Dr.Reddy’s “:"

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIU3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keroposn® Jxenpece (keTopoJiak) TabIeTKH, IMCHEPrHpyeMble B I0JI0CTH pTa, 10 mr

Market / Poinox :Russia / Poccus

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

Cepus Ne V26008 1 O06beM cepHH © 36,00,000 Tab

Analytical Repourt No/ . 040003257826 Date of Analysis / - 20.01.2026

AHaJUTHYECKHI 0TUeT No Jara ananausza

Date of Manufacture / - 12/2025 Date of Expiry / . 11/2027

Jara npou3Boacrea I'open no

Mfg. License No. / Tt R —

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

JMIeH3us Ne

Analysis performed according ND: / Auanau3 nposeaen no HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Hucrpykuus yreepsxaena: 21.04.2025

Page 1 0of 11/ Crp.1u3 11

N ] .

Nf Test / [Toxa3aTenn Results / PesyabTaThi 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. / Kpyruisle mnockue TabneTku ¢ (ackol, CBETIO-KEITOro LBeTa C
Tabnetku ¢ dackoii, ceTI0- IpaBUPOBKOH «|» Ha OJHOM CTOpPOHE.
’EJNTOTO [BETA C IPAaBUPOBKOI
«l» Ha oZlHOI CTOpOHE.

2 Identification / UnenTndnkauus

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-
CIEKTPB] MOTJIOILEHHUS UCTIBITYEMOTO pacTBopa 1
pacTBopa CTaHIApTHOro o6pasla KeToponaka
TPOMETaMHHA AOJDKHBI MMETh MaKCUMYMBbI MpPH
OJIHOM Y TOM e AIMHE BOJIHBI (£ 2 HM).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanue: IIpoaykt coorBeTcTBYET TpebopanusiM HJT 3akimwouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[MonrorosneHo: Pravesh [Tposepeno: Pardeep  ||[Iposepeno (AOK): |[|OnobpeHo: Obecneyenne kayectsa/OTBETCTBEHHOE
Rana Kumar OQL_ Amit Kumar NULO: b

A , \9‘}/’

i" 3 /\'/ — /\—%ﬂ
Date / Date / Date /' Date /
—~ 14

Hara: 20.01.2026 Hara: 20.01.2026 Hata: 20.01.2026 Hata: 20 ~0)~22

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +$1 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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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
Ipoaykr: Keropon® Jkcnpece (keToposak) Tab/IeTKH, AMCieprUpyeMble B M0J0CTH p1a, 10 Mr

Market / Poisok :Russia / Poccus

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

Cepust Ne ? VaslO0ls O0beM cepuu © 36,00,000 Tab

Analytical Repourt No/ . 040003257826 Date of Analysis / - 90.01.2026

AHaJuTHYeCKHH oTyeT No JaTa aHanu3a

Date of Manufacture / - 12/2025 Date of Expiry / . 112027

JlaTa npou3BOACTBA T'ogen no

Mfg. License No. / MA number: /

IIpon3BoacTBeHHAS : MNB/05/263 i . JIII-Ne(004669)-(PI'-RU)
Homep PY

JguaneHsus Ne

Analysis performed according ND: / Anaau3s nposenen mo HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / UucTpykuus yreepxaena: 21.04.2025

Page 2 of 11/ Ctp. 2 n3 11

No

Test / IToxkazarennb
No

Results / PesyabTaThl

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 Kketorolac
tromethamine standard solution (Assay section).
/ Bpemsi yoep>XHBaHHs OCHOBHOIO IIHKa Ha

XpoMarorpaMMe  HCIBITYEMOrO  pacTBOpa
JOJDKHO COOTBETCTBOBATh BpEMEHU
yIEP)KUBaHUA OCHOBHOTO nHKa Ha
XpoMaTtorpaMMe  pacTBopa  CTaHOapTHOIO

obpazua Keroponaka TpoMmeTaMuHa (pazgen
«KonuuecTBeHHOE ONpENETEHUEY).

