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

CEPTU®UKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoaykT: Keropoa® Ixenpece (keTopoak) Tab/ieTKH, AMCIEPrupyemMbie B MOJOCTH pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne | A O6beM cepuu " 36,00,000 Tab

Analytical Repo:‘t No/ . 040003402105 Date qf Analysis / . 22052026

AHamuTHYecKnii oTueT No JaTta ananausa

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

JlaTa npou3BoaCTBA I'ogen go

Mifg. License No. / NEA il 7

IpousBoacreenHasn : MNB/05/263 ) 1 JITII-Ne(004669)-(PI'-RU)
Homep PY

Jmen3us No

Analysis performed according ND: / Anann3s nposeaen no HJI: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Uucrpykuus yrBepaxaena: 21.04.2025

Page 1 of 11/ Crp. 1 m3 11

No

No Test / Iloka3aTenn Results / PesyabTaTsl 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. / Kpyraple mockue
side. / Kpyrnsie ninockue TabneTku ¢ ¢ackoi, CBETIO-KENTOro LBera C
Tabnetku ¢ gackoi, cBeTO- TPaBUPOBKOM «|» Ha OJIHOI CTOPOHE.
ENTOTrO LBETA C TPaBUPOBKOK
«l» Ha OHOH CTOPOHE.

2 Identification / UaenTudpuxanus

Ketorolac / Kemoponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (£ 2 nm). / Y-
CIIEKTPHI NOINOLLEHHUS HCIIBITYEMOr0 pacTBopa U
pacTBOpa craHaapTHOro obpaslua Keropojaka
TPOMETaMMHA JIOJIXKHbI UMETh MAKCUMYMBbI TPH
OIHOW W TOH e JUIMHE BOJIHBL (£ 2 HM).

Remarks : The Product confirms to ND/

IMpumeuanue: [Iponykt cooTBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3akmouenne: OJIOGPEHO

Hata: 22.05.2026 Jlara: 22.05.2026

Jlara: 22.05.2026

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Toarorosneno: Ashish [IpoBepeHo: Rama [Tposepeno (AOK): Onobpeno: ObecneueHue kauecTsa/OTBETCTBEHHOE
Kumar Kant » d_ Ajay Kumar Srivastava JIHUO’:'%; wf \C«MW\

@ P I
Date / Date / Date / Date / ‘A

(

vV

‘

\ Lq/DVV

Jlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 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
Tel : +91 98166 56001-02

CEPTUOUKAT AHAJIN3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® dxcnpece (keToposak) TabjieTKH, IHCHEPrupyemMble B 0J0CTH pTa, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne R V200 O0Bem cepuu © 36,00,000 Tab

Analytical Repo:’t No/ . 040003402105 Date of Analysis / . 92052026

AHaTHTHYECKHH oTueT N JlaTa anaanza

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

Jara npousBoacTea I'ogen no

Mfg. License No. / ot

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

JuneH3us No

Analysis performed according ND: / Anaau3s nposenen mo H/L: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UacTpykuus yreepxaena: 21.04.2025

Page 2 of 11/ Crp. 2 n3 11

No

Test / Iloxa3aTesb
No

Results / PesynbTaThl

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).
/ Bpemst ynepXuBaHUS OCHOBHOTO TMHMKa Ha

XpoMaTorpaMMe  MCIBITYEMOro  pacTBopa
JOJKHO COOTBETCTBOBATb BpEMEHU
yIOCPXKUBAHUS OCHOBHOTO nuKa Ha
XpoMaTorpaMMe  pacTBOpa  CTaHAApPTHOTO

obpasua Kkeroponaka TpoMmeTamuHa (paszen
«KonmyecTBeHHOE ONIpeieNeHHE).

