Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Vili. Khol, Natagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

CEPTU®HUKAT AHAJIU3A

Tel : +91 88166 56001-02

www drreddvs.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykt: Keropoa® Dxenpece (keTopoaak) TabaeTKH, AUCIEPrAPYEMbIe B HOJIOCTH pTa, 10 Mr

Market / Prinok :Russia / Poccus
Batch No / . Batch Quantity / . 36,00,000 tab /
Cepus Ne # V202584 O06bem cepuu " 36,00,000 Tab
Analytical Repo:‘t No/ - 040003250313 Date of Analysis / - 12.01.2026
AHajiuTH4YecKHii oTyeT Ne JaTa aHanuza
Date of Manufacture / - 12/2025 Date of Expiry / . 11/2027
JlaTa npounsBoacTea I'onen xo
Mfe. License No. /

) MA number: / ) .
IIpon3BoacTBeHHAs : MNB/05/263 Howmep PY : JIII-Ne(004669)-(PT'-RU)

Junen3usa Ne

Analysis performed according ND: / Auanun3s nposenen no H/I: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / UucTpykuus yreepxaena: 21.04.2025

Page1 of 11/ Crp.1m3 11

N . .
N:) Test / IokaszaTens Results / PesyabTaThl 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. / Kpyrnble mnockue
side. / Kpyrnbie ninockue TabnmeTku ¢ (ackoif, CBETNIO-XKENTOro LBETA C
TabneTky ¢ Gackoi, cBeTno- TpaBUPOBKOH «|» Ha 0/IHOI cTOpOHE.
AKEJITOTO LIBETA C FPABUPOBKON
«I» Ha OIIHOM CTOpOHE.
2 Identification / UnenTndukanus

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-
CIIEKTPbI MOTJIOLIEHHSI HCILITYEMOFO PacTBOpa U
pacTBOpa CTaHAapTHOro obpasia KeToposaka
TpOMETaMUHa JOJDKHBI UMETh MakCHMYMbI TNpH
OIHOHM U TOH XK€ JJIMHE BOJIHBI (£ 2 HM).

Remarks : The Product confirms to ND/
[pumeuanue: IIpoaykT cooTBeTCTBYET TpeGoBanusam HJ{

Conclusion : APPROVED /
Jaximwouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / |[|Approved by: Quality Assurance/Authorized person /
IMoarorosaeno: Pravesh [Tpoepeno: Pardeep  ||[Iposepero (AOK): [|Omo6peHo: Obecneuenue kauectra/OTBETCTBEHHOES
Rana A Kumar Amit Kumar JILIO: 0

g S [y WALS)

/ = ‘ 7 o \ - I/
Date / Date / Date / Date / 0
Jlata: 12.01.2026 Jlata: 12.01.2026 Jlata: 12.01.2026  ||/ara: |2\~ 2026

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €%¢

CERTIFICATE OF ANALYSIS

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

Vili. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTUOUKAT AHAJIM3A

Tel : +91 98166 56001-02

wiwrws drreddus eam
¥

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropon® Dkcupece (KeTopoJiak) TabJeTKu, AucneprupyeMbie B OJIOCTH pTa, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus No + RAIEEH O0BeM cepun " 36,00,000 Tab

Analytical Repo:‘t No/ . 040003250313 Date of Analysis / - 12.01.2026

AHanuTHYecKHi oTueT No Jlara ananusa

Date of Manufacture / . 12/2025 Date of Expiry / 11/2027

HdaTta npou3BoacTBa T'oxen go

Mfg. License No. / MA number: /

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

AnuneH3ns Ne

Analysis performed according ND: / Aranuz nposeaen no HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / UncTpyknus yrBep:kaena: 21.04.2025

Page 2 of 11/ Crp. 2 m3 11

No

Ne Test / [loka3zaTenn

Results / PesynbTaTsl

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 yIep)KHBaHMS OCHOBHOTO IIHKa Ha

XpoMaTorpamMme HCOBITYEMOr0  pacTBopa
JOIDKHO COOTBETCTBOBATh BpEeMeHH
yIACpPKHBaHUA OCHOBHOT'O nMKa Ha
XpoMarorpaMMe  pacTBOpa  CTaHIapTHOTO

obpa3la KeTOpojaka TpoMmeTaMuHa (pazfen
«KOJIMUECTBEHHOE ONPECIICHHEY).