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

IIpumeyanue: IIpoayKT coOTBETCTBYET TpeboBaHusM HJL 3aknwyenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toarotosneno: Pravesh ITposepeno: Pardeep  |[[IpoBepeno (AOK): [|Onobpeno: O6ecnieueHue kadecTBa/OTBETCTBEHHOE
Rana Kumar Amit Kumar NULo: i \'&‘D

Date / Date / Date / Date /

Hata: 20.01.2026 Jlara: 20.01.2026 Jara: 20.01.2026 Jara: ’}0/0) ~ 10 6

Registereg Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5060034, Telangana, India
Tel: +81 40 4900 2900, Fax: +91 4G 4900 2999, Email: mail@drreddys.com
CIN: L85195AP13984PLCO0A507
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

CEPTUOUKAT AHAJIM3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropoa® Dkcnpece (keropoaak) Tabierk, Aucneprupyemsle B 00J10CTH pra, 10 mr

Market / Puinok :Russia / Poccus

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

Cepusn Ne i WU O6bem cepuu " 36,00,000 Tab

Analytical Repo:‘t No / - 040003257826 Date of Analysis / . 20.01.2026

AHanuTHyeckuii oTuer Ne Jlara anaausza

Date of Manufacture / - 12/2025 Date of Expiry / . 11/2027

JaTta npon3BoacTBa I'ogen 1o

Mfg. License No. / T

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

JuneH3us Ne

Analysis performed according ND: / Anasmm3 npoeegen mo HJI: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / UncTpykuus yreepaaena: 21.04.2025

Page3 of 11/ Crp.3 n3 11

No
Ne

Test / I[TokazaTenn

Results / Pe3ysibTaTs!

Specification / Hopma

Butylhydroxyanisole /
bBymuneuoporxcuanuzon

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 YAEP)KUBAHHS MTUKOB 2-
OyTHJITMAPOKCHAHU30MA u 3-
OyTHITHAPOKCHAHM30J1a Ha  XpOMAarorpamme
HCOBITYeMOro pacTBOpa JOJDKHBI
COOTBETCTBOBaTh  BPEMEHaM  YHEPKUBAHUS
nukoB  2-0yTMArMApoKcHaHuzona U 3-
OyTHITHAPOKCHAHM30/Ia Ha  XpOMAarorpamme
pacTBOpa CTaHAAPTHOTO obpa3ua
6ytunrunpoxcuannsona (pasnen «Conepxatue
OYTHIITUPOKCHAHHU30JIAN).

Remarks : The Product confirms to ND/

IIpumeuanue: [IpoaykTt cooTBeTcTBYeT TpeboBanusM HJT

Conclusion : APPROVED /
3akawuenue: OAOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Tonrorosneno: Pravesh [Mposepeno: Pardeep ||[Tpoeepeno (AOK): [|Omobpeno: OGecnedeHue kauecTsa/OTRETCTBEHHOE
Rana Kumar Amit Kumar NIALO: w)}
,v'( 0
j oi/,* /\’/ " KQZ‘ ol

Date /
Jara: 20.01.2026

Date /
Jara: 20.01.2026

Date / Date /
Jara: 20.01.2026 Jara:

%@)e%’l—%

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 “:‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHOPUKAT AHAJIM3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxcnpece (keTopoJiak) TabiaeTku, AMCHeprupyemMblie B 0JI0CTH pTa, 10 mr

Market / Poinok :Russia / Poccust

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

Cepus Ne § N2600014 O6bem cepuu " 36,00,000 Tab

Analytical Repo:‘t No/ - 040003257826 Date of Analysis / . 90.01.2026

AHaTHTHYeCKMil oTUeT Ne JlaTta ananu3a

Date of Manufacture / - 12/2025 Date of Expiry / - 11/2027

JaTa npou3BoacTBa I'onen o

Mfg. License No. / MA number: /

IIpou3BoaCTBEHHAS : MNB/05/263 : : JIII-Ne(004669)-(PI'-RU)
Homep PY

JnneH3ust Ne

Analysis performed according ND: / Ananu3 npoBeaen no HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / UncTpykuus yreep:xkaena: 21.04.2025

