@
Dr.Reddy’s ‘,‘-‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nelagarh Road, Baadi,

CEPTU®UKAT AHAJIM3A

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

Tel : +97 98165 56001-02

WA 1)

gavs . corm

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HMpoaykr: Keropoa® Dkenpece (keropoaak) TabieTku, AHCHeprupyeMble B n0J10¢TH pra, 10 mr

Market / Prinox :Russia / Poccus

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

Cepus No kY2350 O0nem cepun " 36,00,000 Tab

Analytical Repo:’t No / - 040003338524 Date of Analysis / . 26.03.2026

AHaguTHyeckuii oTueT Ne Jara anaaunza

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

JlaTa npon3BojacTBa T'omen g0

Mfg. License No. / MiA sl ]

TIpou3BoACTBEHHAN : MNB/05/263 H ’ : JIII-Ne(004669)-(PT'-RU)
omep PY

JuneHsns Ne

Analysis performed according ND: / Ananu3s nposeaen no HJE: JII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / MucTpykuus yreepxaena: 21.04.2025

Page1of 11/ Crp. 1 m3 11

No . a

No Test / [Tokazarenn Results / PesyabTaThl Specification / Hopma

1 Description / Onucanune Light yellow round flat beveled Light yellow round flat beveled tablets with "|"
tablets with "|" debossed on one debossed on one side. / Kpyrible miockue
side. / Kpyrinbie niockue TabneTky ¢ (ackol, CBETIO-KENTOro LBeTa ¢
TabneTku ¢ Gackoii, cBETIO0- rpaBUPOBKOH «|» Ha OHOM CTOpPOHE.
JKENTOro IBETa ¢ IPAaBUPOBKO
«|» Ha o/THOM CTOpOHE.

2 Identification / UnenTnduxauus

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-
CIEKTpPbI MOTJIOIEHHUS UCTIBITYEMOT'0 pacTBopa U
pacTBOpa CTaHZapTHOro o0pasla KeTopoliaka
TPOMETaMUHA JODKHbI HMETh MaKCHMYMbl MpH

OZIHOM U TOM e ANMHE BOJHEI (£ 2 HM).

Remarks : The Product confirms to ND/

IIpumeuanue: [Ipoaykr cootBeTcTBYET TpeboBaHmaM HJ|

Conclusion : APPROVED /
3akmoyenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[ToarororneHo: Anchal [Tposepeno:Pravesh [Mposepeno (AOK): [|OnoGpero: O6ecne!{elf:)ne Ka‘IeCT%/OTBCTCTBCHHOG
Rana Amit Kumar JTHLLO: LO wa LA
= /\ — ?C
—— s '\
Date / Date / Date / Date /
Hara: 26.03.2026 Jlata: 26.03.2026 Jara: 26.03.2026 Jlara: IQ /70}')9 )/6

b=

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: 491 40 4900 2909, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85 LISAP 1L984PLCL04S0T7
www.diredays.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sotan, H.P, 173 205, iNDIA

CEPTU®UKAT AHAJIN3A

Tel : +93 98166 56001-02

WWW.arragays.coim

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropon® Dkcnpece (keToposak) TabJieTKH, IHCHeprupyeMble B 0J0CTH pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepusi Ne k Y2G00300 O6beM cepuu " 36,00,000 Tab

Analytical Repovrt No/ . 040003338524 Date of Analysis / - 26.03.2026

AHanHTHYECKUI oTyeT No JlaTa aHaH3a

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

JlaTa npou3BoacTBa T'ogen oo

Mfg. License No. / MA number: /

IIpoussoacTBenHas : MNB/05/263 H ’ . JII-Ne(004669)-(PT-RU)
omep PY

Junenzus Ne

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

Page 2 of 11/ Crp. 2 n3 11

No
No

Test / IlokazaTennb

Results / PesynbTaThl

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 ynepuBaHWsS OCHOBHOTO TIMKa Ha

XpoMartorpamme WUCIIBITYEMOI'O pacTtBOpa
IOJKHO COOTBETCTBOBATH BpEMEHH
yAeP)KUBaHH OCHOBHOTO nHKa Ha
XpoMaTorpaMMe  pacTBOpa  CTaHJAPTHOIO

obpaslia KeTopojlaka TpoMeTaMuHa (paszzed
«KoJMUeCTBEHHOE ONPE/IEICHUED).

