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 : +91 98166 56001-02

CEPTUPUKAT AHAJIM3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Dkcnpece (keTroposak) TabjieTku, AucHeprapyemMple B Moa0cTu pra, 10 mr

Market / Poinok :Russia / Poccust

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

Cepus Ne  WEEHLITE O6bem cepnu " 36,00,000 Tab

Analytical Repourt No/ . 040003436537 Date of Analysis / . 97.06.2026

AHanuTHYecKHi oTyeT No JlaTa anaam3sa

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

JaTta npousBoacTBa TI'onen no

Mfg. License No. / MA number: /

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

JnueH3us Ne

Analysis performed according ND: / Ananu3 nposeaen mo H/I: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Mucrpyknus yrBepxaena: 21.04.2025

Page1of 11/ Crp. 1 u3 11

No . .

No Test / [lokasaTenn Results / PesysnbTaThi 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. / Kpyrmbie miockue
side. / Kpyrable mockue TabNeTKH ¢ (ackoil, CBETIO-XKENTOro LBera ¢
TabneTku ¢ dackoi, cBeTIo- TPaBUPOBKOM «I» Ha OHOM CTOPOHE.
JKENTOro LBETA C TPAaBUPOBKOM
«|» Ha OIHOM CTOpOHE.

2 Identification / UnenTudukauus

Ketorolac / Kemoponax

éomplies / COOTBETCTBYET

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (+ 2 nm). / Y-
CIIEKTPBI NMOIJIOLIEHHS UCIILITYEMOro pacTBopa U
pacTBopa CTaHAapTHOro olpa3sla KeToposiaka
TPOMETaMHHa JIOJKHB! UMETh MaKCHMYMBbl [Py
OIHOM U TOM € JUITUHE BONHEI (+ 2 HM).

Remarks : The Product confirms to ND/

IMpumeuanue: IIponyxT cootBeTcTBYeT Tpebosanusm HJJ

Conclusion : APPROVED /
3aknwuyenne: OJJIOGPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[MoarorossieHo: Vishal [posepeno: Pravesh  ||[Iposepeno (AOK): OnobpeHo: ObecneueHune kauecTra/OTBETCTBEHHOE
Sharma Rana Amit Kumar JIMLLO:

- _CUHTL RUMATZ_
Date / Date / Date/ Date / "ol 20
Jara: 27.06.2026 Hata: 27.06.2026 Jata: 27.06.2026 Jlata: 9/7 <

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

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

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02

CEPTUPUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® Ixcnpece (keToposiak) TabJieTKu, AMCeprupyemMble B 1oaocT pra, 10 Mr

Market / PoiHok :Russia / Poccus

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

Cepus No V260127 O6bem cepun " 36,00,000 Tab

Analytical Repo:‘t No/ . 040003436537 Date of Analysis / . 97.06.2026

AHAJTUTHYECKHH oTueT No JlaTta anaan3a

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

JaTta nponssoacTea I'onen go

Mfg. License No. / VA fiiiihexs /

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

Jauuenzus Ne

Analysis performed according ND: / Anasns nposegen mo HJI: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / UucTpykuus yreep:xaena: 21.04.2025

Page 2 of 11/ Crp. 2 m3 11

No
Ne

Test / IlokazaTennb

Results / Pe3yabTaThl

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 ymepKHBaHHs OCHOBHOTO MHMKa Ha
XpOMaTrorpaMme  HCIBLITYEMOIO  pacTBOpa
JIOJDKHO COOTBETCTBOBATH BpEMEHH
yIOepKUBaHUSA OCHOBHOTO nuKa Ha
XpoMmarorpaMme — pacTBOpa  CTaHHAPTHOTO
ofpa3lia KeTopojlaka TpoMeTaMHHa ({pa3nel
«KonuuecTBeHHOE OTIpeeneHre).

