Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

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

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

Tel : +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxenpece (keTopoaak) rabaerku, AHCHEpPrupyemMbic B N0JIOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne # NG00 O6beM cepun " 36,00,000 Tab

Analytical Repo:‘t No / - 040003332812 Date of Analysis / - 25.03.2026

AHanuTHYecKH oTHeT No Jara anaanza

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

JarTa npou3BoacTBA I'open mo

Mfg. License No. / MA number: /

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

JgaueH3us Ne

Analysis performed according ND: / Anann3 nposenen no HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uucrpykuus yreepxaena: 21.04.2025

Page1 of 11/ Crp. 1 u3 11

N . .
.N'? Test / IlokazaTesn Results / PesyabTaThl Specification / Hopma
1 Description / Onucanne Light yellow round flat beveled Light yellow round flat beveled tablets with "|"

tablets with "|" debossed on one debossed on one side. / Kpyrneie nnockue
side. / Kpyrnsle nnockue TabneTkH ¢ ackoii, CBETNO-XKENTOr0 LBeTa C
TalJIeTKH ¢ (ackoi, CRETIO- IPaBUPOBKON «I» HAa OXHON CTOPOHE.
KENTOrO LBETA C TPaBUPOBKOMH
«» Ha ofHOM CTOpOHE.

2 Identification / UpenTndurauus

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-
CMEKTPBI MOTNOWIEHHS HCIILITYEMOrO PAacTBOpPa U
pacTBOpa CTaHOApTHOro obpasilia KeTopoJaka
TPOMETaMHHa [OJKHEl UMETh MAKCHMYMBI TIPH
OJIHOMH M TOM ke UIUHE BOJHBI (£ 2 HM).

Remarks : The Product confirms to ND/
IIpumeuanne: [TpoaykT cootBercTBYeT TpeboBaHusaM HJT

Conclusion : APPROVED /
3aknrouenue: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / [[Approved by: Quality Assurance/Authorized person /
IToaroroeneHo: Yogesh IpoeepeHo:Pravesh ITpoeepeno (AOK): ||Omo6peno: Obecnieuenne kauecTra/OTBETCTBEHHOE
Chauhan : Rana Amit Kumar JIHLIO: QUmit Kk
; < - R
¥ 4 s Vi
A — L

Date / Date / Date / Date / 20 L026
Hara: 25.03.2026 Hara: 25.03.2026 Jara: 25.03.2026 Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Email: mail@drreddys.com
CIN: 1L85195AP1984PLCO0AS07

wynw direddys.com




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUPHUKAT AHAJIM3A

Tel: +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropoa® Ixcnpece (keroposiak) Tab/ieTKH, AHCOEpPrupyemMblie B 0J0cTH pra, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepusa Ne ATMZ0005065 Oo0bem cepuu © 36,000,000 Tab

Analytical Repourt No / - 040003332812 Date of Analysis / - 25.03.2026

AHanHTHYeCKHUIi oTUueT No JlaTa ananu3sa

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

Jara npousBoacTBa T'open no

Mfg. License No. / MA number: /

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

Jaunensus Ne

Analysis performed according ND: / Anasnu3 nposexen no HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Uucrpykuus yreepskaena: 21.04.2025

Page2 of 11/ Ctp. 2 u3 11

No
No

Test / IlokazaTenn

Results / PesyabTaTs!

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 ymepKMBaHHS OCHOBHOIO IIMKAa Ha

XpoMaTorpaMMe  MCIBITYeMOro  pacTBopa
JOJDKHO COOTBETCTBOBATh BpEMEHH
yIepXHBaHUA OCHOBHOI'0 nuKa Ha
XpOMaTorpaMMe  pacTBOpa  CTaHAAPTHOIO

o0pasua KkeToponaka TpoMeTamuHa (pasien
«KonnyecTBeHHOE ornpeneneHuey).

