@
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ixenpece (keToposiak) TabIeTKH, JHCIEPrUpPYeMble B 10J10¢TH pra, 10 Mr

Market / Ppinok :Russia / Poccus

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

Cepus Ne RO O0bem cepnu " 36,00,000 Tab

Analytical Repovrt No/ - 040003323931 Date of Analysis / . 20.03.2026

AHaauTHYecKHii oTueT No JlaTa anajin3a

Date of Manufacture / - 02/2026 Date of Expiry / . 01/2028

JlaTa npou3BoACTBA TI'onen go -

Mfg. License No. / e T

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

auueHzus Ne

Analysis performed according ND: / Ananu3 nposenen mo HJI: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / UHcTpykuus yrBepxkiaena: 21.04.2025

Page10f11/Crp.1u311

N . .
.N‘g Test / IlokazaTesan Results / PesyabTaThl Specification / Hopma
1 Description / OnucaHue Light yellow round flat beveled Light yellow round flat beveled tablets with "|"

tablets with "|" debossed on one debossed on one side. / Kpyrasle nnockue
side. / Kpyrible ruiockue TabeTkn ¢ (ackoil, CBETNO-XKeNTOro I(BeTa ¢
TabneTky ¢ Gpackoi, cBETIO- rpaBUpPOBKOM «I» Ha OJIHOW CTOpOHE.
XEJTOro LBETa C IPaBUPOBKOM
«l» Ha OHOH CTOpOHE.

2 Identification / UnenTudnkaums

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 NOTTIOLICHUS UCTIBITYEMOIO PACTBOpA M
pacTBOpa CTAHAAPTHOrO obpasla KeToposaka
TPOMETAaMMHA JIOJIKHbl UMETh MaKCHMYMbi TTpH
OIIHOH U TO¥ %€ JUTMHE BOJHEI (£ 2 HM).

Remarks : The Product confirms to ND/
INpumeyanne: [IpoayxT cooTBeTCTBYET TpedoBanuaM HJJ

Conclusion : APPROVED /
3aknawuenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||[Approved by: Quality Assurance/Authorized person /
[ToarotoneHo: Shagun ITpoeepeno: Vishal [Tposepeno (AOK): ||Omobpeno: Obecnieuenue kauecTsa/OTBETCTBEHHOE
) Sharma Amit Kumar JIRLO: lywiC Kumap
% - N : o
/‘/ 3 - _(\,/\/;!
Date / Date / Date / Date / 2= F=1 G C)

Hata: 20.03.2026 Jlara: 20.03.2026 Hara: 20.03.2026

JHara:
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Dr.Reddy’s ‘,‘.‘

CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keroposa® Ixcnpece (keroposak) TabJeTKH, JHCHEPrHpYeMble B MOJOCTH pTa, 10 Mr

Market / Poinox :Russia / Poceust

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

Cepusn Ne FY2600515 O6bem cepuu " 36,00,000 Tab

Analytical Repovrt No/ . 040003323931 Date of Analysis / . 90.03.2026

AHaJnTHYECKHIi oTyeT No JlaTta anaauza

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028

JaTta npou3BoacTBa I'opgen o :

Mfg. License No. / T ——

IIpon3BoncrBenHas : MNB/05/263 ) . JII-Ne(004669)-(PT'-RU)
Homep PY

aunensus Ne

Analysis performed according ND: / Ananu3 nposeanen no HJI: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / MucTpykuus yreepaxaena: 21.04.2025

Page 2 of 11/ Crp. 2 n3 11

No

Test / Iloka3zaTenn
Ne

Results / PesyabTathl

Specification / Hopma

Complies / CooTBETCTBYET

The retention time of the main peak on the
chromatogram of test solution should correspond
to that on the chromatogram of ketorolac
tromethamine standard solution (Assay section).
/ Bpems y/lep)KUBaHUs OCHOBHOTO IHKa Ha

XpOMaTorpaMMe  HCHBITYEMOTo  pacTBopa
JOJIKHO COOTBCTCTBOBATh BpEMEHHU
yIepXKMBaHHs OCHOBHOTO n1Ka Ha
XpoMarorpaMMe — pacTBopa  CTaHAAPTHOTO

ofpa3ua KeToposiaka TpoMeTaMHHa (paszen
«KonnuecTBEHHOE OMpesieNICHIE).