Remarks : The Product confirms to ND/

IIpumeuanne: [Ipogykt cooTBeTCTBYET TpeGoBaHuam H]J

Conclusion : APPROVED /
3axnwuyenne: OJIOGPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
INoarotoBneno: Vishal [Tposepeno: Pravesh  ||[IpoBepeno (AOK): OnobpeHo: Obecneuenne kauectsa/OTBETCTBEHHOE
Sharma Rana Amit Kumar JTULO! \
e —QURIC Kumpan_
~ (,V«/)
Date / Date / Date / Date / 130 (N6
Hara: 27.06.2026 Jata: 27.06.2026 Hara: 27.06.2026 [Hata:

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 : 491 98166 56001-02

CEPTUOHUKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykr: Keropon® Jxcnpece (keroposiak) TabeTKl, AMCIeprupyemMble B H0JI0CTH pra, 10 mr

Market / Poinox :Russia / Poccus

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

Cepus Ne B Oobem cepuu " 36,00,000 Tab

Analytical Repovrt No/ - 040003436537 Date of Analysis / . 27.06.2026

AHaINTHYECKHH oT4eT No JlaTa ananusa

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

Jata npousBojacTBa I'ogen po

Mfg. License No. / M Hiiiihers

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

JuueH3ust Ne

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

Page 3 of 11/ Crp. 3 n3 11

Results / Pe3yabTaThl

Specification / Hopma

No Test / [TokazaTenb
Ne
Butylhydroxyanisole /
Bymunzuopoxcuanuson

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 YIOEpXKUBAHUSA MIUKOB 2-
OyTUNTHAPOKCHAHU301a u 3-
OyTUNrupoKCHaHM30Jla Ha  XpoMaTorpamme
UCTIBITYEMOTO pacTBopa JIOJDKHBI
COOTBETCTBOBATH  BpPEMEHaM  YAEp)XKUBAHUA
NUKOB  2-OyTWIrMapoKkcHMaHmwzona U 3-
OYTHJITHOPOKCMAHW30Jla Ha  XpOMAaTorpaMme
pacTBopa CTaHOAPTHOTO o0pasua
Oytunrunpokcuanuzona (pasgen «CopepxaHue
OyTUNTUAPOKCHAHU30Ia).

Remarks : The Product_co—nﬁrms to ND/

IIpumeuanue: IIponykt coorBeTcTBYET TpeboBanusM HJL

Conclusion : APPROVED /
3aknwuenune: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[ToarorosneHo: Vishal [Iposepeno: Pravesh  |[{[TpoBepeno (AOK): Onobpeno: O6ecneuerue kadecTBa/OTBETCTBEHHOE
Sharma Rana / Amit Kumar JTHLLO: :
| A S Ty
\/ - } — ,‘< \/_1
Date / Date / Date / { Date / 20D é = ;07/6
Hara: 27.06.2026 Hara: 27.06.2026 Hara: 27.06.2026 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: 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
Tel : +91 98166 56001-02

CEPTUOPUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Ikcnpece (keTopoJiak) TabaeTkn, AHCHeprupyemMble B moJocTH pra, 10 mr

Market / Poinox :Russia / Poccus

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

Cepus Ne | V601233 O6beM cepun © 36,00,000 Tab

Analytical Repovrt No/ . 040003436537 Date of Analysis / . 27.06.2026

AHaJuTHYECKHI oTyeT No Jlara anajusa

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

JlaTa npou3BoacTBa T'omen mo

Mfg. License No. / MA number: /

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

JuneH3us Ne

Analysis performed according ND: / Anaauz nposegen no HJI: JIIT-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Mucrpykuus yrBep:xaena: 21.04.2025