Remarks : The Product confirms to ND/
IMpumeuanue: [IpomyKT cOOTBETCTBYET TpeOOBAHUAM

HII

Conclusion : APPROVED /
3akawuenune: OOBPEHO

Prepared by /
IToarorosneHo: Ashish

Kumar M
)

Checked by /
[Tposepeno: Rama

Kant )
bt

Checked by (AQA) /
[Mposepeno (AOK):
Ajay Kumar Srivastava

Approved by: Quality Assurance/Authorized person /
Onobpeno: ObecnedeHne kauecTa/OTBETCTBEHHOE

mmaﬁ%}tm (coima
=) 4

Date /
Jara: 22.05.2026

Date /
Jara: 22.05.2026

Date /
Jlara: 22.05.2026

Date /
Jlata:

[ 24T p

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
Tel : +91 98166 56001-02

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropon® Dxcnpece (xeTopoak) TabeTKH, AUCHEprupyemMble B MOJI0CTH pTa, 10 mr

Market / Prinok :Russia / Poccus

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

Cepusi Ne % Y2601075 O6beM cepuu " 36,00,000 Tab

Analytical Repo:‘t No/ - 040003402105 Date of Analysis / . 99.05.2026

AHajuTHYeCKUIT oTueT Ne JaTa anaanza

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

JaTa npou3BoacTBa Togen ao

Mfg. License No. / MA number: /

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

JMIeH3Hs Ne

Analysis performed according ND: / Ananns nposeaen no HJI: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / UucTrpykuus yreepkaena: 21.04.2025

Page 3 of 11/ Crp. 3 n3 11

Results / PesynbTaThbl

Specification / Hopma

Ao Test / [lokasaTens
Ne
Butylhydroxyanisole /
Bymunzudpoxcuanuson

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)KUBAHUS MUKOB 2-
OyTUITMAPOKCHAHU301a 17} 3-
OyTHIMHAPOKCHAaHHM30Ma HA  XpOMaTorpamme
HCHBITYEMOIO pacTBOpa JOJIKHBI
COOTBETCTBOBATh  BpPEMEHAM  YAEpPKWBaHMUA
OUKOB  2-OyTWITMApOKCHaHu3ona . 3-
OYTHITHAPOKCHAHU30Jla Ha XpoMarorpaMmme
pacTBOpa CTaHJApPTHOTO obpasua
Oytunruppokcuanusona (pasmen «ComepxaHue
OyTHIITM/IPOKCHAHHU30J1a»).

Remarks : The Product confirms to ND/
[pumeuyanue: [IpoayKT COOTBETCTBYET TP

eboBaHusM HJJ

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[ToarotoBneHo: Ashish [Tposepero: Rama ITposepeno (AOK): Onobpepo; Obecnedyenue kauecTsa/OTBETCTBEHHOE
Kumar W’N Kant (}J Ajay Kumar Srivastava |lmumo:( \ <204 ) \Covdm
= @ﬂ\ =g O \,0'9 2
et /% o> 1
Date / Date / Date / Date / | & ']/‘V v
Hara: 22.05.2026 Jara: 22.05.2026 Hara: 22.05.2026 Jlata: 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: L85195AP1984PLCO04507

www.drreddys.com




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

CERTIFICATE OF ANALYSIS  Tel: +91 98166 56001-02
CEPTU®UKAT AHAJIN3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Dxenpece (keroposiak) Ta6aeTkH, AMcHeprupyeMble B OJ0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne R¥2601074 O0nem cepun " 36,00,000 Tab

Analytical Repo:‘t No/ - 040003402105 Date of Analysis / - 22052026

AnanuTHyecKuii oTyer Ne JaTa ananu3a

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

JaTta npou3BoacTBa Tonen no

Mfg. License No. / MA number: /

Ilpou3BoacTBeHHAs : MNB/05/263 : : JITI-Ne(004669)-(PT-RU)
Howmep PY

JuneH3us Ne

Analysis performed according ND: / Asanuns nposeaen no HJ{: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Mucrpykuus yreepkaena: 21.04.2025

