








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
Tel : +91 98166 56001-02

CEPTUOUKAT AHAJIN3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropo.® Jxcnpece (keToponak) TabJieTkH, JUCHEeprupyemMble B M010CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepust Ne 5 VSO0 O0bem cepun " 36,00,000 Tab

Analytical Repo:'t No/ - 040003396895 Date of Analysis / . 18.05.2026

AHanuTHYecKuii oTueT No Marta ananu3a

Date of Manufacture / . 04/2026 Date of Expiry / - 03/2028

JlaTa npousBojacTBa T'omen no

Mfg. License No. / MA number: /

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

anueHsus Ne

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

Page 4 of 11/ Crp. 4 m3 11

1;.:) Test / ITokasaTennb Results / Pe3yabTaThl Specification / Hopma
3 Average weight / Cpennss 68.9 mg/ 68,9 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 of weig Complies / CooTBeTCTBYET 18/20 TabmeTok — He Gomee =+ 10 %;
AHOPOAHOCTE MULERL 2/20 TabneTok — He 6onee £ 20 %.
4 Disintegration time /
Pacnapaemoctn ]
00 min 21 sec / 00 MuH 21 cex Not more than 3 min. / He 6onee 3 MuH.
5 Dissolution / PacTBopenne Unit-1/ Ta6n-1 98 % Not less than 75 % (Q) of Ci1sH;3NO3*C4H; NO;
. (ketorolac tromethamine) in 15 min. / He meHee
Unit-2 / Tabn-2 9% | 759 (Q) CisHi3NO3C4HNO; (keToponaka
Unit-3 / Ta61-3 99 9, TPOMETaMHUH) uepe3 15 MuH.
Unit-4 / Ta6xn-4 97 %
Unit-5 / Ta6a-5 97 %
Unit-6 / Tabn-6 97 %

Remarks : The Product confirms to ND/
IMpumeuanne: I[ponykT coorBeTcTRYeT TpebopaHusm HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /

[loarorosneno: Y /g,esh

Checked by /

IIpoBepeno: Ramakant

Chgcked by (AQA) /
IMpdpepeno (AOK):

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneuenye kauecTsa/OTBETCTBEHHOE

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Chauhan JIY Abhishek Chauhan NNLO: SM'\/ QM’
% . o
Date / Date / Date / Date / W C %
Ilara: 18.05.2026 Jlata: 18.05.2026 Ilata: 18.05.2026 Jlata: WAL HA)>9)
=

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

Tel : +91 98166 56001-02

CEPTUOUKAT AHAJIN3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Npoaykr: Keropon® Dkcnpece (keToposiak) TabJIeTKH, AHCIIEPrAPYeMbIe B MOJI0CTH pTa, 10 mMr

Market / Prinok :Russia / Poccus

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

Cepust Ne L V2601014 Oo6beM cepHH © 36,00,000 Tab

Analytical Repo:‘t No / - 040003396895 Date of Analysis / - 18.05.2026

AHaauTHueckui oTueT No Jara ananuza

Date of Manufacture / - 04/2026 Date of Expiry / . 03/2028

JlaTa npon3BoOACTBa L'ogen no

Mfg. License No. / ]

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

Junensus Ne

Analysis performed according ND: / Ananu3 nposeaen no HJI: JITI-N2(004669)-(PT-RU)-190224
PIL version approved: / UncTpykuus yrBep:xaesa: 21.04.2025

Page Sof 11/ Crp.S5n3 11

1;.:) Test / IlokasaTesan Results / PesynbTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a 710 pm
JucnepcHOCTD sieve is formed. / OGpasyercs omHOpoaHas
| CyCNeH3Us, MpoXoJslias CKBO3b CHTO C
pasmepom oTBepcTHi 710 MKM.
7 Impurities / IIpumecu

1-hydroxy analog of
ketorolac: /
1-runpokcuasanor
KeTopoJiaxa

Below LOD (LOD = 0.0010 %) /

Huxe mpenena oGHapyxeHHA
(ITO = 0,0010 %)

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

1-keto analog of ketorolac /
1-KeToaHaJIOr KeTOpOonaka

0.07 %

not more than 0.8 %; / e 6oxee 0,8 %,;

unidentified impurity /

‘ eIUHWYHas

‘ HeHUAEeHTUNLKPOBaHHAs
MpHUMECh

0.01 %

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

total im;urities /
CyMMa npHUMeceii

0.1%

not more than 1.0 %. / He Gonee 1,0 %.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /
3akawuenue: OJJOBPEHO