Remarks : The Product confirms to ND/

[Ipumeuanne: IponykT cooTBeTCTBYET TpeboBaHuaM HJI

Conclusion : APPROVED /
3akarouenue: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Toarororneno: Pravesh IMpoeepeno: Pardeep  [[[Tporepeno (AOK): ||Omobpeno: Obecneuenue kauecTBa/OTBETCTBEHHOE
Rana Kumar Amit Kumar JIMLO:
q C‘-*»L" N : O‘-{)
. [\ﬁ' o \ Ay
Date / Date / Date / Date /
Jara: 12.01.2026 Jlara: 12.01.2026 Jara: 12.01.2026 Jarta: \ L2026

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ":'.

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vili. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P.,, 173 205, INDIA

CEPTUO®UKAT AHAJIU3A

Tel : +91 98166 56001-02

vy drraddivie carm
s e

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropon® Jkcnpece (keToposak) TabjieTKH, AUCIEPTHPY€EMbIE B M0J0CTH pTa, 10 Mr

Market / Peinok :Russia / Poccus

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

Cepusi Ne : W2o02384 O6bem cepun " 36,00,000 Tad

amalytical Roport No./ . 040003250313 Date of Analysis / . 12.01.2026

AHanuTHYecKHH oTueT No JlaTa anasmza

Date of Manufacture / - 12/2025 Date of Expiry / . 11/2027

JaTta npou3BoacTea Togen o

Mfg. License No. / MA number: /

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

JuauneH3ns Ne

Analysis performed according ND: / Ananns nposeaen no HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Hucrpyknus yrBep:xaena: 21.04.2025

Page3 of 11/ Crp.3 m3 11

Results / PesynbTaTthi

Specification / Hopma

1;,? Test / Iloka3zaTenn
Butylhydroxyanisole /
Bymuneuopoxcuanuszon

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 yAep>KUBAHUS ITUKOB 2-
OyTunruapokcuaHuzoNA u 3-
OyTMITMAPOKCHAHU30JIa HAa XpoMaTorpamme
UCIIBITYEMOTO pacTBopa JOJIKHBI
COOTBETCTBOBAaTh  BpEMeHaM  y[Iep)KUBAHUS
nMikoB  2-OyTwiruapokcuaHuzona W 3-
OyTWIrHIpOKCHAaHU30Jla Ha  XpoMarorpamme
pactBopa CTaHIAPTHOTO obpasLa
Oyrunrunpoxcuanuzona (pasmen «ConeprxaHue
OYTHIITHAPOKCHAHU301a%).

Remarks : The Product confirms to ND/
IMpumedanue: [IpoaykT cooTBeTcTBYET TpeboBaHUAM H/JJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
[Tonrortoneno: Pravesh ITposepeno: Pardeep  ||[Tposepenio (AOK): [[OnobpeHo: Obecneuenne kauecTBa/OTBETCTBEHHOE
Rana Kumar 31’,,-— Amit Kumar | JULO: @M
F N o
i I il
Date / Date / Date / Date / 0 e _
Hara: 12.01.2026 Hara: 12.01.2026 Hara: 12.01.2026 Jara: ’ 2oL

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIN3A

Tel : +91 98166 56001-02

www drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Ixenpece (keTopoaak) TabjaeTKH, AUCTIEPrUpyeMble B IOJOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

