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
Ipoayxr: Keropoa® Dxenpece (Keropoaak) Tab/ieTKy, AHCIEPrHPYEMbIe B MOJOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepust Ne b Y 2000278 O0bem cepuu " 36,00,000 Tab

Analytical Repo:‘t No/ . 040003299275 Date of Analysis / . 97.02.2026

AHanuTHYECKHI oTueT Ne JMarta ananuza

Date of Manufacture / - 01/2026 Date of Expiry / - 12/2007

Jarta mponssojacTBa I'open no

Mifg. License No. / MA ber: /

TIpou3BoAcTBeHHAs! - MNB/05/263 S an : JII-Ne(004669)-(PT-RU)
Homep PY

JHIeH3uda Ne

Analysis performed according ND: / Anaan3 nposenen no HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / MucTpykuus yreep:xkaena: 21.04.2025

Page10f11/Crp.1m311

No i :
N Test / IlokasaTens Results / PesyabTaTbl Specification / Hopma
1 Description / Onucanne Light yellow round flat beveled Light yellow round flat beveled tablets with "|"

tablets with "[" debossed on one debossed on one side. / Kpyriele mnockue
side. / Kpyrisle niockue TabneTkn ¢ Qackoi, CBETIO-)KENTOro LBETa C
TabneTky ¢ Gpackoi, CBETNIO- TPaBUPOBKOH «I» Ha O/THOH CTOpOHE.
JKEJITOro LIBETa C FPaBUPOBKO
«l» Ha OIHOIA CTOpOHE.

2 Identification / UnenTuduxanus

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®-
CIIEKTPBI MOIJI0IIEHHS UCHIBITYEMOro PacTBopa U
pacTBOpa CTaHHAPTHOTo ofpa3ua KeToposaka
TPOMETaMUHa JOJDKHBI UMETh MAKCUMYMBI MpH
OJIHOI1 U TOM xe JUTHHE BOMHEI (£ 2 HM).

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykt coorBercTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3akmiouenne: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Tonroroneno: Ramakant ||[Tpoeepeno:Pardeep [Tposepeno (AOK): ||Onobpeno: ObecneueHue kauecTBa/OTBETCTBEHHOE
Kumar

Amit Kuymar JTHLLO: v\ : 5
P @
— = %

Date /

Jlara: 27.02.2026

Date /

Jara: 27.02.2026

Date /

Jara: 27.02.2026

Date /
Hara:

290 - 90 Lb

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, 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

CEPTUPUKAT AHAJIM3A

Tel : 491 98166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon® Jxcnpecce (keropoiak) TabaeTKu, AUCIeprupyeMble B MoJI0cTH pra, 10 mr

Market / Poinok :Russia / Poccust

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

Cepus Ne F vaablaie O6bem cepnu " 36,00,000 Tab

Analytical Repourt No/ - 040003299275 Date of Analysis / . 97.02.2026

AHanuTUYeCKHH oTyeT No JlaTa anaan3za

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

Jarta npounssoacTra I'ogen go

Mfg. License No. / MA number: /

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

JuueH3us Ne

Analysis performed according ND: / Ananu3 nposegen no HJ/I: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Uucrpykuns yreepkaena: 21.04.2025

Page 2 of 11/ Crp. 2 w3 11

No
No

Test / Iloka3aTenb

Results / PesyabTaThl

Specification / Hopma

Complies / CooTBeTCTBYET

The retention time of the main peak on the
chromatogram of test solution should correspond
to that on the chromatogram of ketorolac
tromethamine standard solution (Assay section).
/ BpeMs ynep>XuMBaHMA OCHOBHOTO MMKa Ha
XpomaTorpamMMe UCTIBITYEMOTO pacTBopa
JOJIKHO COOTBETCTBOBATh BpPEMEHU
yIOepKUBaHUA OCHOBHOTI'O nMKa HA
XpoMaTorpamMme  pacTBOpa  CTaHAAPTHOIO
ofpaslia KeTopojiaka TpoMeTaMuHa (paszen
«KosuuecTBEHHOE ONpeeIeHUEY).

