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

Tl @ O ORAGE T 1072
1S B g R O B VAR _'6QO.'. 02

CEPTUHDHKAT AHAJIN3A

www.drreddys.com

Product : Ketorol Expressn (ketorolac) Orally Disintegi‘ating Tablets 10 mg

IIpoaykr: Keropoa® Dxcnpece (keTopoJak) TabeTKH, AHCHEPIHPYEMbIE B HoJA0cTH pra, 10 mr

Market / Pbinok :Russia / Poccus

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

Cepus Ne ¢ Wasbeala O0beM cepun © 36,00,000 Tab

Analytical Repovrt No/ . 890001848433 Date of Analysis / . 9711.2025

AHanuTHYeCKHH oTueT Ne JlaTa anaju3a

Date of Manufacture / - 11/2025 Date of Expiry / - 10/2027

HaTa npou3BoacTBa Tomen go

Mfg. License No. / MA number: /

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

aauensus Ne

Analysis performed according ND: / Auanus nposeaen no HJ/I: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / UHcTpyknusa yreep:kgena: 21.04.2025

Page1of11/Crp.1 311

No . .

No Test / [loka3zaTenn Results / PesyabTaThl Specification / Hopma

1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets with "|"
tablets with "|" debossed on one debossed on one side. / Kpyrnbie nnockue
side. / Kpyrisle rmockue TabneTkn ¢ (ackoi, CBETIIO-KEATOro LBera ¢
TabaeTKHU ¢ Gackoii, cBETIO- IpaBUPOBKOH «I» Ha OHOI CTOPOHE.
KEJITOro LiBeTa C rpaBUPOBKOI
«l» Ha omHO#t cTOpOHE.

2 Identification / UnenTudukanus

Ketorolac / Kemoponax

Complies / CooTBeTcTBYET

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (+ 2 nm). / YO-
CTIEKTPBI MOTJIONEHUS HCIIBITYEMOTO pacTBopa 1
pacTBOpa craHAapTHOro obpaslia KeToposaka
TpOMETaMHHA JOMKHbI UMETh MaKCHUMYMbl MpH
OJHOM M TOM e JUTUHE BONHBI (£ 2 HM).

Remarks : The Product confirms to ND/
ITpumeuanue: [IponykT cooTBeTcTBYET TpeboBaHUAM HJ{

Conclusion : APPROVED /
3akmwuenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Moarororneno: Yogesh [Tpoeepeno: Pravesh  |[[IpoBepeHo (AOK): ||OmobpeHo: Obecneuenye kadecTBa/OTBETCTBEHHOE
Chauhan ’ Rana Amit Kumar TIULIO: e
¥ - ¢ i 7 }/b
/ / -
Date / . Date / Date / Date / ;A Lo vy~
Hata: 27.11.2025 Hara: 27.11.2025 Hara: 27.11.2025 Mara: 7/%

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india

Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s €3¢

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

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

CERTIFICATE OF ANALYSIS 1. .o 92165 56001-02
CEPTHUOUKAT AHAJIM3A www.drreddys.corn

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg o
IIpoaykr: Keropoa® Dkenpece (keToponak) Tadjerku, ARCHeprapyembie B HoJ0cTH pra, 10 mr
Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / ~36,00,000 tab/
Cepus Ne WA Oo6beM cepun © 36,00,000 Tab
Analytical RepOIt No / . 890001848433 Date of Analysis / . 9711.2025
AHanuTHYECKHH oTUyeT Ne JlaTa aHann3a

Date of Manufacture / - 11/2025 Date of Expiry / . 10/2027

Jara npou3BoacTBa Tonen 1o

Mifg. License No. / MA number: /

IIpouszBoacTBeHHASE : MNB/05/263 ) : JITI-Ne(004669)-(PT'-RU)

Homep PY

Junensus Ne

Analysis performed according ND: / Anasn3 nposenen no HJ/I: JIII-Ne(004669)-(PT-RU)-190224

PIL version approved: / Uncrpyknus yreep:xaena: 21.04,2025

Page2 of 11/ Crp. 2 u3 11

No

Test / Iloka3zaTens
No

Results / Pe3yabTaThl

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 yAepXMBaHUA OCHOBHOI'O MNHMKa Ha