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

Analytical Repourt No/ . 040003250313 Date of Analysis / - 12.01.2026

AHajJMTHYecCKHi oTueT No JlaTa ananusza

Date of Manufacture / - 12/2025 Date of Expiry / - 11/2027

JlaTa mpou3BoacTBa TI'ogen no

Mfg. License No. / MA number: /

Tpou3BoacTBeHHAs : MNB/05/263 moer: . JITI-Ne(004669)-(PT-RU)
Homep PY

aunensus Ne

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

Page4 of 11/ Crp. 4 m3 11

i:) Test / IlokazaTennb Results / PesysabTaThi Specification / Hopma
3 Average weight / Cpennsin 69.8 mg /69,8 mr 67.2mg to 72.8mg (70.0mg + 4.0%). /
macca Ot 67,2 mr no 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 OEmity ol welg Complies / CooTBeTCTBYET 18/20 Ttabnetox — He Gosee 10 %;
AHOPOAHDCTE MAECE! 2/20 Tabnetok — He O6onee + 20 %.
4 Disintegration time /
Pacnapaemocthb
00 min 24 sec / 00 MuH 24 cek Not more than 3 min. / He Gonee 3 MuH.
5 Dissolution / PacTBopenue Unit-1/ Tabxa-1 100 % Not less than 75 % (Q) of CisH3NO3*C4H; NO3
) (ketorolac tromethamine) in 15 min. / He mMeHee
¥ 0,
Unit-2 / Taban-2 9% | 759% (Q) CisHisNOsCeHNO; (xetoponaxa
Unit-3 / Ta6a-3 100 % TPOMETAMKH) Yepe3 15 MUH.
Unit-4 / Tabn-4 100 %
Unit-5 / Tabn-5 100 %
Unit-6 / Tabn-6 100 %

Remarks : The Product confirms to ND/
Ipumeuanne: [IponykT coorBeTcTBYeT TpeboBanusam HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
IToaroTosneno: Pravesh ITposepeno: Pardeep |[[Iposepeno (AOK): ||OnoGpeno: ObecneueHne kauecTBa/OTBETCTBEHHOE
Rana Kumar Amit Kumar JTHLLO:
{ ™ L [ (2oe)
o ]\/ e \2Y
Date / Date / Date / Date /
Jlata: 12.01.2026 Jlata: 12.01.2026 Jlara: 12.01.2026 Jlara: 122\-2e026

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.cormn




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIN3A

Tel : +91 98166 56001-02

whsewt drreddys com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykt: Keropoa® Jxcupece (KeTopoak) TabiieTKu, AUCIEPrapyeMbie B NOJOCTH pTa, 10 Mr

Market / Peinox :Russia / Poccus
Batch No/ . Batch Quantity / .~ 36,00,000 tab /
Cepust Ne | V2302084 O0bem cepun " 36,00,000 Tab
Analytical Repourt No/ . 040003250313 Date of Analysis / - 12.01.2026
AHaauTHYecKHH oTUeT Ne JlaTa ananu3za

| Date of Manufacture / - 12/2025 Date of Expiry / - 11/2027
Jara npou3BoaACTBA T'open no
Mfg. License No. / .
P T —— - MNB/05/263 M numbers 4 . JITI-Ne(004669)-(PT-RU)

Homep PY

Junensug Ne

Analysis performed according ND: / Auanu3 nposeaen no HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / MucTpykuus yreepaxaena: 21.04.2025

Page Sof 11/ Crp. 5uz 11

1;.? Test / Iloxasarens Results / PesyabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a 710 pm
HMucnepcHocts sieve is formed. / OG6pasyercs onHoponHas
CyCneH3usi, TMpOXOJsiuas CKBO3b CHTO €
pasMepoM oTBepCTHH 710 MKM.
7 Impurities / [Ipumecu