Remarks : The Product confirms to ND/

IIpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBaHusaM HJI

Conclusion : APPROVED /
3axkmouenue: OJIOBPEHO

Prepared by /

[ToarorosnaeHo: Ramakant

bt

=

Checked by /

Kumar

Lo TR

[Tposepeno:Pardeep [Mpoeepeno (AOK): [|Ono6pe

Amit Kumar JIULIO:

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

Ho: ObecrnigueHye kayecTBa/OTBETCTBEHHOE

(e

Date /
Jara: 27.02.2026

Date /

Date '/ Date /

Jara: 27.02.2026 Jata: 27.02.2026 Jlata:

2902~ 2026

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@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

CEPTUOUKAT AHAJIM3IA

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxenpece (keroposnax) Tab/ieTKH, AHCIEprupyeMbie B NoJI0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepusn Ne + V2600278 O0beM cepuu " 36,00,000 Tab

Analytical Repourt No/ - 040003299275 Date of Analysis / - 97.02.2026

AHaJUTHYECKHH oTueT No JaTa ananusa

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

JlaTa npou3BoaACTBA I'ogen no

Mfg. License No. / T —_

TIpon3BoACTBeHHAs : MNB/05/263 —al . JIT-Ne(004669)-(PT-RU)
Homep PY

Juuensus Ne

Analysis performed according ND: / Ananu3 nposeaen no HJ: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uncerpykuns yreepxaena: 21.04.2025

Page3 of 11/ Crp.3 m3 11

Results / PesynabTaThl

Specification / Hopma

No Test / [TokazaTenb
No
Butylhydroxyanisole /
Bymunzudpoxkcuarnuzon

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). /
BpemeHa YIOEpPIKUBAHMSA TIHKOB 2-
OyTHIrHIPOKCHAHU30JIa " 3-
OYTUITHAPOKCHAHH30JIA Ha  XpOMAaTOTpamMMe
HCITBITYEMOTO pacTtBopa JIOTDKHBI
COOTBETCTBOBATH  BpPEMEHaM  YAEpPXKUBaHU
OUMKOB  2-OyTHNTMOPOKCHAHM30Na W 3-
OyTHUNTMAPOKCHMAHM30JAa HA  XPOMaTrorpamme
pacTBopa CTaHZapTHOTO obpazua
Oyrunrunpoxcuanmsona (pasgen «ConepxaHue
OYTHJITUAPOKCHAHU30JIa»).

Remarks : The Product confirms to ND/
[Ipumeuanue: IIponykT cooTBeTCcTBYET TpeboBanusM HJJ

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[oaroropneno: Ramakant ||[Tposepeno:Pardeep [Tpoepeno (AOK): ||Onobpeno: Obecneuenne kauecTsa/OTBETCTBEHHOE
uﬁ—- Kumar Amit Kumar JHLO:
g [ T G
= € /\ — _ q
Date / Date / Date /- Date / (2 q,\/) r) _ M l 6
Jara: 27.02.2026 Jlara: 27.02.2026 Jata: 27.02.2026 Jara: ' :

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4500 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. Soian, H.P., 173 205, INDIA

CEPTUPHUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keroposn® Jkcnpece (keToponax) TabaeTKu, AHCIEPrupyeMble B M0J0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepns Jo I V2600278 Ofnem cepun ' 36,00,000 a6

Analytical Repo:'t No/ . 040003299275 Date of Analysis / . 97.02.2006

Ananurnyeckunii oryer Ne Jara ananu3za

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

Jara npousBoacTBa T'oaen no

Mfg. License No. / MA number: /

IIpon3soacTBeHHAR : MNB/05/263 ) : JII-Ne(004669)-(PI'-RU)
| Homep PY

JuneHsus Ne \

Analysis performed according ND: / Ananu3 nposeaen no H: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / HucTpykuus yrBepxaena: 21.04.2025