Remarks : The Product confirms to ND/

Ipumeuanue: [Ipoaykt cootBeTcTBYET TpeboBaHuam HJ

Conclusion : APPROVED /
3akmwuyenue: OJOBPEHO

"

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Moarorosneno: Anchal Iposepeno:Pravesh [Iposepeno (AOK): [|Omobpeno: ObecnieueHue kauecTa/OTBETCTBEHHOS
‘QKL‘ Rana Amit Kumar JINLIO: L\? vaQ
Date / Date / Date / Date / 1\ > & Q/b
Jata: 26.03.2026 Jlara: 26.03.2026 Jlata: 26.03.2026 Jara: \ ] /g@i
=

l/

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, India
Tel: +91 40 4900 2909, Fax: +91 40 4200 2999, Email: maii@drreddys.com

CIN: L85 195AP1984PLCO04507
wiw v diredoys.com




Dr.Reddy’s “:"

Dr. Reddy's Laboratories Ltd.
Formulation Unit-&
Vill. Khol, Nalagarh Road, Baddi,

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

CEPTUDPUKAT AHAJIM3A Tel 1 +91 38 165.56

wiwie drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Ixcnpece (keToposiak) Tab1eTKH, AHCIEPrUpyeMble B OJI0CTH pTa, 10 Mr

Market / PpiHOK :Russia / Poccus

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

Cepus Ne § V2000 O06beM cepuu " 36,00,000 Tab

Analytical Repovrt No/ . 040003338524 Date of Analysis / . 96.03.2026

AHaJuTHYeCKHH oT4yeT No JlaTa anaian3za

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

JlaTa mpon3BOACTBA I'open no

Mfg. License No. / MA number: /

IIpousBoacTBeHHAsN : MNB/05/263 ) 1 JIII-Ne(004669)-(PI'-RU)
Howmep PY

aunen3us Ne

Analysis performed according ND: / Anann3 nposeaen no HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Uacrpykuus yrBepaxkaena: 21.04.2025

Page 3 of 11/ Crp.3 n3 11

Results / PesyabTaThl

Specification / Hopma

i‘“o Test / I[TokasaTeanb
Butylhydroxyanisole /
Bymunzudpoxcuanuson

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 MTHKOB 2-
OyTUIrHAPOKCUAHK30JIa i 3-
OYTMITHAPOKCHAHU30JIa Ha XpoMmarorpamme
UCTIBITYEMOTrO pacTBopa JIOJDKHBI
COOTBETCTBOBATh  BpPEMEHaM  YAEPKHUBaHUA
NMUKOB  2-OyrunrugpokcvaHuzoiia W 3-
OYTWIrHIPOKCHAHH30JIa Ha XpOMaTorpamme
pacTBOpa CTaHAAPTHOTO obpasia
Oytunaruapoxcuanmsona (pasmen «ConepxkaHue
OyTHITHIPOKCHAHU30JIAY).

Remarks : The Product confirms to ND/
ITpumeuanue: [Iponykt cooTreTcTBYET TpeboBaHusIM HJL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[ToarorosneHo: Anchal [TposepeHo:Pravesh [TposepeHo (AOK): ||Onobpeno: ObecneueHue kauecTsa/OTBETCTBEHHOE
/’ Rana Amit Kumar JTALO: D CL).}O
3 Y Qe N
Date / Date / Date / Date / [ - '>
Hara: 26.03.2026 Hara: 26.03.2026 Jlara: 26.03.2026 Hara: (\\ A) L

S

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, Inaia
Tel: +91 40 4900 2909, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CiN: L85 195AP1984PLCD0O4AS0T

ww v drredays.com
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Dr.Reddy’s Q..o.

