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

CEPTHOUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropoa® Dxcnpecc (keTopoJiak) TabJieTKu, JHCIIEPrUpyeMble B MOJIOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccust

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

Cepus Ne 3 REEOIRCE O6Bem cepun " 36,00,000 Tab
Analytical Repourt No/ - 040003250730 Date of Analysis / - 12.01.2026
AHaTUTHYECKHH oTueT No JlaTa anaansa

Date of Manufacture / - 12/2025 Date of Expiry / . 11/2027

JaTa npou3BoxcTBa T'ogen go

Mfg. License No. / T —

IIpon3BoacTBeHHas : MNB/05/263 Homep PY : JITII-Ne(004669)-(PT'-RU)

aunensus Ne

Analysis performed according ND: / Anamu3 nposegen no HJI: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Uncrpykuus yreepxkaena: 21.04.2025

Page1of 11/ Crp.1mu3 11

No : z
Ne Test / IlokazaTenb Results / PesyabTaTbl 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. / Kpyrible miockue
side. / Kpyribie niiockue TabneTku ¢ (ackoii, CBETIIO-XKENTOro IBeTa C
TabseTku ¢ dackoii, ceTIO- rpaBUPOBKOH «|» Ha OXHOH CTOpOHE.
JKEJITOTO L[BETA C I'PaBUPOBKOM
«|» Ha ofiHO# cTOpOHE.

2 Identification / UneHTnPuKauus )

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-
CTIEKTPbI MOTJIOIIEHHUS UCIIBITYEMOTO PacTBoOpa 1
pacTBOpa CTaHAApTHOro ofpasla KeTopoiaka
TPOMETaMUHA JOJDKHBl UMETh MaKCUMYMbI MpU
OJIHOM W TOM e AJIMHE BONHBI (£ 2 HM).

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

ITpumeyanmue: IlpoaykT cooTBeTCTBYET TpeOoBaHusaM HJJ 3akmouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[ToaroroeneHo: Pravesh [Mposepeno: Pardeep [[{[TpoBepeno (AOK): ||OnoGpeno: ObecneueHne kauecTBa/OTBETCTBEHHOE
Rana 2 Kumar Amit Kumar JIULIO: s }\Q\D
QL/' A ﬂ 7) \ |

- " [\"‘--A > i \ /
Date / Date / Date / : Date /
Jlara: 12.01.2026 Jara: 12.01.2026 Jara: 12.01.2026 Jata: \ L-o\-1026

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: 491 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

CEPTUDOUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponaykr: Keropoa® Dxcenpecce (keroposak) Ta6aeTKH, AHCIEPrUpyeMblie B MOJIOCTH pTa, 10 mr

auueHsusa Ne

Market / Ppinok :Russia / Poccus

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

Cepusi Ne B VIR O6beM cepHu © 36,00,000 Tab
Analytical Repo:‘t No / - 040003250730 Date of Analysis / . 12.01.2026
AHAJIATHYECKHUI oT4eT No JlaTa ananusa

Date of Manufacture / - 12/2025 Date of Expiry / . 11/2027

JlaTa mpon3BoacTBa T'ogen xo

Mfg. License No. / MA number: /

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

Analysis performed according ND: / Ananu3 nposeaen no HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Hucrpykuus yrBepsxkaena: 21.04.2025

Page 2 of 11/ Crp. 2 u3 11

No

Test / [Toka3aTeanb
No ]

Results / PesyabTaTsi

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 ynepKHBaHHs OCHOBHOIO MNHKAa Ha

XpOMaTOrpaMMe  HCHBITYEMOIO  pacTBOpa
AOJDKHO COOTBETCTBOBATH BPEMEHH
yIepKUBaHU OCHOBHOTO nuKa Ha
XpoMaTtorpamMMe  pacTBOpa  CTaHAAPTHOTO

obpaslia KeToponaka TpoMeTaMuHa (paszen
«KonyecTBEHHOE OTIPEACICHUEY).