Page 4 of 11/ Crp. 4 u3 11

§,00 Test / IlokazaTenn Results / PesynbTaTtsl Specification / Hopma
3 Average weight / Cpenussi 69.9 mg / 69,9 mr 67.2mg to 72.8mg (70.0mg + 4.0%). /
mMacca Ot 67,2 Mr o 72,8 mr (70,0 Mr = 4,0 %).
18/20 tablets - not more than + 10 %,;
Uniformity of weight / 2/20 tablets - not more than =+ 20%. /
Om Ny ol s Complies / CooTBETCTBYET 18/20 Tabnetox — He OGosee + 10 %;
R SO S e 2/20 Tabnetok — He OoJiee + 20 %.
4 Disintegration time /
Pacnagaemocts )
00 min 22 sec / 00 mun 22 cex Not more than 3 min. / He 6onee 3 MuH.
5 Dissolution / PacTBopenne Unit-1/ Ta6in-1 95 % Not less than 75 % (Q) of CsH13NO3*C4sH 1 NO;
) (ketorolac tromethamine) in 15 min. / He Menee
Unit-2 / Tabn-2 95 % 75 % (Q) CisHisNO3*C4H;1NO3 (keroponaka
Unit-3 / Ta6n-3 99 % TpoMeTaMuH) dyepe3 15 MUH,
Unit-4 / Tabn-4 98 %
Unit-5 / Ta6x-5 98 %
Unit-6 / Tabn-6 97 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: ITpogykr cooTBeTCTBYET TpeboBaHusM HJT 3akmwoyenue: ONOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toarorosneno: Ramakant |{[TpoBepeno:Pardeep [Tpoeepero (AOK): ||OnoGpeHo: O6<icnequI/1e kauecTra/OTBETCTBEHHOE
d’&, Kumar Amit Kumar JIULO: n rk\
" LT A
2 — 1
Date / Date / Date / Date / 50 b
Hata: 27.02.2026 Jlata: 27.02.2026 Jlata: 27.02.2026 Jara: 2} Bl DF

Registered Office: §-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984P1LC004507
www.drreddys.com




Dr.Reddy’s “:"

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

CEPTUOPHUKAT AHAJIU3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpece (keToposak) TabaeTKu, Aucneprupyemble B MOJIOCTH pTa, 10 mr

Market / PeiHok :Russia / Poccus

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

Cepus Ne 3'Y 2600278 O6BeM cepun © 36,00,000 Tab

Analytical Report No/ - 040003299275 Date of Analysis / . 97.02.2026

AHaHTHYeCKHH oTueT Ne JlaTa ananusa

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

JaTta npou3BoacTBa I'ogen no

Mfg. License No. / MA simmlbier: /

IIpon3BoACTBEHHAS : MNB/05/263 umoer: . JITI-Ne(004669)-(PT-RU)
Homep PY

AuueH3usa Ne

Analysis performed according ND: / Anamn3 nposenen mo HI: JIITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Uncrpykuus yrsepxaena: 21.04.2025

Page Sof 11/ Crp.5m3 11
i.g Test / IlokasaTenn Results / PesyabraTsl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a 710 pm
JucnepcHocTh sieve is formed. / O6pa3yercs onHOpoaHAs
CycneH3Ms, MpOXOJslIas CKBO3b CHTO C
pazMepoM oTBepcTHii 710 MKM.
7 Impurities / IIpumecn

1-hydroxy analog of
ketorolac: /
1-ruapokcuanagor
KeTopoJiaka

Below LOD (LOD = 0.0010 %)
/ Huwxe mpeniena oOHapyxeHUs
(TIIO = 0.0010 %)

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

1-keto analog of ketorolac /
1-keToaHaIor KETOpOJIaKa

0.06 %

not more than 0.8 %; / ne 6onee 0,8 %;

unidentified impurity /
elMHUYHasA
HenAEeHTU(ULMPOBaHHAS
npUMech

0.02 %

not more than 0.5 %; / "e Gonee 0,5 %;

total impurities /
CyMMa IpuMeceit

0.1%

not more than 1.0 %. / He 6oaee 1,0 %.

