Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopoa® Jkcnpecc (keTopoJiak) Tab/1eTKH, JUCHEPIrHPyemMble B I10JI0CTH pra, 10 Mr

Market / Peinok :Russia / Poccust

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

Cepus Ne t7Y.2500215 O6bem cepun " 36,00,000 Tab

Analytical Rep05t No/ . 040003320537 Date of Analysis / . 20.03.2026

AHAJTHTHYECKHI oTHeT Ne Jata ananuza

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

JlaTa npou3BOACTBA T'ogen go

Mfg. License No. / MA number: /

IIpou3sBoacTBeHHAs : MNB/05/263 ) : JIII-Ne(004669)-(PI'-RU)
Homep PY

JinueH3us Ne

Analysis performed according ND: / Ananu3 nposenen no HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uuctpykuus yreepxiaena: 21.04.2025

Page1of 11/ Crp.1n311

ioo Test / [lokazaTesib Results / PesyabTaTb! 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. / Kpyruble mnockue
side. / Kpyrnsle nnockue TabneTKn ¢ (ackoi, CBETIO-XKENTOro LBETa C
TabNeTKU ¢ (pacKoi, CBETINO- rpaBHPOBKO# «I» Ha OHOM CTOpPOHE.
KEJITOTO [IBETA C TPaBUPOBKOI
«|» Ha oiHOH CTOpPOHE.

2 Identification / UaenTndukauus

Ketorolac / Kemoponak

Complies / CooTBeTcTBYET

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (+ 2 nm). / V-
CHEKTPbI MOTJIOIEHHUS UCIILITYEMOrO PacTBOpa U
pacTBOpa CTaHAApPTHOTO o6pasua keTopoJaka
TPOMETaMMHa [OJKHBI UMETh MAaKCUMYMBI IIpH
OJ/THOM U TOH K€ JUTUHE BOJIHBI (£ 2 HM).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: IIpoayKkT cooTBETCTBYET TpedoBaHusIM HJT 3aknwuenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[TonroTtoBnexo: Shagun IposepeHno: Vishal [Mposepeno (AOK): ||Onobpeno: ObecneueHue kauecTBa/OTBETCTBEHHOE
&Z » Sharma Q Amit Kumar . JHLO: Syl g v R
o / . e -
_ [ /\ & <
Date / Date / Date / Date / ANO L=dm L
Hata: 20.03.2026 Jlata: 20.03.2026 Jlara: 20.03.2026 JlaTa: ’




Dr.Reddy’s ‘_‘:‘

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpecc (keToposiak) TabeTKH, AUCHEprupyeMble B 0JI0CTH pra, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepust Ne Rl O6beM cepun " 36,00,000 Tab

Analytical Repourt No/ . 040003320537 Date of Analysis / . 20.03.2026

AHanuTuyeckui oTueT No JlaTa ananusa

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

JlaTa npou3BoACcTBA I'ogen no

Mfg. License No. / MA number: /

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

JuneH3ust Ne

Analysis performed according ND: / Anasms nposeaen no HJI: JITT-Ne(004669)-(PT-RU)-190224
PIL version approved: / Mucrpyknus yrBep:kaena: 21.04.2025

Page 2 of 11/ Ctp. 2 u3 11

No

No 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 ylepKHBaHWs OCHOBHOTO IWKa Ha

XpoMaTorpamme HCIIBITYEMOIO pacTBopa
JOJIKHO COOTBETCTBOBATH BpeMeHU
YAEPKUBAHUA OCHOBHOTOQ nvKa Ha
XpomarorpamMme  pacTBOpa  CTaHAAPTHOTO

obpa3la KeTopojlaka TpoMeramuHa (pasznen
«KonM4yecTBEHHOE OTIPENEIEHHED).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [IpoaykT coorBeTcTBYET TpeboBaHUsM HJ| 3akawuyenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Moaroroenexo: Shagun I[Tposepeno: Vishal ITpoeepeno (AOK): [|Omobpeno: Obecreuenue kauecTsa/OTBETCTBCHHOE
Sharma Amit Kumar JIMLO: ) 1
; WNIL  Yyw) Qi
? 2/ j\r/\ < .
- . . \/
Date / Date / Date /- Date / AL Ly £
/ i
Hara: 20.03.2026 Jara: 20.03.2026 Hata: 20.03.2026 Jara: ’