XpoMaTorpaMMe  HCIBITYEMOro pacTBopa
TOJDKHO COOTBETCTBOBATh BpEeMEeHH
yIepKUBaHus OCHOBHOTrO THKa Ha
XpOMaTorpaMMe  pacTBOpa  CTaHAAPTHOTO

ofpa3ua KeTopollaka TpOMeTaMHMHa (pa3fen
«Konn4ecTBeHHOE ONpeleeHue).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [Ipoaykr cooTBeTCTBYET TpeboBaHusaM H/J 3aknwuenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Tonrorosnexo: Yagesh [Ipoeepeno: Pravesh  [|lIposepeno (AOK): [|Onobpeno: ObecnieueHne kauectsa/OTBETCTBEHHOE
Chauhan / Rana Amit Kumar A JIULO: P
Y - < e s \}f

[ / - \ )
Date / Date / Date / Date / '74 ’/I [~ 1/)/
JlaTa: 27 11 2025 Jlata: 27.11.2025 Hara: 27,11.2025 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: 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

Tl Qd Qe oo Tonnt N0
el .91 28106 56001-02

CEPTUDUKAT AHAJIU3A

www.drreddys.com

Product : Ketorol ExpreSs (ketorolac) Orally Disintegrating Tablets 10 mg . ]
IIpoaykr: Keropoa® Dkcnpece (keropoaak) rabiierku, Aucneprupyempie B 1oJoctu pra, 10 mr
 Market / Prinoxk :Russia / Poccus o
Batch No / : Batch Quantity / ~36,00,000 tab /
Cepus Ne e O0Bem cepin " 36,00,000 Tab
Analytical Repourt No/ . 890001848433 Date of Analysis / - 27112025
AnamuTuyeckHii oTget Ne Jara anaanza
Date of Manufacture / - 11/2025 Date of Expiry / - 10/2027
JaTa npousBoacTBa T'open o
Mfg. License No. / MA number: /
IIpon3BoxcTBeHHas : MNB/05/263 ) . JIII-N2(004669)-(PT-RU)
Homep PY
JHIeH3Hsn Ne
Analysis performed according ND: / Ananu3 nposenen mo HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / MucTpykuus yreep:iaena: 21.04.2025

Page3 of 11/ Crp.3 m311

No

Ne Test / [Tokasarens

Results / PesyabTaThl

Specification / Hopma

Butylhydroxyanisole /
Bymuneuopoxcuanuson

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 YIOEPXKHUBAHUS MTHKOB 2-
OyTHIIrHAPOKCUAHU3011a u 3-
OYTMNTMAPOKCHAHU30JIa HAa  XpOMarorpamme
HCTIBITYEMOTO pacTBopa JIOJDKHBI
COOTBETCTBOBATb  BpPEMEHaM  YJepKHBaHUA
[TUKOB 2-0yTWwirnpoxkcuaHusona u  3-
OYTHNTHAPOKCHAHU30NIA HA XpOMAaTorpammMe
pactBopa CTaHAAPTHOTO obpa3ua
Gyrunruapokcuanuzona (pasnen «CopepxaHue
Oy THITHIPDOKCHAHH30IIA»).

Remarks : The Product confirms to ND/
IIpumeuanue: IIpoaykT cooTBeTCTBYET TpeboBaHusaM HJJ

Conclusion : APPROVED /
3akmouenue: OJJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toarorosneno: Y?gesh [Tposepeno: Pravesh  ||[IposepeHo (AOK): [|Omo6peno: Ob6ecneuenue kadecTBa/OTBETCTBEHHOE
Chauhan / Rana Amit Kumar 4 [lmno: "

L/ ‘ i i

[ Y
Date / Date / Date / Date / WA~ Lo 2
Tata: 2711 20725 TMaTa- 27 11 2025 Nara: 27.11,2025 JaTa:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L.85195AP1984PLC004507

www.drreddys.com



Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

fel:+91 98166 56001-02

CEPTHQHKAT AHAngA \wa_drreddys com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg o
IIpoaykr: Keropoa® Dxenpecc (keropoak) TabaeTku, Aucneprapyemsle B 10J10CTH pTa, 10 mr
Market / Peinox :Russia / Poccus 7
Batch No / x Batch Quantity / _36,00,000 tab /
Cepusn Ne  WEAZI08 O6bem cepun " 36.00,000 Tabd
Analytical Report No / . 890001848433 Date of Analysis / . 97112025
AHanuTHyeckHii oTuer Ne JlaTa ananusa
Date of Manufacture / - 11/2025 Date of Expiry / - 10/2027
JaTa npounsBoacTBa Topen mo
Mfg. License No. / MA number: /
IIpoussoacreenHas : MNB/05/263 . : JITI-Ne(004669)-(PT-RU)

