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

CEPTHO®UKAT AHAJIN3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropoa® Dxenpece (keToposiak) TadaeTKH, JUcNeprupyemMble B N010cTd pra, 10 mr

Market / Prinok :Russia / Poccus

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

Cepus Ne et O6Bem cepuu © 36,00,000 Tab

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

AHaJIHTHYeCKHI oTyeT Ne JlaTa aHau3za

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

JlaTta nmpou3BoacTBa I'omen no

Mfg. License No. / MA number: /

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

Juuensus Ne

Analysis performed according ND: / Ananu3z nposeaen no HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / MHcTpykuus yreepxaena: 21.04.2025

Page1of11/Crp.1mu3 11

No . .

No Test / [lokazaTesnb Results / PesynbTaTsl Specification / Hopma

1 Description / Onucanune Light yellow round flat beveled Light yellow round flat beveled tablets with "|"
tablets with "|" debossed on one debossed on one side. / Kpyrible mnockue
side. / Kpyribie rmiockue TabneTku ¢ (ackoif, CBETNO-XKEITOro LBETa C
TabneTku ¢ dackoi, CBETNO- rpaBUpOBKOH «l» Ha OHOM CTOpOHE.
JEJITOrO L[BETa C TPaBUPOBKOI
«l» Ha OIHOH CTOPOHE.

2 Identification / MoenTndukauus

Ketorolac / Kemoponax

Complies / CooTBercTBYET

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (x 2 nm). / V-
CIEKTPHI MOIJIOLIEHUS UCHIBITYEMOro pacTBopa 1
pacTBopa CTaHAApTHOTO o6pa3una KeTopojaka
TPOMETAaMHHA JOJDKHBl MMETh MaKCUMYMBI DPH
OJHOH 1 TOM € JUTHHE BOJIHEL (£ 2 HM).

Remarks : The Product confirms to ND/

ITpumeuanue: [IpoaykT cooTBeTCTRYET TpeboBaHwmsM HJI

Conclusion : APPROVED /
3akmouenne: OJIOGPEHO

|Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Monrorosneno: Pravesh [Tposepeno:Pardeep ITposepeno (AOK): ||OnoGpeno: Obecrneuenne kauecTBa/OTBETCTBEHHOE
Rana Kumar Amit Kumar JIULO: LONIC UL
Qi-/’.’ A s ,-;
= Sal Lo
Date / Date / Date / Date / AL 240,
Hara: 28.02.2026 Jara: 28.02.2026 Jlata: 28.02.2026 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




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
CEPTUOUKAT AHAJIN3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Ketopoa® Dxcnpece (keTopoJak) TableTKH, AMCIEPIUPYEMbIE B IOJIOCTH pTa, 10 Mr
Market / Poinok :Russia / Poccus
Batch No / ) Batch Quantity / . 36,00,000 tab /
Cepus Ne i BPOO08ES O6beM cepun " 36,00,000 Tab
Analytical Repo“rt No/ - 040003301354 Date of Analysis/ . 98022026
AHanHTHYeCKHH oTueT No JlaTa anaiau3za
Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027
Jara nmpousBoacTBa I'onen go
Mifg. License No. / MA number: /
IIpousBoacrBeHHas : MNB/05/263 ) : JII-Ne(004669)-(PI'-RU)
Homep PY

Jnpen3ust Ne
Analysis performed according ND: / Ananus nposenen no H/I: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UHcTpyKnus yreepxnena; 21.04.2025

Page2 of 11/ Crp.2 n3 11

No

No Test / [Toka3aTenanb

Results / PesyabTaTh!

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).
/ BpeMs ymepKWBaHHs OCHOBHOTO IMKa Ha

XpoMarorpamme UCOIBITYEMOTO0  pacTBopa
JOJDKHO COOTBETCTBOBATh BpeMeHH
yIep:KUBaHUA OCHOBHOTO IHKa Ha
XpomarorpamMMe  pacTBopa  CTaHJapTHOTO

obpaslla Keroposnaka TpoMeraMuHa (paszen
«KonnuecTBeHHOE OMpeeneHues).