Remarks : The Product confirms to ND/ T Conclusion : APPROVED /
IMpumeuanue: [Tponykt coorBeTcTBYET TpeboBanuamM HJL 3axmouenune: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[TonroTosneHo: Pravesh [Tposepeno: Pardeep |[[Tposepeno (AQK): ||Onobpeno: O6ecneueHue kauecTsa/OTBETCTBEHHOE
Rana 4 Kumar Amit Kumar JIHLLO:

/A .-’v-’-“‘\ /2%&9&/

- c \ - \ L

Date / Date / Date / Date / 2
Jlara: 12.01.2026 Jlara: 12.01.2026 Jlata: 12012026 |Tara: | 0Lk

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tetangana, india
Tel: +91 40 4900 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. Solan, H.P., 173 205, iNDIA

CEPTUOUKAT AHAJIM3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ikenpece (Keropoiak) TabjieTku, AHCHEepPrapyemMble B MOJ0CTH pTa, 10 mr

Market / Poinok :Russia / Poccus

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

Cepust Ne R O6bemM cepun ©36,00,000 Tab

Analytical Repourt No/ - 040003250730 Date of Analysis / . 12.01.2026

AHaauTHIecKHH oTueT No JlaTta ananusa

Date of Manufacture / - 12/2025 Date of Expiry / . 11/2027

Jara npou3BoacTBa I'ogen oo

Mfg. License No. / MA number: /

IMpousBoacTBEHHAR : MNB/05/263 ’ : JITI-Ne(004669)-(PT-RU)
Homep PY

anneH3us Ne

Analysis performed according ND: / Anasus nposenen mo H/I: JITT-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Uucrpykuns yrBep:aena: 21.04.2025

Page3 of 11/ Crp.3 m3 11

Results / PesyabraTbl

Specification / Hopma

T¥a Test / [loka3zaTess
Ne
Butylhydroxyanisole /
Bymunaudpoxcuanuszon

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 yIAEPXKUBAHUS TIHKOB 2-
O6yTUITUAPOKCUAHU301a u 3-
OyTWITHAPOKCHAHM30JIa HA  XpOMaTorpamMe
HCOBITYEMOTO pacTBopa JOJDKHBI
COOTBETCTBOBATH  BpPEMEHAM  YAEp KHUBAHUS
IUMKOB  2-OyTHUIrMAPOKCUAaHKU30JA u 3
OyTWITMAPOKCHAHM30JIA HA  XpOMaTorpamme
pacTtBopa CTaHJapPTHOTO obpaziia
Oyrunrnapoxcuanusona (pasmen «Copepkauue
OyTUIITUAPOKCHAHU30IaY).

Remarks : The Product confirms to ND/

IIpumeyanne: [IpoaykT cooTBETCTBYET TpeboBanmsaM HJ

Conclusion : APPROVED /
3akmouyenne: OJJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Tonrorornexo: Pravesh [Mposepeno: Pardeep  [[[Tposepeno (AOK): ||Onobpeno: Obecneuenne kauecTBa/OTBETCTBEHHOE
Rana f Kumar Amit Kuma\r/\ JIHLLO: /%1})&_0

Date / Date / Date / Date /

Tlata: 12.01.2026 Iara: 12.01.2026 Jlata: 12.01.2026  ||Tata: | 2212024

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 ":‘.

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

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

CERTIFICATE OF ANALYSIS 1. 'o1 98166 56001.02

CEPTHUOUKAT AHAJIBA  \yu drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropoa® Dxcupecc (keTroposak) TabJieTKH, AUCHEPrupyemble B 0JI0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne £ V2600000 O6beM cepuu " 36,00,000 Tab

Analytical Repoyt No/ . 040003250730 Date of Analysis / . 12.01.2026

AnaguTuyeckuii oruer Ne Jara anaaunsa

Date of Manufacture / - 12/2025 Date of Expiry / . 11/2027

Jara npon3Boacrea I'ogen go

Mfg. License No. / MA number: /

IpouzBoacTBEHHAS : MNB/05/263 ) : JII-Ne(004669)-(PI'-RU)
Howmep PY

JuneH3ns Ne

Analysis performed according ND: / Anaau3 nposeaen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UacTpykuus yreepxkaena: 21.04.2025