Remarks : The Product confirms to ND/

IMpumeuanne: IIponykT cooTBeTCTBYET TpebopanusM HJ

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Prepared by /

IToarorosnexo: Ramakant

Checked by /

Amit Kumar JIKNO:

L — et | ~

Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
Iposepeno:Pardeep [Mposepero (AOK): ||OmobpeHo: O6ecrr‘1eqenne kadyecTBa/OTBETCTBEHHOE

(o

:

W Kumar

Date /

Jlara: 27.02.2026

Date /

Date / Date /

Hara: 27.02.2026 Jlata: 27.02.2026 Hara:

Q4L - WLA

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.cam

CIN: L85195AP1984PLC004507
www.drreddys.com




@o Dr. Reddy's Laboratories Ltd.
’ °® Formulation Unit-6
Dr. Reddy S Q-‘ Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Soian, H.P., 173 205, INDIA
CEPTUDPUKAT AHAJIN3ZA Tel: +91 98166 56001-02

www.drreddys.com

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

IpoaykT: Keropoa® Ixenpece (keTopoaak) TabieTky, AMcneprupyemsie B 0J0CcTH pTa, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne § U Cifis.can copmn * 36,00,000 Tab

Analytical Repovrt No/ . 040003299275 Date of Analysis / . 97022026

AHaJuTHYECKHH oTyeT Ne Jlara ananusa

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

Jarta npousBoacTBa T'ogen go

Mfg. License No. / MA number: /

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

JIHneH3us Ne

Analysis performed according ND: / Ananus nposexen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224

PIL version approved: / Uncrpykuuns yrBepxaena: 21.04.2025

Page 6 of 11/ Ctp. 6 n3 11

‘1;.2 Test / ITokasaTenn Results / PesyabTaThl Specification / Hopma
8 Water content / 23% Not more than 7.0 %. /
Copep:xaHue BOAbI He 6onee 7,0 %.
9 Residual solvents / OcTaTouHble opraHH4ecKHe pacTBOPHUTEH
Isopropyl alcohol / 6 pg/tab / Not more than 350 pg/tab. /
UzonponaHon 6 MKr B TabneTke He 6onee 350 MKr B TabneTke.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Ipoaykr coorBeTcTBYET TpeboBaHusaM HJJ 3akawyenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /

[Toaroropneno: Ramakant |({[Tposepeno:Pardeep [TposepeHo (AOK): [|Onobpeno: O6e$neqeﬂue kauecTBa/OTBETCTBEHHOE

0-& Kumar . Amit Kumar JIHLLO: _—
/@N\/ 131,/ /\/\ - A ('J—"
& e ol !

Date / Date / Date / Date / 204
) -
Jara: 27.02.2026 Jlara: 27.02.2026 Jlara: 27.02.2026 Jlara: 17 l ¥

Registered Office: §-2-337, Road No. 3, Banjara Hilis, Hvderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L.85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":'.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalegarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA

CEPTUDOUKAT AHAJIN3A Tel : +91 98166 56001-02

www. drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropoa® Dkcnpece (keTopo.iak) TabaeTKH, AMCHEePrApyeMble B 010¢TH pTa, 10 Mr

Market / PeiHoK :Russia / Poccus

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

Cepus Ne el Oo6mem cepun " 36,00,000 Tab

Analytical Repourt No/ . 040003299275 Date of Analysis / . 97.02.2026

AHanuTHYecKHH oTyeT Ne JlaTa anaJn3a

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

JaTta npousBoacTBa Tonen no

Mfg. License No. / .

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

Junenzus Ne

Analysis performed according ND: / Ananus nposegen no H: JII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Mucrpykuus yreepxaena: 21.04.2025

Page 7 of 11/ Crp. 7m3 11

i‘? Test / IlokazaTenn Results / PesyabTaTthl Specification / Hopma
10 Microbiological purity*/ Mukpo6uonoruyeckas uncrora*

Total Aerobic Microbial NA not more than 103 CFU/g; /

Count / ob1ee 4McI0 He Gonee 10° KOE/r;

aIpOOHBIX MUKPO-

OpraHU3MOB

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

mold count / ofiuee YucIO He 6onee 10?2 KOE/r;

OPONCKEBBIX U TUIECHEBBIX

rpubos

Escherichia Coli NA shell be absent in 1 gram. /

OTCYTCTBUE B 1 T.