Remarks : The Product confirms to ND/

Ipnmeuanne: [poaykr coorsercrayer tpebosannam HJL

Conclusion : APPROVED /
3aknouvenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Toaroroeieno: Pravesh [Mposepeno:Pardeep IposepeHo (AOK): [|Omobpeno: Obecneuenne kauecTBa/OTBETCTBEHHOE
‘||Rana Kumar ’J’/ Amit Kumar JIU1O: ,E/: }\,‘f‘[ L Ly 7
[ = /\ //
| /\ el ’/’Kj{ !7
Date / Date / Date /' Date / &)\ g ) —LvLE
Jlara: 28.02.2026 Jlara: 28.02.2026 Jata: 28.02.2026 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




Dr.Reddy’s ":'.

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

Vill. Khol, Nalagarh Road, Badd;i,
Distt. Sofan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS 1o/ +91 98166 56001-02

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopoa® Dkcnpece (keTopoak) Tab/1eTKH, AMCIeprupyeMble B moJiocTh pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne + V2600386 O0bem cepun " 36,00,000 Tab

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

AHanuTHYecKHH oTueT N2 Jata anajnsa L

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

Jata npoun3sBoacTBa I'ogen oo

Mfg. License No. / MA number: /

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

Juneniusa Ne

Analysis performed according ND: / Auasu3 nposeaen mo HJI: JITI-Ne(004669)-(PI"-RU)-190224
PIL version approved: / Mucrpyknus yrBepxkiaena: 21.04.2025

Page3 of 11/ Crp.3 n3 11

Results / PesynbTarTsl

Specification / Hopma

No Test / ITokasaTenb
No
Butylhydroxyanisole /
Bymuneudpoxcuaruzon

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 yaepXKuBaHUA MTUKOB 2-
OyTHITMIPOKCHAHU30Ia u 3-
OyTMIrMApoKCHaHU3oNa Ha  XpoMarorpaMmme
HCTIBITYEMOT0 pacTBopa JOJKHEI
COOTBETCTBOBATH  BpEMEHAM  YAEPXKHUBAHUA
MUKOB  2-OyTWIrmApoKcHaHu3ona M 3-
OyTUNTHIPOKCHAHU30/la HA  XpOMAarorpamme
pacTBOpa CTaHIAPTHOTO obpasua
Oytunrunpokcuanuzona (pasgen «Comepskanue
OYTHITHIPOKCHAHU30JIAY).

Remarks : The Product confirms to ND/

[Ipumeuanue: ITpoaykr coorBeTcTBYET Tpedoranmsam HJI

Conclusion : APPROVED /
3aknwuyenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
IMonrotosneno: Pravesh IIposepeno:Pardeep [Tporepeno (AOK): [|Omobpeno: Obecnedyenue kauecTBa/OTBETCTBEHHOE
Rana ' Kumar Amit Kumar JTULO: i )
é Oﬁ”’/ —N < Uda k KUMN&

4 C Sy

7 . <
Date / Date / Date / Date / N -0 2-)0 26
Hara: 28.02.2026 Hara: 28.02.2026 Hara: 28.02.2026 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: LR5195AP1984PLCO04507
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

CEPTUOPUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Dxenpece (keToponak) TabieTKH, AucneprupyemMsble B moJocry pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne ey O0beM cepuH " 36,00,000 Tab

Analytical Repovrt No/ - 040003301354 Date of Analysis / . 98.02.2026

AHajuTHYeCKHH oTueT No JlaTta ananuza

Date of Manufacture / - 01/2026 Date of Expiry / . 122027

JaTta npousBoacTra TI'open no

Mfg. License No. / MA number: /

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

JueH3usa Ne

Analysis performed according ND: / Auann3 nposeaen no HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / UucTpykuus yreepxaena: 21.04.2025