CERTIFICATE OF ANALYSIS

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

Vill, Khol, Nalagarh Road, Baaadi,
Distt. Solan, H.P., 173 205, {NDIA

CEPTUOUKAT AHAJIM3A

Tel : +93 98165 56001-02

Wi drredavs . carm

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykT: Keroposn® Dkcnpece (keToposiak) TaGieTKH, JucHeprupyemble B H0J10CTH pTa, 10 Mr

Market / PoiHOK :Russia / Poccus

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

Cepusi Ne Rl O0nem cepun ©36,00,000 Tab

Analytical Repovrt No/ - 040003338524 Date of Analysis / - 26.03.2026

AHAJIHTHYECKHUI oTueT Ne JaTa ananu3sa

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

JlaTa npou3BOACTBA I'open o

Mfg. License No. / .

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

nunen3us Ne

Analysis performed according ND: / Ananau3s nposeaen no HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MucTpykuus yreep:xkaena: 21.04.2025

Page40f11/Crp.4 m3 11

i.? Test / IlokazaTesb Results / Pe3yabTaThl Specification / Hopma
3 Average weight / Cpennss 70.1 mg /70,1 mr 672mg 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 %;
Uniformity of weight / 2/20 tablets - not more than =+ 20 %. /
Ol oan);cn; Magccu Complies / COOTBETCTBYET 18/20 Tabmerok — He OGonee + 10 %;
p 2/20 TabneTok — He Gonee + 20 %.
4 Disintegration time /
Pacnapaemoctsb .
00 min 24 sec / 00 mun 24 cek Not more than 3 min. / He Gosiee 3 MuH.
5 Dissolution / PacTBopenue Unit-1/ Ta6n-1 96 % Not less than 75 % (Q) of C;sH3NO3-C4H; NO;
. (ketorolac tromethamine) in 15 min. / He menee
= - [¢)
Unit-2 / Tabn-2 98% | 750 (Q) CisHisNO3*C4H;NO; (ketoponaka
Unit-3 / Tabn-3 98 % TpoMeTaMHuH) uepe3 15 MuH.
Unit-4 / Ta6n-4 99 %
Unit-5 / Ta6n-5 98 %
Unit-6 / Ta6n-6 98 %

Remarks : The Product confirms to ND/

IMpumeuanne: ITpoayxT cooTBeTcTBYET TpeboBaHusM HJT

Conclusion : APPROVED
3axkimouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[oarorosneno: Anchal [posepeno:Pravesh Mposepeno (AOK): |[Ono6peno: Obecneuenue kauectTsa/QFReTCTBEHHOE
Rana : Amit Kumar JHLLO: )/\S) \AO”‘"@
/A
/ _ q
e ~ —
Date / Date / Date / Date / \ [01'7 %
JlaTa: 26.03.2026 Jlara: 26.03.2026 Jara: 26.03.2026 JHara: J(O } ')9 '
=

Registered Cffice: 8-2-337, Road MNo. 3, 8anjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2909, Fax: +31 40 4900 2999, Email: mail@drieddys.com
CiN: L8E195AP 1984PLCO04507

ww w.ditedays.com



Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baadi,
Distt. Solan, H.P., 173 205, iiDIA

CEPTUPUKAT AHAJIM3A

Tel : 491 98165 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropon® Dxenpece (keToposak) TabaeTKH, JUCHePrupyemMble B MOJI0CTH pra, 10 mr

Market / PoiHOK :Russia / Poccust

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

Cepust Ne V2600536 O6beM cepuH © 36,00,000 Tab

Analytical Repo:‘t No / . 040003338524 Date of Analysis / . 26.03.2026

AHAJMTHYECKHH oTueT No Jara ananusa

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

JaTa npou3BoacTBa T'ogen xo

Mfg. License No. / MA number: /

IIpousBoacTBeHHAs : MNB/05/263 ) : JHI-Ne(004669)-(PI'-RU)
Homep PY

auuensus Ne

Analysis performed according ND: / Ananus nposegen no H/I: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / UncTtpykuus yrBepaxaena: 21.04.2025