Remarks : The Product confirms to ND/
IIpumeuanne: ITponykT cooTBeTCTBYET TpeboBanusim H/J

Conclusion : APPROVED /
3akmouenue: ONOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Toxrorosneno: Yogesh ITposepeiio:Pravesh ITposepeno (AOK): |[Omobpeno: Obecnieyenne kauectsa/OTBETCTBEHHOE
Chauhan /7 Rana Amit Kumar JIHLO: y 1L KU AT

/ : L Jomie Kymran_

[/ ~ e
Date / Date / Date / Date / 2870 2-R024
Jlara: 25.03.2026 Jara: 25.03.2026 Jara: 25.03.2026 JlaTta:

Registered Office: €-2 337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 91 40 4500 2900, Fax: 491 40 4900 2999, Email: mail@drreddys.com
CIN: L8G195AP1984P1LCO0AS07

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddj,

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

CEPTUOUKAT AHAJIN3A

Tel 1 +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoayxr: Keropoa® Dxcnpece (keroposak) TabsieTKH, AMCIeprupyemMblie B MOJ10CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepusi Ne + V2600565 O6bem cepun " 36,00,000 Tab

Analytical Report No/ . 040003332812 Date of Analysis/ . 25.03.2026

AHaJIHTHYECKHI 0TUeT No Jdara ananusza

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

JaTa npousBoacTBa I'onen pno

Mfg. License No. / .

[ponssocTBennan . MNB/05/263 o : JIII-Ne(004669)-(PT-RU)
omep PY

JIHneH3us Ne

Analysis performed according ND: / Ananu3 nposeaen no H/L: JIII-N2(004669)-(PI'-RU)-190224
PIL version approved: / UucTpykuus yreepixaena: 21.04.2025

Page 3 of 11/ Crp. 3 n3 11

Results / PesyabTaThl

Specification / Hopma

1;,:) Test / [Tokaszarens
Butylhydroxyanisole /
Bymuneudpoxcuanuson

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 YIepKUBaHU [IUKOB 2-
Oy TUIrMAPOKCHAHU301a H 3-
OyTUITMAPOKCHAHM30/IA Ha  XpOMAaTorpamme
HCOBITYEMOrO pacTBopa JIOJIKHBI
COOTBETCTBOBATh ~ BpPEMEHaM  YACPXKUBAHUS
OMKOB  2-OyTWITMJpOKCHanu3ona W 3-
OyTUIrMAPOKCHAHU30IA HA  XPOMATOrpaMMe
pacTBopa CTaHJAPTHOTO obpasua
Oyrunruapokcuanusona (pasaen «ColepkaHue
OYTUNTHIPOKCHAHH30a%).

Remarks : The Product confirms to ND/

ITpumeyanue: [IpoaykT cooTBeTCTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
3akaouenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[ToaroTtoeneHo: S;ggesh [Mposepeno:Pravesh [Mposepeno (AOK): |[Onobpeno: OGecneueHue kauecTBa/OTBETCTBEHHOE
Chauhan V4 ) Rana i Amit Kumar JIHLIO: QUi KumQn
\ N «
e lr""" £y

%/ 3 /\ ¥ aiiil Q]
Date / Date / Date / Date / 2832026
Hata: 25.03.2026 Jata: 25.03.2026 Jara: 25.03.2026 Hara:

Registered Office: 8-2-337, Road No, 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel- +971 40 4900 2900, I'ax: +91 40 4900 2989, Email: mail@drreddys.com

CIN: LB5195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ‘,‘:".

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykt: Keropoa® Jxenpece (keTopoak) TabieTKH, AHCIEPrHpyeMble B 10J0cTH pTa, 10 Mr

Market / Prinok :Russia / Poccus

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

Cepust Ne + V2600565 O6bem cepun " 36,00,000 Tab

Analytical Repourt No/ - 040003332812 Date of Analysis / . 25 03.2026

AHAJIHTHYECKHI oTueT Ne JlaTa ananmusa

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

Jarta npousBoacTBa T'ogen oo

Mfg. License No. / MA number: /

IIpousBoacTBeHHAN : MNB/05/263 H ‘ : JITI-Ne(004669)-(PI'-RU)
omep PY

JuueH3us No

Analysis performed according ND: / Ananu3 nposenen o HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / MucTpykuus yrBep:xaena: 21.04.2025