Page 4 of 11/ Crp. 4 n3 11

i? Test / IlokazaTenb Results / PesyibTaThl Specification / Hopma
3 Average weight / Cpeaunsia 69.7 mg / 69,7 mMr 67.2mg to 728 mg (70.0mg + 4.0%). /
mMacca Ot 67,2 mr no 72,8 mr (70,0 mMr £ 4,0 %).
18/20 tablets - not more than + 10 %;
Uniformitv of weight / 2/20 tablets - not more than =+ 20%. /
Om ((;rml ¥ of welg Complies / CooTBeTCTBYET 18/20  Tabnerok — He Oomee =+ 10 %;
AHDPOAHOCTL MACCH] 2/20 Tabnerok — He Gonee = 20 %.
4 Disintegration time /
Pacnapaemoctnb
00 min 20 sec / 00 muH 20 cek Not more than 3 min. / He Gosee 3 MuH.
5 Dissolution / PacTBopeHue Unit-1/ Tabn-1 96 % Not less than 75 % (Q) of CysH;3NO3°CsH; NO;
. (ketorolac tromethamine) in 15 min. / He mMeHee
L 5 0
Uity Fai-2 9% | 75% (Q) CisHi3NOsC4H;NO; (ketoponaka
Unit-3 / Tabn-3 98 % TpOMETaMUH) uepe3 15 MUH.
Unit-4 / Tabn-4 97 %
Unit-5 / Tabn-5 99 %
Unit-6 / Tabn-6 99 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: [TpoaykT coorsercTeyer Tpebosanusam HJ{ 3axmwuenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[MoxrorosneHo: Pravesh [Tposepeno:Pardeep Iposepero (AOK): ||Onobpeno: Ob6ecneuenune kauecta/OTBETCTBEHHOE
Rana Kumar * ||Amit Kumar NHLO: UNTL KL pp

./\ ' / o

— & VVK/,}

Date / Date / Date / Date /- D)l 0L
Jara: 28.02.2026 Jara: 28.02.2026 Hara: 28.02.2026 Hara: o

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

CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

Tel : +91 98166 56001-02

CEPTHOPHUKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxenpecce (keroposiak) TabJIeTKH, JHCHEprHpYyeMble B M0J10CTH pTa, 10 Mr

Market / PbiHOK :Russia / Poccus

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

Cepust Ne % ¥2600586 O0bem cepuu " 36,00,000 Tab

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

AHaguTHYecKHi oT4eT No Jara anannza

Date of Manufacture / - 01/2026 Date of Expiry / . 122027

JlaTa npoH3BOACTBA T'ogen oo

Mfg. License No. / MA number: /

Ilpon3BoacTBeHHAN : MNB/05/263 ) ¢ JIII-Ne(004669)-(PI'-RU)
Homep PY

Junen3us Ne

Analysis performed according ND: / Anann3 nposeaen no H/I: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / UncTpykuus yrBepxaena: 21.04.2025

Page 5 of 11/ Crp.Su3 11

1}3 Test / Iloka3aTens Results / PesynbTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a 710 pm
JucrnepcHocTh sieve is formed. / OO6pa3syerca oxHopoaHas
CYCHEH3Us, MpOXOAAllas CKBO3b CHTO C
paszmepoM oTBepcTuii 710 MKM.
7 Impurities / IIpumecnu

1-hydroxy analog of
ketorolac: /
1-ruppokcuananor

(110 = 0,0010 %)

Below LOD (LOD = 0.0010 %)
/ Huxe npenena oOHapyxenus

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

KEeTOpoJIaka
1-keto analog of ketorolac / 0.06 % not more than 0.8 %; / He 6onee 0,8 %;
1-KeToaHaJIor KeTopoiaka
unidentified impurity / 0.02 % not more than 0.5 %; / He Gosee 0,5 %;
€IMHUYHaA
HEUIEHTHQUIUPOBAHHAS
npyMech
total impurities / 0.1 % not more than 1.0 %. / e 6onee 1,0 %.
cyMMa npumecei