Page 4 of 11/ Crp. 4 m3 11

‘1::,) Test / IlokazaTensb Results / PesyabTaThbl Specification / Hopma
3 Average weight / Cpeguss 69.6 mg /69,6 mr 67.2mg to 72.8mg (70.0mg + 4.0%). /
Macca Ot 67,2 Mr 1o 72,8 mr (70,0 mr + 4,0 %).
18/20 tablets - not more than %+ 10 %;
Uniformitv of weight / 2/20 tablets - not more than + 20%. /
Om ormity of weig Complies / CooTBeTCTBYET 18/20 Tabmerok — He Oomee =+ 10 %;
AHORERINGEES MACER! 2/20 Tabnetok — He Gonee + 20 %.
4 Disintegration time /
Pacnapaemocthb .
00 min 24 sec / 00 MmuH 24 cex Not more than 3 min. / He 6onee 3 muH.
5 Dissolution / PacTBOopenue Unit-1/ Tabn-1 102 % Not less than 75 % (Q) of C;sH;sNO3C4H | NO;
. (ketorolac tromethamine) in 15 min. / He meHee
i . (V)
RIS ase 101% | 750, (Q) CisHisNOsCiH/NO; (ketoponaka
Unit-3 / Ta6i-3 101 % TPOMETaMHUH) 4yepe3 15 MuH.
Unit-4 / Ta6n-4 100 %
Unit-5 / Ta6n-5 100 %
Unit-6 / Tabn-6 100 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IponykT coorBercTByeT TpeGoBaHusAM HJI 3aknwuenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
Iloarorosrnero: Ashish [Tposepeno: Rama [Tposepeno (AOK): Onobpeno: Obecneuenne kauecTBa/OTBETCTBEHHOE

3
Kumar Kant Ajay Kumar Srivastava |lnnuo: 7 (£3 \ Conrm
@ | d,gr qUAITY

B Ay 20
Date / Date / Date / Date / ( } e

Hara: 22.05.2026 Hara: 22.05.2026 Hara: 22.05.2026 Hara: i

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¢

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

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

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTU®PUKAT AHAJIM3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropoa® Dxenpece (keToposiak) Ta6aeTKH, {UCIeprupyeMble B I0JI0CTH pTa, 10 Mr
Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / . 36,00,000 tab /
Cepus Ne V200107 O6bem cepuu " 36,00,000 Tab
Analytical Repovrt No/ - 040003402105 Date of Analysis / - 92052026
AHanuTHYecKH#H oTueT Ne JlaTa anaamn3a
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JaTa npon3BoacTBa T'ogen go
Mfg. License No. / NIA iiiisidors /
IlpousBoacTBeHHAS : MNB/05/263 ) : JIII-Ne(004669)-(PT-RU)
Homep PY

JMIeH3us Ne
Analysis performed according ND: / Ananus nposenen no HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UucTpykuus yrep:kaena: 21.04.2025

Page 5 of 11/ Crp. Su3 11

1}‘? Test / IlokasaTenb Results / PesynbTaThbl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a 710 pm
JducnepcHocTh sieve is formed. / OOGpaszyercs omHOpoaHas
CYCNEH3Ms, NpOXoIsfulas CKBO3b CHTO C
pazMepoM oTBepcTHH 710 MKM.
7 Impurities / IIpumecu

1-hydroxy analog of
ketorolac: /
1-ruppoxcuaHanor

Below LOD (LOD = 0.0010 %) /

Hroxe npenena o6HapyxeHus
(IT0=10,0010 %)

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

KeTopoJaka
1-keto analog of ketorolac / 0.04 % not more than 0.8 %; / He 6onee 0,8 %;
1-KkeToaHaTIor KeTOpoJIaKa
unidentified impurity / 0.01% not more than 0.5 %; / He 6onee 0,5 %;
eIHHUYHas
HeuIeHTHOUIIMPOBaHHAS
MPUMECH
total impurities / 0.1% not more than 1.0 %. / He 6onee 1,0 %.
CyMMa MpuMecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuyanue: [TpoaykT cootBeTcTBYeT TpeOOBaHMIM HJL 3aknwuenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IToarorosaeno: Ashish IposepeHo: Rama [TpoepeHo (AOK): Onobpeno: ObecneueHre kauecTsa/OTBETCTBEHHOE

Kumar Kant d—- Ajay Kumar Srivastava ||nuno: ) “4a0 AN
)
JM/ @W\‘%/ By 2 W ¢
Date / Date / Date / Date / | 155
Hara: 22.05.2026 Hata: 22.05.2026 Hara: 22.05.2026 Jlara: ‘ e