11 Uniformity of dosage units / Acceptance value (A7) not more than 15.0
OaHopoaHoOCTh 50 INoxasarenp npuemneMocTH (A¥) aomkeH ObITh
JO3HPOBAHHBIX €AMHHUL] ’ He Gonee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED / )
ITpumeuanne: IIpogykT cooTBeTCTBYET TpeboBanusimM HJJ 3axnwuenne: OJOBPEHO

Prepared by /

[ToaroroBneno: Ramakant

W o

Checked by /

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

[Tpoeepeno:Pardeep [Mposepeno (AOK): [|Onobpeno: Obecneuenne kauecTBa/OTBETCTBEHHOE

Amit Kumar NHLO: ¥

/\/\ < h C;:'!

—

Date /

Jlara: 27.02.2026

Date /

Hara: 27.02.2026

Date / Date /

Jlata: 27.02.2026  ||lava: 2307 -QAL §

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax; +91 40 4500 2999, Email: mail@drreddys.com

CIN: 1L.85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUDOUKAT AHAJIU3A

Tel : +91 98166 56001-02

www. drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jkenpece (keToponak) Tab/eTKH, AUCIEPrUpyeMble B 00JI0CTH pra, 10 Mr

Market / Peinok :Russia / Poccus

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

Cepus No  W2000278 O6bem cepun " 36,00,000 Tab

Analytical Repourt No / . 040003299275 Date of Analysis / . 97022026

AHaJUuTHYeCKHH oTueT Ne | lata ananu3za

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

JlaTa npoussoacTaa T'onen mo

Mfg. License No. / T —"

IIpouzBoacTBeHHAN : MNB/05/263 ) : JII-Ne(004669)-(PT-RU)
Howmep PY

Junen3zus Ne

Analysis performed according ND: / Anamu3 nposenen no HJI: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / UHcTpyKkuna yrBep:kaena: 21.04.2025
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i.‘? Test / [loka3aTenb Results / Pe3yabTaTtsl Specification / Hopma
12 Assay / KonnyecTBeHHOe 10.0 mg / 10,0 mr From 9.0 mg to 11.0 mg of
onpeaeseHue (99.7 %) Ci5H13NO3+C4H INO3 (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 Mr hils) 11,0 mr
Ci5sH13NO3+C4H |1 NO3 (keToponaka
TpomeTamud) (ot 90,0 mo 110,0 % ot
3asBIEHHOTO KOJIHYECTBA) B TAOJETKE.
13 Butylhydroxyanisole 0.0981 mg/tab / Not less than 0.042 mg/tab. /
content / Conepxanue 0,0981 mr B TabneTKe He menee 0,042 Mr B TabneTke.
OyTHIATrHAPOKCHAHH30/1a

Remarks : The Product confirms to ND/

[Ipumeuanue: IlponykTt cooTBeTCTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3axkawuenue: OJOBPEHO

Prepared by /
[Moarorosneno: Ramakant

Checked by /
[Tposepeno:Pardeep
Kumar

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

AN
S
P

Approved by: Quality Assurance/Authorized person /
OnobpeHo: O6ecr[e'quHe kauecTBa/OTBETCTBEHHOE

JIALO: o
-_— J/) @-" wtt

Date /

-
Date /

Hara: 27.02.2026

Date /
Hara: 27.02.2026

Date / (‘)/}_Orz ':)1”/6

Hara:

Jara: 27.02.2026

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hvderabad - 500034, Teiangana, Indiz
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507
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CERTIFICATE OF ANALYSIS

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

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

CEPTUPUKAT AHAJIM3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxenpece (keTopoak) Tab/ieTKH, JUCHEPrUupyemMble B MOJA0CTH pTa, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne i Vaall027s O6bem cepun " 36,00,000 Tab