Homep PY

JHueHsHs Ne
Analysis performed according ND: / Ananu3 nposeaen mo HJI: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / MHcTpyxuus yrBepxaeHa: 21.04.2025

Page 4 of 11/ Crp. 4 m3 11

i? Test / [loka3aTesn Results / Pe3yabTaThl Specification / Hopma
3 Average weight / Cpennsis 69.3 mg/69.3 mr 67.2mg 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 %,;
Tatfsrisotwelshif 2/20 tablets - not more than =+ 20%. /
o Hornutg:)ﬂb g Complies / CootBetcTBYET 18/20 Tabnetox — He Oonee £ 10 %;
RGP Magek 2/20 tabnetok — He 6onee = 20 %.
4 Disintegration time / 00 min 26 sec / 00 muH 26 cek Not more than 3 min. / He 6onee 3 muH.
PacnapaemocTtb
5 Dissolution / PacTBopenne Unit-1/ Ta6n-1 99 % Not less than 75 % (Q) of CisH;3NO3C4H,; NO;
. (ketorolac tromethamine) in 15 min. / He meHee
= 2 0,
Unit-2 / Tabn-2 99 % 75% (Q) CisHisNO3*C4H NO3 (xetoponaka
Unit-3 / Ta6n-3 98 % TPOMETaMHUH) uepe3 15 MuH.
Unit-4 / Tabn-4 101 %
Unit-5 / Tabn-5 101 %
Unit-6 / Tabn-6 101 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuyanue: IIpoaykT cooTBeTcTBYET TpeboBaHusIM HJJ Zaxmwuenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IMonroropnexo: Yogesh I[Nposepeno: Pravesh  [|TIposepeno (AOK): [|Ono6peHo: Ob6ecnedeHue kayecTBa/OTBETCTBEHHOE
Chauhan / Rana 4 Amit Kumar NHLO:
A/ I v > \ l} (’?‘
% [N | B
Date / Date / Date / Date / e
AL !
Jlara: 27.11.2025 Ilata: 27.11.2025 Jlara: 27.112025 || flara: %8

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

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

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

— 1 LG QTACs SNt N0
lel :+81 Yo liot SouuLt-us

CEPTUOHNKAT AHAJIN3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITponykt: Keroposa® Jkcnpece (keToposak) Tabierk, Aucneprupyemsie B monoctu pra, 10 mr

Market / Peinok :Russia / Poccus

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

Cepus Ne Ry O0beM cepin " 36,00,000 Tab

Analytical Repovrt No/ . 890001848433 Date of Analysis / - 27.11.2025

AHaauTHYECKHI oTueT No JlaTa anaau3a

Date of Manufacture / - 11/2025 Date of Expiry / . 10/2027

JaTta npousBoacTBa Iopen o

Mfg. License No. / MA number: /

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

JHueH3us Ne

Analysis performed acéording ND: / Anaans npogenen mo HJ/I: JII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UncTpykuus yreepxaena: 21.04.2025

Page Sof 11/ Crp.Sn311

1;: Test / [lokasaTenb Results / Pe3yabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a 710 pm
HucnepcHocTb sieve is formed. / OGpasyercs oaHoponHas
CYCMEeH3Hs, TMpOXOAfllas CKBO3b CHTO C
pa3mMepom oTBepcTHil 710 MKM.
7 Impurities / Tlpumecn
1-hydroxy analog of 0.0039 % not more than 0.5 %; / ne 6onee 0,5 %;
ketorolac: /
1-rugpokcuaHanor
KeTopoJaka
1-keto analog of ketorolac / 0.05 % not more than 0.8 %; / He 6onee 0,8 %;
1-xeToaHanoOr KeTOpOaKka
unidentified impurity / 0.02 % not more than 0.5 %; / He 6onee 0,5 %;
eMHUYHas
HeuAeHTUHUIMpPOBaHHAA
IpUMech
total impurities / 0.1 % not more than 1.0 %. / e 6onee 1,0 %.
CyMMa Ipumecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
INpumeuanue: [TpoaykT cooTBeTCTBYET TpeGoBanuam HJJ 3axmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Moarorosneno: Yogesh [Tposepeno: Pravesh  ||[Tposepeno (AOK): [|OmoGpeno: Obecneuenne kauecTBa/OTBETCTBEHHOE
Chauhan Rana Amit Kumar JHLO: .
/ ' L /\ — L
Date / Date / Date / Date /
Tlata 27.11.2025 Tlata: 27.11.2025 Mara: 27.11.2025 || Hara: el 3

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: maijl@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s ":‘.