1-hydroxy analog of
ketorolac: /
| l-rugpokcuaHansor

Below LOQ (LOQ = 0.0032 %)
/ Huxe npenena
KOIMHECTBEHHOTO ONpPEEACHUA

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

| xeToponaka (TIKO = 0,0032 %)
‘ 1-keto analog of ketorolac / 0.04 % not more than 0.8 %; / He 6onee 0,8 %;
1-keToaHANOr KETOPOIaKa
unidentified impurity / 0.02 % not more than 0.5 %; / He Gonee 0,5 %;
eAMHUYHAS
HeHACHTUDHIUPOBAHHAS
IpUMECH
total impurities / 0.1 % not more than 1.0 %. / He Gonee 1,0 %.
cyMMa npumece
Remarks ;: The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [TpoayxT cooTBeTCTBYET TpeboBaHmAM HJJ 3aknwyenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[MoarorosnaeHo: Pravesh [TpoBepeHo: Pardeep [Tposepeno (AOK): ||Omobpeno: Obecnieuenue kadectBa/OTBETCTBEHHOE
Rana 7 Kumar Amit Kumar A_ JIMLO:
1 sl || = (L
= > /
Date / Date / Date / Date / 54
Jlara: 12.01.2026 Tara: 12.01.2026 Tata: 12.01.2026  ||Tara: | Le\-2-02

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: L85195AP1584PLC0O04507
www.drreddys.com



Dr.Reddy’s ‘g‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUOHUKAT AHAJIN3A

Tel : +91 98166 56001-02

wianar drred d\f“ cam

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxenpece (keToposak) Tad/ieTKH, IUCHeprupyemMble B MOJ10CTH p1a, 10 mMr

Market / Poinok :Russia / Poccus

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

Cepus Ne o il O06beM cepun " 36,00,000 Tab

Analytical Repourt No/ . 040003250313 Date of Analysis / . 12.01.2026

AHaJHTHYECKHI 0TUeT No Jata anannza

Date of Manufacture / - 12/2025 Date of Expiry / . 11/2027

JlaTa npousBoacTBa TI'onen o

Mfg. License No. / .

T S——— . MNB/05/263 M2 mimbers/ . JIT-No(004669)-(PT-RU)
Homep PY

JIHHeH3Hs1 Ne

Analysis performed according ND: / Anann3s nposenen mo H/I: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UncTpykuus yreepxaena: 21.04.2025

Page 6 of 11/ Crp. 6 u3 11

1;.:) Test / [Toka3aTtesb | Results / PesyabTaTet Specification / Hopma

8 Water content / 20% Not more than 7.0 %. /
CoaepxkaHue BOAbI He 6onee 7,0 %.

9 Residual solvents / OcTaTo4yHble oOpraHU4yecKHe pacTBOPHTEH
Isopropyl alcohol / 8 pg/tab/ Not more than 350 pg/tab. /
H3ormnponanon 8 MKr B TabneTKe He 6onee 350 mxr B TabneTke.

Remarks : The Product confirms to ND/

IIpumeuanue: [poaykr coorsercryer Tpedopannam HJL

Conclusion : APPROVED /
3akmwuenne: OJJOBPEHO

Prepared by /
[Toarorosneno: Pravesh

Checked by /
ITposepeno: Pardeep

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

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

Rana [ Kumar c:i/‘_ Amit Kumarf\x. JIHIO: @M
p o
= [\ — I T
Date / Date / Date / Date / ]
Tara: 12.01.2026 Tata: 12.01.2026 Tara: 12.012026  ||Tara: \2—olc 2016

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Talangana, India
Tel: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ‘g'.

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A

Tel : +91 98166 56001-02

www drreddvs.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dkenpecc (keTopoJiak) TabieTKH, JHCIeprupyemMble B OJIOCTH pra, 10 Mr

Jguunenzus Ne

Market / Poinok :Russia / Poccus

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

Cepus Ne F V20UESER O6bem cepuu "~ 36,00,000 Tab
Analytical Repourt No/ . 040003250313 Date of Analysis / - 12.01.2026
AHanuTH4ecKuil oTueT No JaTta ananuza

Date of Manufacture / . 12/2025 Date of Expiry / - 11/2027

JaTa npou3BoAcTBA TI'onen o

Mfg. License No. / WOk napbers /

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

Analysis performed according ND: / Auanu3 nposegen nmo H/I: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UncTpykuug yreepxaena: 21.04.2025

Page 70of 11/ Crp. 7 u3 11

1}? Test / [loka3zaTens Results / PesyabTaThl Specification / Hopma

10 Microbiological purity*/ Mukpo6uosioruieckasi yncrora*

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

Count / 001mee uucno He 6onee 10° KOE/r;

a3pOOHBIX MUKPO-

OpPraHu3MORB

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

mold count / 00mee 4ncno He 6osnee 10 KOE/r;

JPOXKEBBIX U [IECHEBBIX

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
OnHopoaHOCTh 39 ITokazarens npuemieMocty (AV) nojkeH ObITh
A03UPOBAHHBIX €AHHUIL ’ He 6onee 15,0.

Remarks : The Product confirms to ND/ - Conclusion : APPROVED /
Ipumeuanue: Ilponykt coorBeTcTBYeT Tpeboranuam HJJ 3aknrouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toarorosneno: Pravesh [Tposepeno: Pardeep |[[Iposepeno (AOK): ||OmobpeHo: O6ecneyenne kayecTBa/OTBETCTBEHHOE
Rana Kumar Amit Kumar JMLO: b &D

i c::L" '\"""h @ '

= - = ’/'

Date / Date / Date / Date / / ]
Jara: 12.01.2026 Jara: 12.01.2026 Jara: 12.01.2026 Jara: J’L’ol( 2016

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A

Tel : +91 98166 56001-02

ATATIAT TS rh‘,'prirh’[q COom

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Jxenpece (keroposak) TabJIeTKH, AHCIEPrupyeMble B II0J0CTH pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepusi Ne  Wantios O6bem cepun "~ 36,00,000 Tab

Analytical Repourt No/ . 040003250313 Date of Analysis / - 12.01.2026

AHAINTHYECKHH oTUeT No JlaTa anajiun3za

Date of Manufacture / . 12/2025 Date of Expiry / - 11/2027

Jara npouzroacTBa TI'onen xo "

Mfg. License No. / .

IIpousBoacTBeHHast : MNB/05/263 A b 4 ;. JII-Ne(004669)-(PT'-RU)
Homep PY

Junen3usa Ne

Analysis performed according ND: / Anann3 nposenen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UncTtpyknus yreepxaena; 21.04.2025

Page 8 of 11/ Crp. 8 m3 11

1;.00 Test / IlokazaTenb Results / PesyabTaThl Specification / Hopma
12 Assay / KosinuecTBeHHOE 10.1 mg/ 10,1 mr From 9.0 mg to 11.0 mg of
ornpeesieHHe (101.1 %) CisH13NO3+C4H (NO3 (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0mMr o 11,0 Mr
CisH3NO3+C4H11NO3 (xeToponaka
Tpomeramus) (ot 90,0 mo 110,0 % ot
3a5BJIEHHOTO KOJIMYECTBA) B TableTKe.
13 Butylhydroxyanisole 0.0979 mg/tab / Not less than 0.042 mg/tab. /
content / CopaepxaHue 0,0979 mr B TabiieTke He menee 0,042 Mr B Tabnertke.
OyTHArHAPOKCHAHM30J1a

Remarks : The Product confirms to ND/

[Mpumevanue: [IpoaykT cooTBeTCTBYET TpeOoBaHMsAM HJ

Conclusion : APPROVED /
Zaknwyenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[TonroroeneHo: Pravesh [Iposepeno: Pardeep [[{[Iporepeno (AOK): ||Onobpeno: ObecneueHue kauecTBa/OTBETCTBEHHOE
Rana /ﬂ Kumar Amit Kumar JINLIO:

j - P VoY~
Date / Date / Date / Date /
Hata: 12.01.2026 Hara: 12.01.2026 Hara: 12.01.2026 Jara: ‘ 2 =) 2026

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: 491 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

Vili. Khol,

CEPTUOHUKAT AHAJIN3A

Tel : +91

Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

98166 56001-02

wyaard rr;:‘!irh,r!', com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykT: Keropoa® Ixcnpece (keTopoJiak) Ta6aeTKu, JHCHeprupyemMble B 10J0CTH pTa, 10 Mr

Market / Poiok :Russia / Poccus

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

Cepus Ne } Y A20ka O0nem cepun " 36,00,000 Tab

Analytical Repovrt No/ - 040003250313 Date of Analysis / - 12.01.2026

AHaguTHYeCcKHi oTueT No JlaTa ananuza

Date of Manufacture / - 12/2025 Date of Expiry / . 112027

JlaTa npoH3BOACTBA I'oaen 10

Mfg. License No. / .