Analytical Repovrt No/ - 040003299275 Date of Analysis / . 97022026

AHanuTHyecknii oTyeT No Jata ananm3a

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

JlaTa npou3BojacTBa TI'onen xo

Mfg. License No. / MA number: /

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

JuneH3us Ne

Analysis performed according ND: / Ananu3s nposeaen no HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Uncrpyknus yrBepxaena: 21.04.2025

Page 9 of 11/ Crp. 9 n3 11

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerox B
omuctepe u3z  (ITA/AJIIID ¢
paaronorjorureneM/I13BIT)

¢onbru // (IT3/AJ]) ponsru. Ilo
2 6nMcTepa BMECTE C JIHCTKOM-

i.oo Test / [lokasaTesb Results / Pe3yjibTaTbl Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHue yNaKoOBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or 2

blisters with patient information leaflet in a

carton pack.
(I1IA/AJVTID

/ Tlo 10 Tabnetok B Gnuctepe 3
¢ Bnaronornotutenem/I12BII)

¢doneru // (IID/AJ) doneru. Ilo 1 wunm 2
6aucTepa BMeCTe C JIMCTKOM-BKJIAJbIILIEM B

Mayuky KapTo

HHYIO.

BKJIaIpI1lIEM B
KapTOHHYIO.

MayKy

* 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 JIeKapCTBEHHOI0 NpenapaTa KOHTPOJ1b Ka4ecTBa No noxkasarte/iio «KMHKpoOuooruyeckas
YHCTOTa» MPOBOAUTCS QA Kaxaoii 20-0if cepuu, HJIM AJISl OQHOI CEPHH B rojl, B 3aBHCHMOCTH OT TOr0, YTO

HACTYIIMT paHblUE.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Iponykt cooTBeTcTBYET TpeOoBanusM HJ 3aknwuyenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
IToaroropneno: Ramakant ||{[Tposepeno:Pardeep Iposepero (AOK):  |[OnoGpero: OGecneyenue kauecTBa/OTBETCTBEHHOE
Kumar Amit Kumar JHLO: %
M/ = — "A:' 1
o A/ ¥
- / r

Date / Date / Date / Date / g g
Jara: 27.02.2026 Hata: 27.02.2026 Hata: 27.02.2026 Jara: r)/ ] 194

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@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. Soian, H.P., 173 205, INDIA

CEPTUOUKAT AHAJIN3A

Tel : 491 98166 56001-02

www.drreddvs.com

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

Ipoayxr: Keropoa® Ixenpece (keTopoak) TabeTKH, AMCIEPrUPY€EMbIe B MOJIOCTH pTa, 10 mr

Market / Poinok :Russia / Poccus

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

Cepust Ne L Oo0nem cepun " 36,00,000 Tab

Analytical Repo:'t No/ . 040003299275 Date of Analysis / . 97.02.2026

AHajuTH4YecKHii oTyeT Ne JlaTa aHan3a

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

JlaTa npou3BoJcTBA - TI'ogen mo

Mfg. License No. / MA number: /

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

JuneH3us Ne

Analysis performed according ND: / Anann3s nposeaen o H/I: JITI-Ne(004669)-(PT-RU)-190224

PIL version approved: / MucTpykius yreepaiena: 21.04.2025

Page 10 of 11/ Ctp. 10 m3 11

API name / Haumenosanue ADPC:

Ketorolac tromethamine / Keroponaka Tpomeramux

INN / MHH:

Ketorolac / Ketoposak

API manufacturer batch number /
Homep cepun npousBoautens APC:

ABSHO003095

FP Manufacturer API Batch number /
Homep cepun cyGcTaHIMH IPOU3BOAUTENSA
I'Jg:

FESA00497

API Manufactured by & country /
ITpouzBogurens APC, crpana:

Dr. Reddy's Laboratories 1td., India /
J-p Pennn'c Jla6oparopuc JIita., Muaus

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

HaumMeHoBaHHe, aJpec, THIEHIUA AJIA
HponsBoacTeeHHan miuomanka / Ilnomaaka
KOHTPOoJIsI KadecTBa / Ilnomanka Beimycka

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 Pennu’c Jlabopatopuc JItn., Uunus, IlpoussoncteenHoe
noapasgenenue-6, Bunn. Kxons, Hanarapx Poyn, bagnu, ductpukr
Comnan, X.II., 173205, Unaus (nuuensus Homep MNB/05/263)

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

Economic Union is established».