Dr.Reddy’s Q‘:’

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® kenpece (keToposak) TabieTKu, AHCIIEPrapyeMble B m0J10¢TH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne i V2600515 O0bem cepuu " 36,00,000 Tab

Analytical Repourt No/ - 040003320537 Date of Analysis / . 20.03.2026

AnanuTnyeckuii oTyer Ne Jlara anaausa

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

JlaTa npon3BoacTBa I'onen go

Mifg. License No. / MA number: /

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

Junenzus Ne

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

Page3 of 11/ Crp.3 m3 11

Results / PesyabTaThl

Specification / Hopma

Ne Test / IToka3zaTenn
Ne
Butylhydroxyanisole /
Bymuneudpoxcuarnuzon

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 YAEPXKMBaHUS MUKOB 2-
OyTHATHIPOKCHAHHM30JIA " 3-
OyTUNTMAPOKCHAHM30JIAa Ha  XpOMaTorpamme
MCIIBITYEMOrO pactBopa JOJDKHbI

COOTBETCTBOBATh ~ BpPEMEHaM  YAEPKUBaHUA
nukoB  2-OyTuiruapokcuaHuszona Mo 3-
OyTUITMAPOKCHaHM30JIa Ha XpoMaTorpamme
pacTBopa CTaHAApTHOTO obpasua
6yTmwirnapoxcuanuszona (pazgen «CopaepxaHue
OYTHITMAPOKCHAHU3071ay).

Remarks : The Product confirms to ND/
IIpumeuanne: [TponykT cooTBeTcTBYET TpeGoBaHKMAM HJ{

Conclusion : APPROVED /
3aknwyenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Toarorosnexo: Shagun [Tposepeno: Vishal [Iposepeno (AOK): [|Oaobpeno: Obecnedenuie kauecTBa/OTBETCTBEHHOE
Qz s Sharma J Amit Kumar STHLLO: SumIL K UWA R
. 1 A//}\ </V\/7
. — 4
Date / Date / Date / Date / A 0T-g02 %
Jlara: 20.03.2026 Jara: 20.03.2026 Jlara: 20.03.2026 Hara: . =
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Dr.Reddy’s ‘;.

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropoa® Dkcnpece (keToposiak) Ta6aeTKu, AHCIEPrHPYeMbIe B MOJIOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne 1 W2E00315 O0beM cepun " 36,00,000 Tab
Analytical Repourt No/ - 040003320537 Date of Analysis / . 90.03.2026
Axanuruyeckui otyer Ne JlaTa anaanza

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

JlaTa npou3BoACTBA I'open 1o

Mfg. License No. / WA viileis /

IIpou3BojcTBEHHAA : MNB/05/263 Homep BY : JIII-Ne(004669)-(PT'-RU)

auuensns Ne

Analysis performed according ND: / Anasu3 nposenen no HJI: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Uucrpykuus yreepxkaena: 21.04.2025

Page 4 of 11/ Crp. 4 u3 11

i.no Test / [loka3aTesnb Results / Pe3yabTaThl Specification / Hopma
3 Average weight / Cpennsas 69.3 mg/ 69,3 Mr 672mg to 72.8mg (70.0mg + 4.0%). /
Macca Ot 67,2 Mr 1o 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 SEMIEY Bee Complies / CooTBEeTCTBYET 18/20  rtabnetok — He Oonee £ 10 %;
ABGPONMOETE: MASCH 2/20 Tabnerox — He 6onee £ 20 %.
4 Disintegration time /
Pacnapaemoctn .
00 min 36 sec / 00 Mun 36 cex Not more than 3 min. / He Gosiee 3 MuH.
5 Dissolution / PacTBopeHue Unit-1/ Ta6n-1 97 % Not less than 75 % (Q) of CisH3sNO3C4H ;1 NO;
. (ketorolac tromethamine) in 15 min. / He mMenee
A 2 0,
Klrit-2/ Tabn2 97% | 75% (Q) CisHisNOs*CsHNO; (keToponaxa
Unit-3 / Ta61-3 97 % TPOMETaMUH) yepe3 15 MuH.
Unit-4 / Ta6n-4 97 %
Unit-5 / Tabn-5 99 %
Unit-6 / Ta6n-6 96 %