Ilpumeuanue: IIponykt cooTBeTcTBYeT TpebopaHusam HJI

Prepared by / Checked by / ChecRed by (AQA)/ Approved by: Quality Assurance/Authorized person /
[Moarorosieno: Yegesh [posepeno: Ramakant |[ITpoeepeno (AOK): OunobpeHo: Obecneuenue kauecTBa/OTBETCTBEHHOE
Chauhan c}d' Abhishkk Chﬂaan NHLO: Sty ﬂ U |
7 y
/ & \ . N
Date / Date / Date / Date / @W e
Hara: 18.05.2026 Jata: 18.05.2026 Hara: 18.05.2026 Hara: A'/,D 5

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

ol

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emaik: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s ":'

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

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

CERTIFICATE OF ANALYSIS  Te!:+9198166 56001-02

CEPTUD®UKAT AHAJIN3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Dkcnpece (keTopoaak) TabaeTKu, JHCIEprupyemMble B 0JI0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepust Ne §¥2001014 O6bem cepum " 36,00,000 Tab

Analytical Repovrt No/ - 040003396895 Date of Analysis / . 18.05.2026

AnannTudeckuii oryer Ne Jlara ananau3za

Date of Manufacture / - 04/2026 Date of Expiry / - 03/2028

JlaTa npon3BoacTBa I'ogen no

Mfg. License No. / .

IIpon3BoacTBeHHast : MNB/05/263 LA mumber: § : JII-Ne(004669)-(PI'-RU)
Homep PY

Jaunensus Ne

Analysis performed according ND: / Ananus nposeaen no HJ: JITI-Ne(004669)-(PI"-RU)-190224
PIL version approved: / UncTpykuns yrBep:kaena: 21.04.2025

Page 6 of 11/ Ctp. 6 u3 11

i.f Test / [TokasaTenb Results / Pe3yabTaThl Specification / Hopma

8 Water content / 1.9 % Not more than 7.0 %. /
CoaepkaHue BOAbI He 6onee 7,0 %.

9 Residual solvents / OcTaTouHbie OPpraHH4YeCcKHE PaCTBOPUTE/IH
Isopropyl alcohol / 7 pg/tab / Not more than 350 pg/tab. /
Hsomponanon 7 MKT B TabneTKe He 6osee 350 Mk B TabieTke.

Remarks : The Product confirms to ND/
IMpumeuanmne: IIpogyxT cooTBeTcTBYeT TpeboBanmsIM HJJ

Conclusion : APPROVED /
3axnwuyenne: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IToarorosneno: Yegesh ITpoeepeno: Ramakant |[[Tppeepero (AOK): Onodpeno: ObecneyeHue kayecTBa/OTBETCTBEHHOE
Chauhan / %L '\(_ Abhishek Chauhan JIHLLO! 8 M M H‘/\J/

7 | ”\‘07 N
Date / Date / ‘ Date / Date / Q | Q)
Jlara: 18.05.2026 Jara: 18.05.2026 Hata: 18.05.2026 Jlara: Or)’“

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
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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
Tel : +91 98166 56001-02

CEPTUOHUKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxenpece (keToposiak) Tabsierku, AHCHEPrupyemMbie B HoJioctu pra, 10 mr

Market / PoiHok :Russia / Poccus

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

Cepus Ne S RRIT Oo0nem cepuu " 36,00,000 Tab

Analytical Repourt No / - 040003396895 Date of Analysis / - 18.05.2026

AHaNHTHYECKHIT oTueT Ne Jara ananausa

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2008

Jara npousBojcTsa Iogen go

Mfg. License No. / o —

IIpoussoacTBeHHAR : MNB/05/263 ) 1 JII-Ne(004669)-(PT'-RU)
Homep PY

JuueH3ns Ne

Analysis performed according ND: / Anasm3s npoexen mo HJ: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Mucrpykuus yreepaaena: 21.04.2025