Page 4 of 11/ Crp. 4 m3 11
.1;:) Test / IlokasaTteb Results / PesynbsTaThl Specification / Hopma
3 Average weight / Cpeausis 69.7 mg / 69,7 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 %;
Uniformity of weight / 2/20 tablets - not more than + 20%. /
OmHoDo yo g Complies / CoOTBETCTBYET 18/20 Tabnetrok — He Gonee =+ 10 %;
HHOPOAHOCTE: MACCLL 2/20 Tabnetok — He 6onee + 20 %.
4 Disintegration time /
Pacnapaemocts
00 min 31 sec / 00 mun 31 cex Not more than 3 min. / He 6onee 3 MuH.
5 Dissolution / PacTBopenue Unit-1/ Ta6n-1 98 % Not less than 75 % (Q) of CisH3NO3*C4H;NO3
. (ketorolac tromethamine) in 15 min. / He Menee
w 2 v)
Unip-2/ Tagaes 98% | 75% (Q) CisHisNO3*C4H\(NO; (ketoposaka
Unit-3 / Ta6n-3 98 % TpOMETaMKH) 4yepe3 15 MuH.
Unit-4 / Ta6bn-4 98 %
Unit-5 / Tabn-5 98 %
Unit-6 / Tabn-6 102 %

Remarks : The Product confirms to ND/
Ipumeyanne: IIpoaykT coorseTcTBYET TpeboBanusm HJT

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /

[Toaroroeneno: Pravesh

Checked by /

[Mposepeno: Pardeep

Checked by (AQA) /
I[Tporepero (AOK):

Approved by: Quality Assurance/Authorized person /
Onobpeno: ObecneueHue KaHeCTBa/OEBCTCTBGHHOE

Rana Kumar Amit Kumar JTHLIO! ¢ :
. 2 (lﬂ’\ -
! = /\./ e \
Date / Date / Date / Date /
Jlata: 20.01.2026 Jara: 20.01.2026 Jlara: 20.01.2026 Jlata: Do-o)~202&

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +S1 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 Laboratcries Ltd.
Formulation Unit-6

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

CEPTUPUKAT AHAJIM3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Dkenpecc (keTopoJak) TableTKH, JHcneprupyemMbie B 0J0cTH pTa, 10 Mr

Market / Poinok :Russia / Poccust

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

Cepus Ne 2¥2600014 O0bem cepun " 36,00,000 Tab

Analytical Repourt No/ - 040003257826 Date of Analysis / . 20.01.2026

AHaJUTHYeCKHH oTYeT No JlaTa ananuza

Date of Manufacture / - 12/2025 Date of Expiry / . 11/2027

Jlara npou3BoacTBa T'ogen 1o

Mfg. License No. / MA number: /

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

JuueH3us Ne

Analysis performed according ND: / Ananu3 nposeaen no HJI: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / UncTpyknus yreepaaena: 21.04.2025

Page Sof 11/ Crp. Sm3 11

i:) Test / IlokasaTennb Results / PesynabTaTsl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a 710 pm
JucnepcHocTh sieve is formed. / OOpasyercss omHOpOAHAs
CYCNIEH3Ms, TIpOXOAsAllas CKBO3b CUTO C
pazmepom oTBepcTuit 710 MkM.,
7 Impurities / [Ipumecu

1-hydroxy analog of
ketorolac: /
1-ruapokcuaHanor

Below LOQ (LOQ = 0.0032 %)
/ Hwke npepena
KOJIM4YECTBCHHOTO ONPEACTICHUA

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

KeTopoJiaka (TTKO = 0,0032 %)
1-keto analog of ketorolac / 0.06 % not more than 0.8 %; / ne 6onee 0,8 %;
1-keToaHanor KeToposaka
unidentified impurity / 0.02 % not more than 0.5 %; / ne 6onee 0,5 %;
eAMHUYHAS
HEUAEHTU(HUIMPOBAHHAS
NpUMeCh
total impurities / 0.1% not more than 1.0 %. / He 6onee 1,0 %.
CcyMMa npumecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: ITpoxykt coorBeTcTRYET TpeboBaHmsIM HJT 3axknwuenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||[Approved by: Quality Assurance/Authorized person /
[Moarororneno: Pravesh [Tpoeepeno: Pardeep  [|[Tposepeno (AOK): [|Onobpeno: Obecricuenue kauecTsa/OTBETCTBEHHOE
Rana Kumar Amit Kumar JHLLO: w} g
N
iy /‘\—/\ /?25\
- J ’/ < \
Date / Date / Date / Date /
Tlata: 20.01.2026 Tara: 20.01.2026 TMata: 20.01.2026  ||flara: Qo-ol~201b