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Ipumeuanne: [Iponykt cootseTcTBYET TpeGoBaHmIM HJT

3axmovenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Tonrotoeneno: Ramakant ||[Tposepeno:Pardeep [Tposepeno (AOK): ||Onobpeno: ObecneueHue kauecTBa/OTBETCTBEHHOE
&_ Kumar Amit Kumar JIHLO: ¥
@J&'L/ — /\/i’ e [C\/#u
Date / ' Date / Date / Date/ . .
Jlara: 27.02.2926 Hata: 27.02.2026 Hara: 27.02.2026 JHara: lq 4 lt D/O/l/é

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - £00034, Teiangana, Indiza
Tel: +91 40 4900 2900, Fax: +91 40 4500 2939, Email: maii@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

CEPTHO®UKAT AHAJIU3A

Tel : +91 98166 56001-02

_www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropoa® Ixcnpece (keTopoJiak) Tabaerku, AncneprupyemMbie B M0J0cTH pra, 10 mr

Market / PoiHox :Russia / Poccus

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

Cepust Ne V2600278 O61bem cepuu © 36,00,000 Tab

Analytical Repo“rt No/ . 040003299275 Date of Analysis / . 97022026

AHaauTHYCCKHIT oTueT No Jlara anasm3a

Date of Manufacture / . 01/2026 Date of Expiry / . 1212027

JlaTa npousBojcTea Ionen 10

Mfg. License No. / MA number: /

ITpouzBoacTBEHHAS : MNB/05/263 H : ;. JII-Ne(004669)-(PT'-RU)
omep PY

Jaunen3ust Ne

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

3aKiouenne 0 cooTBercTBun: «HacTosium s NOATBEPXKIAIO, YTO NPUBE/EHHAs Bble HHGOpPMALIUS ABJISETCS
JAOCTOBEPHOI M TOYHOM. DTa cepHs NMPOAYKIMH MpoM3BeneHa (BKIOYas YNAKOBKY (MapKMpOBKY) H KOHTPOIb
KauecTBa) Ha BBIICYKA3aHHOM TPOM3BOACTBEHHON IUIOMAAKe (MUIOIMaaKax) B IMOJHOM COOTBETCTBHH C
tpeGosanusamu [IpaBui Hajexameil npou3BOACTBEHHONH NpPakTHKH EBpasuiicKOro 3KOHOMHYECKOIO €003 M
TpeBOBAHMAMHE KOHTPOJISi Ka4eCTBA JIEKAPCTBEHHBIX CPEJCTB, @ TAKKEe B COOTBETCTBHH CO CHELH(UKALMIMH,
COJIEPXKAIMMHCS B PETHCTPALIMOHHOM JIOCKE CTPaHbI-UMIIOPTEpa. 3aliCH 10 IPOU3BOJICTBY, YIIAKOBKE M aHAIH3Y
IIPOBEPEHBI, H YCTAHOBJIEHO MX cOOTBeTCTBHE Tpebosanmsam IlpaBun Hajuiexaiei npou3BOACTBEHHOMN NPAKTHKH

EBpa3zuiickoro 3KOHOMHYECKOTO COI03a».
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Remarks : The Product confirms to ND/
IMpumeuanue: [Mpoaykt cootsercTByeT TpebopanmsaM HJL

Conclusion : APPROVED /
3akmouenune: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IMoarotosneHo: Ramakant ||{[Tposepeno:Pardeep  ||[Iposepeno (AOK): |[Oaobpeno: OGecnedeHite kauecTBa/OTBeTCTBEHHOE

Kumar Amit Kumar NIMLO: N7 -

Qf”—’ N =< o™
("r' -
i

Date / Date / Date / Date / QT
Jara: 27.02.2026 Jlata: 27.02.2026 Jlara: 27.02.2026 Jara: Rk L ')/O%

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, India
Tel: +91 40 49500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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www.drreddys.com




