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
Ipoaykt: Keropoa® Dxcnpece (keTopoJiak) TabieTku, JHcneprupyeMblie B mojoctu pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepusi Ne B Vel A2 O6bem cepun " 36,00,000 Tab

Analytical Report No / © 040003431240 Dage it sdllysis ¢ © 16.06.2026

AHaJIuTHYECKHH 0THeT Ne Jarta ananusa

Date of Manufacture / - 05/2026 Date of Expiry / . 04/2028

Jlata npou3BoOACTBA Tonen xo

Mfg. License No. / MA number: /

IIpousBoacTBeHHAS : MNB/05/263 ) : JII-Ne(004669)-(PT'-RU)
Homep PY

anneH3nst Ne

Analysis performed according ND: / Ananus nposeaen no HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MucTpykuus yrep:xaena: 21.04.2025

Page 1 0f 11/ Crp. 1 n3 11

No

No Test / Iloka3zaresb Results / Pe3ysibTaThb! 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. / Kpyrnble mnockue
side. / Kpyrnbie niockue TabneTku ¢ ackoi, CBETIO-KENTOro LBeTa ¢
TabneTky ¢ Gackoi, CBETIO- TpaBUPOBKOH «I» Ha OHOI CTOpOHE.
KENTOro LBETA C IPaBUPOBKOIT
«l» Ha oIHOM CTOpPOHE.

2 Identification / UnenTuduxanus

Ketorolac / Kemoponak

Complies / CoOTBETCTBYET

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (+ 2 nm). / V-
CTIEKTPbI MOTJIOLLEHHS UCTIBITYEMOTO pacTBoOpa U
pacTBOopa cTaHAapTHOro obpaslia KeToposaka
TpPOMETaMHHA JOJIKHBI UMETb MAaKCUMYMbI NpU
OHOMH U TOM1 ke JUIMHE BOJHBI (+ 2 HM).

Remarks : The Product confirms to ND/

[Ipumeuanue: IlpoaykT coorBeTcTBYeT TpeboBaHuAM H/J{

Conclusion : APPROVED /
3akaouenue: OJJOBPEHO

Prepared by /

IToxaroroBneno:; Sarita

Checked by /

[TpoepeHo: Pardeep

Checked by (AQA) /
ITposepeto (AOK):

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneuenue kayecTa/OTBETCTBEHHOE

Sharma Q/ Kumar Ajay Kumar Srivastava ||nmuo: @l/\y 0
:( \ vauA
Date / Date / Date / Date / f\ b
Jara: 16.06.2026 Jlata: 16.06.2026 Harta: 16.06.2026 Jlara: q 4 l-{{) ’)ﬁ%

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanga\g, Ipdia <

| | 2

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

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Qr'."

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

CEPTUPUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropoa® Jxenpecc (keTopoiak) Tab1eTKH, JucHeprupyemMble B NOJIOCTH pTa, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne 8 V2OURSZE O6bem cepnu © 36,00,000 Tab

Al HAEHal © 040003431240 Date:at Analysis | © 16.06.2026

AnajauTHyeckui oTyer Ne JaTa ananuza

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028

JaTa npousBojacTBa TI'ogen go

Mfg. License No. / MA number-: /

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

JHIeH3us Ne

Analysis performed according ND: / Anann3 nposeaen no HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UacTpykuus yreepxkaena: 21.04.2025

Page 2 of 11/ Crp. 2 n3 11

No

Test / IToxa3aTenn
Ne

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 ymepKMBaHWs OCHOBHOIO ITMKa Ha

XpoMaTtorpaMme UCTIBITYEMOTO pacTBOpa
JIOJDKHO COOTBETCTBOBATH BpeMERU
yAepKUBaHUS OCHOBHOTO NHKa Ha
XpOMaTorpaMMeé  pacTBOpa  CTaHAApTHOIo

obOpaslia KeToposiaka TpoMeTamHMHa (pasgen
«KonuuecTBeHHOE ONpeaeNeHUE).