Page 4 of 11/ Crp. 4 u3 11

1}? Test / Iloka3aTesb Results / Pe3yabTaThl Specification / Hopma
3 Average weight / Cpennss 69.8 mg / 69,8 Mr 672mg to 72.8mg (70.0mg + 4.0%). /
macca Ot 67,2 mr o 72,8 mr (70,0 mr + 4,0 %).
18/20 tablets - not more than =+ 10 %;
Uniformity of weight / 2/20 tablets - not more than + 20%. /
OnHODO H);CT:v:llagch Complies / CooTBETCTBYET 18/20  tabnetok — He OGoymee =+ 10 %;
AHCROA 2/20 Tabnetox — He 6onee = 20 %.
4 Disintegration time /
Pacnagaemocthb
00 min 18 sec / 00 mun 18 cek Not more than 3 min. / He Gonee 3 MuH.
5 Dissolution / PacTBopenue Unit-1/ Tabn-1 97 % Not less than 75 % (Q) of CisHisNO3+C4H; NO3
) (ketorolac tromethamine) in 15 min. / He Menee
3 . 5 )
Unit-2 / Tabn-2 9% | 759 (Q) CisH;3NOsCsH,NO; (keToponaxa
Unit-3 / Ta6i-3 98 % TPOMETaMHUH) yepe3 15 MUH.
Unit-4 / Tabn-4 98 %
Unit-5/ Tabna-5 97 %
Unit-6 / Ta6i-6 97 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Ipoaykt cooTBeTcTBYET TpeGoBaHusm HJT 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[ToarotosneHo: Pravesh Ilposepeno: Pardeep |{[Iposepeno (AOK): [|Onobpeno: Obecnedenue kauecTBa/OTBETCTBEHHOES
Rana / Kumar Amit Kumar JIMLIO: /2 ;Tw)
A
Q% A //./ 3 /
4 il )
Date / Date / Date / y Date /
Jlara: 12.01.2026 Jlara: 12.012026  ||Tara: 12.01.2026 || Tara: )0l 2036

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

Tel: +#91 40 4900 2900, Fax:

+91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

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

CEPTUPUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ilpoaykr: Keropoa® Dkcnpece (keToposiak) TaGJeTKH, AHCIIeprupyeMbie B 0J10CTH pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne e O61em cepuu © 36,00,000 Tab

Analytical Repourt No/ - 040003250730 Date of Analysis / - 12.01.2026

ApajntTnyeckuii oruer Ne Jara ananauza

Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027

JaTa npouszBoacTBa I'open g0

Mfg. License No. / MA number: /

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

annensus Ne

Analysis performed according ND: / Ananus nposenen no HJI: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Uncrpykuus yreepxaena: 21.04.2025

Page S of 11/ Crp.5u3 11

1;00 Test / [TokaszaTenn Results / PesyabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a 710 pm
JucnepcHocTh sieve is formed. / O6pasyeTcs omHOoponHas
CYCTMEH3Usl, TMPOXOAAINas CKBO3b CHTO C
pasmepom oTBepcTUit 710 MKM.
7 Impurities / [Ipumecu

1-hydroxy analog of
ketorolac: /
1-ruapoxcuananor

Below LOQ (LOQ = 0.0032 %)
/ Hwxe nipepena
KOJIMYECTBEHHOTO OTPEIEICHHUS

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

KeTOpOaKa (ITKO = 0,0032 %)
1-keto analog of ketorolac / 0.04 % not more than 0.8 %; / He Gonee 0,8 %;
1-KeToaHAIOT KeTOpoJIaKa
unidentified impurity / 0.02 % not more than 0.5 %; / He 6onee 0,5 %;
eMHIIHAS
HeuAeHTHOUIUPOBAHHAS
NpUMeECh
total impurities / 0.1 % not more than 1.0 %. / He Goxee 1,0 %.
CyMMa NpuMecer
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
I[Ipumeuanue: [IponykT cootBercTBYyeT TpebopaHusam HJL 3aknruenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[ToxaroroeneHo: Pravesh [IposepeHo: Pardeep  |[{[Tposepeno (AOK): [|OnoGpeno: Obecneuenue kauecTBa/OTBETCTBEHHOE
Rana 4 Kumar Amit Kumar , NHLO: wd
I 4 oi;{ r\/// \ é /
Date / Date / Date / Date / o 26
Hata: 12.01.2026 Hata: 12.01.2026 Hara: 12.01.2026 Jara: ] 1210