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 983166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropoa® Ixenpece (keropoaak) TabiaeTku, AHCHePrupyeMble B M0/10CTH pTa, 10 Mr

Market / PoiHOK :Russia / Poccus

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

Cepus Ne R HEEHORE O6bem cepuu © 36,00,000 Tad

Analytical Repovrt No/ - 040003257826 Date of Analysis / . 20.01.2026

AHanuTHYeCKHH oTueT Ne JlaTa anajm3a

Date of Manufacture / - 12/2025 Date of Expiry / . 11/2027

JlaTa npou3BoaCTBA T'onen mo

Mfg. License No. / o 7 I —

ITpousBoacTBEHHAS : MNB/05/263 H ) ¢ JIII-Ne(004669)-(PT'-RU)
omep PY

JuneH3us No

Analysis performed according ND: / Anaan3 nposeaen no HJ/I: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / MucTpyknus yreep:xaena; 21.04.2025

Page 6 of 11/ Crp. 6 n3 11

NNOO Test / Iloka3aTens Results / PesynbTaThbl Specification / Hopma

8 Water content / 1.9% Not more than 7.0 %. /
CopnepxxaHue BOABI He 6onee 7,0 %.

9 Residual solvents / OcTaTo4Hble opraHuyecKHe pacTBOPUTEIH
Isopropyl alcohol / 6 pg/tab / Not more than 350 pg/tab. /
H3onponanon 6 MKr B TabneTke He 6onee 350 Mkr B Tabnetke.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanune: [MponyxT cooTBeTCTBYET TpebGoBaHuIM HJI 3aksouenne: OJOGPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[TonrotoiieHo: Pravesh [Tposepeno: Pardeep  |[{[Tposepeno (AOK): [|Omobpeno: Obecneyenue kauecTsa/QTBETCTBEHHOE
Rana / Kumar Amit Kumar JIHLLO:
//[ [l .
- A—"
: s
Date / Date / Date/ Date /
Jara: 20.01.2026 Jlara: 20.01.2026 Hara: 20.01.2026 Jara: %"o"‘u 2(

Registered Office: 8-2-337, Road No. 3, Banjara Hills, 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 Laboratiories Ltd.
Formulation Unit-6

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

CEPTUOPUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drredays.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkcnpece (keToposiak) TaGiaeTkH, AUCIEpPrupyemslie B MoJJocTH pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne + V2600014 Oo0nem cepun " 36,00,000 Tab
Analytical Report No / . 040003257826 Date of Analysis / . 20.01.2026
AnaautHvyeckuii otuer No JlaTa aHanu3a

Date of Manufacture / - 12/2025 Date of Expiry / . 11/2027

Jarta mpousBoacTBa I'ogen go

Mfg. License No. / MA number: /

IIpousBoacTBeHHASA : MNB/05/263 Howmep PY : JII-Ne(004669)-(PI'-RU)

aunensus Ne

Analysis performed according ND: / Ananu3 nposeaen no HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Mucrpykuusi yreepaaena: 21.04.2025

Page 7 of 11/ Crp. 7 u3 11

i.g Test / ITokasaTesnnb Results / Pe3yabTaThl Specification / Hopma
10 Microbiological purity*/ Mukpodunonoruueckast 4yucrora*
Total Aerobic Microbial NA not more than 103 CFU/g; /
Count / ob1mee yncno e 6onee 103 KOE/r;
a’pOOHBIX MUKPO-
OpraHHU3MOB
Total Combined Yeast and NA not more than 10? CFU/g; /
mold count / o6uiee yucio He 6onee 10? KOE/T;
JPOXIKEBBIX U TUIECHEBBIX
rpu6oB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBME B 1 T.
11 Uniformity of dosage units / Acceptance value (4V) not more than 15.0
OnHOpOOHOCTH 37 Ilokasarens npuemneMoctu (4V) gomkeH ObITh
[03UPOBAHHBIX eAHHMIL ' He Oonee 15,0,