Remarks : The Product confirms to ND/

Ilpumeuanue: [IponykT cootBeTcTBYET TpeboBanmsM HJI

Conclusion : APPROVED /
3axmouenne: OJIOGPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IToaroroBneHo: Sarita [Tposepeno: Pardeep ||[Iposepeno (AOK): Onobpeno: ObecneyeHune kauecTsa/OTBETCTBEHHOE
Sharma Q/ Kumar Ajay Kumar Sr\lvastava SIMLoO: (g YIVAN ‘

_ : yaa\
Date / Date / Date / Date / J
Jara: 16.06.2026 Jara: 16.06.2026 Jata: 16.06.2026 Jlara: b

7

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangan\a,_lpéla/ :C/

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ‘_‘:‘.

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

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

CERTIFICATE OF ANALYSIS Tel:+9198166 56001-02

CEPTUPUKAT AHAJIM3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykr: Keroposa® Jxenpecc (keToposiak) TaGaeTKH, AHCIeprupyeMble B No0cTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne H ¥2001228 O0beM cepun " 36,00,000 Tab

Analytical Repourt No/ - 040003431240 Date of Analysis / . 16.06.2026

AHAJIHTHYECKHI oTueT Ne JlaTa ananu3za

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028

JlaTa npou3BoOACTBA TI'ogen go

Mfg. License No. / .

IIpou3BoACTBEHHAS : MNB/05/263 MA number: / : JITI-Ne(004669)-(PT-RU)
Homep PY

Juuen3us Ne

Analysis performed according ND: / Ananu3 nposegen no HJI: JII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MucTpykuus yrBep:xkaena: 21.04.2025

Page3 of 11/ Crp.3 u3 11

No
No

Test / Iloka3zarennb

Results / Pe3ysbTaTbl

Specification / Hopma

Butylhydroxyanisole /
Bymunzudpoxcuanuzon

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 YAEpKUBaHHUA NIMKOB 2-
OYTUITHAPOKCHAHKU301A U 3-
OyTUArHpOKCUAHU30JIa HAa XpoMaTorpamme
HCIIBITYEMOTO pacTBopa JOJDKHBI
COOTBETCTBOBATb  BpPEMEHAM  YIEP)KHUBAHUS
nukoB  2-OyTHUATHApOKCHaHM3ona M 3-
OYTWITHAPOKCHAHM30/a HAa XpoMarorpamme
pacTBopa CTaHJAPTHOTO oOpasua
6yrunruapokcuanuzona (pasgen «CopepkaHue
OYTUITrMIPOKCHAHU30TIaY).

Remarks : The Product confirms to ND/
IIpumeuanue: I[Ipomykt coorBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Prepared by /

Checked by /

[ToarorosaeHo: Sarita [Tposepeno: Pardeep

Sharma Kumar

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

|

Approved by: Quality Assurance/Authorized person /
Onobpeno: ObecneyeHye kayecTBa/OTBETCTBEHHOE

JIHLLO: S"”V‘)’\”

—

Date /
Jara: 16.06.2026

Date /
Hata: 16.06.2026

Date /
Jlata: 16.06.2026

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

CEPTUDPHUKAT AHAJIN3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkcnpecc (keTopoJak) TabaeTku, AMCHEPrupyeMble B IOJIOCTH PTa, 10 Mr

auensus Ne

Market / Poinok :Russia / Poccust
Batch No / . Batch Quantity / . 36,00,000 tab /
Cepusi Ne ¢ V2501228 Oo6bem cepun " 36,00,000 Tab
Analytical Repovrt No / - 040003431240 Date of Analysis / . 16.06.2026
AHanuTHYecKkHnii oTyer No JlaTa anaau3sa
Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028
JaTa npousBoacTBa T'ogen o
Mfg. License No. /

) MA number: / ) .
IIpounsBoacreenHas : MNB/05/263 Howmep PY : JIII-Ne(004669)-(PI'-RU)

Analysis performed according ND: / Auanu3s nposeaen no HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MacTpykuus yrBepsxkaena: 21.04.2025