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 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

vili, Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA

CEPTUOUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon® Dkcnpece (keToposiak) TabaeTKH, AUcIeprupyeMbie B MOJOCTH pTa, 10 Mr

Market / PoiHok :Russia / Poccuist

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

Cepns Ne * Vas0ua0s O0bem cepuu © 36,00,000 Tab

Analytical Repo:‘t No/ - 040003250730 Date of Analysis / . 12.01.2026

AHaJuTHYecKMH oT4yeT Ne Jata anaanza

Date of Manufacture / - 12/2025 Date of Expiry / . 112027

JlaTa npou3BoacTRa I'onen go

Mfg. License No. / MA number: /

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

JuueH3us Ne

Analysis performed according ND: / Ananuz nposenen no HJI: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Hacrpykuus yrBepxkaena: 21.04.2025

Page 6 of 11/ Crp. 6 m3 11

.I:‘:) Test / IlokazaTenb Results / PesysibTaThl Specification / Hopma

8 Water content / 1.8 % Not more than 7.0 %. /
CopepaxaHue BOAbI He 6onee 7,0 %.

9 Residual solvents / OcTaTouHble OpraHM4ecKHe pacCTBOPUTEH
Isopropyl alcohol / 15 pg/tab/ Not more than 350 pg/tab. /
Hsomnponanon 15 Mxkr B Tabnerke He 6onee 350 mkr B Tabnetke.

Remarks : The Product confirms to ND/

ITpumeuanue: [IpoaykTt cooTBeTCTBYET TpeboBaHUAM HJI

Conclusion : APPROVED /
3aknwyenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[TonroTtopneHo: Pravesh INposepeno: Pardeep ||TIposepeno (AOK): [|Omo6peHo: Obecneyenue kayectBa/OTBETCTBEHHOE
Rana Kumar Amit Kumar \ e W

Date / Date / Date/ | Date /

Tata: 12.01.2026 Jara: 12.01.2026 Mara: 12.01.2026  ||/tara: | L2l 2026

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 “:‘.

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

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

CERTIFICATE OF ANALYSIS 1.1 o1 98166 56001.02
CEPTUOUKAT AHAJM3A i drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keroposn® Ixenpece (keToposak) TabjieTKH, AHCHEPrupyeMble B m0J10cTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

Batch No / 7 Batch Quantity / . 36,00,000 tab /

Cepns Ne e e O6BbeM cepuu " 36,00,000 Tab

Analytical Repoz't No/ . 040003250730 Date of Analysis / - 12.01.2026

AHajuTHYecKHi oTyeT Ne JlaTa aHa/IH3a

Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027

Jara npou3BoacTBa T'ogen oo

Mfg. License No. / MA number: /

[pouzBoxcTBEeHHAs : MNB/05/263 H ) 1 JII-Ne(004669)-(PI'-RU)
omep PY

JHneH3us Ne

Analysis performed according ND: / Ananu3 nposeaen no HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UacTpykuus yreep:xaena: 21.04.2025

Page 7 of 11/ Crp. 7m3 11

‘I;f Test / ITokazaTesb Results / PesyabTaThl Specification / Hopma

10 Microbiological purity*/ Mukpo6uosioruieckas yucrora*

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

Count / o011ee 4ucio He 6onee 10 KOE/r;

a3poOHBIX MUKPO-

OpraHu3MoB

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

mold count / o61iee YUcIo He Gonee 10> KOE/T;

JPOMOKEBBIX U ILUIECHEBBIX

rpuboB

Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.