Remarks : The Product confirms to ND/
ITpnmeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHusM HJJ

Conclusion : APPROVED /
3aknwuyenune: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Moarorosneno: Shagun [Tposepeno: Vishal [Mposepeno (AOK): ||Onobpeno: Obecneuenme kauecTsa/OTBETCTBEHHOE
Sharma Amit Kumar JTMLO: Syt Cympi
Q- . {\'/\ <%
- s e M ’}
Date / Date / Date / Date / R 0 Ay UL L
Hara: 20.03.2026 JlaTa: 20.03.2026 Hata: 20.03.2026 Jara:




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ilpoaykt: Keropoa® Dkcnpece (keTopoJiak) TabJieTKu, JHCHeprupyemMble B M0J0CTH pTa, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne B ¥2000312 O6nem cepun © 36,00,000 Tabd

amslytical Report No.J - 040003323931 Date of Analysis /. 5 3 596

AHanuTuyeckuii oTyer Ne Jara anannia

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028

JaTta npousBoacTea I'onen xo

Mfg. License No. / MA number: /

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

JuneH3us Ne

Analysis performed according ND: / Anamms nposeaen no H/I: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Huctpykuus yreepauena: 21.04.2025

Page3 of 11/ Crp.3 n3 11

No
Ne

Test / lloka3zaTennb

Results / PesynbTaTsi

Specification / Hopma

Butylhydroxyanisole /
Bymunzudpoxcuanuzon

Complies / CooTBEeTCTBYET

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
butylhydroxyanisole standard solution
("Butylhydroxyanisole content" section).
Bpemena yAEPKUBAHUA IIUKOB
OyTUnAruapoKcUaHU30Ia u
OyTHITMAPOKCHAHU30JIa HAa  XpoOMarorpamme

NUKOB  2-OyTWITMApOKCUAaHU30NA M
OyTMNrHOPOKCHAHKU30JIAa HAa  XpoMaTtorpaMme
pacrteopa CTaH/IapTHOrO obpasua
Oytunruapokcuanuzona (pasgen «CopepxaHue
OYTUIATHAPOKCUAHM30IIAY).

Remarks : The Product confirms to ND/
IIpumeuanue: IIpoaykt cooTBeTcTBYET TpeboBaHusaM HJT

Conclusion : APPROVED /
3akarwyenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Toarorosnexo: Shagun [Tposepeno:Vishal I[Tposepeno (AOK): [|OnoGpeno: Obecnievenne kadecTsa/OTBETCTBEHHOE
Sharma /—\{ Amit Kuma(r/\ JTHLLO: Cunil( YUMATL
- A [T
; — v
Date / Date / Date / Date / A~ 1d 026
Hara: 20.03.2026 JHara: 20.03.2026 Jlara: 20.03.2026 Hara:

UCIBITYEMOTO pactBopa JAOJKHbI
COOTBETCTBOBATH BpE€MEHaM YAEP)KHUBAHHUA




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropoa® Ixenpece (keTopoaak) Tabaerku, Ancneprupyembie B HoocTu pra, 10 mr

Market / Poinox :Russia / Poccus

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

Cepus Ne : SEAUIE O0bem cepun " 36,00,000 Tab

Analytical Repovrt No/ - 040003323931 Date of Analysis / . 20.03.2026

AHanmuTHYeCKHH oTyeT No Jara ananusa

Date of Manufacture / - 02/2026 Date of Expiry / . 01/2028

Jara npon3BojacTBa TI'ogen go

Mfg. License No. / MA number: /

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

JHen3ns Ne

Analysis performed according ND: / Anann3 nposexen no HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Uncrpykuns yreepaaena: 21.04.2025

Page40f11/Crp.4m311

i:) Test / [TokaszaTens Results / PesynbTaThl Specification / Hopma
3 Average weight / Cpeanss 69.4 mg /69,4 mr 672mg to 72.8mg (70.0mg + 4.0%). /
mMacca Ot 67,2 mr no 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 Ttabnetrok — He Oonmee £ 10%;
AR QT RENIS RO S IhE 2/20 Tabnerok — He Oosee + 20 %.
4 Disintegration time /
Pacnapaemoctb
00 min 27 sec / 00 mun 27 cek Not more than 3 min. / He Gosee 3 MuH.
5 Dissolution / PacTBopenne Unit-1 / Ta6n-1 98 % Not less than 75 % (Q) of CisHi3sNO3*CsH ;1 NO3
. (ketorolac tromethamine) in 15 min. / He menee
0,
Unit-2 / Tabn-2 98% | 75% (Q) CisHisNOsC4H;NO; (keToposiaxa
Unit-3 / Ta61-3 98 % TpoMeTaMuH) yepes 15 MuUH.
Unit-4 / Tabn-4 97 %
Unit-5 / Tabn-5 99 %
Unit-6 / Taba-6 99 %