Page 7 of 11/ Crp. 7n3 11

i.f Test / [TokasaTens Results / PesyabTaThi Specification / Hopma
10 Microbiological purity*/ MukpoGuonaoruyeckas yncrora*®
Total Aerobic Microbial NA not more than 10* CFU/g; /
Count / ob1iee anciio He 6onee 103 KOE/r;
a3po0OHBIX MUKPO-
OpraHu3MOB
Total Combined Yeast and NA not more than 10% CFU/g; /
mold count / o6mee yucno He 6onee 10> KOE/r;
JIPOMOKEBBIX U IUIECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
oTcyTcTBHE B 1 T
11 Uniformity of dosage units / Acceptance value (4¥) not more than 15.0
OaHoponHocTh 10.0 ITokasarens npuemneMocTu (4 V) 1omkeH ObITh
N03UPOBAHHBIX €AHHULL ' He Gonee 15,0.

Remarks : The Product confirms to ND/
IMpumeuanne: IMpoaykTt coorBeTcTBYET TpeboBaHUAM HJL

Conclusion : APPROVED /
3akmwouenne: OJJOGPEHO

Prepared by / Checked by / Chegked by (AQA) / Approved by: Quality Assurance/Authorized person /
IMoarorosneno: Yogesh INposepeno: Ramakant ||[IpoBepeno (AOK): Onobpeno: Obecneuenue kauecTBa/OTBETCTBEHHOE
Chauhan , (}d‘ JHLO: g y” u Q,J ]

// N
Date / Date / Date / Date / k&}j—y {r
Hara: 18.05.2026 Jlara: 18.05.2026 JHara: 18.05.2026 Jlara: ,_/\(A(O 30 'Lfo

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

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

CEPTUPUKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoayxr: Keropoa® Jxcnpecc (KeTopoaak) Tab1eTKH, AHCHeprupyeMble B MOJI0CTH pTa, 10 Mr

Market / PbiHOK :Russia / Poccus

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

Cepusa Ne $ WEOULOLS O0nem cepuu " 36,00,000 Tab

Analytical Repo:-t No/ - 040003396895 Date of Analysis / . 18.05.2026

AHaJuTHYECKHI oTUeT No Jara ananusza

Date of Manufacture / - 04/2026 Date of Expiry / . 03/2028

JlaTa npou3BOACTBA I'omen g0

Mfg. License No. / MA ber: /

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

Jauuen3us Ne

Analysis performed according ND: / Auanau3 nposenen no H/I: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Mucrpykuust yreepxaena: 21.04.2025

Page 8 of 11/ Crp. 8 m3 11

1}:’ Test / Iloka3aTens Results / Pe3ynbTaThl Specification / Hopma
12 Assay / KonuyecTBeHHOE 9.6 mg /9,6 Mmr From 9.0 mg to 11.0 mg of
onpenesicHue (96.4 %) CisH13NO3+C4H 1 1NOs (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 Mr o 11,0 mr
CisH13NO3*CsHii1NO3 (xeToponaka
tpometamuH) (ot 90,0 mo 110,0 % ot
3asBJIEHHOTO KOJIUYECTBA) B TABJIETKE.
13 Butylhydroxyanisole 0.0942 mg/tab / Not less than 0.042 mg/tab. /
content / Conepxanne 0,0942 mr B TabneTke He menee 0,042 mr B TabneTke.
Oy THJITMAPOKCHAHM30J1a

Remarks : The Product confirms to ND/

ITpumeuanue: [IponyxT cooTBeTCTBYET TpeboBaHusM HJI

Conclusion : APPROVED /
3akawuenne: ONOBPEHO

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

[onrorosneno: Yogesh [Tposepeno: Ramakant BepeHo (AOK): Opnobpeno: Obecnieuenne kayecTsa/OTBETCTBEHHOE

Chauhan f W ABhishek Chz\han JIMLO: Sy)v A N )

Date / Date / Date / Date / W

Tata: 18.05.2026 Tlata: 18.05.2026 Tlata: 18.05.2026 Jlara: b ‘\/Q‘ /’2 %
TR

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 “:‘.