Page4 of 11/ Crp. 4 n3 11

NN:) Test / [TokasaTenb Results / PesyabTaThbl Specification / Hopma
3 Average weight / Cpeanss 69.7 mg / 69,7 Mr 672mg to 728mg (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 ormity of weig Complies / CooTBETCTBYET 18/20  Tabnerok — He Gonee 10 %;
AHOPOAHOCTE MACCHI 2/20 Tabnetok — He 6onee + 20 %.
4 Disintegration time /
PacnapnaemocTthb
00 min 17 sec / 00 mun 17 cex Not more than 3 min. / He Gonee 3 MuH.
5 Dissolution / PacTBopenue Unit-1/ Ta6n-1 98 % Not less than 75 % (Q) of C1sHi3NO3eC4H, 1 NO3
: (ketorolac tromethamine) in 15 min. / He Menee
Unit-2./ Tabor-2 99 % 75% (Q) CisHi;sNO3*C4H 1 NOs (keToponaka
Unit-3 / Ta6n-3 99 % TpOMETaMHUH) yepe3 15 MuH.
Unit-4 / Tabn-4 99 %
Unit-5 / Tabn-5 100 %
Unit-6 / Ta6n-6 100 %

Remarks : The Product confirms to ND/
ITpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanuam HJ

Conclusion : APPROVED /

3akmwouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[ToprorosneHo: Vishal ITposepeno: Pravesh  ||[Tposepero (AOK): Onobpeno: Obecnieyenne kauecTBa/OTBETCTBEHHOE
Sharma Rana Amit Kumar JIMLO: (
0 PN s SN et
N : - A
Date / Date / Date / Date / )/—7,0 (- LO0Lb
Hara: 27.06.2026 Hara: 27.06.2026 Hara: 27.06.2026 Jara:

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

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

CERTIFICATE OF ANALYSIS  Tel: +91 98166 56001-02

CEPTUO®UKAT AHAJIN3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxcnpece (keTopoJak) TabeTKH, JUCHEPrHPYEMbIE B I0J0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccust

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

Cepus Ne : WSO O0beM cepuu " 36,00,000 Tab

Analytical Repo:‘t No / . 040003436537 Date of Analysis / . 97.06.2026

AuanuTndeckuii oruer Ne JlaTa anaausza

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

JaTta npou3Boacrsa - - TI'ogen g0

Mfg. License No. / T —

IIpousBoacTeenHan : MNB/05/263 - ) : JII-Ne(004669)-(PT-RU)
omep PY

Jaunenszus Ne

Analysis performed according ND: / Ananus nposeaes mo HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UucTpykuus yrBep:kaena: 21.04.2025

Page Sof 11/ Crp. S5 u3 11

i:) Test / [lokazaTenn Results / PesyabraThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a 710 pm
JucrepcHocTh sieve is formed. / O6pasyercs omHOpoaHast
CYCIICH3Ms, MNpOXOJsLIas CKBO3b CHTO C
pasMepoM oTBepcTrii 710 MkM.
7 Impurities / [Ipumecn

1-hydroxy analog of
ketorolac: /
1-ruapoxcuaHanor
KETOpoJiaKa

Below LOQ (LOQ = 0.0032 %) /
Hwmwxe nmnpeaena KONMYECTBEHHOrO
onpenenenus (ITKO = 0.0032%)

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

1-keto analog of ketorolac /
1-keToaHaTIOT KETOpOJIaKa

0.08 %

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

unidentified impurity /
eNMHUYHAs
HeuaeHTHHUIMpOBaHHAS
npHMech

0.01 %

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

total impurities /
CyMMa IpuMeceit

0.1%

not more than 1.0 %. / ne 6onee 1,0 %.

