Dr.Reddy’s ".

CERTIFICATE OF ANALYSIS

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

Vili. 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® Dxenpece (keropo/ak) TabaeTKH, AUcIeprupyemMble B MOJ0CTH pra, 10 mr

Market / Poinox :Russia / Poccus B

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

Cepusn Ne } VagiuaE O6nem cepun © 36,00,000 Tab

Analytical Repourt No/ . 040003278038 Date of Analysis / - 13.02.2026

AHagHTHYeCKH oTyeT No JaTa anayinza

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

JaTta npoun3BoacTBA T'ogen go

Mfg. License No. / MA number: /

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

JHIEeH3uA No

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

Page10f11/Crp.1m311

No . ;

No Test / ITokasaTenb 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. / Kpyrable nnockue
side. / Kpyrnsle niockue TabneTky ¢ (ackoil, CBETIO-XKENTOro UBETa C
TabneTky ¢ Gackoid, cBETIO- TpaBUPOBKOH «|» Ha OIHOIT CTOpOHE.
XKEJITOTO LIBETA C rPaBUPOBKO
«|» Ha 0THON CTOpPOHE.

2 Identification / Unentudukauus

Ketorolac / Kemoponax

Complies / CoOTBETCTBYET

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (+ 2 nm). / V-
CIEKTpPbI MOTTIOIEHUS UCIIBITYEMOrO PacTBopa
pacTBopa CTaHAApTHOro obpasilia KeToposjaka
TPOMETAMHHA JOJDKHBI UMETh MaKCHMYMBI MpPU
ONHOM M TOH e AJIUHE BOJHBI (+ 2 HM).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
INpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanuamM HJJ 3axmoyenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toaroroenexo: Rama Kant ||/[Tposepeno: Pardeep  |[|TTposepeno (AOK): ||Omobpeno: OGecneuenue kauectsa/OTBeTCTBEHHOE
w Kumar Amit Kumar JIMLO:

E!: ) A P
Date / Date / Date / Date / 2 0
Jlata: 13.02.2026 Jata: 13.02.2026 Jlara: 13.02.2026 Jlata: ) ’;/b 120

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




Dr.Reddy’s Q’:‘.

CERTIFICATE OF ANALYSIS

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

Vili. 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 (keToposak) Tabierku, ANCIEpPrapyeMbie B moJaocTn pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepusn Ne ¢ VAR O0Bem cepuu " 36,00,000 Tab
Analytical Repo:‘t No/ . 040003278038 Date of Analysis / . 13.02.2026
AHajuTHYecKHH oT4yeT No Harta ananuza

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

Jarta npousBoacTBa T'ogen o

Mfg. License No. / VLA siniiber: 7

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

aunensus Ne

Analysis performed according ND: / Ananuz nposeaen no H/I: JII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uncrpykuus yreepxkaena: 21.04.2025

Page 2 of 11/ Crp.2 n3 11

No

Test / Ilokazarenn
Ne

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).
/ Bpems ynep)KHMBaHUsS OCHOBHOIO MNHUKa Ha

XpoMaTorpamme UCIIBITYEMOr0  pacTBopa
JIOJIKHO COOTBETCTBOBATh BPEMEHH
yIAepKUBaHUSA OCHOBHOTO nuka Ha
XpoMaTorpaMme  pacTBOpa  CTaHAAPTHOTO

ofpasla KeTopojaka TpomeramuHa (pasnen
«KonnyecTBeHHOE OMpeenenue).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IpoaykT cootBeTcTBYET TpeboBaHuam HJI 3aknioyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IToarorosneno: Rama Kant ||[Iposepeno: Pardeep  [[[IpoBepeHo (AOK): ||Ogobpeno: Obecnevuenue kauectsa/OTBETCTBEHHOE
ﬁ Kumar Amit Kumal: JTMLO:
° ) Q—E
M(’/ @i/é‘ /\ // /7\_?‘\ /
Date / Date / Date / Date / ,
Jlata: 13.02.2026 Ilata: 13.02.2026 Jlata: 13.02.2026  ||Hara: | 2~ 02 —"20 26

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 Q‘:'.