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

IIpumeuanue: IIpoaykt cooTBeTCTBYET TpeboBaHUAM HJ 3akmouenne: OJJOBPEHO

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

[Toarorosneno: Pravesh [Tposepeno:Pardeep [Tposepeno (AOK): [|Onobpeno: Obecneyenne kauecTsa/OTBETCTBEHHOE

Rana : Kumar : Amit Kumar NULO: Curtl  gunipy

. ame -

Date / Date / Date / Date / D 2 P el

Hara: 28.02.2026 Jlata: 28.02.2026 Jara: 28.02.2026 Jlara: s

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 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

CEPTUDPUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxenpece (keTopoJiak) Tab/ieTKH, AucneprupyemMble B mojgocru pra, 10 mr

Market / Poinok :Russia / Poccust

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

Cepust Ne £ V2oides Oo0bem cepuu © 36,00,000 Tab

Analytical Repourt No/ . 040003301354 Date of Analysis / . 18022026

AnanuTHyeckuii oTuer Ne JaTa ananuza

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

JdaTa nponsBoacTea T'onen no

Mfg. License No. / MA number: /

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

Junenzus Ne

Analysis performed according ND: / Anasu3 nposener no HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / UncTpykuus yreepxkaena: 21.04.2025

Page 6 of 11/ Crp. 6 m3 11

§.00 Test / IlokazaTeab Results / Pe3ynbTaThi Specification / Hopma

8 Water content / 2.4 % Not more than 7.0 %. /
Copep:xkaHue BOABI He 6onee 7,0 %.

9 Residual solvents / OcTaTouHble OpraHuuecKHe PACTBOPUTEH
Isopropyl alcohol / 9 ug/tab/ Not more than 350 pg/tab. /
Uzonponanon 9 Mxr B TabneTke He 6onee 350 mMkr B TabneTke.

Remarks : The Product confirms to ND/

Ipumeuanue: IIponykT cooTBeTcTBYET TpeGoBanusM HJJ

Conclusion : APPROVED /
3aknouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[MonrorosneHo: Pravesh [Tposepeno:Pardeep [Tposepeno (AOK): ||Onobpeno: Obecneuenue kayectBa/OTBETCTBEHHOE
Rana Kumar - Amit Kumar JIMLO: ¢ Ui ’ et 28
] s UM A D)
sl A P0
s IO, SO

Date / Date / Date / Date / 240 2 nd
Jata: 28.02.2026 Hara: 28.02.2026 Hara: 28.02.2026 Jara:

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
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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

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxcnpece (keTopoaak) TabJeTKu, AMCHeprapyeMble B NOJI0cTH pTa, 10 mr

Market / PoiHok :Russia / Poccus

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

Cepust Ne } V260586 O6bem cepun " 36,00,000 Tab

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

AHanuTHYecKni oTyeT No JlaTa anHaau3a

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

Jara npousBOACTBA T'ogen mo

Mfg. License No. / .

