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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxenpece (keToposak) TabjaeTKH, AHCHEPrupyemMble B M0J0CTH pTa, 10 Mr

Market / PoiHoK :Russia / Poccus

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

Cepus Ne Roee " O0bem cepuu " 36,00,000 Tab

Analytical Repovrt No/ . 040003326532 Date of Analysis / - 91.03.2026

AHauTHYECKHH oT49eT Ne JlaTa anann3za

Date of Manufacture / - 03/2026 Date of Expiry / . 02/2028

JlaTa npou3BoACTBa I'osen 1o

Mfg. License No. / .

IpoH3BoACTBeHHAS : MNB/05/263 ?I{A IRy / . JITL-Ne(004669)-(PT-RU)
omep PY

auneH3usa Ne

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

Page1of11/Crp.1m3 11

‘I;,? Test / IlokaszaTesn Results / PesyanTaThi 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. / Kpyrnwle mnockue
side. / Kpyrabie miiockue TabneTku ¢ Gackoi, CBETIO-KENTOTO lBeTa ¢
TabneTku ¢ dhackoi, cReTIIO- rpaBUPOBKOM «|» Ha OAHON CTOPOHE.
XKEJITOTrO LIBETA C IPABUPOBKOM
«!» Ha OIHOH CTOpOHE.

2 Identification / UaenTudnxanus

Ketorolac / Kemoponak

Complies / CooTBeTCTBYET

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (+ 2 nm). / Y-
CHEKTPHI NOMIOLEHHMS UCTILITYEMOTO PAacTBOpa 1
pacTBopa CTaHIapTHOro obpasua keToponaka
TpOMETaMMHa NOJKHBI UMETb MAaKCUMYMBbl TPH
OJIHOM U TOM XK€ JUIMHE BOJIHBI (£ 2 HM).

Remarks : The Product confirms to ND/
IMpumeuanue: [IponykT cooTBeTCTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Monrorosnexo: Ramakant |[{[Tposepeno:Pardeep [Mpoeepeno (AOK):  [|Onobpeno: Obecneuenue kauectBa/OTBETCTBEHHOE
Kumar Amit Kumar JTHLO: W o
' Q:L’ }\ h}p
=
e il B Via
Date / Date / Date / Date /

Hata: 21.03.2026 JlaTa: 21.03.2026 Jara: 21.03.2026

P o106

Jlata:




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Dkenpece (keropoaak) Tabierku, AnCHeprupyemble B M0Ja0cTH pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / ’ Batch Quantity / _36,00,000 tab /

Cepus Ne S eties O0bem cepun " 36,00,000 Tab

Analytical Repourt No/ - 040003326532 Date of Analysis / . 91.03.2026

AnajgnTHyeckuii oryer No JlaTa ananusa

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

JlaTa npon3BoACTBA I'ogen no

Mfg. License No. / NIA Bxionhers |

IIpon3BojacTBeHHAS : MNB/05/263 ' : JII-Ne(004669)-(PT'-RU)
Homep PY

Jaunenzus Ne

Analysis performed according ND: / Anasu3 nposenen mo HJI: JII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Mucrpykuus yrsepxaena: 21.04.2025

Page 2 of 11/ Crp. 2 n3 11

No
No

Test / [Moxa3zarenn

Results / Pe3yabTaThbl

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 ypepXWBaHMA OCHOBHOIO THKa Ha

XpomMmaTorpamme UCIIBITYEMOIO pacTBopa
JOJDKHO COOTBETCTBOBATH BpEMEHU
YACpKUBAHUA OCHOBHOTI'O NnHUKa Ha

XpoMaTorpaMMe  pacTBOpa  CTaH/ApTHOTO
ofpasua keToponaka TpoMeTaMHHa (pasfen
«KonuuecTBeHHOE OnpeiesieHUe).