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

M pumeuanue: [ponykt cootBeTcTBYET TpeboranusiM HJ 3akmouenue: OJOBPEHO

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

[MoaroroBaeHo: Shagun ITposepeHro: Vishal I[Tposepeno (AOK): ||OmoOpeno: ObecrieueHre kauecTsa/OTBETCTBEHHOE
éy Sharma \ Amit Kumar NHLLO: eIt pumMpi

Date / Date / Date / Date / AV T ey |

JlaTta: 20.03.2026 Jlara: 20.03.2026 Hara: 20.03.2026 Hara:




Dr.Reddy’s ":‘.

CERTIFICATE OF

ANALYSIS

CEPTUO®UKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
MpoaykT: Ketopoa® Dkcnpecc (keToposak) TabieTKH, AUCIeprupyemMble B oJocTu pra, 10 Mr

Market / PbiHok :Russia / Poccus

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

Cepus Ne iy O0beM cepuu " 36,00,000 Tab

Analytical Repourt No / . 040003323931 Date of Analysis / . 90.03.2026

AHajauTHYecKHi oTyeT No Jara aHaanza

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028

Jarta npousBoacTBa T'ogen g0

Mfg. License No. / MA number: /

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

JHueH3ust Ne

Analysis performed according ND: / Ananus nposeaen no HJ/{: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / UucTpyknns yreep:kaena: 21.04.2025

Page Sof 11/ Crp. Su3 11

1}3 Test / Ilokazarens Results / PesyabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTcTBYET A uniform suspension passing through a 710 um
JucnepcHocTh sieve is formed. / OGpasyeTcs omHOpoaHAas
CyCHeH3us, IIpoOXOoAsuias CKBO3b CHTO C
pasMepoM oTBepcTHit 710 MKM.
7 Impurities / IIpumecn

1-hydroxy analog of
ketorolac: /
1-ruapokcuaHaior

Below LOD (LOD = 0.0010 %)
/ Huxe npenena oOHapyKeHUs
(TT0 = 0,0010 %)

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

KeToposaKa
1-keto analog of ketorolac / 0.05 % not more than 0.8 %; / e 6onee 0,8 %;
1-keToaHanor KeTopoJjaka
unidentified impurity / 0.01 % not more than 0.5 %, / He 6onee 0,5 %;
eIMHNYHast
HEeMACHTU()ULUMPOBAHHAS
MPUMECH
total impurities / 0.1% not more than 1.0 %. / ue Gonee 1,0 %.
cymMma rnpumecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: I[Ipoaykt cootBeTcTBYET TpeboBaHusaM HJI 3axnwyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[ToarorosneHo: Shagun [TposepeHo: Vishal [Ipoepeno (AOK): ||Onobpeno: Obecneuenue kauectBa/OTBETCTBEHHOE
Sharma Amit Kumar JIMLO: Lyt K U AT
- | i , |
b g — Wi,
Date / Date / Date / Date / 20 Y ) X b
Iara: 20.03.2026 Hata; 20.03.2026 Jara: 20.03.2026 Jlata: '




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropon® Dkcupece (keTopoJiak) TadaeTKH, {UCIEPrUpYyeMble B MOJIOCTH pTa, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne - V2600519 O6beM cepun " 36,00,000 Tab

Analytical Repovrt No / . 040003323931 Date of Analysis / . 90.03.2026

AHamuTHuecKHi oTueT Ne JlaTra ananusa

Date of Manufacture / - 02/2026 Date of Expiry / . 01/2028

JlaTta mpou3BoacTBA Togen 10

Mfg. License No. / MA svamiliae 7

IIpousBoacTBeHHAas : MNB/05/263 ’ 1 JIII-Ne(004669)-(PI'-RU)
Homep PY

auneHzus Ne

Analysis performed according ND: / Auaju3 nposeaen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UncTpykuus yreepaaena: 21.04.2025