IpoussoacTRennasn . MNB/05/263 T uers ¢ . JITI-Ne(004669)-(PT-RU)
Homep PY

Jaunenzust Ne

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

PIL version approved: / Hucrpykuusi yreepxkaena: 21.04.2025

Page 7 of 11/ Crp. 7 m3 11

1}2 Test / [TokazaTenn Results / Pe3yabTaThl Specification / Hopma
10 Microbiological purity*/ Mukpo6uonoruyeckast YucTora*
Total Aerobic Microbial NA not more than 10* CFU/g; /
Count / ob1ee uucio He Gonee 103 KOE/T;
a3pOOHBIX MUKPO-
OpraHu3MOB
Total Combined Yeast and NA not more than 102 CFU/g; /
mold count / o0l1ee Yncao He 6onee 102 KOE/T;
IPONOKEBBIX M TIIECHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBUE B | T
11 Uniformity of dosage units / Acceptance value (4¥) not more than 15.0
OaHOpPOAHOCTD 73 [Toxazatens npuemineMocTH (AV) nomkeH 6bITh
JIO3UPOBAHHBIX EAHHHIL ) He G6onee 15,0.
Remarks : The Product confirms to ND/ [Conclusion : APPROVED /
Ipumeyanne: [IpoaykT cooTBeTCTRYET TpeboBanuaM HJJ 3aksmouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[MoarororneHo: Pravesh [posepeno:Pardeep [Mposepeno (AOK): [|Onobdpeno: ObecneueHne kauecTBa/OTBETCTBEHHOE
Rana Kumar- L‘ Amit Kumar ';\ JIHLLO! {pmi L KvMQn_
| L |
Date / Date / Date / Date / 2§0L-L N (.
Jlara: 28.02.2026 Jlara: 28.02.2026 JlaTta: 28.02.2026 JaTa: i ’

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

CEPTUOHUKAT AHAJIN3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxenpece (KeTopoJiak) TabeTKH, AHCIEPrupyemMble B M0J10cTH pra, 10 mr

Market / PbiHoK :Russia / Poccus

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

Cepust Ne i O0beM cepuu " 36,00,000 Tab

Analytical Repo:‘t No/ - 040003301354 Date of Analysis / . 98.02.2026

AHanmuTHYecKH# oTYeT Ne Jlara ananamnsa

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

JaTta npou3BoacTBa I'open no

Mfg. License No. / MA number: /

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

Jnnensus Ne _

Analysis performed according ND: / Anaau3 nposeaen no HJI: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Uucrpykuust yreepaxaena: 21.04.2025

Page 8 of 11/ Crp. 8 m3 11

NNOO Test / Iloka3zaTenb Results / Pe3yabTaThl Specification / Hopma
12 Assay / KosnuecTBeHHoe 10.1 mg/ 10,1 mr From 9.0 mg to 11.0 mg of
onpenejieHue (100.9 %) Ci5sHi3NO3+C4H11NO3 (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / or 9,0 Mr zo 11,0 Mr
C1sH13NO3+C4H;1NO; (keToposnaka
TpoMeramus) (ot 90,0 mo 110,0 % or
3asBJIEHHOI'O KOJIMYECTBA) B TabneTke.
13 Butylhydroxyanisole 0.1003 mg/tab / Not less than 0.042 mg/tab. /
content / Copepxanne 0,1003 mr B TabneTke He menee 0,042 mr B TabJieTke.
OYTHATHAPOKCHAHU30J1A

Remarks : The Product confirms to ND/

Ilpumeuanue: IIpogykT cooTBeTCcTBYET TpeboBanusam H/J

Conclusion : APPROVED /
3akmwyenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[ToarororneHo: Pravesh ITpoepeno:Pardeep [Tposepeno (AOK): ||Omobpeno: Obecneuenue kayectsa/OTBETCTBEHHOE
Rana Kumar Amit Kumar JTHLIO: A ; UM A7
OL/ 4 # i o A i
2 — LV
Date / Date / Date / Date / EET PRl
Jlara: 28.02.2026 Jara: 28.02.2026 JlaTa: 28.02.2026 Harta:

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

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

CERTIFICATE OF ANALYSIS 14/ +91 98166 56001-02

CEPTUD®UKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ixcnpecc (keToposak) TabaeTKH, IHCIEPrHPYeMble B HOJ0CTH pra, 10 Mr

Market / Poinox :Russia / Poccus

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

Cepusi Ne 3 V20UU3E4 Oo6bem cepun " 36,00,000 tab

Analytical Repourt No/ - 040003301354 Date of Analysis / . 28022026

AHaJuTH4eckHii oTuer No JlaTa anaanza

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

JlaTa npousBoacTBa I'omen o

Mfg. License No. / .