Di. Reddy's Labcratories Lid,
Formulation Unit-6

Viil. IKhol, Malagarh Road, Baddi,
Distt. Sclan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS i o4 cai6656001-02
CEPTUDOHUKAT AHAJIN3A www.drreddys.corn
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® dkcnpecc (keropoiak) TadaeTkH, AHCIeprupyeMble B moJocTH pra, 10 mr
‘Market / Peinok :Russia / Poccust _
Batch No / . Batch Quantity / ~36,00,000 tab /
Cepusi Ne e O6bem cepun © 36,00,000 Tab
Analytical Repovrt No / . 890001848433 Date of Analysis / . 9711.2025
AHanuTHYecKHH oTyeT No Jara ananusa
Date of Manufacture / - 11/2025 Date of Expiry/ . 10/2027
JaTa npou3BoacTBa T'open no
Mfg. License No. / P A —
IIpon3BoacTBeHHAs : MNB/05/263 ’ . JIII-Ne(004669)-(PT-RU)
Homep PY
mnenszus Ne
Analysis performed according ND: / Anasns nposegen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224
| PIL version approved: / MucTpyknus yreepxiaena: 21.04.2025

Page 6 of 11/ Crp. 6 u3 11

i.oo Test / IlokazaTenb Results / PesynbTaThl Specification / Hopma
8 Water content / 21% Not more than 7.0 %. /
CopepixaHue BOJbl He 6onee 7,0 %.
9 Residual solvents / OcTaTo4Hble OpraHH4YecKHe PacTBOPUTEIH
Isopropyl alcohol / 29 pg/tab / Not more than 350 pg/tab. /
Hzonpomnanon 29 MKr B TabneTke He 6onee 350 Mkr B TabneTke.
- —

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: Ipoxykt cootBeTcTBYET TpedosanusiM HL 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Togrorosneno: Yogcsh [TpoepeHo: Pravesh  [|[Tposepeno (AOK): |[Onobpeno: ObecnedeHne kayectBa/OTBETCTBEHHOE
Chauhan {/ ' Rana J ! Amit Kumar » X B070 (8 g b WA
(:/ '/ >y /\ -— ) 7
Date / Date / Date / - Date /
~ 0L
Hara: 27.11.2025 Tara: 27 11 2075 Tara- 27 11 2025 MaTa % —1 s~

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india

Tel: +91 40 4200 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L851954P1984PLC004507
www.drreddys.com



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

jel :+91 98166 56001-02

CEPTUO®UKAT AHAJIM3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoayxt: Keropoa® Jkcnpece (keTopoJiak) Tab1eTKH, AHCHEPrHpYeMble B 10J0cTH pra, 10 mr
Market / Poinok :Russia / Poccust
Batch No / ‘ Batch Quantity / . 36,00,000 tab /
Cepuga Ne § instials O0BeM cepHu " 36,00,000 Tab
Analytical Repourt No/ . 890001848433 Date of Analysis / . 97112025
AHanuTHYEeCKHH oT4YeT No JlaTa anaju3a
Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
JlaTa npon3BoACTBA Tomen no
Mfg. License No. / MA number: /
IIpoussoacTBeHHAn : MNB/05/263 i : JIII-Ne(004669)-(PT'-RU)

Homep PY

Juuensus Ne
Analysis performed according ND: / Ananu3 nposegen nmo H/I: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Uucrpykuns yrsepxiaena: 21.04.2025