Page 6 of 11/ Crp. 6 n3 11

iﬁo Test / [loka3saTennb Results / Pe3yabTaTthbl Specification / Hopma

8 Water content / 2.1% Not more than 7.0 %. /
Copepxanue BoOJbl He 6onee 7,0 %.

9 Residual solvents / OcTaTouHble OpraHu4ecKne pacTBOPUTENH
Isopropyl alcohol / 4 pg/tab/ Not more than 350 pg/tab. /
Hsomnponaxon 4 MKr B TabJeTke He 6onee 350 mkr B Tabnerke.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuyanne: [IpoayxT coorBeTCTBYET TpeGoBaHusM H/J 3axmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[ToarorosneHo: Shagun [TpoepeHo: Vishal [Tposepeno (AOK): |[OmoGpeHo: ObecneueHue kauecTsa/OTBETCTBEHHOE
% Sharma Amit Kum:t’/\ JIULLO: _<{/N L Pump 2
N [\ : g v
- N ]

Date / Date / Date / Date / 2o -4 yNA
Harta: 20.03.2026 JlaTa: 20.03.2026 Hara: 20.03.2026 JlaTa:




@o
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CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIU3A AL B3 PRl ys o

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Ixcenpece (keroposiak) Tab/IeTKH, JHCHEPrupyemMble B 0J0CTH pra, 10 mr

Market / Poinok :Russia / Poccust

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

Cepus Ne S AL O6bem cepuu " 36,00,000 Tab

Analytical Repourt No/ - 040003323931 Date of Analysis / . 20.03.2026

AHaJTUTHYECKHI oTUeT No Jlata ananusza

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028

JlaTa npou3BoACTBA I'ogen o

Mfg. License No. / TrTE—

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

JuneHzust Ne

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

Page 7 of 11/ Crp. 7 n3 11

ig Test / IlokazaTeb Results / PesyabTaThbl Specification / Hopma

10 Microbiological purity*/ MuxpoGuosoruieckas yucrora*

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

Count / o01uee YKCIO e 6onee 103 KOE/r;

a3pOOHBIX MUKPO-

OpraHu3MoB

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

mold count / o61uee 4ucno He 6onee 10? KOE/T;

JIPOMOKEBBIX Y TUIECHEBBIX

rpudos

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

11 Uniformity of dosage units / Acceptance value (4¥) not more than 15.0
OaHopoaHoOCTh 16 [ToxazaTens npuemaeMocTH (4 V) nomkeH ObITh
[I0O3HMPOBAHHBIX eAMHHI] ’ He G6onee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanmne: [IpoaykT cooTBETCTBYET TpeboBaHusaM HJJ 3akmoyenune: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[NoaroroeneHo: Shagun ITpoeepeno: Vishal [Mposepeno (AOK): ||Onobpeno: Obecnedenue kauecTBa/OTBETCTBEHHOE
i Sharma Amit Kumar JIHLO: R L gy YL
< '
et Y

Date / Date / Date / Date / 910 7L 4
Jata: 20.03.2026 Jlara: 20.03.2026 Hara: 20.03.2026 Jlara: -
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CERTIFICATE OF ANALYSIS

CEPTU®PUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keroposn® Ixcnpece (KeTopoaak) TabaeTkH, AHCHeprupyemMbie B NojiocTu pra, 10 mr

Market / PbiHOK - :Russia / Poccus

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

Cepus Ne o O0bem cepun " 36,00,000 Tab

Analytical Repovrt No/ . 040003323931 Date of Analysis / - 20.03.2026

AHaJIHTHYECKHH oT4YeT No JlaTa anaju3a

Date of Manufacture / - 02/2026 Date of Expiry / . 01/2028

JlaTa npou3BoAcTBa Topen g0

Mfg. License No. / MA number: /

IIpon3BoacTBeHHAS : MNB/05/263 ’ : JIII-Ne(004669)-(PI'-RU)
Homep PY

Junen3us Ne

Analysis performed according ND: / Ananus nposenen no HJI: JIII-Ne(004669)-(PT"-RU)-190224
PIL version approved: / Mucrpykuus yreepaaena: 21.04.2025

Page 8 of 11/ Crp. 8 m3 11

1;.:) Test / ITokasaTenn Results / PesynabTaThl Specification / Hopma
12 Assay / KonnuecTBeHHoe 10.0 mg / 10,0 mr From 9.0 mg to 11.0 mg of
onpeneseHHe (99.5 %) CisHi3sNO;C4H;1NO; (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Oor 9,0 Mr Jile} 11,0 mr
CisHi3NO3+C4H(|NOs (KeTOpOJ'IaKa
Tpomeramud) (ot 90,0 mo 110,0 % or
3asBJICHHOTO KOJIUYECTBA) B TabJIETKeE.
13 Butylhydroxyanisole 0.0920 mg/tab / Not less than 0.042 mg/tab. /
content / CoaepxaHue 0,0920 mr B TabneTke He menee 0,042 mr B TabneTke.
OyTHATHAPOKCHAHU30/1a