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

Vili. Khol, Natagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tl : +91 98166 56001-02

CEPTUO®HUKAT AHAJIN3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropoa® Dxcnpece (keTopoaak) Tab/IeTKH, AUCIEPrupyeMble B m030¢TH pTa, 10 Mr

Market / Peinok :Russia / Poccus

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

Cepus Ne | Wagioase O6bem cepuu " 36,00,000 Tab

Analytical Report No / . 040003278038 Date of Analysis / - 13.02.2026

AHanuTH4eckuii oTuet Ne JlaTa anajam3sa

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

Jata npou3BoacTBa I'onen xo

Mfg. License No. / 3

A . MNB/05/263 MA number: § . JII-Ne(004669)-(PT-RU)
Homep PY

aunensus No

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

Page3 of 11/ Ctp.3 n3 11

Results / PesyabTaThl

Specification / Hopma

1;.? Test / Iloka3aTesnnb
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). /
Bpemena yIepKUBaHHS MUKOB 2-
OyTUATMAPOKCUAHH30IIA U 3-
OyTWJIrHIPOKCHAHM30Jla HA  XpOMAaTorpaMme
HCIIBITYEMOTO pacTBOpa JOJDKHBI
COOTBETCTBOBATH  BPEMEHAM  YICPXKUBAHHUA
NUKOB  2-OyTWNrHApOKCHaHW3oNa  u 3-
OyTHUIIMOPOKCHAHK30Jla Ha  XpOMaTorpamMme
pacTtBopa CTAHIAPTHOTO obpazsia
Oyrunrunpokcuanuzona (pasmen «ConepikaHue
OYTWITHIPOKCHAHU30IAN).

Remarks : The Product confirms to ND/

IIpumeuanue: IIponykr cooTBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3akawuyenue: OJOBPEHO

Pr;pared by /

[Toarororneno: Rama Kant

@‘u\{j’ g - Kumar

Checked by /

o= [\ e

Amit Kumar JTALO:

Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[posepeno: Pardeep ||IIpoeepeHo (AOK): ||Onobpeno: Obecneuenue kayectsa/OBETCTBEHHOE

&l

Date /
Harta: 13.02.2026

Date /

Date/ Date /

Hata: 13.02.2026 Jara: 13.02.2026 Jlara:

)2/‘0?,:"7/014

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

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS  Tel: +91 98166 56001-02

CEPTUO®UKAT AHAJIU3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropos® Ikcnpece (keTopoaak) TabieTKH, AUCHeprHpyeMble B MOJOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne  VAGN2a8 O6bem cepun " 36,00,000 Tab

Analytical Repog‘t No/ . 040003278038 Date of Analysis / . 13.02.2026

AHajquTHYecKkHii oTyeT Ne JaTa anau3a

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

JlaTa npousBoacTBa I'ogen go

Mfg. License No. / MA number: /

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

aunen3ns Ne

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

Page 4 of 11/ Crp. 4 u3 11

i.g Test / ITokasaTenb Results / PesyabTaThl Specification / Hopma
3 Average weight / Cpeansist 68.8 mg / 68,8 mr 672mg to 72.8mg (70.0mg = 4.0%). /
Macea Ot 67,2 Mr po 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 ormity ol weig skt Complies / CooTBeTCTBY€ET 18/20 rtabneroxk — He Gonee + 10 %;
AR RTINS A 2/20 tabaetok — He Gosiee + 20 %.
4 Disintegration time /
Pacnagaemocthb
00 min 29 sec / 00 MuH 29 cek Not more than 3 min. / He Gonee 3 MuH.
5 Dissolution / PacTBopeHue Unit-1/ Ta6n-1 99 % Not less than 75 % (Q) of CisH;3sNO3*C4H, 1 NO3
: (ketorolac tromethamine) in 15 min. / He Menee
0
Unit-2 / Tabn-2 97% | 75% (Q) CisHisNOs*CsH;NO; (keToponaxa
Unit-3 / Tabn-3 97 % TpoMeTaMUH) uepes 15 MuH.
Unit-4 / Tabn-4 102 %
Unit-5 / Tabn-5 104 %
Unit-6 / Ta6a-6 101 %

Remarks : The Product confirms to ND/
IIpumeuanne: [IpoaykT cooTBeTCTBYET TpeboBaHUsAM HJJ 3akmouenue: ONOBPEHO

[Conclusion : APPROVED /

Prepared by /
IToarorosneno: Rama Kant

Checked by /
[TpoBepeHo: Pardeep
Kumar

Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
ITpoBepeno (AOK): [|Onobpeno: ObecnieueHue kauecTBa/OTBETCTBEHHOE
Amit Kumar JIULO:

N ﬂzﬂ“}

bt
Date /

Hara: 13.02.2026

Date /

Hara: 13.02.2026

Date / Date / _ v
Hata: 13.02.2026 Jara: \ '7> L2 26

Registered Office: 8-2-337,

Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

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

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q':‘.