TponssoxcTrennas - MNB/05/263 VLA il . JITI-Ne(004669)-(PT-RU)
Homep PY

auuenzun Ne

Analysis performed according ND: / Auanun3s nposeaen o HI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Uncrpykuus yreepaxaena: 21.04.2025

Page 9 of 11/ Ctp. 9 u3 11

Onucanne ynakoBKu

(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerok B
6mucrepe w3z (ITA/AJUIID ¢
BiaronoryiotureaeM/I19BIT)

tdonsru // (II3/AJ1) donsru. Io

2 OnucTepa BMECTE C JIMCTKOM-
| BKJIaBIIIEM B nayKy
KapTOHHYIO.

1;.? Test / [loxasaTens Results / PesynbTaTsi Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with

desiccant/HDPE) foil // (PE/AL) foil. 1 or 2
blisters with patient information leaflet in a
carton pack. / Ilo 10 tabnerok B Gnucrepe U3
(ITA/AJITID ¢ snaronornoruteneM/I12BIT)
doneru // (IID/AJ]) ¢onern. Ilo 1 wnu 2
OyucTtepa BMecTe C JIMCTKOM-BKIAAbIIIEM B
HaYKy 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.
* I1pu BbIMycKe JICKADCTBEHHOT0 NMpenapaTa KOHTPOJIb KauecTBa Mo nokasaTea «MukpoGuosoruyeckas
YHCTOTA» MPOBOANTCS A5 Kaxnoi 20-oii cepuu, WU AJ1s1 0AHOII cepuM B 1o, B 3aBUCUMOCTH OT TOr0, YTO
HACTYNHUT paHblIe.

Remarks : The Product

IIpumeuanne: [IpoaykT cooTBeTCTBYET TpeboBaHusM HJJ

confirms to ND/

Conclusion : APPROVED /
3aknwuenne: OJJOBPEHO

Prepared by /
[Toarorosneno: Pravesh

Checked by /
[Mposepeno:Pardeep

Checked byi(AQA) / ||Approved by: Quality Assurance/Authorized person /
[Tposepeno (AOK): |[Onobpeno: Obecnieuenue kauectsa/OTBETCTREHHOE

Rana /jﬁ ||Kumar o ) Amit KUT__/\ JIULO: i P umg v
: s /\ gl 4]
Date / Date / Date / Date /

Hara: 28.02.2026

Hara: 28.02.2026

Hara: 28.02.2026 Hara;

B RTT7RS

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
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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

CEPTUOUKAT AHAJIM3A

www.drreddys.com

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

Ipoaykr: Keropoa® Dkenpece (keTopoaak) TabaeTku, ARCneprupyeMbie B MoJiocTH pra, 10 mr

Market / Ppinok :Russia / Poccust

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

Cepusi Ne = HEEEEER O6bem cepun " 36,00,000 Tab

Analytical Report No / . 040003301354 Date of Analysis / . 18022026

AHannTHuecKuii oryer Ne , aTa aHajm3a

Date of Manufacture / . 01/2026 Date of Expiry / - 1212007

Jara npou3BojcTsa T"open 1o

Mfg. License No. / MA number: /

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

Juuensns Ne

Analysis performed according ND: / Anann3s nposeaen no HJI: JITI-Ne(004669)-(PT'-RU)-190224

PIL version approved: / Uncrpykuus yreepaena: 21.04.2025

Page 10 of 11/ Ctp. 10 u3 11

API name / Haumenosanue ADC:

Ketorolac tromethamine / Keroponaka tpomMeTammut

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /

TJIdD:

Homep cepun npoussogures APC: ABSHOO3033
FP Manufacturer API Batch number /
Homep cepun cyGcTaHIMH IIPOH3BOAUTEISA FESA00497

API Manufactured by & country /
IIponssoautenn ADC, crpana:

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

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

HaumenoBanmue, aipec, JHIEH3Us I
IIpon3Boacreennas momaaka / Illnomaaka
KOHTpoJsi kadecTBa / Ilmomaaka Bpinycka