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

Ilpumeuanue: IIpogyxT cooTBeTCTBYET TpeboBanusM HJJ 3aknouyenue: OJOBPEHO

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

[MoxroroeneHo: Shagun [TpoBepeHo: Vishal [Tposepeno (AOK): |[Omobpeno: O6ecneuenue xauectsa/OTBETCTBEHHOE

Sharma Amit Kumar NNLO: CUNIL U /‘1’(2

il 2= o

Date / Date / Date / Date / 9 )6 L= L&

Jlata: 20.03.2026 Jlata: 20.03.2026 Tata: 20.03.2026 Jlara: o
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Dr.Reddy’s €:¢

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Jxenpece (keroposiak) TabeTKH, ANCHEprupyeMbie B no10¢TH pra, 10 mr

Market / PpiHoK :Russia / Poccus

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

Cepus Ne % V2600518 O6bem cepun " 36,00,000 Tab

Analytical Repourt No/ - 040003320537 Date of Analysis / . 20.03.2026

AHaJHTHYECKHIH oTUeT No Jlara anainza

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

JaTta npon3BojacTBa T'ogen go

Mfg. License No. / T —

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

nuuenzus Ne

Analysis performed according ND: / Auanu3 npoeegen no H/I: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uacrpykius yrBepaxaena: 21.04.2025

Page S of 11/ Crp. S n3 11

1;“0 Test / [loka3aTesn Results / Pe3yabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a 710 pm
JucnepcHocTh sieve is formed. / O6pasyeTcs omHOpOaHAs
CYCNeH3us, TpoXoAdlas CKBO3b CHTO C
pasmepoM oTBepcTuil 710 Mkm.
7 Impurities / IIpumecn

1-hydroxy analog of
ketorolac: /
1-ruapoxcuananor

Below LOD (LOD = 0.0010 %)
/ Hke npesena oOHapyXeHus

(110 = 0,0010 %)

not more than 0.5 %; / e 6omnee 0,5 %;

KeTopoJaka
1-keto analog of ketorolac / 0.07 % not more than 0.8 %; / ne 6osee 0,8 %,;
1-xeToaHanor keTopoJsiaka
unidentified impurity / 0.02 % not more than 0.5 %; / ne 6onee 0,5 %;
eAMHNYHAs
HeueHTHQULIHUPOBaHHAs
NIpUMECh
total impurities / 0.1% not more than 1.0 %. / He 6osee 1,0 %.
CyMMa NpuMecei

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

ITpumeuanne: [Ipoaykr cootBeTcTBYET TpeGoBanusam HJJ 3axawuenne: OJOBPEHO

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

[Toarorosneno: Shagun [Tpoeepeno: Vishal [Tposepero (AOK): [|Onobpeno: ObecnedyeHune kauecTBa/OTBETCTBEHHOE

Sharma Amit Kumar SIHLO: \ kT KUn AP
s \ e Qu v’
Date / Date / Date / Date / D=0 24 024
Jlara: 20.03.2026 Jata: 20.03.2026 JlaTa: 20.03.2026 Jara: SR SRR S




Dr.Reddy’s ‘,‘:’.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpecc (keTopoJak) TabjieTKH, AMCIEPrUpyeMbie B MOJIOCTH pTa, 10 Mr

Market / PoiHoK :Russia / Poccust ,

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

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

Analytical Repo:‘t No/ . 040003320537 Date of Analysis/ . - 90.03.2026

AHauTHYECKHH oT4eT Ne Jlara anasu3a

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

JaTta npou3BoJcTBa Togen oo

Mfg. License No. / MA number: /

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

JnneH3us Ne

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

Page 6 of 11/ Ctp. 6 u3 11

NN:) Test / [TokazaTens Results / PesyabsTaTsi Specification / Hopma

8 Water content / 21% Not more than 7.0 %. /
Copep:xaHue BOAbI He 6onee 7,0 %.

9 Residual solvents / OcTaTouHble OpraHu4ecKHe pacTBOPHTENH
Isopropyl alcohol / 7 pgltab / Not more than 350 pg/tab. /
Hsomponanon 7 MKT B TabJyeTke He 6onee 350 mkr B Tabierke.