Page Sof 11/ Crp. S 3 11

1;3 Test / Iloka3aTenn Results / PesynabTatsi Specification / Hopma
6 Particle size distribution / Complies / CoOTBETCTBYET A uniform suspension passing through a 710 um
JducnepcHocTb sieve is formed. / OG6pa3syercs onHopoaHas
CYCNIeH3Ms, TpOXOAdlias CKBO3b CHUTO C
pasmepom oteepcTHid 710 MKM.
7 Impurities / Ilpumecn

1-hydroxy analog of
ketorolac; /
1-ruapokcuaHanor

Below LOD (LOD = 0.0010 %)
/ Hwxe nipepena oOHapyxeHus
(ITO = 0,0010 %)

not more than 0.5 %, / ne Goiyee 0,5 %;

KeToposaka
1-keto analog of ketorolac / 0.05 % not more than 0.8 %; / ne 6onee 0,8 %;
1-keToaHaJIor KeToponaka
unidentified impurity / 0.01 % not more than 0.5 %; / He Gonee 0,5 %;
CAUHUYHAs
HEUJCHTH(GUIMPOBAHHAS
npUMech
total impurities / 0.1 % not more than 1.0 %. / ne 6onee 1,0 %.
CyMMa nmpumecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumenanue: [Ipoaykt cooTBeTcTBYET TpeGoBanuaM HJJ 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Monrorosneno: Anchal [1posepeno:Pravesh Iposepeno (AOK):

Rana Amit Kumar

OnobpeHo: ObecnieueHne kavuectsa/OTBETCIBEHHOE
SHLO: \g l/ﬂS)U C/‘-ﬁ

N

Date /
Hara: 26.03.2026

Date
Jara: 26.03.2026

Date /
Hara: 26.03.2026

@/ Z j\/L

Date /
Jlata:

@%@% =

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: 491 40 4900 2909, Fax; +91 40 4800 2999, Email: mail@drreddys.com
CIN: L85 195AP 1984PLCO04AS07
www.diredays.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solam, H.P., 173 205, iNDiA
Tel : +91. 98165 556001-02

wianw arrasdave corm

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Dxenpece (ketopoaak) TabaeTkn, 1ucneprapyemMole B MOJIOCTH pTa, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne il O0Bem cepun " 36,00,000 Tab

Analytical Repovrt No/ - 040003338524 Date of Analysis / . 26.03.2026

AHajauTHYecKHi oTueT No JaTa aHaiu3a

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

JlaTa npou3BoacTBa I'omen go

Mfg. License No. / MA number: /

Ilpon3BoacTBeHHAS : MNB/05/263 ) : JIII-Ne(004669)-(PT'-RU)
Homep PY

Januen3us Ne

Analysis performed according ND: / Auanus nposexen no HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Mucrpykuus yreepxkaena: 21.04.2025

Page 6 of 11 / Ctp. 6 u3 11

i:) Test / Iloka3zaTenb Results / PesyabTaThbi Specification / Hopma

8 Water content / 22% Not more than 7.0 %. /
Copepxanue BOAbI He 6onee 7,0 %.

9 Residual solvents / OcraTouHble OpraHu4ecKne pacTBOPHTENH
Isopropyl alcohol / 7 pg/tab / Not more than 350 pg/tab. /
HzonponaHon 7 MKT B TabJeTke He Gonee 350 mMkr B Tabnetke.