Page 70f11/Crp. 7 n3 11

‘I:_:) Test / [Toka3aTenb Results / PesynbTarhl Specification / Hopma
10 Microbioelogical purity*/ Mukpo6uosornyeckas yucrora®
Total Aerobic Microbial NA not more than 103 CFU/g; /
Count / obuiee yuciio ne 6onee 10° KOE/T;
a3pOOHBIX MUKPO-
OpraHU3MOB
Total Combined Yeast and NA not more than 10> CFU/g; /
mold count / ob1iee uncio He 6onee 10 KOE/T;
JPOXOKEBBIX H TUIECHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBUE B 1 T
11 Uniformity of dosage units / 1.7 Acceptance value (47) not more than 15.0
OnaHopoaHoCTb [MTokazarens npuemneMocTh (4V) nomkeH ObITh
N03HPOBAHHBIX EARHUI] He 6oee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanmue: [lponyxT cooTBeTcTBYET TpeGoBanusM HJJ 3aknouenune: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
IMonrorosnexo: Yogesh [Tposepeno: Pravesh  ||[Iposepero (AOK): ||OnoGpeno: Obecneuenue kadecTBa/OTBETCTBEHHOE
Chauhan ‘ / Rana Amit Kumar NHLO: !
(/ /4 Z— = /
Date / Date / Date / Date / VL |~ WO 1~
Hara: 27.11.2025 Iara: 27.11.2025 Jara: 27.11.2025 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: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

s o | Loyl QR CE SENN .07
J4 2E LU0 JoUusTul

CEPTUDPUKAT AHAJIM3A

1El 73
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykt: Keropon® Dkcnpecc (keTopoJiak) Ta6JeTKH, AHCNeprupyeMble B Mog0cTH pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne 5 V2302200 O6bem cepan " 36,00,000 Tab

Analytical Repo\rt No/ - 890001848433 Date of Analysis / . 2711.2025

AHanuTHYecKui oTyeT Ne JlaTa anaaunsa

Date of Manufacture / - 11/2025 Date of Expiry / - 10/2027

JaTa npounsBoacTBa Tomen no

Mfg. License No. / T —

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

aunenszusa Ne

Analysis performed according ND: / Ananmus nposeaen mo HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Uncrpykuusi yreepaaena: 21.04.2025

Page 8 of 11/ Crp. 8 m3 11

‘1;.2 Test / ITokasaTenn Results / Pe3yabTaTh! Specification / Hopma
12 Assay / KosinuectBeHHOe 10.0 mg/ 10.0 mr From 9.0 mg to 11.0 mg of
onpenejieHue (100.2 %) CisHi3sNO3+C4H;1NO;3 (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 Mr b1 (o) 11,0 Mr
CisH13NO3+C4H 1 NO; (keToponaka
tpomeramud) (ot 90,0 mo 110,0 % ot
3asBJICHHOTO KOJIMYECTBa) B TabJeTKe.
13 Butylhydroxyanisole 0.0958 mg/tab / Not less than 0.042 mg/tab. /
content / CopepxaHue 0.0958 mr B Tabnerke He menee 0,042 mr B TableTke.
Oy TUATHAPOKCHAHU301A

Remarks : The Product confirms to ND/

IIpumeyanue: [Ipoaykt cooTBeTcTBYET TpeboBanusM HJT

Conclusion : APPROVED /
3akaioyenue: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assutance/Authorized person /
[TonrororneHo: Yogesh ITposepeno: Pravesh  ||[Ipoeepeno (AOK): [|OnoGpeno: Odecneuerie kadecTBa/OTBETCTBEHHOE
Chauhan ; Rana Amit Kumar JTHLO: o
y - ‘/ A Qj, -
C, L A /\ — .
Date / Date / Date / Date / |~ v
Jara: 27.11.2025 Hara; 27.11.2025 Hara: 27.11.2025 Hara: % ! W

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: £85195AP1984PLC004507

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 TEi LG Q21G6 56001-02

CEPTUOPUKAT AHAJIM3A

v drieadys.com

Product : Ketorol Express (ketorolac) Orally Disintegratiﬁg_; Tablets 10 mg
ITpogykt: Keropon® Jxcnpece (keTopoaak) TabaeTKH, AHCHEPTHPYeMbIe B MOJI0CTH pra, 10 mr

Market / Phinok :Russia / Poccust F
Batch No / _ Batch Quantity / ~36,00,000 tab /

Cepus Ne p 2 OlEaTs O6bem cepuu ©36,00,000 Tab

Analytical Repo\}‘t No/ . 890001848433 Date of Analysis / . 27112025

AHanuTHYeCKHIi oTueT Ne Jara aHaausa -
Date of Manufacture / - 11/2025 Date of Expiry / . 10/2027