T " . MNB/05/263 DA by | . JIMI-Ne(004669)-(PT-RU)
Homep PY

Junen3us Ne

Analysis performed according ND: / Ananuz nposenen no HJI: JII-Ne(004669)-(PT-RU)-190224
PIL version approved: / UacTpyknns yreep:kaena: 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. / Ilo 10 Tabmerox B
onmuctepe w3 (ITA/AJVIID ¢
pnaromnonioTuteneM/I15BIT)

doswru // (ITS/AJT) donsru. Ilo
2 GnucTepa BMecTe € JIMCTKOM-

1;.:) Test / IlokazaTens Results / Pe3yabTaThl Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Onucanye ynakoBku (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or 2

blisters with patient information leaflet in a

carton pack.
(TTA/AJI/TID

/ Tlo 10 Tabnerox B GnucTepe U3
¢ Bnaronoriotutenem/I1DBIT)

doneru // (IID/AJT) doneru. ITo 1 umm 2
Omucrepa BMecTe C JIMCTKOM-BKJIAABILIEM B
faykKy KapTOHHYIO.

BKJIAJbILICM B
KapTOHHYIO.

navuky

* 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.
* [Ipu BbINMYyCKe JIEKAPCTBEHHOTO NPENapaTa KOHTPO/Ib Ka4ecTBa M0 NoKa3aTe o « MukpobHonorunyeckas
YHCTOTA» MPOBOAUTCA AN Kaxcaoii 20-0il cepun, WK I/ OAHOH CEPHH B I'ofl, B 3aBUCHMOCTH OT TOI0, YTO
HACTYNHUT paHblLe.

Remarks : The Product confirms to ND/
IMpumeuanue: IIpoayKT cooTBETCTBYET TpeboBaHUAM H/L

Conclusion : APPROVED /
3akmwouenune: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[ToarorosneHo: Pravesh [Iposepeno: Pardeep |[[TpoBepeno (AOK): ||OnoOpeno: ObecneueHue kadectBa/OTBETCTBEHHOE
Rana Kumar Amit Kun& JULO: /:)" E (LD

Date / Date / Date / ~ ||Date/

Jlata: 12.01.2026 Tlata: 12.01.2026 Tlata: 12.01.2026  ||Tlara: \1-ol-2026

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

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

Vili. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P.,, 173 205, INDIA

CEPTUOHUKAT AHAJIN3A

Tel : +91 98166 56001-02

www . drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon® Jxcnpece (keroposiak) TabaeTku, AucneprupyemMbie B H0J0cTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne : M2302581 O6beM cepun " 36,00,000 Tab

Analytical Repo:‘t No/ . 040003250313 Date of Analysis / - 12.01.2026

AHasuTHYeCcKHH oTueT Ne JlaTta ananusa

Date of Manufacture / . 12/2025 Date of Expiry / - 11/2027

HJara npousBogcTBa T'ogen go

Mfg. License No. / MA ber: /

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

JuneH3usa Ne

Analysis performed according ND: / Ananun3s nposenen no H/I: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Uucrpykuus yreepxaena: 21.04.2025

Page 10 of 11/ Crp. 10 3 11

API name / HaumenoBanue ADC:

Ketorolac tromethamine / Keroponaka tpomeramux

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepun npouzsoauresis APC:

ABSH001605, ABSHO01785

FP Manufacturer API Batch number /
Homep cepuu cyGCTAHIMM NPOU3BOAMTEJIS
TJI®:

FESA00218, FESA00219

API Manufactured by & country/
IIponsBoguresr A®C, ctpana:

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

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

HaumenoBaHue, agpec, JULEH3US JJIs1
IIpousBoacTBeHHas miomanka / [lnomanka
KOHTPOJIs KauecTBa / [lomaaka Belnmycka

