Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets

10 mg

Ipoaykr: Keropoa® Dxenpecc (xeToposak) TabjieTKH, AHCHEPrUPYeMbIe B OJ0CTH pTa, 10 Mmr

Market / PeiHok :Russia / Poccus

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

Cepust Ne t V26002 O0BeM cepun " 36,00,000 Tab

Analytical Repovrt No/ - 040003371981 Date of Analysis / . 22.04.2026

AHanuTHYecKui oTueT Ne JlaTa ananuza

Date of Manufacture / - 04/2026 Date of Expiry / . 03/2028

Jlara npou3zBoacTBA Tonen no

Mfg. License No. / .

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

Junen3ust Ne

PIL version approved: / Mncrpykuus yreepacaena: 21.04.2025

Analysis performed according ND: / Auanus nposeaen mo HJI: JIII-Ne(004669)-(PI'-RU)-190224

Page 1 of 11/ Crp. 1 m3 11

No ] .

o Test / IlokasaTesb Results / Pe3yabTaThl 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. / Kpyrnbie niockue
side. / Kpyrmble nnockue TabneTku ¢ (ackoii, CBETNO-XKEITOro LBera C
TabIeTKH ¢ hackoi, cReTIo- rpaBUPOBKOH «I» Ha 0HOM cTOpOHE.
’KEJITOTO L[BETA C FPaBUPOBKOH
«l» Ha oAHOM CTOpOHE.

2 Identification / UnenTndnkauns

Ketorolac / Kemoponax Complies / CoOoTBETCTBYET

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (= 2 nm). / V-
CIIEKTPbI MOIJIOIEHHUS UCIIBLITYEMOTO pacTBopa 1
pacTBopa CTaHAapTHOro obpasia KeTopoJaka
TPOMETaMHHa JOJDKHBI UMETh MAKCHMYMBbI NPU
OZIHOH U TOH e ANuHE BOJIHbI (£ 2 HM).

Remarks : The Product confirms to ND/
[pumeuanue: [TpoaykT cooTBeTCTBYET TpeboBaHUAM H ]I

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Tonrorosneno: Pravesh IIpoBepeHo: Ramakant ||IIpoBepeHo (AOK): Onobdpeno; Obecneuenue kayectBa/OTBETCTBEHHOE
Rana (}g Amit Kumar NHLO: el g L\DLUWU’\

—
Date / Date / Date / Date / 25 -04-200(
Hara: 22.04.2026 Hara: 22.04.2026 Hara: 22.04.2026 Hara:




Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopoa® Dkcnpecc (keTopoJiak) TabJeTKH, JHCHeprupyeMble B MOJOCTH pTa, 10 Mr

Market / PoIHOK :Russia / Poccns

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

Cepus Ne  M2600i02 Oobem cepun " 36,00,000 Tab

Analytical Repo:‘t No / - 040003371981 Date of Analysis / - 22042026

AnamruyeckHii oryer Ne JlaTa anaanza

Date of Manufacture / - 04/2026 Date of Expiry / - 03/2028

Jarta npon3BoacTBa TI'ogen go

Mfg. License No. / MA number: /

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

Jaunensus Ne

Analysis performed according ND: / Auanuz nposeaen mo HJ/I: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Mucrpykuus yreep:xkaena: 21.04.2025

Page 2 of 11/ Ctp. 2 u3 11

No
Ne

Test / IToka3zarensb

Results / Pe3yibTaThl

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 ymepXuUBaHHS OCHOBHOTO IIMKa Ha

XpoMarorpamme HUCIIBITYEMOTO pactBopa
IOKHO COOTBETCTBOBATH BpEeMEHU
YIAEP)XKUBAHUSA OCHOBHOI'O MUKa Ha

XpoMaTorpamMme  pacTBopa  CTaHHAPTHOI'O
obpaslia KeTopojlaka TpoMeTaMHuHa (paszen
«KonM4ecTBEHHOE ONpeaeNeHUE»).