Remarks : The Product confirms to ND/
IMpumeuanne: Ilpoaykt cootBeTcTBYeT TpeGoBausm HT

Conclusion : APPROVED /
3aknwoueHue: OJOBPEHO

Prepared by /

[Toaroroenexo: Shagun

Checked by /

[Tposepeno: Vishal

Checked by (AQA) /
[Tposepeno (AOK):

Approved by: Quality Assurance/Authorized person /
Onobpeno: ObecrieueHue kauectsa/OTBETCTBEHHOE

Sharma Amit Kumar JTHLIO: Cy~r L X UV AR
\ . B -
g Vo M oy
Date / Date / Date / Date / 3 ¢ -0 2L
Jara: 20.03.2026 Jlara: 20.03.2026 Hara: 20.03.2026 Hara: o -




Dr.Reddy’s ‘,’:’.

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropoa® Jkenpece (keroposak) TabieTKH, AUCHEprapyemble B 1010CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne b V2e00315 O06beM cepuu " 36,00,000 Tab

Analytical Repoz‘t No/ . 040003320537 Date of Analysis / . 90.03.2026

AnaaurH4yeckuii orTuer Ne JlaTa ananuza

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

JdaTa npon3BojacTBa I'ogen no

Mfg. License No. / MA number: /

IIpon3BoacTBEeHHAS : MNB/05/263 ) : JIII-Ne(004669)-(PI'-RU)
Homep PY

Jnuenzns Ne

Analysis performed according ND: / Auasin3 nposenen no HJL: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uuctpykuusi yreepxaena: 21.04.2025

Page 7 of 11/ Crp. 7u3 11

1}00 Test / [loka3aTesnb Results / PesyabTaThl Specification / Hopma
10 Microbiological purity*/ Mukpo6uosorndyeckast uucrora*
Total Aerobic Microbial NA not more than 10° CFU/g; /
Count / obmee yucio He Gonee 103 KOE/r;
a3pOOHBIX MHKPO-
OpraHN3MOB
Total Combined Yeast and NA not more than 102 CFU/g; /
mold count / ob1iee uncio He Gonee 102 KOE/r;
NPOMOKEBBIX U TIECHEBBIX
rpuboB
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
OOHOPOAHOCTH 33 [TokazaTens npuemaeMoct (A V) gomxkeH ObITh
JNI0O3HPOBAHHBIX AUHULL ‘ He 6onee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: TIpogykT cooTBeTCTBYET TpeboBanusiM HJL 3akmrodenune: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[oprotorneno: Shagun [Tposepeno: Vishal [Tposepeno (AOK): [|Onobpeno: Obecnedyenue kauecTsa/OTBETCTBEHHOE
(,'ZJ Sharma Amit Kumar | JIALLO: \ f;UY 9L KUMA ,\.\\
/ %//\ 7/“‘/_\/)
1 / ; : / [
= — ”
Date / Date / Date / Date / o6 - 1016
Hara: 20.03.2026 Jlara: 20.03.2026 Jata: 20.03.2026 Hara:




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IlpoaykT: Keropon® Dkcnpecce (KeTopoJiak) Ta6JIETKH, AHCIEPIrHpPYeMble B M0JI0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne B O6bem cepuu " 36,00,000 Tab
Analytical Repourt No/ . 040003320537 Date of Analysis / - 20.03.2026
AHaJuTHYeCKHH oT4yer Ne JaTta ananu3a

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

Jata npon3BoacTea T'ogen go

Mfg. License No. / MA roniihers §

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

Jaunensug Ne

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

Page 8 of 11/ Crp. 8 n3 11

I}f Test / [loka3zaTenn Results / PesynbTaThl Specification / Hopma
12 Assay / KonuuecTBeHHoe 10.1 mg/ 10,1 mr From 9.0 mg to 11.0 mg of
onpenesieHue (101.1 %) CisH13NO3*C4H; (NO; (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Ot 9,0 Mmr il 11,0 mr
C]5H13NO3'C4H[ 1NO3 (KeTOpOﬂaKa
TpoMetamuH) (or 90,0 mo 110,0 % or
3aABIIEHHOrO KOJIMUECTBA) B TAONETKE.
13 Butylhydroxyanisole 0.0925 mg/tab / Not less than 0.042 mg/tab. /
content / CoaepxaHue 0,0925 mr B TabneTke He menee 0,042 Mr B TalOneTkKe.
Oy THArHAPOKCHAHM30J1A

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

Tpumeuanue: IIpoaykT cootBeTcTBYET TpeboBanusam HJJ 3aknwuenne: OJOBPEHO

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

[Moarororneno: Shagun ITposepeno:Vishal [TpoBepeHo (AOK): ||Onobpeno: Obecneuenue kauecTra/OTBETCTBEHHOE

Sharma Amit Kumar JIALO: l it ( I o] QY
Y~ A g T

‘/1 F — .