11 Uniformity of dosage units / Acceptance value (4¥) not more than 15.0
OpaHopoaHoOCTh 6.7 Ioxazatens npueMneMoctu (A V) momxeH 6biTh
JO3UPOBAHHBIX eANHUL ) He Gonee 15,0.

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

[Ipumeuanue: [IpoaykT cooTBeTCTBYET TpeGoBanuam HJ 3axmouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
IoaroTosneno: Pravesh  , |([Tposepeno: Pardeep ||[Tposepeno (AOK): [|Onobpeno: Obecnedenue kayecTBa/OTBETCTBEHHOE
Rana 7" [|[Kumar Amit Kumar " JIALO: @ﬁ\_/w)

Date / Date / Date / . Date / B

Tara: 12.01.2026 TMara: 12.01.2026 Jara: 12.01.2026  ||Jlara: | Lo\ 2026

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tetangana, India
Tel: +91 40 4900 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. Solan, H.P., 173 205, INDIA

CEPTNOUKAT AHAJIN3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Ixcnpece (ketoponax) TabseTKH, ANCHEPrUpYeMble B NOJIOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepnsi Ne { ¥2500007 O0Bem cepun " 36,00,000 Tab

Analytical Repourt No/ - 040003250730 Date of Analysis/ . 12.01.2026

Auajgurndeckuii oruyer Ne JlaTa aHaJTH3a

Date of Manufacture / - 12/2025 Date of Expiry / - 11/2027

Jara mpousBoacTBa T'ogen go

Mfg. License No. / MA number: /

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

Jauuer3us Ne

Analysis performed according ND: / Ananu3 nposeaen mo H/I: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Mncrpykuus yreep:xaena: 21.04.2025

Page8 of 11/ Crp.8 w3 11

1;.:) Test / IToka3aresb Results / PesyabTaThl Specification / Hopma
12 Assay / KosinuecTBeHHoe 9.8mg/9,8 Mmr From 9.0 mg to 11.0 mg of
omnpeneseHue (98.3 %) CisHisNO3+C4H1NO3 (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Ot 9,0 mr 10 11,0 Mr
Ci5H13NO3+*C4H 1 NO; (KeTOpOJ'IaKa
TpoMeTamMuH) (oT 90,0 mo 1100 % ot
3asBJICHHOTO KOJIMUECTBA) B TA0JNETKE.
13 Butylhydroxyanisole 0.0974 mg/tab / Not less than 0.042 mg/tab. /
content / CopepxaHue 0,0974 mr B TabneTke He menee 0,042 Mr B Tabnerke.
Oy THATMAPOKCHAHU30/1A

Remarks : The Product confirms to ND/

~ T Conclugion : APPROVED /

ITpumeuanue: [TpoaykT coorBeTCTBYET TpeboBanusiM HIT 3axmoyenue: OJOBPEHO

Prepared by / Checked by / IChecked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[MoarotosneHo: Pravesh [MTposepeno: Pardeep  ||[Tposepeno (AOK): ||Onobpeno: Obecnedenne kauectsa/OTBETCTBEHHOE
Rana Kumar

Amit Kumar A JINLIO: 5 w
A (a0

—

Date / Date /

JlaTa: 12.01.2026 Hara: 12.01.2026

Date / Date /

Tlata: 12.01.2026  ||ara: |12\~ 2026

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

Yill. Khol, Nalagarh Road, Baddi,

istt. .P., 173 205, iNDIA
CERTIFICATE OF ANALYSIS oo 200 i 078 20
CEPTUDUKAT AHAJIA3A o) |

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxcnpece (keTopoaak) TaGjerKkH, JMCHeprupyemMsple B m0J0CTH pra, 10 Mr