Page4 of 11/ Crp. 4 m3 11

1;.? Test / [TokaszaTenn Results / PesyabTaTsi Specification / Hopma
3 Average weight / Cpenusisi 69.5 mg/ 69,5 Mr 672mg to 72.8mg (70.0mg + 4.0%). /
Macca Ot 67,2 Mr fto 72,8 mr (70,0 Mr =+ 4,0 %).
18/20 tablets - not more than =+ 10 %;
Unif. itv of weight / 2/20 tablets - not more than + 20%. /
Om ormity ot welg Complies / CooTBeTCTBYET 18/20 Tabmerok — He Oomee =+ 10 %;
AR O R AR 2/20 Tabnetox — He Ooiee + 20 %.
4 Disintegration time /
Pacnagaemoctsh
00 min 59 sec / 00 MuH 59 cek Not more than 3 min. / He Gosiee 3 muH.
5 Dissolution / PacTBopeHue Unit-1 / Ta6a-1 103 % Not less than 75 % (Q) of CisH;3NO3*C4H;NO3
) (ketorolac tromethamine) in 15 min. / He MeHee
Unit-2 / Ta6n-2 101% | 759, (Q) CisHisNO5+CsHINO; (keroponaka
Unit-3 / Ta6a-3 100 % TpoMeTaMuH) uepe3 15 MuH.
Unit-4 / Taba-4 100 %
Unit-5 / Taba-5 100 %
Unit-6 / Ta61-6 100 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumeuanune: [Iponykt cooTBeTCcTBYET TpeboBaHuaM HJJ 3aknoyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Tonrotoenexo: Sarita [Tposepeto: Pardeep ||[IpoBepeHo (AOK): Onobpeno: Obecneuenue kayecTra/OTBETCTBEHHOE
Sharma 2/2 Kumar Ajay Kumar Srivastava |[nuuo: : _Q (,f | U h /\J ’
- Q‘OL‘:' —-:,Q\’"\ L_#
— [\

Date / Date / Date / Date / b\_/k_) po
Hara: 16.06.2026 Harta: 16.06.2026 Hata: 16.06.2026 Hara: P (@ ) Y@,

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, I;Fﬁ'?; = \ 7 3 r

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

X

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

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkcnpece (KeTopoJak) TabaeTKH, JHCIIepripyeMble B 0J10CTH pTa, 10 mr

JuueH3us Ne

Market / Poinok :Russia / Poccus

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

Cepus Ne R Yaollazs O6neM cepru " 36,00,000 Tab
Analytical Repog’t No/ - 040003431240 Date of Analysis / - 16.06.2026
AHanuTuyeckui oryer Ne JlaTa ananunza

Date of Manufacture / - 05/2026 Date of Expiry / . 04/2028

JlaTa npou3BoACTBA I'open go

Mifg. License No. / MA number: /

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

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

Page Sof 11/ Crp.Su3 11
ig Test / ITokazaTesb Results / Pe3yabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a 710 pm
JducnepcHocTh sieve is formed. / O6pa3syercs onHopoaHas
CYCTIGH3Us, MpOXOoAdlllas CKBO3b CHTO C
pa3mepom oTBepcTHiA 710 MKM.
7 Impurities / [Ipumecu

1-hydroxy analog of
ketorolac: /
I-ruapokcuananor

Below LOQ (LOQ = 0.0032 %) /
Hwxe npenena KoJIHM4ECTBEHHOTO
onpenenenus (ITKO = 0.0032%)

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

KEeTOpoJiaKa
1-keto analog of ketorolac / 0.08 % not more than 0.8 %; / ne 6onee 0,8 %,;
1-xeToaHanor keTopoJjaka
unidentified impurity / 0.02 % not more than 0.5 %; / ne 6oyee 0,5 %;
eIMHHYHas
HEUJCHTHPULIMPOBAHHAA
[IPUMECH
total impurities / 0.1 % not more than 1.0 %. / He Gonee 1,0 %.