JaTta npor3BoacTBa I'ogen po - |
Mfg. License No. / T T —

ITpouszBoacrBennas : MNB/05/263 Honep Y : JIII-Ne(004669)-(PT'-RU)

aunensus Ne

Analysis performed according ND: / Anann3 nposegen no H/[: JITI-Ne(004669)-(PT-RU)-190224

PIL version approved: / Mucrpykuus yrsepxaena: 21.04.2025

Page 9 of 11/ Crp. 9 m3 11

OnucaHne ynaxkoBKH

1;,00 Test / [loka3aTenan Results / PesynbTaThl Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with

(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ho 10 Tabnerok B
onucrepe u3z (ITA/AJVIID ¢
Bnaronornoruresnem/[1IBIT)

desiccant/HDPE) foil // (PE/AL) foil. 1 or 2
blisters with patient information leaflet in a
carton pack. / ITo 10 Tabnerok B Onmcrepe u3
(ITA/AJI/TTD ¢ BrnaronornotuteneM/I15BIT)
donbru // (I13/AJI) ¢oneru. Ilo 1 umn 2
Onucrtepa BMECTE C JIMCTKOM-BKJIAJbILLIEM B
MayKy KapTOHHYIO.

¢onern // (II5/AJ1) donsru. Io
2 bnucrepa BMECTE C JIHCTKOM-
BKJIAJIbIILIEM B nayKy
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.

* [1pu BhINYCKeE JIEKAPCTBEHHOI0 Mpenapata KOHTPOJIb Ka4yecTBa N0 nokasarento «MukpoGuonornueckas
YHUCTOTA» NPOBOAUTCS AJIA Kaxaoi 20-oii cepun, Hnu AN oaHO#N cepHH B ro/l, B 3aBUCHMOCTH OT TOr0, 4TO
HACTYIIUT paHbLlIe.

Remarks : The Product confirms to ND/
Ipumeyanue: IIponykT cooTBeTCTBYET TpeboranusaM HJJ

Conclusion : APPROVED /
3akarouenne: OJJOBPEHO

Prepared by /
[oxrorosnero: Yogesh
Chauhan 7

Checked by /
ITposepeno: Pravesh
Rana 4

Checked by (AQA) /
[Tposepeno (AOK):
Amit Kumar

Approved by: Quality Assurance/Authorized person /
Ono6peno: O6ecneueHue kayectBa/OTBETCTBEHHOE

JUIIO: 0 Q)j) f)/'/

Date /
Hara: 27.11.2025

Date /

Hara: 27.11.2025

\
s
e
Date /

Hara: 27.11.2025

Date /
IlaTa: yg ._/“ L W

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, india

Tel: +91 40 4200 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
Tel : +91 92166 56001-02

CEPTUO®HUKAT AHAJIM3A

www.drreddys.com

‘Product : Ketorol Express (ketoroiac) Orally Disintegrating Tablets 10 mg
IIpoayxr: Keropoa® Ikenpece (keToposiak) TabJIeTKH, IHCHEPrEpyeMble B HOJI0CTH pra, 10 mr B
| Market / Poiaok :Russia / Poccus
Batch No / _ Batch Quantity / ~36,00,000 tab /
Cepus Ne il O0bem cepHn " 36,00,000 Tab
Analytical Repourt No/ - 890001848433 Date of Analysis / . 97.11.2025
AHanuTHYecKHi oTueT No JaTa anananza
Date of Manufacture / - 11/2025 Date of Expiry / . 10/2027
Jara nponsBoacTea T'ozen xo
Mfg. License No. / MA number: /
IIponzBoacTBEHHAA : MNB/05/263 ) . JIII-Ne(004669)-(PT-RU)
Homep PY
JuneHzus Ne
Analysis performed according ND: / Anann3s nposeaen no HJI: JITI-Ne(004669)-(PT-RU)-190224

| PIL version approved: / UncTpykuus yreep:xkgena: 21.04.2025

Page 10 of 11/ Crp. 10 m3 11

API name / Haumenosaaue APC:

Ketorolac tromethamine / Ketoposaka TpoMeTaMuH

INN/ MHH:

Ketorolac / Keroponak

API manufacturer batch number /

TJIP:

Howmep cepun npouspoauresisa APC: ABTEO0LAd
FP Manufacturer API Batch number /
Homep cepuu cyOcTaHIIMH NPOH3BOAHTENSA FESA00170

API Manufactured by & country /
Hpounzeomutens ADPC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c Jlabopartopuc Jitn., Unaus