Remarks : The Product confirms to ND/

[Mpumeuanue: [Tpoaykr coorBercTBYeT TpeboBaHMIM HJ{

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[TonrotoeneHo: Shagun ITposepeno: Vishal [TposepeHo (AOK): [|Onobpeno: Obecnedenne kauecTBa/OTBETCTBEHHOE
% Sharma Amit Kumar JIHLLO: C‘Ur\' L KUWIng
[J'/ e v
Date / Date / Date / Date / A O v h
Jlarta: 20.03.2026 JlaTa: 20.03.2026 Jara: 20.03.2026 JHara:




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopoa® Dkcnpece (keroposak) Tabjerku, AucneprupyemMspie B MoJ10cTi pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne s V2600319 O6bem cepun " 36,00,000 Tab

Analytical Repourt No/ - 040003323931 Date of Analysis / . 90.03.2026

AHaJHTHYeCKHH oTyeT Ne JlaTa aHanu3a

Date of Manufacture / - 02/2026 Date of Expiry / . 01/2028

JlaTa npou3BoacTBa I'ogen xo

Mfg. License No. / MA number: /

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

Jnnenszus Ne

Analysis performed according ND: / Ananu3 nposenen mo HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / UucTpyknus yreepxaena: 21.04.2025

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnetox B
omuctepe w3 (ITA/AJVIID ¢
snaronorioruteaem/[13BIT)
donsru // (IT1D/AJT) donbru. INo
2 6nucrepa BMecTe C JIMCTKOM-
BKJIaJIbI1IIEM B Mayky
KapTOHHYIO.

(ITA/AJI/TID ¢
doneru // (T13/

Page 9 of 11/ Crp. 93 11
1;.00 Test / [TokazaTesnb Results / PesyabTaThl Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHue ynakoBKU (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or 2

blisters with patient information leaflet in a
carton pack. / Ilo 10 tabnerok B Gnuctepe U3

siaronoranotuteieM/I1DBIT)
AJl) doneru. Ilo 1 wumu 2

6nuctepa BMeECTE C JIMCTKOM-BKJIAQbILIEM B
Nadky 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.
* T1pu BbINyCKe JIeKAPCTBEHHOI'0 MpenapaTa KOHTPOJIb KayecTBa Mo Nokasatesio «Mukpobnosornyeckas
YUCTOTA» NPOBOAUTCS A Kamnoii 20-0i cepHH, WM [UIsi OIHO# CEPHH B Iofl, B 3aBUCHMOCTH OT TOI'0, 4TO
HACTYNHT paHbLIe.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Ipumeuanue: Ipoaykr coorBeTcTBYeT TpeOoBanuam HJJ 3axnwdenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[MoaroTosnexo: Shagun [TposepeHo: Vishal [Tposepeno (AOK): ||Onobpeno: ObecneueHue kauecTBa/OTBETCTBEHHOE
Sharma J Amit Kumar NHLLO: L VASRNS MR
72/ ( b - /<\/¢)
Date / Date / Date / Date / S0 T~ L0
Jlara: 20.03.2026 Jlara: 20.03.2026 Jata: 20.03.2026 Jlata:
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Dis

integrating Tablets 10 mg

Ilpoaykr: Keropon® Dxenpecce (keToposak) TabJIeTKH, AHCIEPrHPYeMble B OJIOCTH p1a, 10 Mr

Market / Peinok :Russia / Poccuist

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

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

Analytical Repovrt No/ . 040003323931 Date of Analysis / - 20.03.2026

AHaTHTHYECKHIH OTHeT No Jara ananuza

Date of Manufacture / - 02/2026 Date of Expiry / . 01/2028

JlaTa nmpon3BoacTBa T'open no

Mfg. License No. / MA number: /

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

auueHsus Ne

Analysis performed according ND: / Ananu3 nposenen no HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UncTpykuns yreepxkaena: 21.04.2025

Page 10 of 11/ Crp. 10 u3 11

API name / Haumenopanue A®C:

Ketorolac tromethamine / Keroponaka TpomeramuH

INN / MHH:

Ketorolac / Ketoposak

API manufacturer batch number /

Homep cepun nponspoaurtess ADC: ABBHOCETT
FP Manufacturer API Batch number /
HomMep cepun cy6cTanuyu Opou3BOAUTEIS FESA00499

T'J1d:

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

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

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

HaumeBoBaHue, agpec, JHUEH3H Qs
IIpousBoacTBeHHas niomanka / Ilnomaaka
KOHTPOJia KadecTBa / Ilomaaka 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 Peanu’c JlaGoparopuc Jita., Unaus, [TpoussoacteerHoe
noapasaenenne-6, Bumn. Kxons, Hanarapx Poyn, bagnu, uctpukr
Conan, X.I1., 173205, Uunus (nnuensus Homep MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of
ging/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

product has been manufactured, including packa
full compliance with the GMP requirements of

Economic Union is established».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: [Ipoaykr coorBeTcTBYET TpeboBaHusaM HJJ 3akniouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Moarotoeneno: Shagun [Tpoeepeno:Vishal Tposepeno (AOK): [|OnoGpeno: Obecneyenne kauecTsa/OTBETCTBEHHOE
Sharma Amit Kumar JHLO: QU ¢ UV A7)
\) b A AT \ L f C.
% M = |
Date / Date / Date / Date / o 10 L)
Hara: 20.03.2026 Hara: 20.03.2026 Jlata: 20.03.2026 Jata:




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykt: Keroposn® Dkenpecc (keropoaax) TabaeTkH, AHCHeprupyeMble B M0JIOCTH pTa, 10 mr
Market / PoiHok :Russia / Poccus
Batch No / . Batch Quantity / . 36,00,000 tab /
Cepus Ne 3 V2000519 OG6bem cepun " 36,00,000 Tab
Analytical Repovrt No/ - 040003323931 Date of Analysis / - 20.03.2026
AHaJIHTHYECKHH oT4yeT No JlaTa anaanza
Date of Manufacture / - 02/2026 Date of Expiry / . 01/2028
JlaTa npousBoacTBa T'open no
Mfg. License No. / MA number: /
IIpouspoacreeHHast : MNB/05/263 : 1 JITII-Ne(004669)-(PI'-RU)
Homep PY
JuueH3us Ne
Analysis performed according ND: / Ananu3s nposeaen nmo HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Uncrpykuus yreepxaena: 21.04.2025

Page 11 of 11/ Ctp. 11 n3 11
3akiro4eHue o cooTBeTcTBHHU: «HacTodmuM s moaTBEepXKAao, YTo IPUBEACHHAS BBIIE WHGOpPMAIHs SBIIACTCS
JOCTOBEPHOH M TOYHOH. DTa cepus NpONYKLUHM HpOU3BelIeHa (BKJIIOYas YHNAKOBKY (MapKHPOBKY) M KOHTPOJb
Ka4yecTBa) Ha BBIMICYKA3aHHON MPOM3BOJICTBEHHOHN IUIomanke (IUIOMIAAKaXx) B TIOJTHOM COOTBETCTBHH C
TpeboBanusamu [IpaBun Hamexamiedt MPOU3BOACTBEHHOH MPAKTHKH EBpasuiCKOro SKOHOMHYECKOIO COKO3a U
TpeOOBaHUSAMM KOHTPOJISI KAa4eCTBA JIEKAPCTBEHHBIX CPEJCTB, & TAKXKE B COOTBETCTBUH CO CICHHU(DUKAIHSIMHY,
COLEPXKALLIMMUCS B PETUCTPAIIMOHHOM JOChE CTPAHBI-UMIIOPTEPa. 3aNUCH 10 IPOU3BOJICTBY, YIIAKOBKE U aHAIHU3Y
IIPOBEPEHBI, U YCTAHOBJIIEHO UX COOTBETCTBUE TpeOoBaHUAM lIpaBmi Haanexamelt Mpou3BOACTBEHHON MPaKTHKH
EBpa3zuiickoro 3kOHOMHYECKOr0 COK03a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanue: [IpomykT cooTBeTcTBYET Tpebdosanmsam HJ 3akmoyenune: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Toarorosneno: Shagun Iporepeno: Vishal IMposepeno (AOK): [|Onobpeno: Obecnedenne kauecTsa/OTBETCTBEHHOE
Sharma Amit Kumar NUno: CuNIL PUWIRY
J = %

Date / Date / Date / Date / PR ES TN
Jlara: 20.03.2026 Hara: 20.03.2026 Jara: 20.03.2026 Hara:




