36,00,000 Tab
Analytical Report No / - 040003301354 Date of Analysis / . 28.02.2026
AHaNHTHYECKHIT oTyeT N2 Jlata ananu3a
Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027
JlaTa npoH3BOACTBA T"open 10
Mfg. License No. / MA number: /
IlpousBoacTBeNnHASA : MNB/05/263 ' . JITI-Ne(004669)-(PI'-RU)
Howmep PY
Jmuenzuna Ne

Analysis performed according ND: / Auanus nposeaen mo HJI: JII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Hucrpykuus yreepsxaena: 21.04.2025

Page 11 of 11/ Crp. 11 n3 11
3akuo4enne 0 cooTBeTeTBHH: «HacTosmuM s MOATBEPXK/IAIO, YTO TPUBEJICHHAs BhIe HHPOpPMALHS ABIIETCSH
NOCTOBEPHOM ¥ TOYHOM. DTa cepus MPOAYKIHH TIpOM3BejieHa (BKIIOYas YNaKoBKY (MapKMpOBKY) H KOHTpOJIb
KauecTBa) Ha BHINICYKA3aHHOH MPOM3BOACTBEHHON IUIONIazike (IUIOIUANKAX) B TOJHOM COOTBETCTBHHM C
tpeGosanusamu Ilpasun Hamiexaiedf NpOM3BOJCTBEHHON NpakTHKM EBpasuiicKoro 3kOHOMHYECKOTO COIO3a M
TpeGOBaHUAMH KOHTPOJS KauyecTBa JIEKAPCTBEHHBIX CPCJICTB, @ TAKXKE B COOTBETCTBHH CO CrenuHKalMAMY,
COAEPIKAINMHUCSH B PErHCTPAIIHOHHOM JIOCEC CTPAHBI-UMITOPTCPa. 3aMHCH 1O MPOH3BOJICTBY, YIIAKOBKE M aHAITH3Y
NpoBepeHbl, H YCTAHOBJICHO X COOTBETCTBHE TpebopanuaM [Ipasun Hajuiexamei npou3BOACTBEHHOH NPAKTHKH
EBpa3uiickoro 5SKOHOMHYECKOTO COI03a.

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

[Ipumeyanne: [IpoaykT cooTBeTcTBYET TpeGoranuaM HJT 3aknouenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/AullFrizecGErscW
[Toarorosnexo: Pravesh [posepeno:Pardeep  ||[Tporepeno (AOK): [|Ono6pero: ObecneueHne kauectBa/OTBETCTBEHHOE
Rana v Kumar . Amit Kumar nUHo: )

;L/ s CCUNIC K/
Date / Date / Date / Date / & ’/0 Y Ll
Jara: 28.02.2026 Jara: 28.02.2026 Hara: 28.02.2026 Hara: d“‘g .

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