Page 4 of 11/ Crp. 4 u3 11

i,:) Test / [Toka3aTensb Results / PesynbTaThi Specification / Hopma
3 Average weight / Cpennsia 69.2 mg / 69,2 Mmr 672mg to 72.8mg (70.0mg =+ 4.0%). /
Macca Ot 67,2 Mr o 72,8 mr (70,0 Mr + 4,0 %).
18/20 tablets - not more than + 10 %:
Unif. itv of weight / 2/20 tablets - not more than + 20%. /
Om ormity ot weig Complies / CooTBercTBYET 18/20 Tabnerok — He Oonee =+ 10 %;
AHOPOAHOCTEMACCEN 2/20 tabneTok — He 6onee £ 20 %.
4 Disintegration time /
Pacnapaemoctnb .
00 min 29 sec / 00 MmuH 29 cek Not more than 3 min. / He Gonee 3 Mun,
5 Dissolution / PacTBopenue Unit-1/ Ta6n-1 99 % Not less than 75 % (Q) of CsH;3NO3*C4H,; 1 NO;
) (ketorolac tromethamine) in 15 min. / He MeHee
Unit-2 / Ta6n-2 99 % 75 % (Q) CisHiaNO3*C4H1NO; (KeTOpOJIaKa
Unit-3 / Ta6n-3 100 % TpOMETaMHUH) 4epes 15 MuH.
Unit-4 / Ta6n-4 102 %
Unit-5 / Tabn-5 102 %
Unit-6 / Tabn-6 99 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IpoxykT cooTBeTcTBYET TpeboBaHusM HJJ 3aknwuenune: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
MoxroTosneno: \/’/egesh [Mpoeepeno:Pravesh [Tposepeno (AOK). |[Onobpeto: Obecneuenue kayectsa/OTBETCTBERHOE
Chauhan / Rana j Amit Kumar JIHLO: \\@UN’ C Rumpo

yd e ,

7 - ey

Date / Date / Date / Date / 2<D 3,,_&0),()
Jlara: 25.03.2026 Jara: 25.03.2026 Hara; 25.03.2026 Hara: -




Dr.Reddy’s “:‘

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

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

roddvs.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Dxenpece (xeroposiak) TabsieTKH, MclieprupyemMbie B OJ0CTH pTa, 10 Mr

Market / Prinok :Russia / Poccust

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

Cepust Ne + V2600565 O6bem cepuu © 36,00,000 Tab

Analytical Repovrt No/ . 040003332812 Date of Analysis / . 95.03.2026

AHanuTHYeCKHii oTyeT No JlaTa anaauza

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

JaTta npou3zBoacTBa T'ogeu ao

Mfg. License No. / MA number: /

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

Juanenzusa Ne

Analysis performed according ND: / Anasms nposeaen mo H/: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Mucrpykuus yreep:xaena: 21.04.2025

PageSof 11/ Crp.5n3 11

i? Test / ITokaszaTenn Results / PesyabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a 710 ym
JuncnepcHocTh sieve is formed. / O6pasyercs omHopoaHas
CYCIIEH3Us, NpPOXOAAmasg CKBO3b CHTO C
pa3mepoM oTeepcTHi 710 MKM.
7 Impurities / TIpumech

ketorolac: /

1-hydroxy analog of

1-rugpokcuaHaIor

Below LOD (LOD = 0.0010 %)
/ Hiwxe mpepena oOHapyx eHUs
(IT0 = 0,0010 %)

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

KeTopoJsaka
1-keto analog of ketorolac / 0.06 % not more than 0.8 %; / He 6onee 0,8 %;
1-KeToaHaIOr KETOpOJIaka
unidentified impurity / 0.01 % not more than 0.5 %; / He 6onee 0,5 %;
eMMHUYHASA
HeUACHTUPUIMPORBAHHAS
npumMech
total impurities / 0.1 % not more than 1.0 %. / He 6onee 1,0 %.
CyMMa NpUMeceH