CyMMa IpuMeceit

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

IMpumeyanne: ITponykT cooTBeTCTBYET TpeboBaHusM HJT 3aknwuenue: OJOBPEHO

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

[Toarorosneno: Sarita [Tposepeno: Pardeep ||[Iposepeno (AOK): OnobpeHo: ObecneyeHue kayecTBa/OTBETCTBEHHOE

Sharma & Kumar 4’ Ajay Kumar Srivastava ||nuuo: <l IVAN)
=
Date / Date / Date / Date / ‘ j(_‘
Jlata: 16.06.2026 Jlaa: 16.06.2026 || Mara: 16.06.2026 Jlara: <1 AR U,

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

ey

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

CEPTUOPUKAT AHAJIN3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkcnpece (keroposak) TabieTkn, ANCNeprupyemMbie B moJocTn pra, 10 mr

Jguuenzust Ne

Market / Poinok :Russia / Poccus

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

Cepus Ne i V2601255 O6bem cepuu " 36,00,000 Tab
Analytical Repourt No/ . 040003431240 Date of Analysis / - 16.06.2026
AunanuTuyeckuii oTyet Ne Jara ananuza

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028

JlaTa npon3BoacTea T'ogen go

Mfg. License No. / MA number: /

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

Analysis performed according ND: / Ananu3 nposeaen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Uucrpykuus yrBepxaena: 21.04.2025

Page 6 of 11/ Crp. 6 u3 11
i.? Test / [lokazaTenn Results / PesynbraThl Specification / Hopma
8 Water content / 24% Not more than 7.0 %. /
ConepixaHue BoOIbl He 6onee 7,0 %.
9 Residual solvents / OcTaTouHbIe OpraHu4eckne pacTBOPHUTENH
Isopropyl alcohol / 12 pg/tab/ Not more than 350 pg/tab. /
H3onponaxon 12 Mkr B Tabnerke He 6onee 350 mkr B TabneTtke.

Remarks ; The Product confirms to ND/
INMpumeuanne: Iponykr coorsercTByeT Tpebosanusm HJT

Conclusion : APPROVED /
3axnovenne: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[ToarorosneHo: Sarita ITpoBepeHo: Pardeep ||[Iposepeno (AOK): Onobpeno: ObecneyeHre kauectsa/OTBETCTBEHHOE
Sharma & Kumar 4" Ajay Kumar Srivastava |[nuu0: Ql’) | JON )
Date / Date / Date / Date / A, b ?/"O
Hara: 16.06.2026 Hara: 16.06.2026 Jara: 16.06.2026 Jara: ; /0'3,0

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
Ipoaykr: Keropos® Jxcnpecce (keToposiak) TabieTKH, AHCHEpPrupyeMble B 1010¢TH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepusi Ne § Yaalleds O0bem cepun " 36,00,000 Tab

Analytical Repo:’t No/ - 040003431240 Date of Analysis / - 16.06.2026

AHaJMuTHYeCKHH oTyeT Ne JlaTa ananusza

Date of Manufacture / - 05/2026 Date of Expiry / . 04/2028

Jata nponsBoacTBa Toxen xo

Mfg. License No. / MA number: /

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

Juuen3us Ne

Analysis performed according ND: / Ananu3 nposeaen no HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UncTpykuus yreepkaena: 21.04.2025