Remarks : The Product confirms to ND/
[pumeuanue: [Iponykr cootBeTcTBYeT TpeboBanusm HJJ

Conclusion : APPROVED /
3akmwyenue: OJJOFPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[lonroroneno: Pravesh [Tpoeepeno: Pardeep ||TIposepeno (AOK):
Kumar Amit Kumar

Rana
o

e

OpobpeHo: ObecneueHne Kaqecmifﬁse'rcmenﬂoe

Date / Date / Date /

Hata: 20.01.2026 Jara: 20.01.2026

Jara: 20.01.2026

Date /
Jlata: Q62 )~2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +S1 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 Laboratcries Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, 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
Ipoaykt: Ketopoa® Jxcnpece (keropoJiak) TabIeTKH, JUCIEPrEpyeMble B 10JI0CTH pra, 10 Mr

Market / PoiHOK :Russia / Poccus

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

Cepus Ne EV2600014 O6bem cepuu " 36,00,000 Tab
Analytical Repourt No/ - 040003257826 Date of Analysis / . 20.01.2026
AHanHTHYeCKHI oTyeT Ne JlaTa aHan3a

Date of Manufacture / - 12/2025 Date of Expiry / . 11/2027

JlaTa npou3BOACTBA Togen o

Mfg. License No. / MA number: /

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

aumeHzua Ne

Analysis performed according ND: / Ananu3 nposenen no HJI: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Uncrpykuus yreepxaena: 21.04.2025

Page 8 of 11/ Crp. 8 u3 11

i? Test / [Toka3zaTens Results / PesyabTaTsl Specification / Hopma
12 Assay / KonnyecrBeHHoe 10.0 mg / 10,0 mr From 9.0 mg to 11.0 mg of
ornpeaeneHue (100.1 %) CisH13NO;3+C4H i NOs (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Ot 9,0 Mr JI0 11,0 Mr
C 1 5H| 3NO3‘C4H 1 1NO3 (KCTOpOJIaKa
TpomeramMud) (ot 90,0 mo 1100 % ot
3asBJIEHHOTO KOJIMYECTBA) B TabJIeTKe.,
13 Butylhydroxyanisole 0.0965 mg/tab / Not less than 0.042 mg/tab. /
content / CoxpepxaHue 0,0965 mr B TabieTke He menee 0,042 mr B Tabnetke.
OyTHATHIPOKCHAHH30J1a

Remarks : The Product confirms to ND/
ITpumeyanue: IIponykt cooTBeTcTBYET TpeboBanusM HJ|

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA)/ [|Approved by: Quality Assurance/Authorized person /
IMonrotosneHo: Pravesh [Tpoeepeno: Pardeep  ||[Tposepero (AOK): [|Onobpero: Obecnieuenue kauectsa/OTBeTCTBEHHOE
Rana Kumar O{}( Amit Kumar A JIALO: /7 " Wj -
; gl >
{ “ N Y7
[[Date / Date / Date / Date /
Hara: 20.01.2026 Hara: 20.01.2026 Hata: 20.01.2026 Jlata: 20)~ 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




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUOPUKAT AHAJIU3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykTt: Keropos® Ixenpece (keTopoaak) TabiieTKH, JHCIEprapyemMble B noJ1ocTu pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepusn Ne - Y26I0014 O0nemM cepHH © 36,00,000 Tab

Analytical Repourt No/ - 040003257826 Date of Analysis / . 20.01.2026

AHanuTHYeCcKHil oTyeT Ne Jara anann3a

Date of Manufacture / - 12/2025 Date of Expiry / . 11/2027

JlaTa npou3BOACTBA I'open o

Mfg. License No. / MA number: /

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

aunenzusa No

Analysis performed according ND: / Ananu3 nposeaen mo HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Mncrpykuus yreepaxaena: 21.04.2025

Page 9 of 11/ Crp. 9 m3 11

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnetok B
6aucrepe w3 (IA/AJVIID ¢
BiaronorioTuteneM/II3BIT)
¢oneru // (I15/AJT) doneru. Io
2 6aucrepa BMECTE C JINCTKOM-
BKJIaJbIILIEM B nauky
KapTOHHYIO.