CERTIFICATE OF ANALYSIS

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

CEPTUO®UKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropoa® Ikcnpece (keToposiak) TabjieTKH, TucHeprupyeMble B N0J0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccust

Batch No / - V2601014 Batch Quantity / ; 36,00,000 tab /

Cepusa Ne O6bem cepun 36,00,000 Tab

Analytical Report No/ - 040003396895 Date of Analysis / . 18.05.2026

AHaJuTHYecKHH oTyeT No JlaTa ananusa

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

JaTa npon3BoacTBa I'onen 10

Mfg. License No. / e T —

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

Junensus Ne

Analysis performed according ND: / Ananus nposegen no H/I: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / UncTpykuus yreep:kaena: 21.04.2025

Page 9 of 11/ Ctp. 9 u3 11

i:) Test / [Toka3zaTenb Results / PesysnbTaThl Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with

Onucanune ynakoBku

(PA/AL/PE

with | desiccant/HDPE) foil // (PE/AL) foil. 1 or 2

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / To 10 Tabnerok B
omucrepe w3 (IIA/AJVIID ¢
Biaronornoturenem/[13BIT)
tonbru // (IT3/AJ1) donsru. Io
2 Onuctepa BMECTE C JIUCTKOM-
BKJIA/IBILIIEM B nayky
KapTOHHYIO.

blisters with patient information leaflet in a
carton pack. / [lo 10 tabnetok B Guuctepe u3
(IIA/JAJVITD ¢ Bnaromornotutenem/I1DBIT)
¢oneru // (II3/AJ1) doneru. Ilo 1 umu 2
OnucTepa BMecTe C JIMCTKOM-BKJIAIBILIEM B
MayKy KapTOHHYO.

* 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.
* JIpyn BbIMyCKeE JIEKAPCTBEHHOr0 NpenapaTa KOHTPO/Ib KayecTBa Mo nokasateyio «Mukpobuosioruieckas
YUCTOTA» NPOBOAUTCS A5 Kaxu/10i 20-0ii cepun, Wi 119 OAHOI1 CEpHH B rojl, B 3aBUCHMOCTH OT TOT0, YTO

HACTYNHT paHbLue.

Remarks : The Product confirms to ND/
[1pumeuanue: Ilpoaykt cooTBeTCTBYET Tpedopanuam HJJ

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Toarotosneno: Yogesh [Mposepeno: Ramakant ||[Tphsepeno (AOK): Ono6peno: ObecrieueHme kauecTBa/OTBETCTBEHHOE
Chauhan 7 . dﬂ, Abljshek Chauhan JIHLLO: 7 ) Y, A’\”

v 4 - /a
Date / . Date / ' Date / Date / QU}L/ g !
Hara: 18.05.2026 Jata: 18.05.2026 _I_[z_lTa: 18.05.2026 Hara: A(O/ ,)Orlfo

Registered Office: 8-2-337, Ro;:l 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
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS :

CEPTUDUKAT AHAJIM3A ~ “Ww.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ilpoaykr: Keropoa® Dxenpece (keToposak) TabieTKH, AHCIEPrupyeMble B 010CTH pTa, 10 Mr
Market / PoiHOK :Russia / Poccus
Batch No / . Batch Quantity / . 36,00,000 tab /
Cepus Ne -+ ¥2601014 O0neM cepun " 36,00,000 Tab
Analytical Report No/ - 040003396895 Date of Analysis / . 18.05.2006
AHAJHTHYECKHH oTueT Ne Jlara anasam3sa
Date of Manufacture / - 04/2026 Date of Expiry / . 03/2028
JlaTa npou3BoacTBA Tosgen g0
Mfg. License No. / MA Ve
IlponsBoacTBeHHas : MNB/05/263 numoer: : JIII-Ne(004669)-(PI'-RU)

Homep PY

JuneH3us Ne
Analysis performed according ND: / Anann3 nposeaen no HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / UHcTpyxuus yreepaxaena: 21.04.2025

Page 10 of 11/ Crp. 10 m3 11

API name / HaumenoBanue ADC:

Ketorolac tromethamine / Keroponaka TpoMeTaMuH

INN / MHH:

Ketorolac / Ketoposak

API manufacturer batch number /
Howmep cepuu npounssoautesss ADPC:

ABSHO006295, ABSH006295

FP Manufacturer API Batch number /
Homep cepuu cybcTaHIHH NPOU3BOAUTEIA
I'1®:

FESA00537, FETA00146

API Manufactured by & country /
[Ipouspoaurenn ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c JlaGoparopuc Jlta., Uuaus