Page 7 of 11/ Ctp. 7m3 11
‘I}f Test / [loka3aTenb Results / PezyabTaTsi Specification / Hopma
10 Microbiological purity*/ Mukpo6uosiornueckas yucrora*®
Total Aerobic Microbial Less than 10 CFU/g / not more than 10° CFU/g; /
Count / ob1ee yucno Menee 10 KOE/r e 6onee 10° KOE/T;
a3pOOHBIX MHKPO-
OpraHU3MORB
Total Combined Yeast and Less than 10 CFU/g/ not more than 102 CFU/g; /
mold count / ob1ee 4ucIo Menee 10 KOE/r He 6onee 10?2 KOE/r;
JPOMOKEBBIX U TUIECHEBBIX
rpuboB
Escherichia Coli Absent in 1 gram / shell be absent in 1 gram. /
OrcytcTBYeTB 1 1 OTCYTCTBHE B 1 T
11 Uniformity of dosage units / Acceptance value (A¥) not more than 15.0
OaHopoaHoOCTb 34 Iloxasarens npueMneMoctH (A V) nomxkeH GbITh
A03UPOBAHHBIX €AHHHIL ' He Gonee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: Ilpoaykt cooTBeTcTBYET TpeboBanuaM HJJ 3aknwuenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Toarorosaexo: Sari ITposepeno: Pardeep  ||TIpoBepeno (AOK): Onobpeno: ObecneueHue kayecTBa/OTBETCTBEHHOE
: ; h .
Sharma ﬂ Kumar Ajay Kumar Srivastava ||nu1o: (S /7, V A A
<= Ay
Date / Date / Date / Date / u }_ A v K)I}O
Jlara: 16.06.2026 Jlara: 16.06.2026 Jlata: 16.06.2026 Jlaa: : /\/L (39%
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indo; T ‘(' i

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

CIN: L85195AP1984P1LC004507
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

CEPTUOPUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxenpecc (keroposak) TabieTku, ANCHEPrHpyeMble B MOJ0CTH pra, 10 Mr

Market / Poinox :Russia / Poccus

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

Cepus Ne # V2601238 O06BbeM cepHH " 36,00,000 Tab

Analytical Repogt No/ - 040003431240 Date of Analysis / - 16.06.2026

Ananuruyeckuii oTyet Ne Hara ananusa

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028

Jara npon3BoacTBa I'ogen go

Mfg. License No. / MA number: /

IIpouszBoacTBeHHAS : MNB/05/263 H ) : JIII-Ne(004669)-(PT-RU)
omep PY

anneH3us Ne

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

Page 8§ of 11/ Ctp. § u3 11

?g Test / IToka3aTenn Results / PesyabTaThl Specification / Hopma
12 Assay / KosiuuecrBennoe 10.2 mg /10,2 Mr From 9.0 mg to 11.0 mg of
onpeneneHue (102.1 %) Ci15sH13NO3+C4H 1NO; (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 Mr o 11,0 Mr
CisHi3NO3*CsH | (NO; (xeToponaka
TpoMeramuH) (ot 90,0 mo 110,0 % or
3asBNEHHOTO KOJINYECTBA) B TaONETKe.,
13 Butylhydroxyanisole 0.0946 mg/tab / Not less than 0.042 mg/tab. /
content / CoaepxaHue 0,0946 mr B TabneTKe He menee 0,042 mr B TabJeTke.
OyTHITHAPOKCHAHH30/1a

Remarks : The Product confirms to ND/

IMpumeuanue: I[IponykT coorBeTcTBYET TpeboBauumsaM HJ

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Tonrorosnexo: Sarita [Mposepeno: Pardeep ||[Tposepeno (AOK): Onobpeno: OGecneyenue kadecTsa/OTBETCTBEHHOE
Sharma g Kumar Ajay Kumar Srivastava |{nuuo: \g )7 , v [) U)
QL':’ -Q\),,_,
Date / Date / Date / Date / }/y m}o
Hara: 16.06.2026 Jara: 16.06.2026 Hata: 16.06.2026 Hara: \ é L\ \ ,.)Q ')/e
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India ( a

Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
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

CEPTUPHUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ixcnpece (keropoaak) Tabierku, AUCHEPrupyeMble B MOJIOCTH PTa, 10 mr

Market / Peinox :Russia / Poccust

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

Cepus Ne & V201225 O6beM cepuu * 36,00,000 Tab

Analytical Repovrt No/ . 040003431240 Date of Analysis / - 16.06.2026

AHaguTHYecKuii oTuet Ne JlaTa anann3za

Date of Manufacture / - 05/2026 Date of Expiry / . 04/2028

JaTa npon3BoacTBa T'ogen o

Mfg. License No. / MA number: /

IlpousBoacTBeHHAS : MNB/05/263 H ’ : JIII-Ne(004669)-(PT-RU)
omep PY

Jiuen3us Ne

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

Page 9 of 11/ Crp. 9 m3 11

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnerox B
6aucrepe u3z ([TA/AJUIID ¢
prarornorjotureneM/II1DBIT)
tonsru // (IT3/AJ) donsru. o
2 6nucrepa BMECTE C JIHCTKOM-
BKJIA/IBIIIIEM B mayKy
KapTOHHYIO.

1}00 Test / IlokasaTens Results / PesyabTaThl Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHue ynakoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or 2

blisters with patient information leaflet in a
carton pack. / ITo 10 TabneTok B Gnucrepe n3
snaronornotuteneM/[19BIT)
¢domnbru // (TID/AJT) ¢onern. Ilo 1 wmm 2
OnucTepa BMECTE C JIMCTKOM-BK/IABILIEM B

(MA/ATIIID ¢

Ma4Ky KapTOHHYIO.

* When the drug product is released, the quality control for Microbiological Puvity is performed for one batch in
every 20 batches or one batch per year whichever is more.
* [Ipu BBbINYyCKe JIEKAPCTBEHHOr0 MpenapaTa KOHTPOJIb Ka4ecTBa 1o nokasatento « MukpodHonoruyeckas
YHCTOTA» MPOBOAMTCS st Kaxaoil 20-0i cepum, niu /st OAHOMN CepUH B rofl, B 3aBHCHMOCTH OT TOTO, YTO

HACTYIHT P

aHbIIIEC.

Remarks : The Product confirms to ND/
Ipumeuanue: [IpogyxT cooTBeTcTBYET TpeboBanusam H/J

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Tonrorosnexo: Sarita ITposepeno: Pardeep |[[Tposepeno (AOK): Onobpeno: ObecneueHne kauecTsa/OTBETCTBEHHOE
Sharma @ Kumar Ajay Kumar Srivastava ||nnuo: S Z’ / VAN /

Date / Date / Date / Date / i Pia fobﬁ

Jara: 16.06.2026 Jara: 16.06.2026 Hara: 16.06.2026 Hara: 9 4/72 /’(;0

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

1

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
IMpoaykr: Ketopoa® Jxcnpecce (keToposiak) TabJIeTKH, AHCIEPrUpyeMble B IOJI0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepust Ne E V2601228 O6beM cepun © 36,00,000 Tab

Analytical Repovrt No / . 040003431240 Date of Analysis / . 16.06.2026

AHaJUTHYeCKHi oTUeT Ne JlaTa anann3za

Date of Manufacture / - 05/2026 Date of Expiry / . 04/2028

JaTta npon3BoacTea T'ogen go

Mfg. License No. / MA number: /

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

JMueH3us Ne

Analysis performed according ND: / Ananus nposeaes no HJI: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / UncTpyknus yreepaxaena: 21.04.2025

Page 10 of 11/ Ctp. 10 m3 11

API name / Haumenopanue ADC:

Ketorolac tromethamine / Ketoponaka TpoMeramux

I'JId:

INN / MHH: Ketorolac / Keroponax
API manufacturer batch number / ABSH006409
Homep cepuu nponspoautes APC:

FP Manufacturer API Batch number /

Homep cepuu cyGcTannui mpou3BogNTEIS FESA00589

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

Dr. Reddy's Laboratories Ltd., India /
H-p Pepnu'c JlaGoparopuc JIta., Uunus

site /

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

HaumenoBaHue, agpec, JHIEH3US 1
IIpousBoacrBenHas miomaaka / Ilnomanka
KOHTpoJis kauecTa / Illlomagka BeImycKa

FP

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 Pennw’c Jlabopatopuc JIta., Uuaus, [TpousBoacTBeHHOE
noapasaenenue-6, Bunin. Kxone, Hanarapx Poyn, bamnu, JTuctpukt
Conan, X.II., 173205, Mnaus (nuuensust 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/
ITpumeyanue: [Ipoaykt cootBeTcTBYeT TpeboBaHusaM HJT