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

Tel: 491 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
Tel : 491 98166 56001-02

CEPTU®UKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxr: Keropoa® Dkenpecc (keTopoJiak) TabJleTKH, AMCIIEprapyemMble B M0J10CTH p1a, 10 Mr

Market / PoiHok :Russia / Poccus
Batch No / ) Batch Quantity / . 36,00,000 tab /
Cepus Ne V2601034 O0bem cepun © 36,00,000 tab
Analytical Repovrt No/ - 040003402105 Date of Analysis / . 92.05.2026
AHaIHTHYECKHI oTyeT No JlaTa aHau3a
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

aTa MpPOH3BOACTBA Toxen xo
Mfg. License No. / MA number: /
IlpousBoacTBeHHas : MNB/05/263 ) : JIII-Ne(004669)-(PI'-RU)

Homep PY

JuneH3ust Ne

Analysis performed according ND: / Auanu3s nposenen mo HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / MucTrpykuus yreepxaena: 21.04.2025

Page 6 of 11/ Crp. 6 m3 11

i.g Test / I[Toxa3aTenan Results / PesyabTaThl Specification / Hopma

8 ‘Water content / 2.0 % Not more than 7.0 %. /
CopepxaHue BOABI He 6onee 7,0 %.

9 Residual solvents / OcTtaTouHble OpraHH4ecKie pacTBOPUTEIH
Isopropyl alcohol / 3 pg/tab/ Not more than 350 pg/tab. /
H3onponanon 3 MKr B TabneTke He 6osee 350 Mkr B Tabnetke.

Remarks : The Product confirms to ND/

[Tpumeuanmue: IIpoaykT cooTBeTcTBYET TpeboBaHuam HJT

Conclusion : APPROVED /
3aknwuenune: OJOBPEHO

Prepared by /
[MTonrorosneno: Ashish

Checked by /

[NposepeHo: Rama

Checked by (AQA) /
[Tpoeepeno (AOK):

Approved by: Quality Assurance/Authorized person /
01106;%0)' QOﬁecnequm kauecTsa/OTBETCTBEHHOE

Jara: 22.05.2026

Jara: 22.05.2026

Jara: 22.05.2026

Kumar Kant Ud, Ajay Kumar Srivastava |{nuuo: \covuavn
W N\
g i 200 ¢
Date / Date / Date /

Date / [ SW”/
s rz;b
7

Jlara:

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 ‘,‘o‘

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

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

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTUOUKAT AHAJIN3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Ketopoa® Jkcnpece (keTopoiak) Tab/ieTKH, JHCIEprupyeMble B MOJIOCTH pTa, 10 Mr
Market / PeiHOK :Russia / Poccust
Batch No / . Batch Quantity / - 36,00,000 tab /
Cepusi Ne b Rl O0bem cepun © 36,00,000 Tab
Analytical Repourt No/ - 040003402105 Date of Analysis / . 22.05.2026
AnaguTHYecKuii oTyeT Ne Jlara anaanza
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JlaTa npou3BoacTBA I'onen 1o
Mfg. License No. / MA number: /
IIpousBoacTBeHHAR : MNB/05/263 ) . JITI-Ne(004669)-(PT"-RU)
Howmep PY

JIHIeH3us Ne
Analysis performed according ND: / Ananns nposeaen no HJI: JIII-N2(004669)-(PI'-RU)-190224
PIL version approved: / Mucrpykuns yreepxuena: 21.04.2025

Kumar

i A\

Kant @w\dﬁ/’

Ajay Kumar Srivastava

Page 7 of 11/ Ctp. 7 u3 11

i.? Test / [lokazaTean Results / PesyabTaThl Specification / Hopma

10 Microbiological purity*/ MukpoGuosiornyeckas yucrora*

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

Count / of1ee uncio He 6osee 10° KOE/T;

a3pOOHBIX MUKPO-

OpraHH3MOB

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

mold count / o61iee 4yucno ue 6onee 10? KOE/T;

IPOXOKEBBIX W [UIECHEBBIX

rpuboB

Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBUE B 1 I.