Market / PoiHOK :Russia / Poccus
Batch No / ) Batch Quantity / . 36,00,000 tab /
Cepus Ne V2000009 O6bem cepuu " 36,00,000 Tab
Analytical Repovrt No/ - 040003250730 Date of Analysis / . 12.01.2026
AHanuTHYecKHii oTyeT Ne JlaTa aHajan3a
Date of Manufacture / - 12/2025 Date of Expiry / . 11/2027
JaTta npou3BoJcTBa Tonen po

| Mfg. License No. / i
Mitseniiietmin . MNB/05/263 N mumlbsers / . JIT-Ne(004669)-(PT-RU)

Homep PY
| mmmen3ns No

Analysis performed according ND: / Ananu3 nposeaen mo HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / UucTpykuusi yrBepskaena: 21.04.2025

Page 9 of 11/ Crp. 9 u3 11

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerok B
6nucrepe u3z (IIA/AJI/IID ¢
BiaronoraotuteneM/[12BI1)

¢domwru // (IIS/AJT) donsru. Ilo
2 GnucTepa BMECTE C JIMCTKOM-

1;.00 Test / IlokasaTenn 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.
(ITA/AJITID

/ Tlo 10 Tabnetok B Gnuctepe H3
¢ Brnaronornotutenem/I19BIT)

doneru // (II3/AJ) ¢onbru. Ilo 1 wim 2
OnucTepa BMECTE C JIMCTKOM-BKJIQJBIIIEM B
NauKy KapTOHHYIO.

BXJIAAbIIIIEM B
KapTOHHY1O.

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.
* I1pu BbIIyCKeE JIeKAPCTBEHHOI0 MpenapaTa KOHTPOJIb Ka4yecTBa Mo nokasarenio «Mukpobuosioruyeckast
YUCTOTAY» NPOBOAUTCS AJis1 Kaxaoi 20-0if cepuu, WM ANs OOHOMH CepHH B rof, B 3aBUCUMOCTH OT TOT0, YTO
HACTYNHT paHblile.

Remarks : The Product confirms to ND/
IMpumeuanue: IIponykt cooTBeTcTBYET TpeOoBanusam HJT

Conclusion : APPROVED /
3akawyenue: OJJOBPEHO

Prepa;ed by/ Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[ToproroeneHo: Pravesh . [[[Tpoeepeno: Pardeep ||[Iposepero (AOK): [|Omo6peno: Obecneuenue kauectBa/OTBETCTBEHHOE
Rana Kumar Amit Kumar JTULO: . W

A
Date / Date / Date / Date / e 6
Tlata: 12.01.2026 Jlara: 12.01.2026 Jara: 12.01.2026  ||lata: | L8\~ 2o%

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 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

CEPTUPHUKAT AHAJIM3A

www.drreddys.com

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

Ipoaykr: Keropoa® kcnpecc (keroposak) Tabierku, JdcieprapyemMblie B M0J0CTH pTa, 10 Mr

Market / Puinok :Russia / Poccus

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

Cepus Ne § ¥2600000 O6bem cepun " 36,00,000 Tab

Analytical Repovrt No / - 040003250730 Date of Analysis / - 12.01.2026

AHanuTH4ecknii oryet Ne JlaTa anajamnza

Date of Manufacture / - 12/2025 Date of Expiry / - 1172027

JlaTa nmpoun3BogcTBa T'ogen go

Mfg. License No. / .

TIpon3BoaCTBeRHAS : MNB/05/263 BB ey - JITT-Ne(004669)-(PT-RU)
Homep PY

auneH3ust No

Analysis performed according ND: / Ananu3 nposeaen mo HJ/I: JIII-Ne(004669)-(PI'-RU)-190224

PIL version approved: / MacTtpykuus yreep:xkaena: 21.04.2025

Page 10 of 11/ Crp. 10 n3 11

API name / Haumenopanune A®C:

Ketorolac tromethamine / Ketoposaka TpoMeramuH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /

TJID:

Homep cepuu npouszBogurenss ADC: ABSERL 5
FP Manufacturer API Batch number /
Homep cepru cydcTaHIIMH MPOU3BOTUTENS FESA00219

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

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

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

HaumeHoBanme, aapec, TMUEH3UA A
ITpousBoacreennas miomanka / Iliomanka
KOHTpoJs kauecTBa / [Imomagka Beinycka