Remarks : The Product confirms to ND/
[Tpumeuanne: ITpoaykT cooTBeTcTBYET TpebopaHusam HJL

Conclusion : APPROVED /
3akniovenue: OJJOGPEHO

Prepared by /

IToarorosneno: Pravesh

Checked by /

Checked by (AQA) /

[TposepeHo: Ramakant ||[Tposepeno (AOK):

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneuenne kauecTBa/OTBETCTBEHHOE

Rana (}d— Amit Kumar JULLO: (A%\'{'_:f: gLLa,UI‘&Q @
> r\w_,/\
% \ L
Date / Date / Date / Date / 20l -202(
Hara: 22.04.2026 Jara: 22.04.2026 Hara:

Hara: 22.04.2026




Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Ikcnpecc (keroposak) TabiieTKu, AMCNEPrUPYEMBbIe B NOJIOCTH pTa, 10 Mr

Market / PoiHOK :Russia / Poccus

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

Cepus Ne + V2600772 Oo6bem cepuu " 36,00,000 Tab

Analytical Repovrt No/ . 040003371981 Date of Analysis / © 99 042026

AHAaTuTHYECKHH oT4yeT No JaTa anajauza

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

Jara npousBogcTBa T'omen go

Mfg. License No. / MA number: /

IIpousBoacTBEeHHASA : MNB/05/263 ) 1 JIII-Ne(004669)-(PT'-RU)
Howmep PY

JuneHzus Ne

Analysis performed according ND: / Anasns nposegen mo H/I: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uncrpykuus yrBepanaena: 21.04.2025

Page 3 of 11/ Crp.3 n3 11

Results / PesyabTaTts!

Specification / Hopma

o Test / [lokazaTennb
Ne
Butylhydroxyanisole /
Bymuneudpoxcuaruzon

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 yIOEePXKUBaHUA TIMKOB 2-
OYTHUITUIPOKCHAHM30JIa u 3-
OYTWITHIPOKCMAHM30JIa Ha  XpoMarorpamme
UCTIBLITYEMOTO pacTBopa JIONKHEI
COOTBETCTBOBATb  BpeMeHaM  YJepKMBaHUA
MUKOB  2-OyTWITHMApOKCHaHW3ona W 3-
OyTUNTHIPOKCHAHM30/la Ha  XpOMaTOTpaMMe
pacTtBopa CTaHIapTHOTO obpasua
Oyrunruapokcuanuszona (pasaen «ComepxaHue
OYTWITMAPOKCUAHH30Ma»).

Remarks : The Product confirms to ND/

IIpumeuanue: IIponykT cooTBeTcTBYET TpeboBaHwsam HJJ

Conclusion : APPROVED /
Zaknwuenne: OJJOGPEHO

Prepared by /

[Moarorosneuo: Pravesh

Checked by /

Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Iposepeno: Ramakant ||[Iposepeno (AOK): Onobpeno: Obecneyenne kauecTsa/OTBETCTBEHHOE

Rana d_d— Amit Kumar STHLIO: ‘Alv\,LL.‘ Cliatna
LA s H
J £
Date / Date / Date / Date / 2.2 ~0Y-2004
Hara: 22.04.2026 Jlata: 22.04.2026 Hara: 22.04.2026 Jara:




Dr.Reddy’s ‘,‘:'.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product ;: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Ketopon® Jxcenpece (keTopoak) TabieTKl, AMCIEprupyemMble B MOJOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccust

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

Cepusn Ne § M2u0ii2 O6bem cepun " 36,00,000 Tab

Analytical Repourt No/ - 040003371981 Date of Analysis / - 92.04.2026

AHATHTHYECKHIT oTUeT Ne JlaTra ananusa

Date of Manufacture / - 04/2026 Date of Expiry / . 03/2028

JlaTa nmpou3BoaCTBA T'ogen go

Mfg. License No. / .