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

HaumenoBaHue, agpec, JHLEH3H A
I[MpouzBoacreennas niaomaaka / Ilnomanka
KOHTpPoJA KadecTBa / ILioumagka BeIIyCKA

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

H-p Pennn’c Jlaboparopuc Jita., Uunus, [lpouzsoacreenHoe
nonpasaenenue-6, Bun. Kxons, Hanarapx Poyn, banau, Jluctpukr
Conawn, X.I1., 173205, Unaus (muuenszus HoMmep MINB/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/
ITpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBaHuaM HJI

Conclusion : APPROVED /
3akmouenune: ONOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[loxroroenero: Yogesh [Tposepetio: Pravesh  ||[[Tposepeno (AOK): [|Omo6peno: Obecniedenne kauecTBa/OTBETCTBEHHOE
Chauhan 74 Rana 9 Amit Kumar h11201 (08 —~
Vi 4 A A\ [} o
! 7 /\/ s 1
Date / Date / Date / : Date / 7
~— )/L‘)
Hara: 27.11.2025 Hara: 27.11.2025 Jara: 27.11.2025 Hara: )% 8 41 g

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: L85195AP1934PLC0O04507
www.drreddys.com



" s Dr. Reddy's Laboratories Ltd .
! A Formulation Unit-6
Dr. Reddy S '. vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tol - 101 02166 56001-07

20U

CEPTUOUKAT AHAJIU3A www.drreddys.cormn

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

IIpoaykr: Keropoa® Jkcnpece (keTopoJiak) TabieTKu, Aucneprupyemsie B nosgocrn pra, 10 mr ]

Market / PriHoK :Russia / Poccus

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

Cepus Ne 3 Vas0-2s O0nemM cepHH © 36,00,000 tab ]

Analytical Repourt No/ - 890001848433 Date of Analysis / . 97112025

Aunanuruueckuii otuer Ne Jara ananu3a — =l

Date of Manufacture / - 11/2025 Date of Expiry / . 10/2027

JlaTa npou3BoacTBa B I'onen oo B

Mfg. License No. / MA number: /

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

Juuenzusi Ne

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

PIL version approved: / MacTpykuus yreepxkaena: 21.04.2025 B -

Page 11 of 11/ Ctp. 11 m3 11
3akJIl0YeHNe 0 cOOTBeTCTBHHU: «HacTogIum si MOATBEPXKAAIO, YTO IPUBEICHHAs BbIle HHPOPMAIIUS SBIAETCS
JIOCTOBEpHOH M TOYHOH. DTa cepHs IPOAYKIMH IpoH3BeleHa (BKIOYas YNaKoBKY (MapKHpOBKY) M KOHTDPOJIb
KayecTBa) Ha BBINIEYKAa3aHHOW IIPOM3BOJACTBEHHOM IUIoINaake (IJIOIIAAKax) B IOJHOM COOTBETCTBHH C
TpeOoBaHusIMHU [lpaBun Hajexalned IPOM3BOACTBCHHONW MHPAaKTHKM EBpasuiickoro 3KOHOMHYECKOI'O COIO3a U
TpeOOBaHMSAMH KOHTpPOJIS KadyecTBa JIEKApPCTBEHHBIX CPENCTB, a TaKXKe B COOTBETCTBUM CO cIleNUUKAIUAMU,
COJEpXKAIUMHUCS B PETUCTPALIIOHHOM JOChE CTPaHbI-AMIIOpPTEpa. 3aMCH IO IIPOU3BOJACTBY, YIIAKOBKE U aHAIU3Y
IIPOBEPEHEI, U YCTaHOBJIEHO MX COOTBETCTBUE TpeboanusM [lpaBun Haanexamei Mpou3BOACTBEHHOM MPaKTUKH
EBpazuiickoro 5KOHOMHYECKOTO COKO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanusm HJJ 3axmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
ToarorosneHo: Yogesh [Mposepeno: Pravesh  [|IIpoBepeno (AOK): [|Onobpeno: Obecnedenue kauecrTsa/OTBETCTBEHHOES
Chauhan Rana Amit Kumar NTALO: |
Y i A ‘ (} } .
[+ ~~ e /
Date / Date / Date / Date / ')’5{ 1~ L0 v
Hara: 27.11.2025 Hara: 27.11.2025 Hara: 27.11.2025 JHara: & _

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