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 Jlaboparopuc Jita., Unaus, [IpousBoacTeeHHOE
nofpasaeneune-6, Bunn. Kxons, Hanarapx Poyn, bagnu, Jucrpukr
Conan, X.I1., 173205, Unaus (muuensus 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 /
Ilpnmeuanue: IIpoaykt cooTBeTcTBYET TpeboBaHusam HJ 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[MoarotosneHo: Pravesh / IIpoeepeno: Pardeep ||IIpoeepeHo (AOK): ||Onobpeno: ObecnieueHue kauecTsa/OTBCTCTBCHHOE
Rana Kumar Amit Kumar JIMLO:
_J% /\’//-' (gzﬂ il

/ RE
Date / Date / Date / Date /
Jlata: 12.01.2026 Tata: 12.01.2026 Jata: 12.01.2026  ||Hata: |20\~ 20246

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 49C0 2939, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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

CEPTUOHUKAT AHAJIU3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dxenpece (keToposak) TabJIeTKH, AMCHEPrupyeMble B MOJIOCTH pTa, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne i O0beM cepun " 36,00,000 Tab

Analytical Repo:‘t No/ - 040003250730 Date of Analysis / . 12.01.2026

AHaJIHTHYCCKHI 0THeT Ne JlaTa anaiu3za

Date of Manufacture / - 12/2025 Date of Expiry / . 11/2027

JaTa npousBoacTBa T'open mo

Mfg. License No. / MA number: /

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

auueH3ns Ne

Analysis performed according ND: / Ananus nposegen no HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Muctpyxknus yrBep:xkaeHa: 21.04.2025

Page 11 of 11/ Ctp. 11 m3 11

3akJj04eHHe 0 COOTBeTCTBHHU: «HacTosmuM s mOATBEPKAAIO, YTO NMPHBELACHHAS BhIlle HHGOPMAIUS SBISCTCS
JIOCTOBEPHOM U TOYHOH. JTa cepus NPOAYKIHUH IIpou3BeleHa (BKJIOYAs yNaKOBKY (MapKHpPOBKY) U KOHTPOJIb
KayecTBa) Ha BBHINIEYKa3aHHONW IPOM3BOJICTBEHHON IUIOMIQJKe (IUIOIIAJNKAaX) B IIOJHOM COOTBETCTBUU C
TpeboBanuamu IlpaBun Haanmexarielt NMPOU3BOACTBEHHON NpakTHKH EBPasuiiCKOro 3KOHOMHUYECKOTO CO03a U
TpeOOBaHUSAMHM KOHTPOJISI KadecTBa JIEKAPCTBEHHBIX CPE/ICTB, a TAKXKE B COOTBETCTBUU CO CHEHNU(PUKALUSIMH,
COJIEPKALMMUCS B PETHCTPAIIMOHHOM JIOCKE CTPAHBI-UMIIOPTEPA. 3aNUCH 10 IPOU3BOJCTBY, YIIAKOBKE H aHAIM3Y
IIPOBEPEHBL, H YCTAHOBJICHO UX COOTBETCTBHE TpeOoBaHUAM [IpaBun Hajuiexkalied nporu3BOACTBEHHON MPaKTUKU
EBpa3uiicKoro 3KOHOMUYECKOT'O COI03a».

Remarks : The Product confirms to ND/
IMpumeuanne: [IponyxT cooTBeTCTBYET TpeboBaHusM HJJ

Conclusion : APPROVED /
3akaoyenue: OJJOBPEHO

Prepared by /
IToarorosneno: Pravesh

Checked by /
[Tposepeno: Pardeep

Checked by (AQA) /
ITposepeno (AOK):

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneuenue kayecTBa/OTBETCTBEBHOE

Rana Kumar Amit Kumar \ JIULO:
e.l/' \/’ = ﬂt ,LOL)
L e / e \ ‘% /
Date / Date / Date / Date /
£
Tlara: 12.01.2026 Tlata: 12.01.2026 Hara: 12.01.2026  ||Tata: |22\ 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