1;.00 Test / [lokazaTenn Results / PesynbraThl Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHne ynakoBKH (PA/AL/PE with | desiccant/HDPE) foil / (PE/AL) foil. 1 or 2

blisters with patient information leaflet in a

carton pack.
(MA/ATITTD
doneru //

/ Tlo 10 tabnerok B Guncrepe u3
¢ Brnaronornorutenem/I[19BIT)
II5/AJ]) doneru. Ilo 1 wm 2

6n140'repa BMECTE C JIMCTKOM-BKJIQAbIILIEM B

na4Ky KapTo

HHYIO.

* 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.
* JIpu BbINycKe JIEKaPCTBEHHOTO NMpenapara KOHTPOJIb Ka4yecTBa M0 nokasatento « MUKpoOHoI0rHyeckas
YHCTOTA» NPOBOAUTCS AJIst Kaxa0ii 20-0ii cepuu, WM AJ15 OAHOI CEPHH B roji, B 3aBHCUMOCTH OT TOr0, YTO
HaCTYNUT paHbllie,

Remarks : The Product confirms to ND/

IMpumeuanne: [TpoaykT cooTBeTcTBYET TpeboBaHusam HJL

Conclusion : APPROVED /
3akoyenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toarorosneno: Pravesh [TposepeHo: Pardeep |[[Iporepeno (AOK): [|Ono6pero: Obecneuenye kauecTBa/OTBETCTBEHHOE
Rana f Kumar Amit Kumar JIMLO:
2% §9~ﬂ :
A" — /\_/ L 23
Date / Date / Date /' Date /
Jlata: 20.01.2026 Tlara: 20.01.2026 Jlata: 20.01.2026  ||llara: 2o2)-2024

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4900 2900, Fax: +91 40 4900 2399, 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

CEPTUOPUKAT AHAJIU3A

Tel : 491 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Npoaykr: Keropoa® Jxcnpece (keropoak) Tabnerku, ANCIEPrUpyeMbie B MOJI0CTH pTa, 10 mr
Market / PoIHOK :Russia / Poccusi

Batch No / . Batch Quantity / . 36,00,000 tab /
Cepusn Ne V2600014 O0nem cepun © 36,00,000 Tab
Analytical Repourt No/ - 040003257826 Date of Analysis / . 90.01.2026
AHAaJINTHYECKHH oTdeT No JlaTa anaausa

Date of Manufacture / - 12/2025 Date of Expiry / - 112027

JlaTa npousBoacTBa I'ogen oo

Mfg. License No. / .

IponssoxcTaenuas . MNB/05/263 b . JITI-Ne(004669)-(PT-RU)

Homep PY

JnneH3us Ne

Analysis performed according ND: / Ananu3 nposenen mo HJI: JITI-Ne(004669)-(PT-RU)-190224

PIL version approved: / Uncrpykuus yrBepaaena: 21.04.2025

Page 10 of 11 / Ctp. 10 u3 11

API name / HaumenoBanne APC:

Ketorolac tromethamine / Keroponaka TpoMeTaMuH

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepun nponssoantens ADPC:

ABSH001785, ABSH002693

FP Manufacturer API Batch number /
Homep cepuu cyGcTaRIMM NPOH3BOAMTENS
rJid:

FESA00219, FESA00356

API Manufactured by & country /
IIpouzsogutens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
I-p Pennu'c Jlaboparopuc Jlta., Unaus

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

HaumeHoBaHue, agpec, JUNEH3HS 1JIs
IIpouszBoacTeeHHas miomwaaka / Ilnomaaka
KOHTpoJIa KauyecTsa / Ilmomaaka Beinycka

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 Pennwn’c Jlaboparopuc JIta., Unnus, IpoussoncTeennoe
nofipazaenenue-6, Bunn. Kxons, Hanarapx Poyn, bagnu, Juctpukr
Conan, X.I1., 173205, Uaaus (nmuuensus 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/