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

HaunmenoBanmue, aapec, JHLEH3Hs 111
ITpouszBoacTBenHas mjomaaka / Ilnomaaka
KOHTpoJs KadecTBa / Ilnomanka Beinycka

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 Pennn’c Jlabopartopuc JIta., Muaus, IlpoussoacreeHHoe
nozapasaenenue-6, Buut. Kxons, Hanarapx Poyn, banau, J{uctpukt
Conan, X.I1., 173205, Unaus (nuuensus nomep 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,
paekaging 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/

I[pumeuanue: [IpoaykT coorBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3axnwuenune: OJJIOBPEHO

Checked by /
[Ipoepeno: Ramakant

Prepared by /
[Tonrotoeneno: Yogesh

Chdcked by (AQA) /
[Tpopepeno (AOK):

Approved by: Quality Assurance/Authorized person /
Ono6peHo: ObecneueHne kauectsa/OTBETCTBEHHOE

Chauhan / Abhjshek Chauhan JIALIO: SH l \j H 7\) }
Date / e Date / Date / Date / W
Jlara: 18.05.2026 Jara: 18.05.2026 Hara: 18.05.2026 Jlara: -)QVLQ)

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 ":‘.

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

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

CERTIFICATE OF ANALYSIS  Tel: +9198166 56001-02

CEPTUOUKAT AHAJIU3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxcnpece (keTopoiak) TabieTKu, JHCHEPrupyemMble B osiocT pra, 10 mr

Market / PbiHOK :Russia / Poccus

Batch No / . V2601014 Batch Quantity / ; 36,00,000 tab /

Cepusi Ne O0Bem cepuu 36,00,000 Tab

Analytical Repovrt No / - 040003396895 Date of Analysis / . 18.05.2026

AnannTuueckuii oTuer Ne JlaTa ananusa

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

Jara npousBojcrea I'oaen oo

Mfg. License No. / MA number: /

IIpou3BoCTBEHHAS : MNB/05/263 | : JII-Ne(004669)-(PT-RU)
Homep PY

JguneHzust Ne

Analysis performed according ND: / Auanun3 nposeaen no HJ/I: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Huctpykuns yreep:xaena: 21.04.2025
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3akiirouenne o cooTBeTcTBHM: «HacTosimum s MOATBEPXKIAIO, YTO MPHUBEJCHHAS BBIIIC HHPOpMAIMS SBIISETCS
JOCTOBEPHOH M TOYHOH. DTa cepua NMPOAYKUMH MpPOH3BE/eHA (BKIOYas yNakoBKY (MAapKUPOBKY) M KOHTPOJIb
KayecTBa) Ha BbIILCYKA3aHHOHW TPOW3BOJCTBEHHOH miomaake (mioumiaakax) B IOJHOM COOTBETCTBHU C
TpeboBanusMu IlpaBun Hajnexaueil NpoM3BOACTBEHHONH NpakTUKH EBpasuilcKoro 3KOHOMHYECKOrO CO03a H
TpeDOBaHUSIMH KOHTPOJIS KAuecTBa JICKAPCTBEHHBIX CPEJICTB, a TAKXKE B COOTBETICTBHHM CO CHELU(DHKAIUSIMH,
COZICPKAIUMHUCS B PETUCTPAIMOHHOM JIOCHE CTPAaHBI-MMIIOPTEPa. 3aliCH IO IIPOU3BOJICTBY, YIIAKOBKE U aHATU3Y
NIPOBEPEHBI, ¥ YCTAHOBJIEHO MX COOTBETCTBHE TpeOoBaHUAM [IpaBui HajuIexaIed Ipou3BOJACTBCHHON IPAKTUKH
EBpasuiickoro 3kOHOMHYECKOTO COI03a.

Remarks : The Product confirms to ND/
Mpumeuanne: [TponyxT cootBeTcTBYET TpeboBanusaM HJT

Conclusion : APPROVED /
3akmouenne: OJIOGPEHO

Prepared by /

[lonrotosseHo: esh
Chauhan /}/

Checked by /
ITpoBepeno: Ramakant

e

Ch§cked by (AQA) /
[Tp@pepeno (AOK):

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

JIALO: Sy” UQ?\”

Date /
Hata: 18.05.2026

Date /
Jlara: 18.05.2026

Date /

Jlara: 18.05.2026
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