11 Uniformity of dosage units / Acceptance value (4V) not more than 15.0
OnHopoaHoCTh 41 [MokazaTens npuemieMocty (AV) nomxeH ObITh
J03UPOBAHHBIX eIUHHUIL ' He Oonee 15,0.

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

ITpumeuanne: [Iponykr cootBercTByeT TpeGoBanusm HJ 3axmouenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[ToarotosneHo: Ashish ITposepenio: Rama [Tpoeepeno (AOK): Onobpeno: Obecneuenue kauecTsa/OTBETCTBEHHOE

nuuo:/‘.zj‘;w \cauimn

Date /
Jara: 22.05.2026

Date /
JHata: 22.05.2026

Date /
Jara: 22.05.2026

20 (
= TR

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
Tel : +91 98166 56001-02

CEPTUO®UKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxenpece (keToposiak) TabeTkH, AHCIeprupyeMbie B 1oJocTi pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepusi Ne V2601074 O6bem cepun " 36,00,000 Tab

Analytical Repourt No/ - 040003402105 Date of Analysis / . 22052026

AHasMTHYeCcKHil oTUeT No aTa AaHAJIM3a

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

Jara npoussojacrea I'ogen po

Mfg. License No. / MA number: /

IIpou3sBoacTBeHHAsN : MNB/05/263 ) : JIII-Ne(004669)-(PI'-RU)
Howmep PY

JHuensns Ne

Analysis performed according ND: / Ananu3 nposeaen no HJ/I: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Uncrpykuust yreepxaena: 21.04.2025

Page 8 of 11/ Crp. 8 u3 11

i: Test / IToxkazaTens Results / Pe3ynabTaThl Specification / Hopma
12 Assay / KosimuecTBeHHOe 10.0 mg / 10,0 mr From 9.0 mg to 11.0 mg of
onpeaesieHue (99.8 %) Ci5sH13NO3*C4H; 1 NO; (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 Mmr o 11,0 mr
Ci5HisNO3°C4H(1NO; (KeToponaKa
TpomeramuH) (ot 90,0 mo 110,0 % ot
3as1BJICHHOTO KOJIMYECTBa) B TabJeTKe.
13 Butylhydroxyanisole 0.1024 mg/tab / Not less than 0.042 mg/tab. /
content / CopgepxkaHune 0,1024 mr B TabneTke He menee 0,042 mr B Tabnerke.
OYTHJIrHAPOKCHAHH30J1A

Remarks : The Product confirms to ND/
IIpumeuanue: IIpoaykT cooTBeTCTBYET TpeOoBaHuAM HJI

Conclusion : APPROVED /
3aknwoyenue: OJIOGPEHO

Prepared by /
IToarorosnedo: Ashish
Kumar

Checked by /
ITposepeno: Rama

Kant &w\dLT

&

Checked by (AQA) /
ITposepeno (AOK):
Ajay Kumar Srivastava

Ay

Approved by: Quality Assurance/Authorized person /
OnobpeHo: ObecneueHue kauecTsa/OTBETCTBEHHOE

nuug@j}'m \QQL/\?\W\
X

Date /

Hata: 22.05.2026

Date /
Jlata: 22.05.2026

Date /
Jlara: 22.05.2026

Date / T\ T ,F
A

JaTa:
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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

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

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

Ipoaykt: Keropoa® Jkcnpece (KeTopoJiak) Ta6JIeTKH, JUCHEPrupyeMble B NOJI0CTH pTa, 10 Mr

Market / PoiHOK :Russia / Poccust

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

Cepust Ne b AT O6bem cepun " 36,00,000 Tab

Analytical Repourt No/ - 040003402105 Date of Analysis / - 92.05.2026

AHanuTHYeCKHI oTyeT Ne JaTa ana/u3a

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

Jara npousBoacTsa T'onen o

Mfg. License No. / i —

IIpousBoacTBeHHAR : MNB/05/263 : . JII-Ne(004669)-(PT-RU)
Homep PY

annensus Ne g

Analysis performed according ND: / Ananu3 nposenen no HJ/I: JITI-N2(004669)-(PT'-RU)-190224
PIL version approved: / MucTpykuus yreepxkaena: 21.04.2025

Page 9 of 11/ Crp. 9 m3 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 Tabnerox B
onucrepe u3z  (ITA/AJUTID ¢
BnaromnorioturenaeM/I12BIT)
¢donsru // (I13/AJ]) donvru. ITo
2 6aucTepa BMECTE C JIMCTKOM-
BKJIaIbIIIIEM B navky
KapTOHHYIO.