IIpumeuanune: [Ipoaykt cooTBeTcTBYET TpeGoBanuam HJJ

Conclusion : APPROVED /
3akawyenune: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Toxarorosneno: Pravesh ITpoeepeno: Pardeep  ||[Tposepeno (AOK): [[Omobpeno: ObecneueHue kauecTBa/OQTBETCTBEHHOE
Rana Kumar Amit Kumar JIHLLO: /7 . \y) e

y \ g
Date / Date / Date / Date /
Jlara: 20.01.2026 Jlara: 20.01.2026 Iata: 20.01.2026 Jlara: 2oV 2 02¢

Registereg Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2958, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




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

. @%
Dr.Reddy’s ‘ ®
CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Jkcnpece (keToposak) Tad/IeTKH, AUCHEPrHpYeMble B MI0JI0CTH pra, 10 mr

Market / Peinok :Russia / Poccus

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

Cepus Ne & V260014 O6bem cepuu © 36,00,000 Tab

Analytical Repo:‘t No/ - 040003257826 Date of Analysis / - 90.01.2026

AHAMHTHYECKHH oTueT No JlaTa ananm3a

Date of Manufacture / - 12/2025 Date of Expiry / . 112027

JaTa npon3Bojcrea I'oxen po

Mfg. License No. / MEA tinisiber: /

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

auuneH3us Ne

Analysis performed according ND: / Anann3 nposeaen no HJL: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / MucTpykuns yreepxaena: 21.04.2025

Page 11 of 11/ Ctp. 11 m3 11
3aK/I0YeHHe 0 COOTBETCTBHM: «HacToqlmm s MOATBEPKAA0, YTO NPUBEICHHAs BbIIEe HHPOpPMALHUS SBIAECTCA
JIOCTOBEPHOM M TOYHOW. DTa cepHs NMPOAYKIUU IPOU3BEACHA (BKIIIOYas YNAKOBKY (MapKHpOBKY) M KOHTPOJb
Ka4yecTBA) Ha BBIICYKA3aHHOW IPOW3BOJCTBEHHON IUIOIMAAKE (IUIOIANKaX) B MOJHOM COOTBETCTBHH C
TpeboBaHmsMU [IpaBun Hajexamied IIPOU3BOACTBEHHOM NpPaKTHKM EBpasMiCKOro 3KOHOMHMYECKOIO COXO33a M
TpeOOBaHUSIMHU KOHTPOJS KayecTBa JEKAPCTBEHHBIX CPEACTB, @ TAKXKE B COOTBETCTBUH CO CIELHU(UKANUIMHY,
COMEpPXKAMMHCS B PETHCTPALIMOHHOM JI0Che CTPaHBI-UMIIOPTEPA. 3allUCH 110 IIPOU3BOJICTBY, YIIAKOBKE U aHAIIU3Y
MIPOBEPEHDBI, U YCTAaHOBJICHO HX COOTBCTCTBHC TpC6OBaHI/ISIM HpaBpm Hannemameifl HpOI/I3BOHCTBeHHOﬁ IIpPpaKTUKU
EBpazuiickoro 3KOHOMHYECKOI'O COK03a».

Remarks : The Product confirms to ND/
IIpumeyaunue: [Ipoaykr coorBeTcTBYET TpeboBanuAM HJL

Conclusion : APPROVED /
3aknouenue: OJJOBPEHO

Prepared by /
IToxgrorosneno: Pravesh

Checked by /
Tlposepeno: Pardeep

Checked by (AQA) /
IIposepeno (AOK):

Approved by: Quality Assurance/Authorized person /
Onobpeno: ObecniedeHue kavecTsa/OTBETCTBEHHOE

Rana Kumar Amit Kumar JIMLIO: /7 &
/] PPN F
//[ = [\f/ {\esT #
Date / Date / Date / Date /
Jlata: 20.01.2026 Jlata: 20.01.2026 JTlata: 20.01.2026  ||ara: o0\~ 2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys com
CIN: L85195AP1984PLC004507

www.drreddys.com