Remarks : The Product confirms to ND/
ITpumeuanue: [Tponykt coorBeTcTBYET TpeGoBaHaM HJT

Conclusion : APPROVED /
3aximwuenne: OJJIOBPEHO

Prepared by /

Checked by /

[Toarotosneno: Ramakant ||[Ipoepeno:Pardeep

@»& Uﬁ Kumar Qj‘/

(e

Checked by (AQA) /
INposepeno (AOK):
Amit Kumar

Approved by: Quality Assurance/Authorized person /
OnobpeHo: ObecneueHue kauecTBa/OTBETCTBEHHOE

JTMLIO: W

Date /
Hata: 21.03.2026

Date /
Ilata: 21.03.2026

/\‘/\
—

Hata: 21.03.2026

Date / 9/“' »o@»ww

Jara:
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ixenpece (keToponak) TabaeTKH, JHCNEprupyevble B H0J0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne Sniia Oo6bem cepun " 36,00,000 Tab

Analytical Repovrt No/ - 040003326532 Date of Analysis / - 21.03.2026

AHanuTu4ecKHii oruer Ne JlaTa ananu3za

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

JlaTa mpou3BoacTBa Toxen no

Mfg. License No. / MA number: /

IIpousBoacTBeHHAS : MNB/05/263 H ) . JITI-Ne(004669)-(PT"-RU)
omep PY

JuneH3usa Ne

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

Page 3 of 11/ Crp.3 n3 11

Results / PesyabTaTh!

Specification / Hopma

a Test / [TokazaTennb
Ne
Butylhydroxyanisole /
Bymuneudpoxcuanuzon

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 YAEPXKUBAHUA MUKOB 2-
OyTUArUapOKCHaHU301a " 3-
OyTUITHAPOKCHAHU30/la Ha  XpoMaTorpamme
UCIIBITYEMOTO pactBopa JOJDKHBI
COOTBETCTBOBATh ~ BpPEMEHaM  YAEPXHBAHMS
NUKOB  2-OyTHArMapOKcHaHW3ona W 3-
OYTUITHAPOKCHAHW30JIAa HAa  XPOMAaTorpamme
pactBopa CTaHJApPTHOTO obpasua
Oytunruapokcuanmzona (pazaen «CojeprkaHue
OyTHIITHAPOKCHAHHU30ITAY).

Remarks : The Product confirms to ND/

IIpumeyanue: IIpoaykT cooTBeTCTBYET Tpeboanuam HJL

Conclusion : APPROVED /
3aknwuenne: OJOBPEHO

Prepared by /

Checked by /

[Tonrorosieno: Ramakant ||[Iposepeno:Pardeep

AT R

Amit Kumar JTALO:

=

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

D

Date /
Jlara: 21.03.2026

Date /
Jara: 21.03.2026

Date / Date /
Iara: 21.03.2026 Jlara:

2o




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS ' ¢

CEPTHO®HUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykt: Keropoa® Irenpecc (ketopoak) TabaeTku, AMCIeprHpYeMble B 10J10CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne : VERLUE20 Oo6bem cepun " 36,00,000 Tab

Analytical Repourt No/ . 040003326532 Date of Analysis / - 91.03.2026

AnanuTHYecKuii oruet Ne Jlara anangusa

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

JlaTa npon3BoACTBA T'ogen go

Mfg. License No. / .

Ipon3BoaCTBeHHAS : MNB/05/263 1}\41A S - JITI-Ne(004669)-(PT-RU)
omep PY

JuneH3ns Ne

Analysis performed according ND: / Ananu3 nposeaen no HJL: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / MucTpykuust yrsepsaena: 21.04.2025