‘1;.? Test / ITokazaTens Results / PesynbTaTsl 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. / ITo 10 tabnerok B GuucTepe u3
(ITA/JAJVITD ¢ Bnaromnornoturenem/ITI2BII)
doneru // (TID/AJ1) doneru. Ilo 1 wunu 2
OnmucTepa BMecTe ¢ JIMCTKOM-BKJIAJBIIEM B
DauKy KapTOHHYIO.

* When the drug product is released, the quality control for Microbiological Purity is performed for one batch in
every 20 batches or one batch per year whichever is more.
* [Ipu BeINycKe JIeKAPCTBEHHOr0 Mpenapara KOHTPOJIb Ka4yecTBa Mo nokasaTtenaio «Mukpobuosiornyeckas
YHUCTOTA» MPOBOAMTCS AJIsI Kan10# 20-0i cepuM, MU 1J1A OHOI CEpHHU B roj, B 3aBUCHMOCTH OT TOI'0, 4TO
HACTYNUT paHbIlIe.

Remarks : The Product confirms to ND/
ITpumeuanue: [IpoaykT cootBercTBYeT TpeboBaHusaM HJ

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IMoaroTtoBnexo: Ashish [IpoBepeno: Rama [Iposepeno (AOK): Onobpeno: Obecneuenne kayecTBa/OTBETCTBEHHOE
Kumar Kant @“A _‘_ Ajay Kumar Srivastava ||mu110 i \Q,O\Aff w1
ot 4
Ay \ 0 D
hbw/ / _’g \ /') ¢ ,,< -

Date / Date / Date / Date / [ S’-//XD’J},L@’VO
Hara: 22.05.2026 JHara: 22.05.2026 Jlara: 22.05.2026 JlaTa: <
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CERTIFICATE OF ANALYSIS

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

Vill. Kho!, 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® xenpece (keToposiak) Ta6/1eTKH, AUCHeprupyemMble B HOJI0CTH pra, 10 Mr
Market / Poinok :Russia / Poccust
Batch No / . Batch Quantity / - 36,00,000 tab /
Cepus Ne i O0beM cepHu " 36,00,000 Tab
Analytical Repo‘f't No/ . 040003402105 Date of Analysis / - 22.05.2026
AHAINTUHYECKHUIH 0TUeT Ne Jlara ananusa
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
Jara npou3BojacTBa I'open go
Mfg. License No. / T E——
IIpousBoacTBEeHHAS : MNB/05/263 ) : JII-Ne(004669)-(PT'-RU)

Homep PY

JauneH3ust No
Analysis performed according ND: / Anann3 npoBeaen no HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MucTpyknus yreepxaena: 21.04.2025

Page 10 of 11/ Ctp. 10 m3 11

API name / HaumenoBanue APC:

Ketorolac tromethamine / Keroponaka TpomeTaMuH

INN / MHH:

Ketorolac / Ketoposak

API manufacturer batch number /

TJID:

Homep cepun nponspoantens ADC: ABSEIONE0%
FP Manufacturer API Batch number /
Homep cepuu cy0cTAHINMH IPOH3BOAHTEIS FESA00588

API Manufactured by & country /
IIpounzBogurtens ADPC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c JlaGoparopuc JItn., Unnus

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

HaumenoBaHnue, agpec, JHNEH3Hs 5
IpoussoacreenHan muomaaka / Ilmomanka
KoHTpoJis1 kayecTBa / Ilomaaka Brinycka