Conclusion : APPROVED /
Zaknwuenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Noarorosneno: Sarita [Tpoeepeno: Pardeep |[[Tposepeno (AOK): Ono6peno: ObecneueHue kayectBa/OTBETCTBEHHOE
Sharma Kumar Ajay Kumar Srivastava |{muio: Q ) UHM)

i a
Date / Date / Date / Date / \ S ‘Oto o No
Hara: 16.06.2026 Jlara: 16.06.2026 Hara: 16.06.2026 Hara: A_—, /‘ﬁy

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

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email:

CIN: L85195AP1984PLC0O04507
www.drreddys.com

mail@drreddys.com




Dr.Reddy’s ‘_’:‘.

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

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

CERTIFICATE OF ANALYSIS Tel:+91 98166 56001-02

CEPTUDUKAT AHAJIU3A  Www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopoa® Dkcnpece (keTopoiak) TabJIETKH, JHCIEPrUpYeMble B OJI0CTH pTa, 10 Mr

Market / Peinok :Russia / Poccust

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

Cepus Ne il O6beM cepun © 36,00,000 Tab

Analytical Repourt No/ - 040003431240 Date of Analysis / . 16.06.2006

AHaJIHTHYECKHH oT4yeT Ne JlaTa aHaJau3a

Date of Manufacture / - 05/2026 Date of Expiry / . 04/2028

Jarta npon3BoacTBa TI'ogen oo

Mfg. License No. / .

TIpou3B0ACTEEHHAS - MNB/05/263 K%, b« . JII-Ne(004669)-(PT-RU)
Homep PY

JaneH3us Ne

Analysis performed according ND: / Ananu3 nposegen mo H/I: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Mucrpykius yreep:xxaena: 21.04.2025

Page 11 of 11/ Crp. 11 m3 11

3aKiI0YeHHe 0 COOTBETCTBHH: «HaCTOSIIUM g MOATBEPAIAID, YTO IIPHBEACHHAS BhIIE HHGOPMALHS ABJIAETCA
JIOCTOBEPHOM W TOYHON. DTa cepus IMPOAYKUMHM MpOU3BeAeHa (BKJIIOUYas YHNAKOBKY (MapKHpPOBKY) M KOHTPOJIb
KauecTBa) Ha BHIMIEYKA3aHHOH INPOU3BOACTBEHHON IUTOmMaAKe (IUIOIIAAKaxX) B IIOJIHOM COOTBETCTBUU C
Tpeboranusamu [IpaBuil Hajajexameidl IIPOU3BOJCTBEHHON MpPakTHKH EBpasHiiCKOro 3KOHOMHYECKOIO COH03a U
TpeOOBaHMSIMH KOHTPOJIA KadyeCTBa JIEKAPCTBEHHBIX CPENCTB, @ TAKXKE B COOTBETCTBUM CO CHEUU(UKAIMIMHU,
COAEPIKAITAMHUCS B PErHCTPAHOHHOM J0ChE CTPaHBI-UMIIOpTEpa. 3alluCH 110 IIPOU3BOJICTBY, YIIAKOBKE U aHAIIU3Y
[IPOBEPEHBL, ¥ YCTAHOBJICHO UX COOTBETCTBHE TpeboBaHMAM IlpaBui HajjIexkalel NpoU3BOACTBEHHON IIPAKTHKHU
EBpa3suiickoro 3KOHOMHUYECKOT'0 COK03a».

Remarks : The Product confirms to ND/
Ipumevanue: IIpoaykr coorBercTBYeT TpedopaHusaM HJL

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
‘ ITonrorosaeno: Sarita [Tposepeno: Pardeep  [|[IpoBepeHo (AOK): Onobpeno: ObecrieyeHue kauecTBa/OTBETCTBEHHOE

Sharma é Kumar (i/, Ajay KumEr\Siivastava JTHLLO: \gm ' V)Y )) )

Date / Date / Date / Date / (\kﬁj_/} (OSC 45

Hata: 16.06.2026 Jata: 16.06.2026 Jata: 16.06.2026 Jlara: i A /er)

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