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

ITpumeuanue: IIpoaykTt cootBeTcTBYeT TpeboBaHusiM HJL 3akmiouenue: OJOBPEHO

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

]'!OL{FOTOBneHo:/\_{,'ogesh ITposepeHo:Pravesh [Ipoeepeno (AOK): |[Omobpeno: Obecneuenne kauecTBa/OTBETCTBEHHOE

Chauhan A Rana Amit Kumar JRLO:

A Lunie Kymn
ol - B < \,\/’
Date / Date / Date / Date / ACDRLOLEG
Jlara: 25.03.2026 Hara: 25.03.2026 Jara: 25.03.2026 Hara:

Registered Office; 8-2 337, koad No. 3, Bamara Hills, Hyderabad - 500034, Telangana, india
Tel: 491 40 4900 2900, Fax: +91 40 4900 2889, Email: mail@drreddys,.com
CIN: L85 195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUOHUKAT AHAJIM3A

Tel : +91 98166 56001-02

Fdvy
rrerinye

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Drenpece (keroponak) TabJeTku, ANCIeprupyemMble B NOJI0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepusa Ne + V2600565 O0bem cepun " 36,00,000 Tab

Analytical Repo:‘t No/ - 040003332812 Date of Analysis / - 25.03.2026

AHajJuTHYeCKHIl oTueT No JlaTa ananusa

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

JlaTa npou3BoAcTBA I'ogen oo

Mfg. License No. / MA number: /

IIpou3zBoacTBEeHHAS : MNB/05/263 ) : JII-Ne(004669)-(PT-RU)
Homep PY

Jmuen3usi Ne

Analysis performed according ND: / Ananau3 nposenen no H: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uncrpykuus yreep:xaena: 21.04.2025

Page 6 of 11/ Ctp. 6 3 11

i.g Test / IloxazaTens Results / PesyabTaTsl Specification / Hopma

8 Water content / 2.0% Not more than 7.0 %. /
Copep:xanue BOAbI He 6onee 7,0 %.

9 Residual solvents / OcTaTouHble OpraHuyecKue pacTBOPUTEH
Isopropyl alcohol / 18 pg/tab / Not more than 350 pg/tab. /
HzomnponaHon 18 MKT B TabneTke He 6onee 350 Mkr B TabneTke.

Remarks : The Product confirms to ND/

IIpumeuanue: [IpogykT cooTBeTCTBYET TpedoBaHuAM HJI

Conclusion : APPROVED /
3akmwoueHue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IToprotoneHo: Yogesh [TposepeHo:Prayesh [Tpoepeno (AOK): [|Onobpeno: ObecnedeHue kauectBa/OTBETCTBEHHOE
Chauhan ' Rana ' Amit Kumar JIHLIO: ,

/ CURILU ¥ompg

. i . -
// /\ — /ﬁ \%

Date / Date / Date / Date / 9 006
Jata: 25.03.2026 Jara: 25.03.2026 Hara: 25.03.2026 Jlara:




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUOPUKAT AHAJIU3A

Tel 1 491 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIponykT: Keroposn® Ixcnpece (keToposiak) TabaeTKH, JUCIIEPrApYeMble B MOJIOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus No V2600565 O0Bem cepun " 36,00,000 Tab

Analytical Repovrt No/ . 040003332812 Date of Analysis / . 95.03.2026

AHanuTHYecKuii oTuer No JlaTa anaausa

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

JaTa npon3BoacTBa T'open oo

Mfg. License No. / .

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

aunenzusa Ne

Analysis performed according ND: / Anasmus uposegen no HJ/I: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / MHcTpyxuus yrBepxkaena: 21.04.2025

Page 7 of 11/ Crp. 7u3 11

1;.? Test / Ioka3aTesb Results / PesyabTaThl Specification / Hopma

10 Microbiological purity*/ MukpoGuosornyeckas yucrora*

Total Aerobic Microbial NA not more than 103 CFU/g; /

Count / obliee YyKciIo e Gonee 103 KOE/T;

a3poOHBIX MUKPO-

OpTaHU3MOB

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

mold count / ob1riee YncIO ue Gosee 102 KOE/T;

JPOMOKEBBIX U INIECHEBBIX

rpubor

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
OaHoOpoAHOCTL 46 IMoxaszatens npueMieMocTH (4V) nonkeH ObITh
JNO3MPOBAHHBIX €IMHULL ’ He 6oaee 15,0.