TIpoussoacTReHEAR - MNB/05/263 R Cenumb L . JITI-Ne(004669)-(PT-RU)
Homep PY

JHneH3us No

Analysis performed according ND: / Ananus nposenen no HJ[: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UucTpykuus yreepxkaena: 21.04.2025

Page4 of 11/ Crp.4 u3 11

i.oo Test / [Toka3zaTeb Results / PesyabTaTthbl Specification / Hopma
3 Average weight / Cpennsis 70.6 mg / 70,6 mMr 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 %;
Uniformitv of weight / 2/20 tablets - not more than + 20 %.
Omiono ");CTB Mfccu Complies / CooTBeTCTBYET 18/20 Ttabmetox — He OGonee + 10 %;
ARGpoa 2/20 TabneTok — He Gonee + 20 %.
4 Disintegration time /
PacnmapaeMocthb
00 min 34 sec / 00 mun 34 cek Not more than 3 min. / He 6onee 3 mMun.
5 Dissolution / PacTBopeHue Unit-1/ Tabn-1 99 % Not less than 75 % (Q) of CisH;3NO3C4H| 1 NO;
. (ketorolac tromethamine) in 15 min. / He meHee
_ = 0
Unit-2 / Ta6n-2 99 % 75 % (Q) C15H13NO3'C4H11NO3 (KeToponaKa
Unit-3 / Ta6n-3 99 9%, TPOMETaMuH) uepe3 15 MuH.
Unit-4 / Tabn-4 99 %
Unit-5/ Tabn-5 99 %
Unit-6 / Tabn-6 100 %

Remarks : The Product confirms to ND/

IIpumeuanmue: [Iponykr coorBeTcTBYeT TpeGoranusam HJT

Conclusion : APPROVED /
3aknwyenne: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Toarorosneno: Pravesh IMposepeno: Ramakant |[[IposepeHo (AOK): OnobpeHo: Obecneuenne kauecTBa/OTBETCTBEHHOE
Rana K’Jj‘ Amit Kumar NHLO: ’AW WE. _gt\aw" @ ‘@
pd
P
Date / Date / Date / Date / 21 ~0Y-Jo2d
Jarta: 22.04.2026 Hara: 22.04.2026 Hara: 22.04.2026 Hara:




Dr.Reddy’s ‘,‘:'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jkcnpecce (keTopoJiak) TabJIETKH, JUCHEPrHPYEMbIe B IOJIOCTH PTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepusn Ne d VEcUUiie O6beM cepuu " 36,00,000 Tab

Analytical Repourt No/ - 040003371981 Date of Analysis / . 22042026

Ananuruueckuii oruyer Ne JlaTa anannza

Date of Manufacture / . 04/2026 Date of Expiry / - 03/2028

HaTa npon3BoacTsa T'ogeHn go

Mfg. License No. / .

Il porsBe iciEenman . MNB/05/263 MA number: / . JIII-Ne(004669)-(PT-RU)
Homep PY

Jgunenzust No

Analysis performed according ND: / Ananu3 nposeaen nmo HJI: JII-Ne(004669)-(PT"-RU)-190224
PIL version approved: / Mucrpykuus yreepaaena: 21.04.2025

PageSof 11/ Crp.5u3 11

i.:) Test / [lokazaTennb Results / Pe3yabTaTtsl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a 710 pm
JucnepcHoCcTh sieve is formed. / O6pasyercs ogHopoaHas
CYCNEH3UsA, M[pPOXOOsilas CKBO3b CHUTO €
pasmMepoM oTBepCcTHit 710 MKM.
(] Impurities / Tipumecu

1-hydroxy analog of
ketorolac: /
l-ruapokcuananor

Hixe npenena o6HapyxeHus
(ITO = 10,0010 %)

Below LOD (LOD = 0.0010 %) / | not more than 0.5 %; / e Gonee 0,5 %;

KeTopoJiaKa
1-keto analog of ketorolac / 0.03 % not more than 0.8 %; / ne Gonee 0,8 %,;
1-keToaHajor KeTopoJiaka
unidentified impurity / 0.01 % not more than 0.5 %; / e 6onee 0,5 %,;
eMHITIHAs
HeuJeHTUQHULIMPOBaHHAS
MpUMeECH
total impurities / 0.0428 % not more than 1.0 %. / ne Gonee 1,0 %.
cyMMa IIpuMecei

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

IIpumeyanne: [TpoaykT cooTBeTCTBYET TpeboBanusimM HJT 3axmodenue: OJOBPEHO

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

Rana

[TogroroeneHo: Praveshjl [Tposepeno: Ramakant [[[Tposepeno (AOK):

Amit Kumar
M@ A"
—

Onobpeno: ObecneueHne kauecTBa/OTBETCTBEHHOE

SIHLIO: Au\,\.l.;t Lhaws @7

—

Date /

Hara: 22.04.2026

Date /

Hara: 22.04.2026 Jara: 22.04.2026

Date /

Date / 2/2 FOL"’.?—O"J

Hara:




Dr.Reddy’s ‘,‘:'.