Remarks : The Product confirms to ND/
IMpumeuanne: IIpoaykT cooTBeTCTBYET TpeboBanmsam HJJ

Conclusion : APPROVED /
3axmwuenune: OJJOBPEHO

Checked by /
ITposepeHo:Pravesh

Rana f

Prepared by /
INoarorosnaero: Anchal

Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
ITposepeno (AOK):
Amit Kumar

N

O_zxoﬁpeno: ObecneueHue Ka‘{%TBa/OTBE'I AReHHOE
NMLO: ]\O\ ! U(J_Aﬁ

@j‘"
Date /

Ilata: 26.03.2026

Date / Date /

Jara: 26.03.2026

Jara: 26.03.2026

(W00

—

/

Registered Gffice: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4800 2999, Email: maii@drieddys com
CIN: L85 195AP1984PLLCON4S07
WwwW. Al redays.com




Dr.Reddy’s ":’

Dr. Reddy's Laboratories Ltd,
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddii,

CERTIFICATE OF ANALYSIS Disit. Sofan, H.P, 173 205, INDIA

CEPTUO®UKAT AHAJIM3A

981646 56001-02

Tel : +91
pricius cam

WIARN s

Product :

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Hpoaykt: Keropoa® Dkcenpecc (keTopoak) TabJeTKH, AMCIEprupyeMble B I0JI0CTH pra, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne | 2600336 O06Bem cepun © 36,00,000 Tab

Analytical Repourt No/ . 040003338524 Date of Analysis / . 26.03.2026

Ananuruyeckdii oTuet Ne JlaTa anaau3a

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

JaTa nponssoacTsa T'opgen no

Mfg. License No. / Y

IIpousBoacTBEeHHAA : MNB/05/263 ) JIII-Ne(004669)-(PI'-RU)
Howmep PY

Juuen3ust Ne

Analysis performed according ND: / Ananus nposeaen no HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / MucTpykuus yreepxaena: 21.04.2025

Page 7 of 11/ Crp. 7n3 11

l}? Test / [loka3aTenb Results / PesyabTaThl Specification / Hopma

10 Microbiological purity*/ Mukpo6uoJsiornieckasi Yyuerora*

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

Count / obuiee 4ucio He 6onee 10° KOE/r;

a3pOOHBIX MUKPO-

OpTaHU3MOB

Total Combined Yeast and NA not more than 102 CFU/g; /

mold count / obiee yncino He 6onee 10% KOE/T;

JPOMXOKEBBIX M ILICCHEBBIX

rpubos

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
OaHOpOOHOCTH 57 ITokazatens npueMnemocty (A7) gomxeH ObITh
JA03HPOBAHHBIX €AMHNLL ’ He 6onee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Iponykr cooTBeTcTBYET TpeboBaHuam HJI 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Moarorosnepq; Anchal [porepeHo:Pravesh [Tposepeno (AOK): [|Onobpeno: Obecneuenue Kaqem Ba/OTBETCTBEHHOE
Rana Amit Kumar JIHLO!
- A \/u \/k
="
Date / Date / Date / Date / /O } ?/[7
Hata: 26.03.2026 Jara: 26.03.2026 Jlara: 26.03.2026 Hara: / /€9

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, India
Tel: +S1 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drieddys.cora
CIN; L85 195AP1984PLCU0ES07

Www.diTedays.com




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagark Road, Baadii,
Distt. Solan, H.P., 173 205, iNDIA

CEPTUDPUKAT AHAJIM3A

Tel: +91 98165 55001-02

WWW.arredays.corit

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Dxcnpece (keToposak) TabaeTKH, AHCNEPrupyeMble B OI0CTH pTa, 10 Mr

auueHsus Ne

Market / PeiHOK :Russia / Poccus

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

Cepus Ne V2600350 O6Bem cepuu " 36,00,000 Tab
Analytical Repourt No/ - 040003338524 Date of Analysis / . 26.03.2026
AHaJHTHYECKH oTUeT N2 JlaTa anaamza

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

JaTa npou3BoacTBa T'open no

Mfg. License No. / MA number: /

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

Analysis performed according ND: / Ananu3 nposenen o HJI: JIII-Ne(004669)-(PI™-RU)-190224
PIL version approved: / Uncrpykuuns yreepaxaena: 21.04.2025