CERTIFICATE OF ANALYSIS

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

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUDPUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxcnpece (keTopoJak) TabjieTKH, AuCHeprupyeMble B 0J0cTH pra, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne  Maplls O0bem cepuun " 36,00,000 Tab

Analytical Repovrt No/ . 040003278038 Date of Analysis / . 13.02.2026

AHajJuTHYECKH# oTYeT Ne JlaTa ananusa

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

Jara npou3BoacTBA I'onen no

Mfg. License No. / MA number: /

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

JuneH3us Ne

Analysis performed according ND: / Anaau3s nposeaen nmo HJI: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Mucrpykuus yreepxaena: 21.04.2025

Page 5of 11/ Crp.5 3 11

1}00 Test / IlokasaTenb Results / PesyabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a 710 um
JAncnepcHocTh sieve is formed. / O6pasyercs omHOpoaHAas
CYCNEH3Us, TIPOXOJAAIIAs CKBO3b CHTO C
pazmepom oTBepcTuit 710 MKM.
7 Impurities / IIpumecn

1-hydroxy analog of
ketorolac: /
l-ruapokcHaHaior

Below LOQ (LOQ = 0.0032%) /
Hwxe npeaena KoJM4eCTBEHHOTO
onpenenenus (ITKO = 0,0032 %)

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

KEeTOpoJiaKa
1-keto analog of ketorolac / 0.05 % not more than 0.8 %; / ne 6osee 0,8 %,;
1-KeToaHaor KeTOpoJiaKa
unidentified impurity / 0.01 % not more than 0.5 %; / ve Gonee 0,5 %;
eIHHUYHas
HeuJIeHTHUIMPOBaHHAS
pUMech
total impurities / 0.1% not more than 1.0 %. / He Gonee 1,0 %.
CyMMa IpumMecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanne: [Ipoaykt cootBeTcTBYET TpeboBaHuAM H/L 3akmwyenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Toarorosneno: Rama Kant ||[Tposepeno: Pardeep  |[[[Tposepeto (AOK): ||Onobpeno: O6ecneueHue kauectBa/OTBETCTBEHHOE
d‘ox Kumar Amit Kumar JIULIO:
o = | M v
Date / ' Date / Date / Date / 2L
Jlata: 13.02.2026 Jlara: 13.02.2026 Jlata: 13.02.2026 Jlara: \ 2 22— 20

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

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

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTHO®UKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkenpece (KeTopoaak) TaGaeTKH, AUCIEPrUpYeMble B 0JI0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne L V2600738 O6bem cepun ©36,00,000 Tab
Analytical Repo:'t No/ - 040003278038 Date of Analysis / . 13.02.2026
AnanuTuyeckuii oTuet Ne JlaTa aHajnza

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

JlaTa npou3BoacTBa TI'ogen mo

Mfg. License No. / MA number: /

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

Jrnensusa Ne

Analysis performed according ND: / Ananu3 nposeaen no HJI: JITI-Ne(004669)-(PI"-RU)-190224
PIL version approved: / MucTtpykuus yrBep:xkaena: 21.04.2025

Page 6 of 11/ Crp. 6 n3 11

1;.:) Test / [TokazaTens Results / PesynbraTh! Specification / Hopma

8 Water content / 1.9 % Not more than 7.0 %. /
Conep:kaHue BOAbI He 6onee 7,0 %.

9 Residual solvents / OcTaTo4HbIe OpraHUYecKHe PacTBOPUTEH
Isopropyl alcohol / 5 pg/tab / Not more than 350 pg/tab. /
HzonpomnaHon S MKr B TabneTke He 6onee 350 mkr B TabneTtke.