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

IMpumeuanue: [IpoaykT cooTBeTcTBYeT Tpeboranusm HJJ 3axmouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[TonroTorneHo: 'ﬁ agesh [Tposepeno:Pravesh ITpoepeno (AOK): [|Onobpeno: ObecneueHue kauecTBa/OTBETCTBEHHOE

Chauhan Rana Amit Kumar NULO: ,
ypn (oML Kuwipn
N ¢
Date / Date / Date / Date / ASpe-20246
Hata: 25.03.2026 Hata: 25.03.2026 JHara: 25.03.2026 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: #9717 40 4900 2900, Fax: 491 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
yoww drreddys.com




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

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

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

CEPTUDPHUKAT AHAJIN3A

Tel: +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jkenpece (keToposiak) TabieTKH, AUCIEPrUPYeMbIe B M0J0CTH Pra, 10 Mr

Market / Peinok :Russia / Poccus

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

Cepus Ne s NEEBO0SI0S O6bem cepun " 36,000,000 Tab

Analytical Repo:‘t No/ - 040003332812 Date of Analysis / . 25.03.2026

AHanuTHYecKHil oTyeT Ne Jara anannza

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

JlaTa mpoH3BOACTBA I'oaen oo

Mfg. License No. / MA number: /

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

JuueHzust Ne

Analysis performed according ND: / Ananns nposeaen no HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / WacTpykuus yTBep:kaena: 21.04.2025

Page 8 of 11/ Crp. 8 3 11

‘1:.:) Test / [lokazaTensn Results / Pe3yabTathl Specification / Hopma
12 Assay / KonnuecTBeHHO® 10.0 mg / 10,0 mr From 9.0 mg to 11.0 mg of
onpeneseHue (100.4 %) CisHisNO3*C4H | NOs (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 Mr JI0 11,0 Mr
CisH13NO3+C4H 1 NO3 (keToposnaka
TpomeramuH) (ot 90,0 mo 110,0 % ot
3asBJICHHOTO KOJINYECTBA) B TabJNeTKe.
13 Butylhydroxyanisole 0.0972 mg/tab / Not less than 0.042 mg/tab. /
content / CopaepxaHue 0,0972 mr B TabneTke He menee 0,042 Mr B TabeTke.
GyTHIITHAPOKCHAHU301A

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanue: [IpoayxT coorBeTcTBYET TpeboBanmsiM H/J 3akmovenne: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IMoarorosneHo: Yogesh [Tporepeno:Prayesh ITposepeno (AOK): ||Onobpeno: Obecneuenue kauectBa/OTBETCTBEHHOE
Chauhan /5 Rana Amit Kumar JIULIO: "y

W : s (Ui Kuminv

(/ / il ~-*<V‘r4

" — T
Date / Date / Date / Date / K7D 2-0 pe
Jara: 25.03.2026 Jara: 25.03.2026 Jara: 25.03.2026 JlaTa:

Registered Oifices 8-2-337, Road 0. 3, Banjara Hiils, Hyderahad - 500034, Telangana, India

fei:

WBL A0 4900 29¢

1 404900 2999,

wirw, direddys.com

Email: mail@drreddys,com

CING L85 1G5AP1984P1L.CO0A507
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
CEPTUDPUKAT AHAJIMN3A Tel 1 +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxcnpece (keTopoJak) TabJIeTKH, TMCIIEPIHPYeMbI€ B IOJ0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne i N2B00365 Qobem cepuu " 36,00,000 Tabd

Analytical Repourt No/ . 040003332812 Date of Analysis / . 95.03.2026

AHAJIHTHYECKHIi oT4eT No JlaTa anagu3za

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

JaTa npousBoacTBa T'onen g0

Mfg. License No. / ]

TpoussoacTrennasn - MNB/05/263 i . JITI-Ne(004669)-(PT-RU)
Homep PY

auneH3ust Ne

Analysis performed according ND: / Ananu3 nposeaen mo HJ/{: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Mucrpyknns yreep:xxkaeHa: 21.04.2025