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

I-p Pennwu’c Jlabopatopuc JItn., Unnus, [ponssoacreentoe
nonpasaenenue-6, Bunn. Kxons, Hanarapx Poyn, bagau, J{uctpukr
Conan, X.[1., 173205, Uapus (nuuen3us 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,
packaging and testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian

Economic Union is establishedy.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [Ipoxykt coorBeTcTBYET TpeboBaHuAM HJ 3aknwuenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Tonrorosneno: Pravesh [Mposepeno: Pardeep ||{[Iposepeno (AOK): ||Onobpeno: O6ecneuenne kauecTsa/OTBETCTBEHHOE
Rana Kumar Amit Kumar JIMLLO: " [\
4 Jde | a2 >
Date / Date / Date / Date /
Hara: 12.01.2026 Jara: 12.01.2026 Hara: 12.01.2026 Hara: ‘ 2 ol Lélé

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

www.drreddys.com




Dr.Reddy’s ":‘.

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vili. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
CEPTHOUKAT AHAJIN3A Tel ; +91 98166 56001-02
wipssardrreddys com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg '
Mpoaykt: Keropoa® Jxcnpece (keTopoaak) TabsieTKH, AMCIEpPIEPYeMbI€ B I0JOCTH pTa, 10 Mr
Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / _-36,00,000 tab /
Cepus Ne 5 V2502584 O06BeM cepun " 36,00,000 Tab
Analytical Repourt No/ - 040003250313 Date of Analysis / . 12.01.2026
AHanuTHdeckuit oTyet Ne Jara ananuza
Date of Manufacture / - 12/2025 Date of Expiry / . 112027
Jara npou3BogcTBa I'onen go
Mfg. License No. / MA number: /
Ipon3eoacTBEeHHAS : MNB/05/263 ) : JITI-Ne(004669)-(PT-RU)
Homep PY
JuneH3us Ne
Analysis performed according ND: / Auanuz nposeaen mo HJI: JII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Mucrpykuns yreep:kaena: 21.04.2025

3akoveHne 0 cooTBeTcTBHM: «HacTosmum s moaTBepxaa0, 9To IpUBEACHHAS BbIIIe HHOOPMAIUS SBISCTCS
JIOCTOBEPHOU U TOUHOH. DTa cepus MPOAYKIMH MpOU3Be/ieHa (BKIIOYas YHDAKOBKY (MapKUpPOBKY) U KOHTPOJIb
KauecTBa) Ha BBINIEYKAa3aHHONW IIPOM3BOJACTBEHHOW IIIOMaAKe (IUIOM[@/IKaXx) B IIOJHOM COOTBETCTBUHU C
TpeboBanusmu [lpaBun Hamnexamelt Mpou3BOJACTBEHHON NPaKTUKH EBpasuiickoro SKOHOMHYECKOTO CO03a U
TpeOOBaHUSAMHU KOHTPOJISI KadecTBa JIEKAPCTBEHHBIX CPEJCTB, a TaKXKe B COOTBETCTBUU CO CHelH(PHKAIUIMH,
COJZIEpXKAIUMHUCS B PETUCTPAIIHOHHOM JIOChE CTPAHBI-UMIIOpTEpa. 3alliCU IO IIPOU3BOJCTBRY, YIAKOBKE U aHAIIU3Y
IIPOBEPEHBI, M YCTAHOBJIEHO WX COOTBeTCTBHE TpebGopanusM [lpaBun Hajexamel Iporu3BOACTBEHHOM TPaKTHKH

EBpazuiickoro 3x0HOMHUYECKOI0 COI03a».
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Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanne: IIpoaykT cooTBeTCTBYET TpeboBanusM HJI 3akauyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Togroroeneno: Pravesh I[lposepeno: Pardeep [|[Tposepeno (AOK): ||Onobpeno: OGecneueHue kadecTBa/OTBETCTBEHHOE
Rana Kumar Amit Kumar JUILIO: {}J

j/ CJ,/ - (2‘?& =

4 — - \‘ €

Date / |Date / Date / Date /
Hara: 12.01.2026 Hara: 12.01.2026 Hara: 12.01.2026 Hara: ‘ 2/’—0% o026

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.corm