Page 8 of 11/ Crp. 8 n3 11
i.oo Test / [lokasaTenn Results / PesynbTaTsbi Specification / Hopma
12 Assay / KonnyecTBeHHOE 10.0 mg / 10,0 mr From 9.0 mg to 11.0 mg of
onpeneseHUe (99.9 %) CisH13NO3+C4H; 1NO; (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 mMr JI0 11,0 Mr
CisH13NO3+C4H;1NO; (xeToponaka
Tpometamun) (ot 90,0 mo 110,0 % ot
3asBJIEHHOTO KOJIWYECTBa) B TabNeTKe.
13 Butylhydroxyanisole 0.0977 mg/tab / Not less than 0.042 mg/tab. /
content / CopepxaHne 0,0977 mr B TabneTke He menee 0,042 mr B Tabnerke.
OyTWJITHAPOKCHAHHU30J1a

Remarks : The Product confirms to ND/
IMpumeyanmne: IIpoaykt cooTBeTCTBYET TpeboBanusiM H/I

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Checked by /
[Mposepeno:Pravesh

Prepared by /
[Mojrorosneno: Anchal

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

Approved by: Quality Assurance/Authorized person /
OnobpeHo: Obecnieuenue I&HCCTBMOT CTBEHHOE

Rana Amit Kumar JHLO:
LBl i . Wi
' e /\
Date / Date / Dale/. Date / [ ) } lL
Jlata: 26.03.2026 Jlara: 26.03.2026 Hara: 26.03.2026 Jlara: 4/-2 /O »)g
s = 2 3

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyclerabad - 500034, Teiangana, India
Tel: +91 40 4900 2909, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCU0ASQT
www.diredays.com




Dr.Reddy’s Q':‘

Dr. Reddy's Laporatories Ltd.
Formulation Uriit-6
Vill. Khol, Nelagarh Road, Baddi,

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

CEPTUOPUKAT AHAJIN3A

Tel 1491 88165 55001-02
WANW, O avs COm

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkcnpece (keToposak) TabaeTKH, AUCIEPrUpYyeMbie B MOJI0CTH pTa, 10 Mr

Market / PoiHok :Russia / Poccust

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

Cepus No s M2B0EsHo O6bem cepun " 36,00,000 Tab

Analytical Repo:‘t No/ . 040003338524 Date of Analysis / . 26.03.2026

AHAJIMTHYECKH I oTueT Ne JaTa ananauza

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

JaTta npousBoacTBa T'open go

Mfg. License No. / MA number: /

IIpon3BoacTBEHHAS : MNB/05/263 ) : JITI-Ne(004669)-(PT-RU)
Homep PY

anuen3us Ne

Analysis performed according ND: / Auanu3 nposeaen no H/L: JIII-Ne2(004669)-(PT'-RU)-190224
PIL version approved: / UucTpykuus yreep:xkaena: 21.04.2025

Onu

CaHHe YIAKOBKH

(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnetok B
omucrepe u3z  (TNA/AJUIID ¢
snaronornotutenem/[12BIT)
doneru // (I19/AJ]) donsru. Mo
2 Onucrepa BMECTe C JIUCTKOM-
BKJIAIbIIIIEM B nayky
KapTOHHYIO.

Page 9 of 11/ C1p. 9 u3 11
%’0 Test / Ilokazarenn Results / PesyabTaTsl Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with

desiccant/HDPE) foil // (PE/AL) foil. 1 or 2
blisters with patient information leaflet in a
carton pack. / [To 10 tabnetox B Gmucrepe w3
(ITA/AJVIID ¢ snaromoriotutesem/ITIDBIT)
donern // (IID/AJ1) doneru. Ilo 1 wunn 2
OnucTepa BMECTE€ C JIMCTKOM-BKJIAJBILIEM B
MayKy 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.
* [Ipu BbINYCKE JIEKAPCTBEHHOI'0 NPENapaTa KOHTPOJIb KayecTBa 110 nokasare/o « Mukpoouosornyeckas
YUCTOTa» NPOBOAUTCS AJIsl Kaxa0ii 20-0ii cepuH, WK AJ151 OJHOI CEPHH B rof, B 3aBHCHMOCTH OT TOr'0, YTO
HACTYNHT paHblle.