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Dkcnpece (keTopoak) TabJIeTKU, AUCTIEPrAPYEMble B 0JIOCTH pTa, 10 Mr

Market / Puinok :Russia / Poccust

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

Cepusi Ne F V2600772 Oo0nem cepun " 36,00,000 Tab

Analytical Repo:’t No/ - 040003371981 Date of Analysis / - 22.04.2026

AHaJMTHYeCKHIT 0TYeT No Jara ananusa

Date of Manufacture / - 04/2026 Date of Expiry / . 03/2028

JlaTa npounsBoacTBa T'open no

Mfg. License No. / .

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

JuneH3us Ne

Analysis performed according ND: / Auanus nporenen mo HJI;: JITI-Ne(004669)-(PT'-RU)-190224
PIL. version approved: / Uucrpyknus yreep:xaena: 21.04.2025

Page 6 of 11/ C1p. 6 u3 11

1‘0 Test / [lokazaTenn Results / Pe3yabTaTsl Specification / Hopma

8 Water content / 22% Not more than 7.0 %. /
Coaepxkanne Boabl He 6onee 7,0 %.

9 Residual solvents / OcTtaTouyHble OpraHiH4eckne pacTBOPUTETH
Isopropyl alcohol / 5 pg/tab/ Not more than 350 pg/tab. /
Hzonponanon 5 MKT B TabieTke He 6onee 350 mxr B TabneTke.

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoxykr cooTBeTcTBYET TpeboBaHusIM HJL

Conclusion : APPROVED /
3aknwuenne: ONOBPEHO

Prepared by /

IToarorosneno: Pravesh

Checked by /

Checked by (AQA) /

[Tposepeno: Ramakant |{[Tposepeno (AOK):

Approved by: Quality Assurance/Authorized person /
Onobpeno: ObecrieyeHne kauecTsa/OTBETCTBEHHOE

Rana &r Amit Kumar JTHLO! -A""‘"'E% Lhaewa ﬁ ;?
/ % ,,N o [\,/\
-—
Date / Date / Date/ Date / 2.2.<6t - Y02
Jlara: 22.04.2026 Jarta: 22.04.2026 Hata: 22.04.2026 Jlara:




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Sofan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUDOHUKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropoa® Jxcnpecc (keToposiak) Ta6JeTku, AucneprupyemMble B oJ10CTH pTa, 10 mr

JHIeH3Hsn Ne

Market / PoiHOK :Russia / Poccus

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

Cepust No i N26000i72 O0beM cepun " 36,00,000 Tab
Analytical Repourt No/ - 040003371981 Date of Analysis / - 92042026
AHanmuTuvyeckui oruet Ne Jarta ananusa

Date of Manufacture / - 04/2026 Date of Expiry / - 03/2028

Jarta npousBoacTBa Toxen no

Mfg. License No. / MA number: /

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

Analysis performed according ND: / Anann3 npoenen mo HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / UncTpykuus: yreepxaena: 21.04.2025

Page 7 of 11/ Crp. 7 u3 11

ﬁ;g Test / [lokazaTenn Results / PesyabTaThl Specification / Hopma
10 Microbiological purity*/ Mukpo6uoioruueckas yncrora*
Total Aerobic Microbial NA not more than 10* CFU/g; /
Count / ob1iee yuciIo He Gonee 10° KOE/T;
a3pOOHBIX MUKPO-
OpTraHU3MOB
Total Combined Yeast and NA not more than 102 CFU/g; /
mold count / o6iiee yncio e 6onee 102 KOE/r;
JPOXOKEBBIX U TUIECHEBBIX
rpudoB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBUE B 1 T.
11 Uniformity of dosage units / Acceptance value (4V) not more than 15.0
OaHopoaHoCTh 46 IMoxkazaTtens npuemnemocty (AV) gomxeH 6bITh
A03HUPOBAHHBIX eAMHUIL ’ He Gouee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanue: IIpoaykt coorBercTBYET TpeGopanusam HJ