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., Unnus, [IpousBoacTeeHHoe
nonpaszaenenne-6, Bunn. Kxons, Hanarapx Poyn, bagnu, Jluctpukt
Conan, X.I1., 173205, Unaus (nuuensus 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 /
3axmwuenue: OJJOGPEHO

[Ipumeyanne: IIpooykT cooTBETCTBYET TpeboBanusmM HJJ

Checked by / Checked by (AQA) /
ITpoeepeno: Rama ITpoeepeno (AOK):

Prepared by /
[MoarorosneHo: Ashish

Approved by: Quality Assurance/Authorized person /
Onobpeng: Obecneuenue kayecTsa/OTBETCTBEHHOE

Kumar B}Q‘ Kant d' Ajay Kumar Srivastava  |lnuno:( s 100 \Codiwa
) A X
el 4 Vo S RV
Date / Date / Date / Date / k T&/‘V/Q//Qo/;’)/b
Jlara: 22.05.2026 Tara: 22.05.2026 THara: 22.05.2026 Tara: v

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



q.o Dr. Reddy's Laboratories Ltd.

’ °@ Formulation Unit-6

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

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTHUO®UKAT AHAJIN3A www.drreddys.com

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

Ipoaykr: Keropoa® Dxcnpecc (keToposiak) TabjeTKH, AMCHEprupyemMble B Mo10cTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepust Ne i W2E0107H O6beM cepuu " 36,00,000 Tab

Analytical Repourt No/ . 040003402105 Date of Analysis / . 92.05.2026

AHaauTHYeCKHH oTYeT No JaTta ananusa

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

JlaTta npou3BoacTBa I'ogeH no

Mfg. License No. / MA number: /

IIponsBoacTBeHHAS : MNB/05/263 ’ : JITI-Ne(004669)-(PT'-RU)
Howmep PY

JuueH3ust Ne

Analysis performed according ND: / Ananu3 nposenen no H/I: JIII-Ne(004669)-(PI'-RU)-190224

PIL version approved: / UucTpykuus yreepxaena: 21.04.2025

Page 11 of 11/ Crp. 11 m3 11
3ak/0ueHHe 0 co0TBeTCTBUU: «HacToAmuUM s MOATBEPXKIAI0, UTO IPUBE/ICHHAS BBIIe WHPOPMAIHs SBIIETCS
JIOCTOBEPHOX M TOYHOW. DTa cepusi NPOAYKLIUH IPOU3BEACHA (BKIIIOYAas YNAKOBKY (MapKHpPOBKY) M KOHTpPOIb
KayecTBA) HA BBIIIEyKa3aHHOM IMPOU3BOJCTBEHHON miomanke (IUIOMAAKaX) B TIIOJHOM COOTBETCTBHU C
TpeboBaHusmu [lpaBuir Hajexamell IPOU3BOJCTBEHHON IPAaKTHKM EBpazuiCKOro 5KOHOMHYECKOTO COI03a U
TpeOOBAHUAMH KOHTPOJISI KAa4eCTBa JIEKAPCTBCHHBIX CPEJCTB, @ TAKXXE B COOTBETCTBUH CO CIEIMPUKAIWSIMU,
COZIEPKAIUMICS B PErHCTPAIIMOHHOM JIOChE CTPaHBI-MMIOPTEPA. 3alIUCH IO IPOU3BOACTRY, YIIAKOBKE U aHAIU3Y
IIPOBEPCHBI, H YCTAHOBJIEHO MX COOTBETCTBHE TpeGoBaHMAM lIpaBun Haanexamed npon3BOACTBEHHOM IIPAKTUKA
EBpazuiicKoro 3KOHOMHAYECKOTO COIO3a».

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

IIpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBaHusiM H/J 3axuouenune: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[ToprorosneHo: Ashish [Tpoeepeno: Rama [Mposepeno (AOK): Onobpeno: Obecneuenye ka4ecTBa/OTBETCTBEHHOE
Kumar M/ Kant ’ dd, Ajay Kuniijrivastava NTHLO: (’;); %8 (capm—

Date / Date / Date / Date / ( @ ~0 ’q)o
Hara: 22.05.2026 Jlara: 22.05.2026 Jara: 22.05.2026 Jara: > V
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