








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
www.drreddys.com

CEPTUPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropoa® Dxcnpece (keTopoJak) TabJeTKH, AUcneprupyemMble B MOJ0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne + V20102 O6beM cepun © 36,00,000 Tab

Analytical Repourt No/ . 040003398132 Date of Analysis / - 20.05.2026

AHAIUTHYECKHI oTHeT No JlaTa anaau3za

Date of Manufacture / - 04/2026 Date Qf Expiry/ . 03/2008

JlaTa mMpon3BOACTBA Togen a0

Mfg. License No. / MA number: /

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

JauneH3us Ne

Analysis performed according ND: / Ananu3 nposeaen no HJI: JII-Ne(004669)-(PT-RU)-190224
PIL version approved: / MacTpykuus yreepkaena: 21.04.2025

Page 4 of 11/ Crp. 4 u3 11

N_N:) Test / Iloka3zaTesb Results / PesyabTaThl Specification / Hopma
3 Average weight / Cpeansist 68.5 mg/ 68,5 mMr 67.2mg to 72.8mg (70.0mg =+ 4.0%). /
macca Ot 67,2 Mr go 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%. /
Om ormity ot weig Complies / CooTBeTCTBYET 18/20 Tabnetok — He OGonee + 10 %;
AHOPOAHOCTD MACCHI 2/20 Tabnetok — He Gonee + 20 %.
4 Disintegration time /
PacnapaemMocThb
00 min 19 sec / 00 muH 19 cex Not more than 3 min. / He 6onee 3 MuH.
5 Dissolution / PacTBopeHne Unit-1/ Ta6n-1 102 % Not less than 75 % (Q) of CsH13NO3*C4H| |1 NO;
. (ketorolac tromethamine) in 15 min. / He MeHee
Unit-2 / Tabn-2 102% | 750, (Q) CisHisNO3*C4H{NO; (keroponaka
Unit-3 / Tabn-3 103 % TpOMeTaMuH) yepe3 15 MuH.
Unit-4 / Tabn-4 100 %
Unit-5 / Tabn-5 100 %
Unit-6 / Tabn-6 100 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED / }
Ilpumeuanue: IIponykt cooTBeTCTBYET TpeboBaHMAM HJI 3aknwouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[oarorosseno: Pravesh Iposepeno: Pardeep  |[[Iposepeno (AOK): Onobpeno: O6ecneuenue kauectea/OTBETCTBEHHOE
Rana Z Kumar Amit Kumar JIHLLO: SNIVAN |

j\ o
Date / Date / Date / Date / Y S
Jara: 20.05.2026 Jlara: 20.05.2026 Jlara: 20.05.2026 Hara: ?/e_,

RCEISteTed ONCe: 8-2-337, 1

vt MO, BanaTa HTS, HyoeTanan - SuttST, retaTngarTe, e

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
Tel : +91 98166 56001-02

www.drreddys.com

CEPTUOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® Jxenpece (keToposiak) TabJaeTKH, AHCHEPrUpyeMble B moJocTH pra, 10 mr

Market / Pbinok : Russia / Poccus

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

Cepust Ne j V2001020 Oo6bem cepun © 36,00,000 Tab

Amnalytical Report Nu / © 040003398132 Date-of Analysis.f © 20.05.2026

AHanuTHYeCKuil oTueT Ne JlaTa anann3a

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

Jlata npon3BoacTBa T'open mo

Mfg. License No. / MA number: /

IIpou3BoacTBEeHHAA : MNB/05/263 ’ : JIII-Ne(004669)-(PT'-RU)
Homep PY

JuueHzns Ne

Analysis performediaccording ND: / Ananuz nposeaen no HJ/L: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MucTpykuus yreep:xkaena: 21.04.2025

Page S of 11/ Crp. Su3 11

I}oo Test / [lokazaTesb Results / PesynbTaThi Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a 710 pm
HucnepcHoCcTh sieve is formed. / OGpasyeTcs opHOpoaHAas
CYCIEH3Us, TMpOXOAsl@s CKBO3b CHTO C
pazMepoM oTBepCcTUH 710 MKM.
T Impurities / [Ipumecn

1-hydroxy analog of
ketorolac: /
1-rugpokcuanaior

Hiwke npenena oOHapyxKeHus
(TT0 = 10,0010 %)