Page 4 of 11/ Crp. 4 m3 11
i.oo Test / IlokazaTteanb Results / Pe3yabTaThl Specification / Hopma
3 Average weight / Cpennsis 69.4 mg /69,4 mr 67.2mg 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 %;
Unif itv of weight / 2/20 tablets - not more than + 20%. /
Om ormity of weig Complies / CooTBETCTBYET 18/20  Ttabmetox -~ He Oonee £ 10 %;
ARDPOHHAETI MACChI 2/20 tabneTok — He Gonee + 20 %.
4 Disintegration time /
Pacnagaemoctn .
00 min 18 sec / 00 mun 18 cex Not more than 3 min. / He 6onee 3 Mum.
5 Dissolution / PacTeopenue Unit-1/ Tabn-1 99 % Not less than 75 % (Q) of C;sH13NO3¢C4H 1 NO;
. (ketorolac tromethamine) in 15 min. / He meHee
0,
Unit-2 / Ta6n-2 98 % 75 % (Q) CisHisNO3*C4H | (NO;3 (keToponaka
Unit-3 / Tabn-3 98 %, TPOMETaMHUH) yepe3 15 MUH.
Unit-4 / Ta6n-4 99 %
Unit-5 / Tabn-5 98 %
Unit-6 / Tabn-6 101 %

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

Mpumeuanne: [Nponykr coorercTRyet Tpedoannam HJL 3akmouenne: OJOBPEHO

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

[Tonrororneno: Ramakant ||[Iposepeno:Pardeep IMposepeno (AOK): [|Onobpeno: Obecneuenne kayecTsa/OTBETCTBEHHOE
Kumar Amit Kumar JIMLLO:

@%&L} QJ’;( )\//\ Q}b"y
Date / Date / Date / Date / )/\1 ol 20 L,
Hara: 21.03.2026 Jata: 21.03.2026 Jara: 21.03.2026 Jlara:
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CERTIFICATE OF ANALYSIS

Laboratories Ltd
Formuilation Unit-6

ald 'h sGad, oaQdl

CEPTUDPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoayxt: Keropoa® Dxenpece (keroposak) Ta0aeTKH, JUcIeprupyemMbie B N0JIOCTH pra, 10 mr

Market / Poinok :Russia / Poccust

Batch No / . Batch Quantity / _36,00,000 tab /

Cepus Ne e O6beM cepHu " 36,00,000 Tab

Analytical Repo:‘t No/ - 040003326532 Date of Analysis / . 91.03.2026

AHanuTH4ecKHit oTyeT Ne JlaTta anajau3a

Date of Manufacture / - 03/2026 Date of Expiry / . 02/2028

JlaTa npou3BoacTea T'onen o

Mfg. License No. / MA number: /

IIpounsBoacTBeHHAas : MNB/05/263 H ' ;. JIII-Ne(004669)-(PT"-RU)
omep PY

aunenzus Ne

Analysis performed according ND: / Ananuz nposexen no HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / HucTpyknus yreep:xkaena: 21.04.2025

PageSof11/Crp.Sm3 11

No

No Test / [lokazaTenan Results / Pe3yabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a 710 pm
JucnepcHocTh sieve is formed. / O6pa3syercs omgHOpoaHas
CyCrneH3us, MpoXodsmas CKBO3b CHTO C
pazMmepoM oTBepcTUi 710 MKM.
7 Impurities / [Tpumecu

1-hydroxy analog of
ketorolac: /
1-runpokcuaHanor

Below LOD (LOD = 0.0010 %)
/ Huxe mpenena oOHapyKeHuUs
(ITO =0,0010 %)

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

KeTopoJiaka
1-keto analog of ketorolac / 0.05 % not more than 0.8 %; / we 6onee 0,8 %;
1-KeToaHAIOT KeTOpoJIaka
unidentified impurity / 0.01 % not more than 0.5 %; / e 6oaee 0,5 %;
eIMHUYHASA
HeUJIeHTUYUIUPOBAHHAS
HpUMech
total impurities / 0.1% not more than 1.0 %. / He Gonee 1,0 %.
CcyMMa NpuMecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: IIpoaykT cootBeTcTBYET TpeboBaHMAM HJJ 3akmwuenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
IToaroropneno: Ramakant ||[IposepeHo:Pardeep IMposepeno (AOK): [|Onobpeno: O6ecneuenue kagecta/OTBETCTBEHHOE
.f Kumar Amit Kumar JIHLIO:
Mw/ . . A W
B
Date / Date / Date/ Date / ?/u 0 21024
Jara: 21.03.2026 Hara: 21.03.2026 Jlata: 21.03.2026 Jara:
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CERTIFICATE OF ANALYSIS 10 ool ihi /s 205 s