Date / Date/ Date / Date / L) [ 1\(:1,(;

Hara: 20.03.2026 Hara: 20.03.2026 Hara: 20.03.2026 JaTa: N




Dr.Reddy’s ‘,’:‘.

CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ikenpece (KkeTopoak) TabaeTku, AucneprupyemMble B 0J0CTH pra, 10 Mr

Market / Peinok :Russia / Poccust

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

Cepusi Ne £ V2600513 O0beM cepHm © 36,00,000 Tab

Analytical Repourt No/ . 040003320537 Date of Analysis / . 90.03.2026

AHaJauTHYeCKHI oTueT N JlaTa aHanu3a

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

Jarta npousBoacTrea T'ogen ao

Mfg. License No. / MA number: /

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

JuneH3ust Ne

Analysis performed according ND: / Anann3 nposeaen no HJ/I: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MucTrpyknus yrBep:kaena: 21.04.2025

Page 9 of 11/ Crp. 9 n3 11

pack.
onucrepe

information leaflet in a carton
/ Tlo 10 Tabnerok B
n3 ([MA/AJVTID ¢
Baaromnoryioruresnem/II2BIT)

¢doneru // (I13/AJ1) ¢onsru. Tlo
2 6nucrepa BMECTE € JHCTKOM-
BKJIa/IbILIIEM
KapTOHHYIO.

B nauky

(TTA/AJUTID
donbru // (II3/AJ]) doneru. flo 1 wnu 2
Gnuctepa BMeCTe C JIMCTKOM-BKJIAJbILIEM B
nauky KaApTOHHYIO.

i.oo Test / [TokazaTenasn Results / Pe3yabTaThl Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Onucanue ynakoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or 2
desiccant/HDPE) foil // (PE/AL) | blisters with patient information leaflet in a
foil. 2 blisters with patient | carton pack. / Ilo 10 Tabnerok B Gnucrepe u3

¢ Brnaronornotutenem/I12BIT)

* 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 BbINYyCKe JIeKapCTBEHHOT 0 Mpenapara KOHTPOJIb KauecTBa Mo nokasarteso «Mukpobuoiornyeckas
YHCTOTA» NPOBOAUTCS AJI Kaxaoi 20-0ii cepun, WM AJIst OAHOI CepUH B rojl, B 3aBUCHMOCTH OT TOT'0, YTO

HACTYNHUT paHbllIe,

Remarks : The Product confirms to ND/
IMpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHUsAM HJJ

Conclusion : APPROVED /
3aknwuenue: OJJIOGPEHO

Checked by /
[TpoBepeHo: Vishal

Prepared by /
IToarorosaeHo: Shagun

Checked by (AQA) /
[Tposepeno (AOK):

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

o Sharma Amit Kumar JIULO: - i P e

LU~ U AR

Z/ //\ 5 v e
= - L]

Date / Date / Date / - Date / Le7 w bl g

Jara: 20.03.2026 Hara: 20.03.2026 Jata: 20.03.2026 Hara: o




Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Dis
Ipoaykr: Keropoa® Dxenpece (keToposak) Tadu

integrating Tablets 10 mg
€TKH, INCIIEpPrupyeMble B M0JIOCTH pTa, 10 Mr

Market / Poinok

:Russia / Poccns

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

Cepust Ne i RGN O6bem cepru " 36,00,000 Tab

Analytical Repourt No / - 040003320537 Date of Analysis / . 20.03.2026

Ananutuyeckuii oruer No JMaTa ananunsa

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

Jarta mpou3BojacTBa I'ogen 1o

Mfg. License No. / MA number: /

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

JguneH3ust Ne

Analysis performed according ND: / Ananu3 nposenen no HJ/I: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UncTpykuus yrBep:xkaena: 21.04.2025
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API name / HaumenoBanue A®C:

Ketorolac tromethamine / Ketoponaka tpomeramun

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepuu npouszBoguresss ADC:

ABSHO003095, ABSH002976, ABSH002977

FP Manufacturer API Batch number /
Homep cepnu cyOcTaHUMH NPOU3BOAUTENSA
I'J1d:

FESA00497, FESA00498, FESA00499

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

Dr. Reddy's Laboratories Ltd., India /
J-p Peanu'c Jlaboparopuc Jlta., Unaus

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

HaumenoBaHHe, aipec, JTHLEH3Us 151
IIpounzeoacTeenHas mioumaaka / [nomaaka
KOHTpOJIs KayecTBa / [Liomaaka Bpimycka

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., Uuaus, [Tpoussoacteernoe
noapasaenenue-6, Bunn. Kxons, Hanarapx Poyn, bagnu, JTuctpukr
Conan, X.I1., 173205, Unaus (nuuensus Homep MNB/05/263)

3

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 establishedy.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IpoaykT cootBercTBYET TpeGoBaHUAM HJI 3akawuenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[ToaroTosieno: Shagun [Tposepeno: Vishal [posepeno (AOK): ||Onobpero: Obecneuenue kauectBa/OTBETCTBEHHOE
Sharma Amit Kumar JIMLIO: Pipaans X b
A A I, SRS,
— 3 L\:"/}
Date / Date / Date / Date / 2 -0 Yo 1 3.
o A L=

Hara: 20.03.2026 Hara: 20.03.2026 Hara: 20.03.2026 Jlara:




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® xcenpece (keropoJak) TabaeTKn, AHCIEPrupyemMble B NOJOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccust

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

Cepns Ne t V26515 O0BeM cepun " 36,00,000 Tab

Analytical Repo:’t No/ . 040003320537 Date of Analysis / - 20.03.2026

AHauTHYecKUu | oTyeT Ne HaTta anajiunza

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

Jara npou3BoacTBA TI'ogen oo

Mifg. License No. / MA number: /

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

JuueH3us Ne

Analysis performed according ND: / Ananu3 npoBeaen mo HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uncrpykuus yrBep;xaesa: 21.04.2025

3aka04eHHe 0 cOOTBeTCTBHH: «HacTodmum s noATBEp)KIal0, YTO NPUBEICHHAs BhIlIe HHGOPMAIUs SBIACTCS
JOCTOBEPHOH M TOYHOH. OTa cepus IPOAYKUUM IPOU3BEJcHA (BKJIOYAS YHNAKOBKY (MapKHpOBKY) U KOHTPOJIb
KayecTBa) Ha BBIIIEYKAa3aHHOW IIPOM3BOJACTBEHHOM IUIOMAJAKe (IUIOINAAKax) B ITOJIHOM COOTBETCTBUH C
TpeboBaHusaMU IlpaBun Hajuiexallell MPOU3BOACTBEHHON INpPaKTUKM EBpasuilckoro SKOHOMHYECKOTO CO03a U
TpeOOBaHUSMH KOHTPOJISI KayecTBa JIEKAPCTBEHHBIX CPEJCTB, a TAKXKe B COOTBETCTBUU €O CHENH(PUKAIMIMHU,
COZEPXKAIUMHUCS B PETUCTPALMOHHOM JOChE CTPAHBI-UMIIOPTEpA. 3allMCH 110 IPOU3BOACTBY, YIIAKOBKE U aHAIU3Y
IIpaBmi1 HagIexame TpoU3BOACTBEHHON MPAKTUKH

[IPOBEPEHbI, U YCTAaHOBJICHO UX COOTBETCTBHE TPeOOBaHUAM
EBpa3uiickoro 9KOHOMHYECKOTO COI03a».
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Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeyanue: [Iponyxt coorBeTCTBYET TpeboBaHwAM HJL 3axmouenune: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Tonrororneno: Shagun I[TpoepeHo:Vishal [Tposepeno (AOK): ||Omnobpero: ObecneueHue kauecTBa/OTBETCTBEHHOE
Sharma Amit Kumar JIMLO: LCURIL KU & i
[Q / A_/\ " 7/¢\/\/r
— p— - / _
¥ = .
Date / Date / Date / Date / S leo b b
Jara: 20.03.2026 Jara: 20.03.2026 Jara: 20.03.2026 Hata: z