Conclusion : APPROVED /
3akmwuenue: OJOBPEHO

Checked by /
[Tposepeno: Ramakant

Prepared by /
IMoarorosiieno: Pravesh

Checked by (AQA) /
IMposepeno (AOK):

Approved by: Quality Assurance/Authorized person /
Onobpeno: ObecneueHne kauecTBa/OTBETCTBEHHOE

Rana M Amit Kumar SHLO: ,A\M,(;tg haean o (@;
Date / Date / ‘ Date / Date /

~0Y- 202
HMara: 22.04.2026 Hara: 22.04.2026 Jara: 22.04.2026 Hara: 220l 9024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 451 40 4900 2900, Fax: +91 40 4900 2998, Email: mail@drreddys.com
CIN: L&5195AP1984P1.CO04507
www.drreddys.com




Dr.Reddy’s ‘f"

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel 1 +91 98166 56001-02

CEPTUOUKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Ikenpece (keropoaak) Tabierku, AucneprupyemMsole B 0J0cTH pTa, 10 mr

Market / Poinok :Russia / Poccus

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

Cepust Ne R V2600772 O0bem cepun " 36,00,000 Tab

Analytical Repourt No / - 040003371981 Date of Analysis / © 22042026

AHaauTHYecKHii 0TYeT No JlaTa anasnza

Date of Manufacture / - 04/2026 Date of Expiry / . 03/2028

Jara nmpousBoacTea Toaen no

Mfg. License No. / MA number: /

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

annenzus Ne

Analysis performed according ND: / Ananan3 nposeaen no HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Uncrpykuus yreep:kaena: 21.04.2025

Page 8 of 11/ Crp. 8 m3 11

i‘? Test / Iloka3zarens Results / Pe3yabTaThl Specification / Hopma
12 Assay / KoiimuecTBeHHOE 10.0 mg / 10,0 mr From 9.0 mg to 11.0 mg of
onpejeieHHe (99.6 %) CisH1aNO3*C4H11NO; (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 Mr JI0 11,0 mr
Ci5H13NO3+C4H,; INO; (xeToponaka
TpomeTramuH) (or 90,0 gmo 110,0 % or
3asBJIEHHOT'O KOJIMYECTBA) B TAOJNIETKE.
13 Butylhydroxyanisole 0.0983 mg/tab / Not less than 0.042 mg/tab. /
content / CoaepxkaHue 0,0983 mr B TabneTke He menee 0,042 mr B Tabnerke.
OyTHATHAPOKCHAHU30J1A

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: IIpoayxT cooTBeTCTBYET TpeboBaHUsIM H]T 3axknwoueniie: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
MoarorosseHo: Pravesh [Tposepeno: Ramakant [|[Tposepero (AOK): OnoGpeHo: Obecnieyenne kaaecTBa/OTBETCTBEHHOE
Rana &¢ Amit Kumarﬁ/\ Lo A‘W\w e @
) =
Date / Date / Date / Date /
~bly 2024
JHara: 22.04.2026 Jara: 22.04.2026 Jara: 22.04.2026 Jlata: 2=tk
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: L&5195AP1984PLCO04507
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 38166 56001-02

CEPTUPHUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Ixcnpece (keToposiak) TabaeTku, JNCIeprupyemMble B 0J10¢TH pTa, 10 mr

Market / Prinok :Russia / Poccus

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

Cepns Ne 5 V260072 O0bem cepun " 36,00,000 Tab

Analytical Repo:’t No/ - 040003371981 Date of Analysis / - 92.04.2026

Auaaurnvyeckuii oruer Ne Jara anannza

Date of Manufacture / - 04/2026 Date of Expiry / . 03/2028

JlaTa npou3BsoacTBa T'ogen g0

Mfg. License No. / MA number: /

IMpousBoacTBeHHast : MNB/05/263 : : JIMI-Ne(004669)-(PT'-RU)
Homep PY

Junensus Ne

Analysis performed according ND: / Ananu3 nposeaen no HJI: JIII-N2(004669)-(PI"-RU)-190224
PIL version approved: / UncTpyknusa yreepaaena: 21.04.2025

Page9of 11/ Crp.9u3 11

Onucanne ynaKoBkH

(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnetok B
6nucrepe wus (ITA/AJI/IID ¢
BnaronoriorureneM/TIOBIT)
doneru // (IID/AJT) doneru. Io
2 Onucrepa BMecTe C JIMCTKOM-
BKJIabIIIEM B nayKy
KapTOHHYIO.

i.:) Test / Iloka3zaTenb Results / Pe3yabTaTbl 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. / ITo 10 tabGnetok B GnucTepe U3
(ITA/AJ/TID ¢ snaromornotutenem/I12BIT)
bonern // (IID/AJT) ¢oabru. Mo 1 wumm 2
onucrepa BMECTE C JIMCTKOM-BK/IAAbIieM B
NaukKy 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,
* IIpH BbIIYCKe JIEKAPCTBEHHOI0 MPENapaTa KOHTPOJIb Ka4ecTBa MO0 noka3aTento «MuUKpoOHolornieckas
4HCTOTa» NPOBOANTCH AJs1 KaxkAoi 20-0ii cepuH, M JJIsl OXHOH cEpHHU B rod, B 3aBUCHMOCTH OT TOr0, 4TO
HACTYIHUT paHbLie.

Remarks : The Product confirms to ND/

IIpumeyanue: IlpoaykT cooTBeTCTBYeT TpeGoBaHusM HJJ

Conclusion : APPROVED /
3akaouenne: OTOBPEHO

Prepared by /

IToarorosneHo: Pravesh

Checked by /

Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Tposepeno: Ramakant ||[Iposepeno (AOK): Onobpeno: Obecnederne kauecTsa/OTBETCTBEHHOE

Rana I Amit Kumar NNLO: AM{“ Cloune @)
_ —
%)AV / /\ s
Date / Date / Date / Date / 22-0l-202(
Hata: 22.04.2026 Hara: 22.04.2026 Hara: 22.04.2026 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +S1 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com

CIN: L8S195AP1984PLCOD4507
www.drreddys.com




Dr.Reddy’s q,':‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.£, 173 205, INDIA
Tel; +91 98166 56001-02

www.drreddys.com

CEPTUOUKAT AHAJIU3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Jxcnpece (keToposiak) TabieTKu, AUCIepPrupyemMble B MOJIOCTH pTa, 10 mr
Market / PoiHOK :Russia / Poccus
Batch No / ) Batch Quantity / _36,00,000 tab /
Cepusn Ne + V2600772 Oo0bem cepun ©36,00,000 Tab
Analytical Repog‘t No/ . 040003371981 Date of Analysis / - 22042026
AHanuTHyecKuid oTyet Ne JaTa aHasn3a
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JaTta npou3soxcTea I'onen o
Mfg. License No. / .
IIpon3BoacTBeHHAA : MNB/05/263 MR numben: § : JIII-Ne(004669)-(PI'-RU)
Homep PY
Juuenzusa Ne
Analysis performed according ND: / Ananus nposenen mo H/I: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / HacTpykuus yreep:xkaena: 21.04.2025
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API name / HaumenoBanue A®C:

Ketorolac tromethamine / Keroponaka rpomeramun

INN/MHH:

Ketorolac / Ketoposnak

API manufacturer batch number /
Homep cepuu npouszsoaureass ADC:

ABSH006295

FP Manufacturer API Batch number /
Homep cepun cybcTaHmMn NpOH3BOAMTEJIS
IJID:

FESA00537

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

Dr. Reddy's Laboratories 1td., India /
J-p Pennu'c Jlaboparopwuc JIta., Uuaus

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

HanmenoBanue, aapec, JTHIEeH3US AJIs1
IIpousBoacreennasn miomanka / Ilnomagka
KoHTpoJs KadecTa / Ilomagka Beimycka

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

J-p Pennu’c Jlaboparopuc JIta., Unaus, [pousBoacTBeHHOE
nojpasaeneHve-6, Bumn. Kxons, Hanarapx Poya, bagmu, Auctpukr
Comnan, X.I1., 173205, Muaus (nunensus nomep 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 /
IIpumeuanmue: [IpoaykT coorBeTcTBYeT TpeboBaHmusM HJJ 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[TonrotorneHo: Pravesh ] [Tposepeno: Ramakant (|[Tposepero (AOK): Onobpeno: Obecrevenue ka4ecTBa/OTBETCTBEHHOE
Rana M Amit Kumar JSTHLO: (A%LC% Clatns @

g - '

.