CEPTUOHKAT AHAJIM3A |+ +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Ixenpece (keTopoaak) TabJieTKH, AHCHEPrHPYEMbIe B 10J10CTH pTa, 10 Mr

Market / Ppinok :Russia / Poccus

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

Cepust Ne ¢ v2s0iadl O6bem cepiin © 36,00,000 Tab

Analytical Repo:‘t No/ - 040003326532 Date of Analysis / . 21.03.2026

AHaJuTHYeCKU# oTueT Ne Jara anaanza

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

JlaTa npoH3BOACTBa T'ogen no

Mifg. License No. / MA number: /

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

JaueH3us Ne

Analysis performed according ND: / Anasm3 nposegen mo H/I: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Hucrpykuus yreepakaena: 21.04.2025

Page 6 of 11/ Crp. 6 n3 11
i.? Test / [TokazaTtenab Results / PesyabTaThl Specification / Hopma
8 ‘Water content / 2.1% Not more than 7.0 %. /
Copnep:xxaHue BOABI He 6oaee 7,0 %.
9 Residual solvents / OcraTouHble OprannyecKkue pacTBOPUTEIH
Isopropyl alcohol / S pg/tab / Not more than 350 pg/tab. /
Hzonponanon 5 MKT B TabsieTke He 6onee 350 mkr B Tabnetke.

Remarks : The Product confirms to ND/

ITpumeuanne: IlpoaykT cooTBeTcTBYeT TpeGoBanuam HJI

Conclusion : APPROVED /
3axnouenne: OJIOGPEHO

Prepared by /

[Toarorosneno: Ramakant

Checked by /
[Tposepeno:Pardeep

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

Approved by: Quality Assurance/Authorized person /
Ono6peno: Obecneuenue kayectsa/OTBETCTBEHHOE

t)'} Kumar Amit Kumar JIRLIO: V)
By S Va
Date / Date / Date/ Date /

Jara: 21.03.2026

Jata: 21.03.2026

Jlara: 21.03.2026

W o 207

Jara:
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Dr. Reddy's Laboratories Ltd

Formulation Unit-6

Vill, Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.1%, 173 205, INDIA
CEPTU®UKAT AHAJIM3A el +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropoa® Ixenpece (keropoiak) TabieTku, AMcneprupyemMsie B MoJI0cTH pTa, 10 mr

Market / Puinok :Russia / Poccus

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

Cepus Ne h ¥2600320 O6Bem cepuu " 36,00,000 Tab

Analytical Repourt No / . 040003326532 Date of Analysis / . 21.03.2026

AHanuTHYeCKU# oTueT Ne Jara ananusa

Date of Manufacture / - 03/2026 Date of Expiry / . 02/2028

Jlata npon3BoacTBa T'open no

Mfg. License No. / MA number: /

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

auneHsus Ne

Analysis performed according ND: / Ananu3 nposeaen no HJI: JIII-Ne(004669)-(PI"-RU)-190224
PIL version approved: / Uacrpyxuus yreep:xiaena: 21.04.2025

Page 7 of 11/ Crp. Tu3 11

.1:.? Test / Ioka3zaTenn Results / PesynbTaThi Specification / Hopma

10 Microbiological purity*/ Mukpo6uosornyeckasi yucrora*

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

Count / ob1iee uncio e 6onee 103 KOE/r;

a3pOOHBIX MUKPO-

OpraHu3MOB

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

mold count / o61inee yucio He 6onee 10 KOE/T;