Page 9 of 11/ Crp. 9 n3 11

1;: Test / TlokazaTenn Results / PesynbTaThl Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Omnucanue 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 Tabnerox B Omucrepe U3
information leaflet in a carton | (IIA/AJI/IID ¢ Bnaromornorutenem/I12BIT)
pack. / Tlo 10 Tabnerok B | domeru // (II3/AJ) ¢oneru. Mo 1 wim 2
onuctepe w3 ([TA/AJI/II3 ¢ | Onucrepa BMecTe € JNUCTKOM-BKJI2IbILIIEM B
pnaronornotureneM/[19BIT) NMayKy KapTOHHYIO.

domwru // (IIS/AJT) donsru. Ilo
2 OnucTepa BMeCTe C JUCTKOM-
BKJIA/IBIIIIEM B nauky
KapPTOHHYIO.

* 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.

* TIpu BbINyCKe JIEKAPCTBEHHOTO NpenapaTa KOHTPOJ/1b Ka4ecTBA 10 MokasaTento «Mukpoduosornyeckas
YHCTOTA» NPOBOAUTCS 1151 Kakaoii 20-0if cepuH, UJIH IJIA OAHO{i CEPHH B ro/l, B 3aBUCHMOCTH OT TOI0, YTO
HACTYNHT paHbllie.

Remarks : The Product confirms to ND/
[Ipumeuanue: IIponykT cooTBeTCTBYET TpeboBaHusM HJL 3akawuenune: OJOBPEHO

Conclusion : APPROVED /

Prepared by /

[Toarotorneno: Yo

Checked by /

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

sh [Tposepeno:Pravesh [Tposepeno (AOK): |[Onobpeno: Obecneuenne kauectsa/OTBETCTBEHHOE

Chauhan y Rana Amit Kumar JMLO: \
/ - et Kumap
(o ./\ — G
Date / Date / Date / Date / ) o0k L

Hara; 25.03.2026

Jara: 25.03.2026

JlaTa: 25.03.2026 Hara:

Repistered Offic
Tel: +91 40

)

57, wead Na. 3, Banjara ilills, Hyderabad - 500034, Telangana, India
900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys,.com
Cli: L85 195AP108APLCHOAS07

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

CEPTUPUKAT AHAJIU3A

Tel : +91 98166 56001-02

LAAN v fye ot

Product : Ketorol Express (ketorolac) Orally Dis
Ipoaykt: Keropoa® Dkenpece (keroposiak) Taé

integrating Tablets 10 mg
eTKH, JHCIIEPrHpyeMble B M0J10CTH p1a, 10 Mr

Market / Poinok

:Russia / Poccus

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

Cepusn Ne ~ V26003065 Oo0bemM cepun © 36,00,000 Tab

Analytical Repourt No/ - 040003332812 Date of Analysis / - 25.03.2026

AnanuTHyeckni oTyet Ne Jlara ananu3za

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

JlaTta npousBoacTBa TI'onen no

Mfg. License No. / .

IIpou3BoACTBeHHAS : MNB/05/263 LG mumb et . JIT-Ne(004669)-(PT-RU)
Homep PY

Jauanensus Ne

Analysis performed according ND: / Ananu3 npoeenen no HI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uucrpyxkuns yreep:xaena: 21.04.2025

Page 10 of 11 / Crp. 10 3 11

API name / HanmenoBanue ADC:

Ketorolac tromethamine / Ketoponaka TpoMeramun

INN / MHH:

Ketorolac / KeToposak

API manufacturer batch number /
Homep cepun nponseoautens ADC:

ABSH002977, ABSH003096

FP Manufacturer API Batch number /
Homep cepun cy0cTaHIIMH NPOU3BONTEJIS
IJId:

FESA00499, FESA00500

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

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

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

HaumenoBanue, agpec, JUIEH3HA A
IIpousBoacTBenHan miromanka / Ilnomaaka
KOHTpoJIs kadyecTBa / Ilnomanka BeImycka

Dr. Reddy's Laboratories 1td., India, Formulation Unit-6, Vill. Khol
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