Remarks : The Product confirms to ND/

[Ipumeuanue: [IpoaykT cooTBeTCTBYET TpeboBaHMAM HJT

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

Prepared by /

ITogrorosneHo: Anchal

Checked by /

Amit Kumar JIULO:

M

Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Tposepeno:Pravesh [Ipoeepeno (AOK): |[Ono6peHo: Obecnieuenne kauectsa/OTBeT)

Rana f

\Qwuko =

Gl
Date /

Hata: 26.03.2026

Date /

Hara: 26.03.2026

Date / Date /
Hara: 26.03.2026 Jlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hycerabad - 500034, felangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drieddys.com

CIN: L85 195AP1964PLCO0A507
WL diTedays.Lom



Dr.Reddy’s ‘.:...

Dr. Reddy's Laboratories Lid.
Formulation Unit-6
Vill. Khoi, Melagarh Road, Badxi,

CERTIFICATE OF ANALYSIS  Disit. Sofan, H.P, 173 205, iNDiA
CEPTUOUKAT AHAJIM3A Tel : +91 98166 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg T

Ipoaykr: Keropoa® xenpece (keroposak) TabiieTKH, AHCIEPrUpyeMble B M0JI0CTH pTa, 10 mr

Market / PoiHok :Russia / Poccus

Batch No / : Batch Quantity / . 36,00,000 tab /
Cepust Ne = W60y O6bem cepun " 36,00,000 Tab
Analytical RepoE't No/ - 040003338524 Date of Analysis / . 96.03.2026
AHanuTHYecKHii oTyer Ne JaTta anasnu3a

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

JlaTa npou3BoacTBa T'ogen oo

Mfg. License No. / MA number: /

IIpouszBoacTBeHHAsS : MNB/05/263 ’ . JIII-Ne(004669)-(PI'-RU)

Homep PY

aunen3usi Ne y

Analysis performed according ND: / Anasnu3 nposeaen no HJI: JIII-Ne(004669)-(PI'-RU)-190224

PIL version approved: / Mucrpyknus yreepxaena: 21.04.2025

Page 10 of 11/ Crp. 10 u3 11

API name / Hanmenosanue ADPC:

Ketorolac tromethamine / Ketoponaka TpoMeTamuH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepuu mpouzsoguresst ADC:

ABSHO005155, ABSH003094

FP Manufacturer API Batch number /
Homep cepuu cyGcTaHUHH TPOH3BOXUTEJIS
| ) Lo

FESAQ0502, FESA00587

API Manufactured by & country /
Hpoussoautens APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Pegnu'c Jlaboparopuc Jitn., Muaus

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

HaumenoBanmue, aapec, THIEH3Hs A
ITpousBoacTBennas miomaaka / Ilnomaaka
KOHTpOoJisi kadecTBa / [Lnomaaka BeImycka

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

J-p Pennn’c Jlabopartopuc Jlta., Unaus, IpoussoncteeHHoe
nojpazaenenue-6, Bunn. Kxons, Hanarapx Poyn, banau, Jucrpukr
Conan, X.II., 173205, Mnnus (uuensus 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 /
IIpumeyanue: IIpoaykT cooTBeTCTBYET TpeOoBaHMAM HJ 3aknwyenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Monroroeneno: Anchal [Tpoeepeno:Pravesh IMposepeno (AOK): ||Onobpeno: Obecneuenue kauecTBa/OT8eTCTBEHHOE

L@& Rana Amit Kumar NUIO: \& l/S) g

s : N—" )
il .
Date / Date / Date / Date / \\‘ = > !o
Jara: 26.03.2026 JlaTa: 26.03.2026 Jata: 26.03.2026 Jara: %— /@ P w
~ ¥ / 7z
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india