APONOKEBBIX U TUIECHEBBIX

rpubos

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 33 Ioxa3zatens npuemnemocty (AV) nomkeH ObITh
J03UPOBAHHBIX €AMHHUL ’ He Gonee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: IIponyKkT cooTBeTCTRYET TpeboBaHusaM HJJ 3akmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
Monrotrorneno: Ramakant ||TIpoepeno:Pardeep ITposepeno (AOK): [|Onobpeno: Obecneyenne xauectra/OTBETCTBEHHOE
.t_ Kumar Amit Kumar JTHLO: qQ
X
@‘{V/ — = )
Date / Date / Date / Date / )/er/}“”}g
Hara: 21.03.2026 Jara: 21.03.2026 Jara: 21.03.2026 Jara:
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropoa® Dxenpece (keToposiak) TabiieTku, AHCHEpPrupyeMbie B MoJ0CTH pra, 10 mr

Market / Peinok :Russia / Poccus

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

Cepusi Ne L O6bem cepun " 36,00,000 Tab

Analytical Repovrt No/ - 040003326532 Date of Analysis / . 91.03.2026

AHATHTHYECKHH oTdeT Ne Jarta ananansa

Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028

JlaTa npousBoacTBa I'ogen g0

Mfg. License No. / MA number: /

IIpou3BoaCTBEHHAS : MNB/05/263 H ) : JITI-Ne(004669)-(PT'-RU)
omep PY

auieHsua Ne

Analysis performed according ND: / Ananun3s nposeaen no HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uucrpykuus yreepxkaena: 21.04.2025

Page 8 of 11/ Crp. 8 m3 11
1;.? Test / [loka3aTens Results / PesyabTaThl Specification / Hopma
12 Assay / KonnuecTBeHHOe 10.1 mg/ 10,1 mr From 9.0 mg to 11.0 mg of
omnpeaesieHHe (101.3 %) Ci5sH13NO3+*C4H;1NOs (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0mMr  mo 11,0 Mr
C15H13NO3'C4H1 1NO3 (KeToponaKa
TpomeraMmuH) (or 90,0 mo 1100 % ot
3asBJIEHHOTO KOJIMUECTBA) B TaOJIETKE.
13 Butylhydroxyanisole 0.0962 mg/tab / Not less than 0.042 mg/tab. /
content / CopepxaHue 0,0962 mr B TabneTke He menee 0,042 mr B TabieTke.
OYyTHUITHAPOKCHAHH30J1a
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanue: [poaykrt cooTBeTCTBYET TpeboBaHUAM HJT 3akumouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /

[Moarorosnexo: Ramakant ||[IpoBepeno:Pardeep [Tposepeno (AOK): ||Onobpeno: Obecnieuenvie kauecTBa/OTBETCTBEHHOE

a‘lk\ J Kumar Qi/u AInitKj(a_r_/ L JINLO: O);,‘LV)

Date / Date / Date / Date /

- 20¥b
Tara: 21.03.2026 Jata: 21.03.2026 Jlata: 21.03.2026  ||ara: WMok
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CERTIFICATE OF ANALYSIS

Dr.
Formulation Uni

5 DS e g | { N raty
Reaay S LdpOlc

CEPTUDPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxenpece (keroposnak) TabieTku, Aucneprupyembie B MoJa0cTH pra, 10 mr

Market / PoiHok :Russia / Poccus

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

Cepus Ne R ElaaD O0Bem cepun " 36,00,000 Tab

Analytical Repourt No/ . 040003326532 Date of Analysis / . 91.03.2026

Ananurnyeckuii oryer Ne JlaTa anaamn3a

Date of Manufacture / - 03/2026 Date of Expiry / . 02/2028

JlaTa Npon3BOACTBA I"ogen g0

Mfg. License No. / MA number- /

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

auueHsus Ne

Analysis performed according ND: / Anaan3 nposegen no HJI: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Mucrpykuus yrBepxaena: 21.04.2025

Page 9 of 11/ Crp. 9 m3 11

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnetok B
onucrepe w3z (ITA/AJUTID ¢
BiaronoroturesieM/I[12BIT)
¢donsru // (I13/AJT) donsru. Ilo
2 OnucTepa BMECTE C JIMCTKOM-
BKJIaAbILIEM B nauKy
KapTOHHYIO.