Date / Date / Date / Date / 22-0Yr2oaf
Jara: 22.04.2026 Hara: 22.04.2026 Hara: 22.04.2026 Hara:

Registered Gffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO0OAS507
www, drreddys.com




® Dr. Reddy's Laboratories Ltd.
@ . -
) ® Formuiation Unit-6
DI’. Reddy s q .. Vill. Khol, Nalagarh Road, Baddi,
) Distt. Solan, H.P, 173 205, INDIA

CERTIFICATE OF ANALYSIS ~ Tel : +91 98166 56001-02
CEPTU®UKAT AHAJIM3A  Www.drreddys.com

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

Ipoaykt: Keropoa® Dxcnpece (keToposak) TabjieTKH, JHCIEPrEpyeMble B 0JOCTH pTa, 10 Mr

Market / Peinok :Russia / Poccus

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

Cepus Ne + V2600772 O6beM cepun " 36,00,000 Tab

Analytical Repo:‘t No/ - 040003371981 Date of Analysis / . 92.04.2026

AHaauTHYeCKHIT oTUeT No JlaTa ananuza

Date of Manufacture / - 04/2026 Date of Expiry / . 03/2028

JaTa npousBoAcTBa I'open o

Mfg. License No. / .

IpoussoncTBeaNAn . MNB/05/263 IXLE M D EraY . JITI-Ne(004669)-(PT-RU)
Homep PY

JHneH3usi Ne

Analysis performed according ND: / Anasm3 nposeaen mo HJI: JIII-Ne(004669)-(PT-RU)-190224

PIL version approved: / MHcTpykuus yTBep:kaeHa: 21.04.2025

Page 11 of 11/ Ctp. 11 m3 11
3akmouenue o cooTBeTcTBUU: «HacTosmuM s moATBepxkaaro, YTO IIPUBEACHHAs BhIIe HHpOpMAIUS SBISETCS
JIOCTOBEPHOH W TOUHOM. DTa cepus MPONYKIUU IpoM3BeJeHa (BKJIIOYas YIAKOBKY (MapKHPOBKY) W KOHTPOIE
KauecTBa) Ha BBINMIEYKA3aHHOH IIPOM3BOACTBEHHON IINOMIAAKe (MJIOMIaJKax) B TIOJHOM COOTBETCTBHU C
TpeboBanuaMu IIpaBun Hamnexamiei MPOU3BOJCTBCHHON NpaKTUKU EBpa3uilckoro 3KOHOMHUYECKOIO COIO3a U
TpeOOBaHUAMH KOHTPOJISI KauyecTBa JICKAPCTBEHHEBIX CPEJICTB, 4 TAaKXXe B COOTBETCTBHM CO cHEeNUA(DUKAIUSIMH,
COICPXAIIUMHUCS B PETUCTPAIIMOHHOM JIOChE CTPaHBI-UMIOpTEpa. 3alucH 110 IPOU3BOJCTBY, YIIAaKOBKE H aHAIU3Y
TIPOBEPEHBI, M YCTAHOBJICHO MX COOTBeTCTBHE TpeOoBaHUAM [IpaBui Hajsexalelf Npou3BOACTBEHHON IPAKTHKU
EBpa3uiickoro 3k0OHOMHYECKOTO COH03a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanune: [Iponykt cooTBeTCTBYET TpeOoBaHmwimM HJI 3axmouenue: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Moarorosnero: Pravesh [Tposepeno: Ramakant ||[Tposepeno (AOK): Onobpeno: Obecneuenune kauectsa/OTBETCTBEHHOE
Rana Amit Kumar JIMLLO: ,Awu_’& Q hawns @)
n—/\

2 f\ e
Date / Date / Date / Date / 2‘2 "OL/rQO%
Hara: 22.04.2026 Jlara: 22.04.2026 JHara: 22.04.2026 Hara:

Registered Gffice: §-2-337, Road No. 3, Banjara Hills, Hyderabad - 560C34, Telangana, India
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