Remarks : The Product confirms to ND/
ITpumeuyanue: ITpoaykT cooTBeTCTBYET TpeboBaHUAM HJT

Conclusion : APPROVED /
3axkmouenune: OJIOBPEHO

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

[Toprorosnexo: Rama Kant |[[TpoBepeno: Pardeep  ||[Iposepeno (AOK): ||Onobpeno: O6ecneueHue kauecTsa/OTBETCTBEHHOE
wj{ Kumar Amit Kumar JHLO: )

Date / " Date / Date / Date / y;

Jara: 13.02.2026 Ilata: 13.02.2026 Jlata: 13.02.2026  ||/tara: \}o2— 20

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vili. 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: Keroposn® Jkcnpece (keToposiak) Tabaerku, ANCHeprupyemMble B MOJIOCTH pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepusi Ne A O6bem cepuu " 36,00,000 Tab

Analytical Repourt No/ . 040003278038 Date of Analysis / . 13.02.2026

AnajuTudeckKuii oruer Ne JlaTa ananu3a

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

JlaTa npou3BOACTBA I'open no

Mfg. License No. / MA number: /

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

auuenzust Ne

Analysis performed according ND: / Ananu3s nposeaen no HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Mncrpykuus yrsepxnena: 21.04.2025

Page 7 of 11/ Ctp. 7 n3 11

N.N'? Test / ITokasaTenb Results / PesyasTaThl Specification / Hopma

10 Microbiological purity*/ Mukpo6uoJsiornyeckast yucrora*®
Total Aerobic Microbial Less than 10 CFU/g / not more than 10> CFU/g; /

Count / ob1ee yucio Menee 10 KOE/r ue Gonee 103 KOE/T;

a3pOOHBIX MUKPO-

OpraHusMoB

Total Combined Yeast and Less than 10 CFU/g/ not more than 10> CFU/g; /

mold count / o61ee yucno Menee 10 KOE/r He 6onee 102 KOE/T;

LPOXIKEBBIX U [LIECHEBBIX

rpubos

Escherichia Coli Absent in 1 gram / shell be absent in 1 gram. /
OtcytctByerB 1T OTCYTCTBHE B 1 I.

11 Uniformity of dosage units / Acceptance value (4¥) not more than 15.0
OanopoaHocTh 18 ITokazaTtens npuemaemoctu (AV) nomkeH ObITh
JO3UPOBAHHBIX eMHMLL ' He Gojee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Tpoayxr cooTeTcTBYET Tpeboranusam HJL 3axnouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Toarorosneno: Rama Kant ||[Iposepeno: Pardeep  ||[IpoBepeHo (AOK): ||OnoGpeno: Obecneuenme kauectsa/OTBETCTBEHHOE

@DL Q__ Kumar Amit Kumar SHLO: -

t’ud K QL——/ ‘ i

Date / Date / Date/ Date / 2.0
Jara: 13.02.2026 Jlara: 13.02.2026 Jlata: 13.02.2026  ||/tara: VA 2—20

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

Vili. 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® xenpece (keTopoaak) TableTKH, JHCHEPrupyemMble B NOJ0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepusn Ne 3 ¥ 2eDiass O0beM cepuu " 36,00,000 Tab

Analytical Repourt No/ - 040003278038 Date of Analysis / . 13.02.2026

AHaJUTHYECKHI oTaeT No JlaTa anaauza

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

JaTta npou3BojcTBa T'ogen go

Mfg. License No. / MA number: /

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

JHneH3uda Ne

Analysis performed according ND: / Ananu3 nposeaen no H/I: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / UncTpykuust yrBep:kaena: 21.04.2025

Page 8 of 11/ Crp.8 u3 11

i.? Test / [TokasaTesan Results / PesyabTaTsl Specification / Hopma
12 Assay / KonnuecTBeHHOe 10.0 mg / 10,0 Mr From 9.0 mg to 11.0 mg of
onpeaejieHue (99.9 %) Ci5H13NO3+C4H1NO3 (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / or 9,0 mr hile) 11,0 mr
Ci15sH13NO3°C4H1NO3 (xeToponaka
TpometamMuH) (oT 90,0 mo 1100 % ot
3asBJIEHHOTO KOJIMYECTBA) B TalJIeTKe.
13 Butylhydroxyanisole 0.0981 mg/tab / Not less than 0.042 mg/tab. /
content / CopepxaHue 0,0981 mr B TabneTke He menee 0,042 Mr B Tabnerke.
Oy THATHAPOKCHAHN30N1A

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [TpogykT cooTBeTCTBYET TpeboBaHusm HJJ 3aknrouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[ToarotosneHo: Rama Kant ||[Iposepeno: Pardeep ||[Tposepeno (AOK): ||Onobpeno: Obecneuenue kauectsa/OTBETCTBEHHOE
U&» Kumar Amit Kumar JINLLO: . \ M
L - T e
Date / Date / Date / Date / 2L
Jlata: 13.02.2026 Jara: 13.02.2026 Tlata: 13.02.2026  ||tara: \i2—28

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS v/ : +91 98166 56001-02

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkenpece (xeToposak) TabieTKH, AMCIEPrHPYeMbIe B M0J10CTH pTa, 10 Mr

Market / Prinok :Russia / Poccus

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

Cepusn Ne V2800238 O6bemM cepuu " 36,00,000 Tab

Analytical Repourt No/ . 040003278038 Date of Analysis / - 13.02.2026

AHanuTHYecKH oTyeT No JlaTra ananusa

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

JlaTa npou3BOACTBA TI'open mo

Mfg. License No. / MA number: /

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

Janen3us Ne

Analysis performed according ND: / Ananu3 nposegen mo HJI: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Uncrpyknus yrBep:xkaena: 21.04.2025

Page 9 of 11/ Ctp. 9 m3 11

Onn

CaHHE YITAKOBKH

(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerok B
onuctepe u3z (ITA/AJUIID ¢
Biaronornotutesiem/I1OBIT)
donsru // (II3/AJ1) donsru. Ilo
2 Gnucrepa BMECTE C JHUCTKOM-
BKJIA/IBIIIEM B na4yKy
KapTOHHYIO.

i.oo 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

desiccant/HDPE) foil // (PE/AL) foil. 1 or 2
blisters with patient information leaflet in a
carton pack. / Ilo 10 tabnetox B Giuctepe H3
(ITA/AJITI3 ¢ Bnaromorinotutenem/I[12BII)
tdoneru // (TI/AJ]) doneru. Tlo 1 umu 2
OJucTepa BMECTE€ C JIMCTKOM-BKJIAABIIIEM B
MayKy 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.
* IIpu BbINMyCKe TIEKaPCTBEHHOT0 MpenapaTa KOHTPOJIb Ka4ecTBa MO NoKasaTenio «VMukpobHosoruueckas
YUCTOTa» NPOBOANTCS ANs1 KaxAoi 20-0ii cepuu, NiTu /1 OAHOIt CEpHU B TOJ, B 3aBUCHMOCTH OT TOI0, YTO
HACTYNHUT paHbIlIe.

Remarks : The Product confirms to ND/
[Tpumeuanue: IIpoaykt cooTBeTcTBYET TpeboBanusM HJI

Conclus;)n : APPROVED /
3akmouenue: OJJOGPEHO

Prepared by /

[Toarotosneno: Rama Kant

Checked by /

Amit Kumar JIULIO:

Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Tposepeno: Pardeep ||[Iposepeno (AOK): |[Onobpeno: Obecneuenue kayecTsa/OTBETCTBEHHOE

R

e e

Date /
Jara: 13.02.2026

Date /
JHaTa: 13.02.2026

Date / Date /
Jara: 13.02.2026 Hara:

{12 72— 2026

Registered Office: 8-2-327, Road No. 3, Banjara Hills, iHyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUOPHUKAT AHAJIN3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropos® Ixcnpece (keroponak) TabIeTKH, IHCHEPrEPYeMbIe B 10JI0CTH pTa, 10 Mr
| Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / . 36,00,000 tab /
Cepus Ne + V2600238 Oo6nem cepun " 36,00,000 Tab
Analytical Repourt No/ . 040003278038 Date of Analysis / . 13.02.2026
AHaJIHTHYeCKHH oT4yeT No JlaTa anasnza
Date of Manufacture / - 01/2026 Date of Expiry / . 12/2027
JaTa npou3BoacTBa Tonen xo
Mfg. License No. / WA st 7
IIpousBoacTBeHHAN : MNB/05/263 P : JII-Ne(004669)-(PT'-RU)
Homep PY
aunenzus Ne
Analysis performed according ND: / Anaauns nposeaen mo H/{: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UacTpykuus yrBep:kaena: 21.04.2025

Page 10 of 11/ Ctp. 10 m3 11

API name / Hanmenopanune ADC:

Ketorolac tromethamine / Keroponaka TpoMeTaMuH

INN / MHH:

Ketorolac / Keroponax

API manufacturer batch number /

| ) (OF

Homep cepun npoussogurenss APC: i
FP Manufacturer API Batch number /
Homep cepun cyGcTaHIUH NPOH3BOIUTEIS FESA00356

API Manufactured by & country /
IIpoussoaurens APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Pennu'c Jlaboparopuc JIta., Uuous

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

HaumenoBanue, aapec, JHIMEH3IHs JJIs
IMpouspoacTeennas miomaaka / Ilnomanka
KOHTPOJIst KayecTBa / Ilnomanka Bbimycka

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 Jita., Uuaus, [IpoussoacTBeHHOE
nofipasaeneuue-6, Bun. Kxons, Hanarapx Poyn, bapnu, Juctpukr
Conan, X.I1., 173205, Uxnus (nmuueHsus 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
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

full compliance with the GMP requirements of

Economic Union is established».

“ Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIponyKT cooTBeTCTBYET TpeboBaHusaM HJ 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[MoarorosneHo: Rama Kant ||[Tpoeepeno: Pardeep |[[Ipoepeno (AOK): [|Onobpeno: Obecnedenue kayecrsa/OTBETCTBEHHOE
Uu}_‘ Kumar Amit Kumar AHLO: %‘—\‘&D
: A /7 Q )
o S DV
Date / ‘ " |IDate/ Date / Date / e
Jara: 13.02.2026 Jlata: 13.02.2026 Ilata: 13.02.2026  ||Tara: \2—22— 207

Registered Office: 8-2-337, Road No. 3, Banjara Hills, iHyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN:

L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q‘:‘o

CERTIFICATE OF ANALYSIS

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

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTHOUKAT AHAJIU3A

www.drreddys.com

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

Ipoxykr: Keropoa® 3xcnpece (keTopoaak) TabaeTky, ucneprupyemMble B oJocTH pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne ¢ V2000228 OGbem cepun " 36,00,000 Tab

Analytical Repovrt No / . 040003278038 Date of Analysis / - 13.02.2026

AHajmmTH4YeCKHii oTueT No JlaTa ananusa

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

JaTta npousBoacTBa T'oxen go

Mfg. License No. / MA ber: /

Ilpon3BoacTBeHHAS : MNB/05/263 it : JIII-Ne(004669)-(PT'-RU)
Homep PY

auneH3us Ne

Analysis performed according ND: / Ananuz nposenen no HJI: JIII-Ne(004669)-(PI'-RU)-190224

PIL version approved: / Uuctpyknus yreepxiaena: 21.04.2025

3akiroueHue 0 cooTBeTcTBHHU: «Hacrosmum s

IPOBEPCHBI, ¥ YCTAHOBJICHO MX COOTBETCTBUE TP
EBpa3zuiickoro 3KOHOMHUYECKOI'0 COI03a.

Page 11 of 11/ Crp. 11 3 11

MOJTBEPHK/IAl0, YTO IPUBEJCHHAs BhIlle HHGOPMAIUS ABJISICTCST
JIOCTOBEPHOH M TOYHOH. JTa cepusl NMPOAYKIMH IIPOHM3BEACHA (BKIIOYAs YIMAKOBKY (MapKHpPOBKY) W KOHTPOJH
KayecTBa) Ha BHINIEYKa3aHHONW IIPOM3BOACTBEHHOM IUIOIMAJAKE (IUIOIIANKax) B IIOJHOM COOTBETCTBHH C
TpeboBanusmu I[lpaBun Hajiexamielt IpPOM3BOACTBEHHOM MpakTUKU EBpaswiickoro SKOHOMHYECKOTO COX03a H
TpeOOBaHUAMH KOHTPOJSI KayecTBa JICKAPCTBEHHBIX CPEACTB, a TAlOke B COOTBETCTBMH CO CHeNU(UKALUIMH,
COZIEPKALIUMHUCS B PETHCTPAIIMOHHOM JI0ChE CTPaHBI-UMITOpTEpa. 3alUCH 10 IIPOM3BOICTBY, YIIaKOBKE U aHATIU3Y
eboBanusaM lIpaBrul Hagnexamed Tpou3BOACTBEHHOM MPAKTHKH

Remarks : The Product confirms to ND/
IMpumeuanue: [IpoxykT cooTBeTCTBYET TpeOoBaHUAM HJL

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Moaroroeneno: Rama Kant |[[Iposepeno: Pardeep  |[[Iposepeno (AOK): [|OnobpeHo: O6ecnieuenue kauectra/OTBETCTBEHHOE
Kumar Amit Kumar JIULIO: \§1
- A 72
Date / Date / Date / Date /
Tlata: 13.02.2026 Jlara: 13.02.2026 Jata: 13.02.2026  ||fara: \3 22— 2426

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5060034, Telangana, India

Tel: +91 40 4900 2900, Fax:

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

CIN: L85195AP1984PLC004507

www.drreddys.com