Remarks : The Product confirms to ND/
Ipumeuanue: [Iponykt cooTreTcTBYeT Tpeboanusm HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /

IToarorosneHo: Vishal

Sharma \ Rana
/
{
A/

Checked by /

Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Iposepeno: Pravesh [IpoBepeno (AOK): Omobpeno: ObecnedeHue kauecTBa/OTBETCTBEHHOE

Amit Kumar THLIO: _S Ui U ’C UM 'Qk

7

L)

[Date /

Hara: 27.06.2026

Date /

Date / Date / 27/04 1616
Hata: 27.06.2026 Jata: 27.06.2026 Hara:

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

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTHOUKAT AHAJIM3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykt: Keropoa® Dkcnpece (keTopoJak) TabaeTKH, JHCOEPrUpyeMble B MOJOCTH pra, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne V601277 O6bem cepuu © 36,00,000 Tab

Analytical Repourt No/ . 040003436537 Date of Analysis / . 27.06.2026

AHaJMTHYEeCKHI oTUeT No Jara ananuza

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

JlaTa npou3BOACTBA Tonen g0

Mfg. License No. / MA Tiambees 1

IIpon3BoacTBeHHan : MNB/05/263 ) 1 JII-Ne(004669)-(PI'-RU)
Homep PY

Junensus Ne

Analysis performed according ND: / Ananus nposeaen mo HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Mucrpykuus yrBep:xaena: 21.04.2025

Page 6 of 11/ Crp. 6 3 11

1}2 Test / IlokazaTenn Results / PesyabTaThi Specification / Hopma
8 Water content / 2.0% Not more than 7.0 %. /
CopepxaHue BOJbI He 6onee 7,0 %.
9 Residual solvents / OcTaTouHble opraHu4ecKue pacTBopu?eJm
Isopropyl alcohol / 18 pg/tab / Not more than 350 pg/tab. /
Hzonponanon 18 mkr B TabneTke He 6onee 350 mkr B TabrneTke.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IlponykTt cootBeTcTBYET TpeboBanusiM HJL 3aknwuenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
Ilonrotorieno: Vishal [Tposepeno: Pravesh  [|[IposepeHo (AOK): OnobpeHo: Obecneuenne kadyectsa/OTBETCTBEHHOE

Sharma (/‘; Rana j Amit Kumar . JIALIO: \(‘ Ny KU‘/‘/'M
V- . /\ — _4A

Date / Date / Date / Date / 27,06,010)/ &
Jara: 27.06.2026 Hata: 27.06.2026 |data: 27.06.2026 JlaTa:

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 €3¢

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
Hpoaykr: Keropon® Dxenpecc (keToposak) TabJeTku, AMcIeprupyeMble B 10J0¢TH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepusa Ne -  WaOLZET O0bem cepun © 36,00,000 Tab

Analytical Repourt No/ . 040003436537 Date of Analysis / - 27.06.2026

AHaJTHTHYeCKHH oTUeT Ne JaTa anainmnsa

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

JlaTa mpou3BoacTBa TI'open 10

Mfg. License No. / ]

1 . MNB/05/263 DEA mombiers | . JITI-Ne(004669)-(PT-RU)
Homep PY

JHneH3us Ne

Analysis performed according ND: / Ananu3 npoeenen no HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / UucTpykuns yrBep:kaena: 21.04.2025

Page 70f 11/ Crp. 7n3 11

1;.? Test / [Toka3aTenb Results / Pe3ynbTaTthbl Specification / Hopma
10 Microbiological purity*/ Mukpo6uosiornyeckast yucrora*
Total Aerobic Microbial NA not more than 103 CFU/g; /
Count / ob11ee YUCIO He 6onee 10° KOE/T;
a3pOOHBIX MUKPO-
OpTraHU3MOB
Total Combined Yeast and NA not more than 102 CFU/g; /
mold count / o01ee Yucno He Gosee 10?2 KOE/T;
JIPOMOKEBBIX U IUIECHEBBIX
rpu6oB
Escherichia Coli NA shell be absent in 1 gram. /
orcytcTBue B 1 T.
11 Uniformity of dosage units / Acceptance value (4¥) not more than 15.0
OnHopoaHoOCTh 27 Iloxazarens npuemiemocty (4V) nomxeH ObITh
J03UPOBAHHDBIX €AHHULL ’ He 6oiee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED / - ]
ITpumeuanne: IIpoayKkT cooTBETCTBYET TpeboBaHusm HJJ 3axmoduenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person /
[Toarortosneno: Vishal [Tposepeno: Pravesh  [|[IpoBepeno (AOK): Opobpeno: ObecnedeHne kauecTBa/OTBETCTBEHHOE
Sharma / Rana Amit Kumar JTHLO: ) (U\"*‘ 1L Kum QL
i —A

\ i = /._CV\/,
Date / Date / Date / - Date / f)/’?—o.é 202 &
|aTa: 27.06.2026 Jata: 27.06.2026 Hara: 27.06.2026 Hara:

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: Keropoa® Jxcupece (keroposiak) TadieTKu, AMceprupyemMble B NoJ0cTu pra, 10 mr

Market / Poinox :Russia / Poccus

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

Cepus No - V2601277 O6bem cepun " 36,00,000 Tab

Analytical Report No/ . 040003436537 Datestamlysis! . 504065098

AHAIHTHYECKHH oT4UeT No JaTa ananuza

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2008

JlaTta npousBoacTea I'open no

Mfg. License No. / MA pumber: /

IIpon3BoacTBeHHAN : MNB/05/263 ) : JII-Ne(004669)-(PI'-RU)
Homep PY

JuueH3us Ne

Analysis performed according ND: / Anasnus nposegen nmo HJI: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / UacTpykuus yreep:xaena: 21.04.2025

Page 8 of 11/ Cyp. 8 m3 11

i’o Test / [TokaszaTenn Results / Pe3ynbTaThi Specification / Hopma
12 Assay / KosimuecTBeHHOE 9.9 mg/9,9 mr From 9.0 mg to 11.0 mg of
onpejesicHue (99.5%) CisHi3sNO3*C4H;1NOs (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 Mr 1o 11,0 Mr
CisH3NO3*C4H; 1 NO; (xeToponaka
TpometamuH) (ot 90,0 mo 110,0 % ot
3asBJIECHHOTO KOJIMYECTBA) B TableTKe.,
13 Butylhydroxyanisole 0.0978 mg/tab / Not less than 0.042 mg/tab. /
content / CopgepxaHue 0,0978 mr B TabJIeTKE He menee 0,042 Mr B TabneTke.
Oy THIITHAPOKCHAHM30J1a

Remarks : The Product confirms to ND/

IIpumeuanue: IIponykt coorBeTcTBYeT TpeboBanusam HJL

Conclusion : APPROVED /
3aknwuenne: OJIOGPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[ToaroroBneno: Vishal [Iposepeno: Pravesh  |{[Iposepero (AOK): OnobpeHo: ObecneyeHue kauecTsa/OTBETCTBEHHOE
Sharma Rana Amit Kumar nUno:
(] K _CuNIL Kompn
\ st ——
Date / Date / Date/ ' Date / (Lf}—o L2006
Hata: 27.06.2026 Hata: 27.06.2026 Hara: 27.06.2026 Jlata:

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 ":’.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formul

ation Unit-6

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

CEPTUO®UKAT AHAJIM3A

Tel: +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropoa® Jxcnpece (keToposiak) TabiieTKH, AucneprupyemMble B n0J0CTH pTa, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne V2601277 O6bem cepuu " 36,00,000 Tab

Analytical Repourt No/ - 040003436537 Date of Analysis / . 27.06.2026

AnanuTHyeckuii oruer Ne Jlara anajmn3a

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

Jlara npou3BoacTBa I'ogen oo

Mfg. License No. / MA number: /

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

JHIeH3ust Ne

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

Page 9 of 11/ Ctp. 9 m3 11

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnerok B
onucrepe u3 ([TA/AJVIID ¢
Biaronornotutenem/[19BIT)
¢doneru // (I13/AJ1) donsru. Ilo
2 Gnuctepa BMECTE C JMCTKOM-
BKJIAABILICM B navKy
KapTOHHYIO.

:.g Test / Iloka3zaTesib Results / PesynsTatsl Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Onucanne yNnakoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or 2

blisters with patient information leaflet in a

carton pack.
(TTA/AJI/TID

/ Tlo 10 Tabnetox B GuucTepe U3
¢ BnaronoriotutenaeM/I19BIT)

doneru // (IID/AJI) ¢onsru. Tlo 1 win 2
fnucrepa BMECTE C JIMCTKOM-BKIIAIbILIEM B
NayKy 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.
* [1pu BbInycKe JIeKAapCTBEHHOrO MpenapaTa KOHTPOJIb Ka4yecTBa Mo nokasaTte o «MHuKpobuosioruyeckast
YUCTOTA» NPOBOAHTCS AJIs Kaxka0it 20-0ii cepun, WK AJs 0AHOI cepHHU B rod, B 3aBUCHMOCTH OT TOr0, 4TO

HACTYNUT paHblile.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanue: IIpogyxT coorseTcTBYET Tpeboranusm HJI 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Toarorosneno: Vishal [Tposepeno: Pravesh  [|[Tpoeepeno (AOK): Onobpeno: Odecneuenne kauecTsa/OTBETCTBEHHOE
Sharma Rana Amit Kunar JIMLIO: . .

i _(UNIC Ky AR

— _ A

Date / Date / Date / Date / 27T L=l0LL
Hara: 27.06.2026 Jara: 27.06.2026 Jlara: 27.06.2026 Jlara:

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":'.

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUOUKAT AHAJIM3A www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropoa® Jkcnpece (keToposiak) TabsieTKH, AHCHEPrHPY€EMbIe B IOJ0CTH pTa, 10 Mr
Market / Prinok :Russia / Poccus
Batch No / i Batch Quantity / _36,00,000 tab /
Cepus Ne - V2601277 O6beM cepuu © 36,00,000 Tab
Analytical Repo:*t No/ . 040003436537 Date of Analysis / - 27.06.2026
AHaHTHYecKHI oTyeT Neo JlaTa ananu3a
Date of Manufacture / . 05/2026 Date of Expiry / - 04/2028
JaTa npou3BoJcTBA I'onen xo
Mfg. License No. / WA siciBers J
IIpou3ssoacTBeHHAst : MNB/05/263 ) : JITI-Ne(004669)-(PT-RU)

Homep PY

auuenzns Ne
Analysis performed according ND: / Anann3s nposenen o HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uncrpykius yreepxaena; 21.04.2025

Page 10 of 11 / Crp. 10 m3 11

API name / Haumenopanue A®C:

Ketorolac tromethamine / Keroposaka Tpomeramun

INN / MHH:

Ketorolac / Ketoponax

API manufacturer batch number /

Howmep cepun nponssoauresist ADC: ABSHUOGTY
FP Manufacturer API Batch number /
Homep cepuu cy0cTaHIIMH MPOH3BOAHTEJIS FETA00148

TJI®:

API Manufactured by & country /
IIpouzpogutens ADC, crpaHa:

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

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

Haunmenosanue, ajgpec, JHUEH3US 1A
TIpouspoacTeenHas miomaaka / Ilmomaaka
KOHTpoJs KadecTBa / [liomagka Beinmycka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddji, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

H-p Peanwn’c Jlabopatopuc JIta., Uuaus, [lpoussoacteenHoe
nonpasaenenue-6, Bumn. Kxons, Hanarapx Poyn, bamau, Jluctpuxt
Conan, X.I1., 173205, Muaus (muuen3us sHomep MNB/05/263)

Declaration of certification: « 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 establishedy.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IIpumeuanue: [IpogykTt cooTBeTcTBYET TpeboBaHmAM HJJ

3aknwuyenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[ToarotosneHo: Vishal [Iposepeno: Pravesh  ||[Iposepeno (AOK): Onobpeno: ObecneueHue kauectBa/OTBETCTBEHHOE
Sharma 6" | Rana / Amit Kumar — JIULIO: ,—C UNIC U™ pr

b > — v
Date / Date / Date / Date / LI¥6& ~L0) 6
Hara: 27.06.2026 Jara: 27.06.2026 Iata: 27.06.2026 Jara:

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 Laboratories Ltd.
! ‘0. Formulation Unit-6
Dr. Reddy s -. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tei: +91 98166 56001-02
CEPTUDPHNKAT AHAJIN3A www.drreddys.com

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

Mpoaykr: Keropoa® Jkcnpece (KeTopoak) Tab/IeTKH, AUCHEPrHPYeMble B MOJ0CTH PTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne + V2601277 O0beM cepun ©36,00,000 Tab

Analytical Repovrt No/ . 040003436537 Date of Analysis / . 97.06.2026

AHAaNHTHYECKHH oTUueT Ne JlaTa aHaJIM3a

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

Jara npounsBoJcTBa I'omen go

Mfg. License No. / .

) ————— . MNB/05/263 LA oumbiers ¢ . JITI-Ne(004669)-(PT-RU)
Homep PY

JinneH3Hst No

Analysis performed according ND: / Ananus npoBeaen mo H/I: JIII-Ne(004669)-(PI'-RU)-190224

PIL version approved: / MncTpykuus yreepxaena: 21.04.2025

Page 11 of 11/ Ctp. 11 n3 11
3aKJ/JIYeHHEe 0 COOTBETCTBHMM: «HaCTOHIlH/IM S IMOATBECPXKIAI0, YTO NPUBCICHHAS BBIIIC I/IH(bOpMaHI/Iﬂ ABIIACTCA
JIOCTOBEPHOM M TOYHOM. DTa cepusl MPOIYKIMU IPOM3BEICHA (BKIIOYAS YIAKOBKY (MApKHpPOBKY) M KOHTPOJIL
KayecTBa) Ha BHIIICYKAa3aHHON MPOW3BOJACTBEHHON IUIomanke (IUIOMaAKax) B IOJHOM COOTBETCTBHH C
TpeboBanuaMu IIpaBuil HaIekaliedl IMPOM3BOACTBEHHON NpPAKTUKU EBpasuHiiCKOro 3KOHOMHYECKOTO COK3a H
Tpe6OBaHI/I$IMI/I KOHTPOJIA KadeCTBa JICKAPCTBEHHBIX CPE/CTB, d TAKXKEC B COOTBETCTBUH CO CHCHH@HK&HHHMI/I,
COICPKAIMMUMHUCA B PCTUCTPALIMOHHOM JOCHEC CTPAHBI-UMIIOPTEPA. 3amucHu 1o IIPpOU3BOACTBY, YIIAKOBKC H aHAJIU3y
TIPOBCPCHEBI, U YCTAaHOBJIICHO UX COOTBCTCTBHC Tpe6OBaHI/I}IM HpaBI/IJI HajJexanen HpOHSBOI{CTBeHHOﬁ IMPpAKTUKH
EBpa?:HﬁCKOFO S3KOHOMHNYCCKOT'O COIO3a».

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

IMpumeuanne: IIpoxykt coorseTcTBYET TpeboBaHMAM HJY 3aknwuenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IToarotoBneno: Vishal [Tposepero: Pravesh [Tposepeno (AOK): Onobpeno: ObecneueHue kauecTBa/OTBETCTBEHHOE

Sharma !} Rana j Amit Ku 1ar(/’4 JTHLLO: ){ UNC KUV\.‘ M
1 ‘m — <]

Date / Date / Date / Date / WD {~LO0LG
Jara: 27.06.2026 Hara: 27.06.2026 Hara: 27.06.2026 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com