Below LOD (LOD =0.0010 %)/ | not more than 0.5 %; / ue 6osnee 0,5 %,;

IloarorosiieHo: Pravesh

ITposepeno: Pardeep ||[Ipoepeno (AOK):

KeTopoJaka
1-keto analog of ketorolac / 0.04 % not more than 0.8 %; / ve Gonee 0,8 %;
1-xeToaHanor KeToposaka
unidentified impurity / 0.01 % not more than 0.5 %, / ue 6osee 0,5 %;
eNMHUYHASA
HeuieHTH(HUIKMpOBaHHAas
npHMech
total impurities / 0.1 % not more than 1.0 %. / He Gosee 1,0 %.
cymMMa npumecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuyanue: [lponykTt cooTBeTcTBYET Tpeboranusam HJL 3akmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /

Onobpeno: Obecneyenue kauectBa/OTBETCTBEHHOE

Rana Kumar Amit Kumar JIMLLO: \
fﬁ e SHIVHN/
%i——: / e
Al
Date / Date / Date / Date / (O%f
Hara: 20.05.2026 JlaTa: 20.05.2026 JHarta: 20.05.2026 Hara: 7,0 Aﬂ%
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tefangana, maa =

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com



Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02

www.drreddys.com

CEPTUDOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykT: Keropoa® Jkcnpece (KeTopoaak) TabJIeTKH, AHCHEPrHPyeMble B MOJI0CTH pra, 10 mr

Market / PpiHok :Russia / Poccust

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

Cepus Ne " e O0nem cepumn " 36,00,000 Tab

Analytical Repovrt No/ - 040003398132 Date of Analysis / - 20.05.2026

AHaJIuTHYECKHH oTYeT N2 Jara ana;nza

Date of Manufacture / - 04/2026 Date .of Expiry/ . 03/2028

JlaTa npou3BoaAcTBA Togen 10

Mfg. License No. / MA number: /

TIpou3BoCTBEHHAS : MNB/05/263 MY I Te . JITI-N2(004669)-(PT-RU)
Homep PY

JnneH3us Ne

Analysis performed according ND: / Auanuz npoBe/ieH no HJI: JI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uucrpykuus yreepxkaena: 21.04.2025

Page 6 of 11/ Crp. 6 m3 11

‘1:.:) Test / IlokasaTens Results / PesyabTaThi Specification / Hopma

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

9 Residual solvents / OcTaTo4HbIe OPraHU4YecKue pacTBOPUTESH
Isopropyl alcohol / 4 pg/tab / Not more than 350 pg/tab. /
W3onponaHon 4 MkT B TabneTke He 6onee 350 mkr B Tabietke.

Remarks : The Product confirms to ND/
Mpumeuanue: [IponykT cooTBercTBYeT TpeboBaHUAM HJL

Conclusion : APPROVED /
3axmovenne: OJJOBPEHO

|Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Mogrorosnexo: Pravesh [porepeno: Pardeep ||IIporepeHo (AOK): Onobpeno: ObecnederHue kadecTra/OTBETCTBEHHOE
|Rana Kumar Amit Kumar IO SV
: = - .
Date / Date / Date / Date / @/W > ()/L;
Hara: 20.05.2026 Jara: 20.05.2026 Jlara: 20.05.2026 Jlata: 7,0/‘9,)9
REQISTETen OTITe, 82337, RUGU MU, 3, Barijara Hils, Hyderabad - S00034, Tetargara, mdra

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emaif: 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
Tel : 491 98166 56001-02

www.drreddys.com

CEPTUOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Jkcnpecce (keTopo.ak) TabeTKH, AUCHeprUpyeMble B M0J10CTH pTa, 10 mr

Market / PoiHoK :Russia / Poccus

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

Cepusi Ne } Ve O0nem cepun " 36,00,000 Tab

Analytical Repo:’t No/ . 040003398132 Date of Analysis / . 10.05.2026

AHanuTHYecKHil oTueT Ne JlaTa ananuza

Date of Manufacture / - 04/2026 Date of Expiry / . 03/2028

JlaTa npou3BOACTBA Tomen no

Mfg. License No. / MA number: /

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

Juuenzus Ne

Analysis performed according ND: / Anamms nposener mo HJI: JIIT-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Mncrpykuus yreepxaena: 21.04.2025