i.f Test / ITokazaTenp Results / PesyabTaThi Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PAJAL/PE with
Onucanune ynakoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or 2

blisters with patient information leaflet in a
carton pack. / Ilo 10 Tabnetox B Gnuctepe u3
(ITIA/AJVTTD ¢ Bnaromormotutenem/ITDBIT)
doneru // (IID/AJT) donern. Mo 1 wim 2
OnucTepa BMeECTE C JIMCTKOM-BKIAABILIEM B
NauyKy 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 BBIMYCKe JIEKAPCTBEHHOr0 NpenapaTta KOHTPOJIb KauecTBa Mo nokasatearo «Mukpobuosoruyeckas
YUCTOTA) NPOBOAUTCH AN Kaxaoii 20-0if cepuu, M AJst OJHOIH CEPHH B roj, B 3aBUCHMOCTH OT TOr0, YTO

HAaCTYIHUT paHbLle.

Remarks : The Product confirms to ND/

pumeyanne: [Tpoaykt cooTseTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[ToarotorneHo: Ramakant |[[Tposepeno:Pardeep [Tposepeno (AOK): [|Onobpeno: Obecneuenue kauectBa/OTBETCTBEHHOE
_t, Kumar Amit Kumar JTULIO: W
u il |
)L : —
Date / Date / Date / g Date / W”’é
Hara: 21.03.2026 Hara: 21.03.2026 Hara: 21.03.2026 Jara: e '—09




Qe
Dr.Reddy’s ‘3’

Or. Reddy's Laboratories Ltd
n Unit-6

Formulatio

Ml Kol, NG

CERTIFICATE OF ANALYSIS it o ’
CEPTU®UKAT AHAJIN3A fel &
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Ixenpece (keropoak) TabieTku, ANcneprupyembie B nojgocta pra, 10 mr
Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / - 36,00,000 tab /
Cepus Ne E Y 2600520 O0bem cepuu ©36,00,000 Tab
Analytical Repourt No/ . 040003326532 Date of Analysis / . 21.03.2026
AHaJuTHYECKHH oTUeT No Jlara anajmsa
Date of Manufacture / - 03/2026 Date of Expiry / - 02/2028
JaTa npon3BoacTBa TI'ogen go
Mfg. License No. / MA number: /
IIpousBoacreeHHas : MNB/05/263 : . JITI-Ne(004669)-(PI'-RU)
Homep PY
aunen3us Ne
Analysis performed according ND: / Ananu3 nposenen mo HJI: JIII-N2(004669)-(PT'-RU)-190224
PIL version approved: / Huerpykuns yreep:xkaena: 21.04.2025

Page 10 of 11/ Crp. 10 w3 11

API name / Haumenosauune A®C:

Ketorolac tromethamine / Keroponaka TpomeTamuH

INN / MHH:

Ketorolac / Ketoponaxk

API manufacturer batch number /

LJI®:

Homep cepnu npouspoautensa ADC: ABSHON2877
FP Manufacturer API Batch number /
Homep cepnn cy6cTaHIIMH NPOU3BOAUTENS FESA00499

API Manufactured by & country /
IIpousBoautens A®C, crpaHa:

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

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

HaumeHnoBaHue, agpec, JHIEH3US s
IIpousBoacTBenHas naowaaka / Ilnomanka
KOHTpo.Js kadecTBa / Ilnomaaka Beinmycka

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 JIabopartopuc Jita., Uuaus, [IpoussoacTeeHHoe
noapazaenenue-6, Bunn. Kxons, Hanarapx Poyn, banau, J{uctpukr
Conan, X.IL., 173205, Muaus (suuensus Homep MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in
full compliance with the GMP requirements of the Eurasian Economic Union and requirements to the medicinal
quality and with the specifications in the Marketing Authorization dossier of the importing country. Production,
their compliance with Good Manufacturing Practice of the Eurasian

packaging and testing records are verified and
Economic Union is established».