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 Pennn’c Jlaboparopuc JIta., Mnnus, Ipoussoncreentoe
noapasnaenenue-6, Bunn. Kxons, Hanarapx Poyn, banau, uctpukr
Conan, X.IL, 173205, Muana (Jruuensus 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/ Conclusion : APPROVED /
Ipumeuanme: IIpoaykT cooTBeTCTBYET TpeboBanuaM HJ 3akmwouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Toarotosnexo: Pravesh [Tposepeno:Pardeep ITposepeno (AOK): ||Onobpeno: ObecneueHue kayecTra/OTBETCTBEHHOE
Rana Kumar & Amit Kumar’/’\ JILO: Q UNIC Kumag
- A .
Date / Date / Date / — Date / /
ALD) ) 02
JlaTa: 28.02.2026 Jata: 28.02.2026 Jlara: 28.02.2026 Jlara: %g LS =

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
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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
CEPTUDOUKAT AHAJIN3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopoa® Ixcnpece (keTopoak) TabieTKu, ANCHEprupyeMbie B MOJOCTH pTa, 10 mr

Market / PoiHok :Russia / Poccus

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

Cepus Ne ¥ ¥26005d6 O0BLemM cepuu " 36,00,000 Tab

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

AHaJIUTHYECKHI oTUeT No JlaTa ananuza

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

JlaTa npon3BoacTBa T'ogen go

Mfg. License No. / MA number: /

IIpousBoacTBEHHAS : MNB/05/263 ) : JITI-Ne(004669)-(PI’-RU)
Homep PY

JiMneH3ust Ne

Analysis performed according ND: / Anann3 nposeaen no HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Hucrpykuus yreepxiaena: 21.04.2025

3aki0ueHne 0 cooTBeTcTBUH: «HacTosmum s moaTBepXkar0, YTO IpUBEACHHAS BBIIE HHPOpPMALUS SBISETCS
JOCTOBEPHOM M TOYHOM. JTa cepHsi MPOAYKIMM IpoM3BecHa (BKIIOYAsl YHAKOBKY (MapKHpPOBKY) U KOHTPOJb
KavyecTBa) Ha BBIIICYKAa3aHHON IPOM3BOACTBEHHOH IUIomanke (MIOIMaAKax) B IOJHOM COOTBETCTBHH C
TpeboBanuaMu llpaBun Hamiexarneil mpoOU3BOACTBEHHOM npakTuku EBpasuifckoro 3KOHOMHHYECKOTO cOM03a H
TpeOOBaHUSIMH KOHTpPOJNS KadyecTBa JIEKApCTBEHHBIX CPEJICTB, a TAKXKE B COOTBETCTBUM CO clenuuKaIusMu,
COJIEPIKAILIMMHUCS B PETHCTPAIIHOHHOM JIOChE CTPAHBI-MMIIOPTEpa. 3allUCH 110 MPOU3BOCTBY, YIIAKOBKE H aHAIU3Y
IPOBEPEHBl, H YCTAHOBJIEHO UX COOTBETCTBHE TpeOoranusM lIpaBun Hamnexamel npon3BOACTBEHHONW MPaKTHKU

EBpa3suiickoro 3KOHOMHYECKOI'0 COI03an.
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Remarks : The Product confirms to ND/
[Ipnmeuanmne: [Ipoaykt cooTBeTCTBYET TpeboBaHUAM HJL

Conclusion : APPROVED /
3aknwuenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Moarorosneno: Pravesh [Tposepeno:Pardeep [Tposepeno (AOK): [|Onob6peno: ObecneueHne kauectsa/OTBETCTBEHHOE
Rana : Kumar - Amit Kumar JIUHO: )
% = _(UNIC KA
(v 5 !
Date / Date / Date / Date / }3‘/0 ) L,
Jara: 28.02.2026 Hara: 28.02.2026 JlaTa: 28.02.2026 JNara: .

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