Tel: 491 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drrzddys.comn

CiN: L85 195AP 1984PLCO04507
Wiy w.direduys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid.
Formulatior Unit-6

Vill. Khol, Nzlagarh Road, Baddi,
Distt. Saian, H.P., 173 205, iNDIA

CEPTUDOUKAT AHAJIN3A Tel : +91 98165 56001-02
www.diredays.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropoa® Dkcnpece (keTopoaak) TabaeTku, AMCIEPrUpyeMbie B MOI0CTH pTa, 10 mr
Market / Peinok :Russia / Poccus
Batch No / . Batch Quantity / . 36,00,000 tab /
Cepusi Ne 2 W200530 O6beM cepuu " 36,00,000 Tab
| Analytical Repourt No/ - 040003338524 Date of Analysis / . 26.03.2026
AnanurHyecKui oryer Ne JlaTa anannza
Date of Manufacture / - 03/2026 Date of Expiry / . 02/2028
Jara npousBoacTBa Togen oo
Mfg. License No. / 3
IIpouzBoacTBEeHHAA : MNB/05/263 A TmhErs ¢ : JIII-Ne(004669)-(PI'-RU)
Homep PY
JuueH3ns No
Analysis performed according ND: / Ananuz nposenen no HJ/I: JII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MucTpykuusi yreep:kaena: 21.04.2025

Page 11 of 11/ Crp. 11 u3 11

3akioueHne 0 cooTBeTCTBUHU: «HacTosmuM s MOATBEPKIAI0, YTO MpPUBEJICHHAS BBIIE HHPOPMAIHS SBISECTCSA
JIOCTOBEPHOW M TOYHOH. DTa cepus IPOMYKIHHU TIpOU3BE/IcHA (BKIIOYAs YNAKOBKY (MapKHpPOBKY) W KOHTPOJIb
KauecTBa) Ha BbIIIEYKa3aHHOW MPOU3BOJCTBEHHOW IUIomaake (IJIOMAAKaXx) B IOJHOM COOTBETCTBHHM C
TpeOoBanusMu [lpaBun Hajexaiied NMpOU3BOJCTBEHHOM NMpakTHUKH EBpa3uiickoro 3kOHOMHYECKOIro COK3a U
TpeOOBaHHUSIMHU KOHTPOJISI KauecTBa JIEKAPCTBEHHBIX CPEJICTB, @ TAKXE B COOTBETCTBHU CO CIEIUPHUKAIUSIMH,
COJIEPKAIIUMHECS B PETHCTPAIIMOHHOM JIOChE CTpaHBI-UMIIOpTepa. 3alucH MO IPOU3BOJCTBY, YIIAKOBKE U aHAINU3Y
IIPOBEPEHEI, H YCTAHOBJIEHO MX COOTBETCTBHE TpeGoBauusM [IpaBun Hamzexariell Ipon3BOACTBCHHON MPaKTHKH

EBpEl?;PIfICKOFO OKOHOMHYCCKOI'O COrO3an».

Remarks : The Product confirms to ND/

IIpumeyanue: IIpoaykt cootBercTBYeT TpeboBaHusam HJ{

Conclusion : APPROVED /
3akntouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[ToarotosneHo: Anchal [Tposepeno:Pravesh [Tposepeno (AOK): [|Onobpeno: Obecneuenue Ka4ecTBa/QTBETCTBEHHOC
Rana Amit Kumar wmuo: & \,\? V1o ST
e A 0
- Ly L
Date / Date / Date / Date / U/\/ \ (6 5 Lé
JHara: 26.03.2026 Hata: 26.03.2026 Hara: 26.03.2026 Hara: 4 7 29
>3

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Huderabad - 500034, Teiangana, India
Tel: 91 40 4900 2909, Fax: +91 40 4800 2999, Email: maii@drreddys.com
CIN: L85 195AP1984PLCH04507

W, redoys.com