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

ITpumeuanne: TIpoaykT cooTBeTCTBYET TpeGoBaHusaM HJ{

3akaiouenue: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Toaroroernero: Ramakant ||[Iposepeno:Pardeep [Tposepeno (AOK): ||Onobpeno: Obecneuenue kayecTBa/OTBETCTBEHHOE
Kumar Amit Kumar JIMLO:
Bt [T [T L’
Date/ " Date/ Date / Date / ol
Jlata: 21.03.2026 Jlara: 21.03.2026 Hara: 21.03.2026 Jara: D4 'oyw




Dr. Reddy's Laboratories Ltd.

Be | e
Dr. Reddy’s ‘.... Forrnulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Vst Sholmwl Hli '(j/ '%.’“2()’%, INDIA
CEPTUO®UKAT AHAJIU3ZA fel : + t;/l g‘\‘i»,t\(ﬁ"fj 56001-02
' Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg |
Ipoaykr: Keropoa® Dxenpece (keroponak) Tabiaerku, Aucnepruopyemsie B moJaoctu pra, 10 mr
Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / - 36,00,000 tab /
Cepust Ne &Y A600520 O6bem cepumn " 36,00,000 Tab
Analytical Repo:‘t No/ . 040003326532 Date of Analysis / . 91.03.2026
Ananuruyeckuii oTuer Ne Jara ananusa
Date of Manufacture / - 03/2026 Date of Expiry / . 02/2028
JlaTa npou3BoacTBa T'ogen po
Mfg. License No. / MA number: /
IIpousBoacTBeHHAN : MNB/05/263 ) : JIII-Ne(004669)-(PI'-RU)
Homep PY
Jaunensus Ne
Analysis performed according ND: / Auasmnz nposegen mo HJL: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / MucTpykuusi yreepiaena: 21.04.2025

Page 11 of 11/ Ctp. 11 n3 11
3akarouenue o coorBeTcTBuM: «HacTosmmM st mOATBEPXKIAI0, YTO MPHUBEICHHAS BhIIIE HHPOPMALUS SIBIISETCS
JIOCTOBEpHOH W TOYHOH. DTa cepus MPOAYKLMHU IPOU3BEJEHA (BKIJIIOYas YHNAKOBKY (MapKHpPOBKY) U KOHTPOIB
KayecTBa) Ha BBIIICYKAa3aHHOM MPOM3BOACTBEHHOM Iomanake (MIOLAJKax) B IIOJHOM COOTBETCTBHUH C
tpeboBanusamu IlpaBun Haanexamel NpPOU3BOJACTBEHHOH NpakTHKH EBPa3HCKOro 5KOHOMHYECKOIO COI03a M
TpeOOBaHUAMH KOHTPOJISA KayecTBa JIEKAPCTBEHHBIX CPEJICTB, a TAKXX€ B COOTBETCTBHM CO CIEHU(DUKAIUIMH,
COJIEPKAIMUMHUCS B PETHCTPAIIMOHHOM JOCKE CTPAHBI-UMIIOpTEpa. 3alMCH 110 IIPOU3BOJICTBY, YIIAKOBKE U aHATU3Y
MIPOBEPEHBI, U YCTAHOBJIEHO UX COOTBeTcTBHE TpeboBanmsaM IIpaBun Hazexallen IPOU3BOJICTBEHHON MIPaKTUKU
EBpazuiickoro 3KkOHOMHYECKOTO COKO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuyanue: [IpoaykT coorBeTcTBYET TpeboBaHHAM HJL 3akmoyenne: OJJOBPEHO
Prepared by / Checked by / ) Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /

[Toarororneno: Ramakant ||[TpoeepeHo:Pardeep [Tposepeno (AOK): ||OnoGpeno: Obecneuenne kauectBa/OTBETCTBEHHOE

ﬁ—— Kumar Amit Kumar JNILIO:
@ t}L ,{ /\ /\ 5
= / /

Date / Date / Date / Date / vh
0‘! -~ %
Jara: 21.03.2026 Hara: 21.03.2026 Jlara: 21.03.2026 Jara: rl"q

137, Road No. 3, Banjara Hills, Hyderahad - 500034, Telangana, India
1300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

Registered Otfice: 8

\P1984PLLCO04507

vww.drreddys.com