Page 7 of 11/ Crp. 7u3 11

NNOO Test / IlokazaTens Results / PesyabTaThl Specification / Hopma
10 Microbiological purity*/ Muxpo6uosoruyeckas yncrora*
Total Aerobic Microbial NA not more than 10> CFU/g; /
Count / ob1iee YuCI0 ge 6onee 10° KOE/T;
a3poOHBIX MUKPO-
OpraHu3MoB
Total Combined Yeast and NA not more than 102 CFU/g; /
mold count / o6uiee yncio He 6onee 10?2 KOE/r;
JIPOXOKEBBIX M IUIECHEBBIX
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
OagHopoaHoCTh 49 Ilokazarens npuemneMocTy (4V) nomkeH ObITh
103 POBAaHHBIX €JUHHLL ' He 6onee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanmue: ITpogyxT cooTBeTCcTBYET TpebopanuiM HJL 3akmouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /

[Toarorosneno: Pravesh

[Iposepeno: Pardeep |{[Tposepero (AOK):

Onodpeno: Obecrnieuenue kadyectsa/OTBETCTBEHHOE

Rana Kumar Amit Kumar - nuLo: CUIV NI
{ = R

Date / Date / Date / Date / 1 WS’}%

Hara: 20.05.2026 Jlara: 20.05.2026 Jara: 20.05.2026 Jara: ; =

Registered OMMc i
Tel: +91 40 4900 2900, Fa

e: d-L- Od (o] EDJE i

=,

5 T, T

x: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com
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Dr.Reddy’s Q}'

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
www.drreddys.com

CEPTUOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keroposn® Dkenpecc (keToposiak) TabaeTKH, ANCIEPrHpyeMble B MOJIOCTH pTa, 10 mr

Market / Poinok :Russia / Poccus

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

Cepust Ne i V2601020 O6beM cepun " 36,00,000 Tab

Analytical Repourt No/ - 040003398132 Date of Analysis / . 20.05.2026

AHaauTHYEeCKHH oTyeT Ne JlaTa anaau3a

Date of Manufacture / - 04/2026 Date of Expiry / . 03/2028

Jara mpou3BoacTBa Tonen xo

Mfg. License No. / .

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

aunenzuda Ne

Analysis performed according ND: / Anaaus npoeeaen mo HJI: JIII-Ne(004669)-(PI'-RU)-190224

PIL version approved: / MHcTpyKuHSA yTBepxKI€eHA:

21.04.2025

Page 8 of 11 / Crp. 8 m3 11

1}? Test / ITokasaTens Results / Pe3ynbTaThbl Specification / Hopma
12 Assay / KonuuecTsennoe 10.1 mg/ 10,1 mr From 9.0 mg to 11.0 mg of
onpenejeHHe (100.9 %) CisH1aNO3°C4H|1NOs (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 mr hila) 11,0 Mr
C15H13NO3'C4H11N03 (KCTOpOJ'IaKa
TpomeTramuH) (or 90,0 mo 110,0 % ot
3a4BNEHHOTO KoNn4ecTBa) B TabJETKe.
13 Butylhydroxyanisole 0.0911 mg/tab / Not less than 0.042 mg/tab. /
content / CopepxaHue 0,0911 mr B TabneTke He menee 0,042 mr B TabneTtke.
OYTHArMAPOKCHAHN30.1a

ROEEETed ONITE 82 a a7, 1

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: Iponykr coorBeTcTBYeT TpedoBanmsM H/J 3akmouenue: OJOBPEHO
‘ Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Moarorosneno: Pravesh [Iposepeno: Pardeep  |[[Tposepeno (AOK): Onobpeno: ObecnecucHue kadecTBa/OTBETCTBEHHOE
Rana Kumar Amit Kumar JIMLIO; SHIVANL)
{ QI"'” \ —
_ .,1 sl N o m
Date / Date / Date / Date / A Q_/L/W <’ 24
Hara: 20.05.2026 Jara: 20.05.2026 Jlata: 20.05.2026 Jara: 7 ,{7(0 ’l@
toat MO 3, Banard Hiis, Hyderatad - Joog ST, Ttiurl'[!ﬁ'ﬁ'ﬂ‘,"hﬂ;u =

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
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

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

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Ketopoa® Jkenpece (keTopoJak) Tabaerku, AMcIeprupyemMbie B noJ10CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne § WERUED O6beM cepun " 36,00,000 Tab

Analytical Repo:’t No/ . 040003398132 Date of Analysis / . 20.05.2026

AHanuTHyeckuii oTuer Ne JaTta ananusa

Date of Manufacture / - 04/2026 Date of Expiry / - 03/2028

JlaTa npousBoacTea T'ogen no

Mfg. License No. / MA number: /

IIponsBoacreeHHAN : MNB/05/263 ) 1 JITI-Ne(004669)-(PT'-RU)
Homep PY

JuieH3us Ne

Analysis performed according ND: / Ananu3 nposenen no HJI: JITI-Ne(004669)-(PT"-RU)-190224
PIL version approved: / UncTpyknus yreepskaena: 21.04.2025

Page 9 of 11/ Crp. 9 n3 11

No

No Test / [lokasaTens Results / PesyabTaThl 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

desiccant/HDPE) foil // (PE/AL) | blisters with patient information leaflet in a
foil. 2 blisters with patient | carton pack. / ITo 10 Tabnerok B Gnuctepe u3
information leaflet in a carton | (TTA/AJI/TI3 ¢ Bnaronornoturenem/IIDBIT)
pack. / Ilo 10 Tabnerok B | domeru // (II3/AJI) doneru. Ilo 1 wm 2
onucrepe u3z ([TA/AJI/II3 c¢ | Gnucrepa BMecTe C JIMCTKOM-BKJa[blllleM B
pnaronoriotutenem/I12BIT) rauky KapTOHHYIO.

tdonsru // (II3/AJT) donsru. Ilo
2 Onucrepa BMeCTE C JINCTKOM-
BKJIAJIbIIIIEM B Hauky
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.

* TIpu BBIMYCKE JIEKaPCTBEHHOr0 MpenapaTa KOHTPOJIb Ka4ecTBa Mo nokasarento «KMukpoduosornyeckas
YUCTOTa» NPOBOAMTCS MU Kaxaoi 20-0¥ cepuu, M A8 OJHOMH CEPUH B I'o/l, B 3aBUCHMOCTH OT TOrO, 4YTO
HACTYNHUT paHblIe.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Jlara: 20.05.2026

ITpumeyanue: IIpogykT cooTBeTCTBYET TpeboBanuaM HJJ 3aknwuenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[TonroroneHo: Pravesh [IposepeHo: Pardeep ||[Ipoepeno (AOK): Onobpeno: Obecneuerue kayectea/OTBETCTBEHHOE
Rana Kumar Amit Kumar NHLLO; QY AN
; %’ﬁ 5 l ]
— /a
Date / Date /

Date / Date / @W Y%
Jara: 20.05.2026 Jara: 20.05.2026 Hara: ﬁ/w

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

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q':“

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

CERTIFICATE OF ANALYSIS winw.dereddys.cam
CEPTUOUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxcupecc (keTopoJiak) TabeTKH, JHCHePrHpYeMble B 0J0CTH pTa, 10 Mr
Market / PoiHoK :Russia / Poccus

Batch No / . Batch Quantity / - 36,00,000 tab /
Cepus Ne 2 W2G0LE0 O6bem cepuu © 36,00,000 Tab
Analytical Repo:‘t No/ - 040003398132 Date of Analysis / . 20.05.2026
AHauTHYeCKU oTueT Ne JaTa ananuza

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

JaTta npou3BoacTBa I'oxen xo

Mfg. License No. / VA Binibers

IIpousBoacTBeHHas : MNB/05/263 ’ . JIII-Ne(004669)-(PI'-RU)

Homep PY

JuneH3ust Ne

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

PIL version approved: / UucTpyknus yrep:xaena: 21.04.2025

Page 10 of 11/ Crp. 10 w3 11

API name / Hanmenosauue A®C:

Ketorolac tromethamine / Ketoponaka TpoMeramMux

INN / MHH:

Ketorolac / Keroponax

API manufacturer batch number /
Homep cepnn npoussoaurens ADPC:

ABSHO006295, ABSH006408

FP Manufacturer API Batch number /
Homep cepuu cyGcTaHIMH TPOU3BOJHTEN
TJ1d:

FETAO00146, FESA00588

API Manufactured by & country /
IIpousBoautens A®C, crpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Pennu'c Jlabopatopuc Jlta., Unnus

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

HaumenoBanue, aapec, JUIEH3Hs 1JIs1
IIpousBoacreennas nJiomwaaka / Ilnomaaka
KOHTpoJis1 kauecTBa / Ilnomaaka BrImycka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173208, India (license No
MNB/05/263) /

H-p Peann’c Jlaboparopuc Jlta., Unaus, [TpousBoacreeHHoe
noapasaenenne-6, Bunn. Kxons, Hanarapx Poyn, bapnu, ductpukr
Conan, X.I1., 173205, Uuaus (muuensus Homep MNB/05/263)

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

packaging and testing records are verified and
Economic Union is established».

their compliance with Good Manufacturing Practice of the Eurasian

Registered OTice: B-2-337, Road No. 3, Banjara TS, Myaerabad - 500034, Teranpend, o

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

IIpumeuanue: [1poaykt cooTBeTcTBYET TpebOBaHUAM HJ 3akaouenune: OJJOBPEHO

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

[TonrotrosneHo: Pravesh [TposepeHo: Pardeep |[[IpoBepeno (AOK): Ono6peno: Obecneuenue kauecTa/OTBETCTBEHHOE

Rana j ' Kumar Amit Kumar JTHLLO: ShVAaN [

= | _pB 0

Date / Date / Date / Date / b/‘d(

Jara: 20.05.2026 Hara: 20.05.2026 Jara: 20.05.2026 Hara: m : qQ)/IO
e

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CEPTUOPUKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Ixcnpece (KeTopoJiak) TabIeTKH, IMCHEPrHpyeMbie B 0JI0CTH pra, 10 Mr

Market / PoiHok :Russia / Poccus

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

Cepus Ne - WAL O6bem cepau " 36,00,000 Tab

Analytical Repourt No/ - 040003398132 Date of Analysis / . 20.05.2026

AHanuTH4yecKHi oTyeT No JlaTa anaausa

Date of Manufacture / - 04/2026 Date of Expiry / . 03/2008

JlaTa npoH3BoACTBA I'open no

Mfg. License No. / .

TiGussniGaeimnd - MNB/05/263 B3 ol | . JIT-Ne(004669)-(PT-RU)
Homep PY

aunenzusa Ne

Analysis performed according ND: / Ananu3 nposegen mo HJI; JITT-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uncrpykuusi yrBep:kaena: 21.04.2025

3aka04eHne 0 cOOTBeTCTBHHU: «HacTosmmm s moATBEPKAA0, YTO NMpHUBEIeHHAas BBIE HHPOPMAILIUS SBIACTCS
JIOCTOBEpHOW W TOUYHOH. DTa cepus MPOAYKIUH NpPOoU3BelcHa (BKIKOYas YNAaKOBKY (MapKHpOBKY) M KOHTpPOJb
KauecTBa) Ha BBHINICYKa3aHHOH IPOM3BOACTBEHHOH IUIOIIAJAKe (IUIOIIAJKAaX) B IIOJHOM COOTBETCTBHH C
TpeOoBanusMu [lpaBuir HajUIeKAaled MpOU3BOJICTBEHHOM IpakTUKU EBpa3suilckoro 3KOHOMHUYECKOrO COr3a H
TpeGOBAaHUSAMH KOHTpPOJII KAa4eCTBa JICKAPCTBEHHBIX CPEJICTB, & TAKXE B COOTBETCTBHM CO CHEIUGUKAIUSIMI,
COJIEPXKAIIUMHUCS B PETHCTPAIMOHHOM JOChe CTPAHBI-UMIOpTEpa. 3aliCH 110 IPOU3BOJCTBY, YIIAKOBKE H aHAIHU3Y
MIPOBEPEHBI, M YCTAaHOBJIEHO UX COOTBETCTBUE TpeOoBaHusAM [IpaBuir Hajuiexareil 1Ipou3BOACTBEHHON MPaKTHKH

EBpazuiickoro 3KOHOMHUUYECKOTO COK3an.
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Remarks : The Product confirms to ND/
ITpumeuanue: [Tpoaykr cootBeTcTBYET TpeboBaHMIM HJJ

Conclusion : APPROVED /
3akmiouenue: OJOBPEHO
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Harta: 20.05.2026
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