J-p Pennu’c Jlaboparopuc Jita., Mupus, [Ipoussoacteentoe
noapasaenenue-6, Bun. Kxons, Hanarapx Poyn, bagmu, uctpuxr
Conan, X.I1., 173205, Mnaus (uuensus 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 established».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanue: [1poaykT cooTBeTCTBYET TpeboBaHusam HJJ 3akmouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[loxrorosneno: Yogesh [Iposepeno:Prayesh [TposepeHo (AOK): ||OmobpeHo: ObecneueHue kauecTBa/OTBETCTBEHHOE
Chauh: - |IR Amit K g

auhan }/ ana it Kumar JIULIO | (’UH’/(, Kiman

/ - ‘-//\ -
& ’ /\ = <

Date / Date / Date / Date / ACu-L62-6
Hara: 25.03.2026 Hara: 25.03.2026 Jlata: 25.03.2026 Jara:




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

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

Vitl. Kho!, Nalagarh Road, Badd;,
Distt. Solan, H.P,, 173 205, INDIA

CEPTUOUKAT AHAJIM3A

Tel: +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykr: Keropon® Jxenpece (keroposiak) TadsieTKu, AMCHEprupyeMble B IOJIOCTH pTa, 10 mr

Market / PoiHok :Russia / Poccus

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

Cepus Ne V2000363 O6bem cepuu " 36,00,000 tab

Analytical Repourt No/ . 040003332812 Date of Analysis / - 25032026

AHaJuTH4eckuii oTyer No JlaTa ananusa

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

JaTa npousBoacTBa T'oaen no

Mifg. License No. / MA number: /

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

Junensus Ne

Analysis performed according ND: / Ananu3 nposegen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UucTpykuns yreepxaena: 21.04.2025

3akimodenne o coorsercTBuM: «HacTodmuM s MOATBEPK/at0, YTO IPHBENCHHAS BhINIC HHPOPMAIMs SABJIAETCS
ZIOCTOBEPHOH M TOYHOM. DTa cepHsl NPOAYKIMH Ipou3BefeHa (BKIIOYas YIAKOBKY (MapKHPOBKY) M KOHTPOJb
KauecTBa) Ha BBIIICYKAa3aHHOW IIPOM3BOJICTBEHHOW IUIOWIaKe (IUIOMIA[KaX) B IIOJHOM COOTBETCTBHH C
TpeOoBaHusAMU [IpaBun Hajuiexamiell MPOU3BOJCTBEHHON IPAKTHKH EBpasHiCKOro 3KOHOMHYECKOTO COK03a H
TpeOOBaHUAMM KOHTPOJI Ka4decTBa JIEKAPCTBEHHBIX CPENCTB, a TAKKe B COOTBETCTBHU CO CIENH(PHUKAIMAMY,
COEPIKAIMUMHUCH B PETHCTPAIIMOHHOM JIOCKE CTPAaHBI-MMIOPTEPa. 3allUCH TI0 IPOU3BOJCTBY, YIIAKOBKE M aHAJIU3Y
IPOBCPEHBI, U YCTAHOBJICHO UX COOTBETCTBHE TpeOoBaHuAM [IpaBuil HajuiexKaIed IPON3BOJCTBEHHON TTPAKTHKH

EBp%HﬁCKOFO 3KOHOMHYECCKOI'O COrO3a».

Page 11 of 11/ Crp. 11 m3 11

Remarks : The Product confirms to ND/
IIpumeuanue: IIpoaykxT cooTBETCTRBYET TpeboBanusm H]T

Conclusion : APPROVED /
3axkmoyenue: OJIOBPEHO

Jara: 25.03.2026

JlaTa: 25.03.2026

Hara: 25.03.2026

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Moarorosneno: Yggesh [Tposepeno:Pravesh ITposepeno (AOK): ||Onobpeno: Obecneuenue kauecTsa/OTBETCTBEHHOE
Chauhe '/7L Rana Amit Kumar JINLIO:
1auhan an > (umie KU A
/ =
7 (\ ' “ ,L‘/‘/\
Date / Date / Date / Date / 2€Cp -1 026

Jlara:




