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Dr.Reddy’s ‘,‘o‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baadi,
Distt. Soian, H.P., 173 205, iNDiA
Tel: +93 98166 56001-02

WA AICFRAYS COIT

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxt: Keropoa® xenpece (keroposax) TabieTku, ANCHEprapyemMble B MoJ10¢TH pTa, 10 mr

Market / Prinok :Russia / Poccus

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

Cepusi Ne V2600596 O6nem cepun " 36,00,000 Tab

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

AHaJHTHYECKHI oTueT No JaTa ananauza

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

Jlara npon3BojacTBa T'omen no

Mfg. License No. / ]

TponssoxcTeennas - MNB/05/263 A UM . JITI-Ne(004669)-(PT-RU)
Homep PY

JHmeH3na Ne

Analysis performed according ND: / Ananu3 nposexen no HJI: JII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uactpykuus yreepxaena: 21.04.2025

Page 10f 11/ Crp.1n3 11

i.oo Test / [TokazaTenn Results / PesyapraThl 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. / Kpyrible miockue
side. / Kpyrnbie miockue TaOMeTkH ¢ (ackoi, CBETIO-KENTOro LBETA C
TabseTKy ¢ ackoii, ceeTO- rpaBUpOBKOM «» Ha OIHOI CTOPOHE.
JKENTOro LBETA C IPaBUPOBKOMH
«l» Ha ontHOIi cTOpOHE.

2 Identification / Unentndpurauus

Ketorolac / Kemoponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (+ 2 nm). / Y-
CIICKTPBI TIOTMIOIMEHHUS HCTIBITYEMOTO PacTBOpPa U
pacTBOpa CTaHJapTHOro ofpaslia KeToponiaka
TPOMETaMKHa NOJDKHBI MMETh MakKCHMYMBbl NMpH
OIHOW U TOM e HTHHE BOJNHEI (£ 2 HM).

Remarks : The Product confirms to ND/
IIpumeuanue: [TponykT cooTBeTcTBYET TpeGoBaHmam HJJ

Conclusion : APPROVED /
3akmodenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / |[Approved by: Quality Assurance/Authorized person /
[ToaroToeneHo: Anchal [Tpoeepeno:Pravesh [Tposepeno (AOK):  |[OnoBpero: Obecnieyenne kayecTsa/OTBETCTBEHHOE
Rana Amit Kumar JIHLLO: Lg “a U
: A ()
= agh X
Date / Date / Date / Date / I -
Hara: 26.03.2026 Jlata: 26.03.2026 Hara: 26.03.2026 Hara: \ ]M}w ?/é?

Registered Office: 8-2-337, Road No. 3, Banjara Hitls, Hyderabad - 500034, Teiangana, India
Teb: +491 40 4900 2909, Fax: +91 40 4800 2999, Email: mail@drreddys.com
CIN: L85195AP 1984PLCH04S0T7

wwwLdiredays.com
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CERTIFICATE OF ANALYSIS

CEPTHNOUKAT AHAJIM3A

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

Vill. Khol, Nalagarl Road, 8addi,
Distt. Sotan, H.F, 173 205, INDIA

Tel : +97 98165 56001-02

WWW.Arreg ays.coim

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxcnpece (keropoJiak) TabiieTK, AHCIEprupyeMble B I0J0CTH pra, 10 mMr

Market / Poinox :Russia / Poccus

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

Cepus Ne i $i2600596 O6beM cepuu " 36,00,000 Tab

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

AHaJIHTHYECKHH oTueT No JaTa aHanuza

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

JlaTa npousBoacTBa T'omen go

Mfg. License No. / ]

TipouAEo e REnmaH . MNB/05/263 " BUHbErs { : JIM-Ne(004669)-(PT-RU)
Howmep PY

JUIeH3us Ne

Analysis performed according ND: / Ananus uposenen mo HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uncrpykuns yreepxkaena: 21.04.2025

Page 2 of 11/ Crp. 2 n3 11

No

N Test / IlokazaTenn

Results / PesyabTaThl

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 ynepxuBaHUs OCHOBHOIO THMKAa Ha

XpoMaTorpamme HCIIBITYEMOIO pacTBopa
JOJDKHO COOTBETCTBOBATh BpEeMeHU
YAEpXKUBaHUS OCHOBHOTO IuKa Ha
XpoMaTtorpaMMe  pacTBopa  CTaHIAapTHOIO

o0paslla KeTopojaka TpoMeramuHa (pasfen
«KOJIMUECTBEHHOE OTpE/IeIEHUER).

Remarks : The Product confirms to ND/
IIpumeuanue: [IponykT cooTBeTcTBYET TpeGoBaHuaM HJT

Conclusion : APPROVED /
3akmwyenue;: OJOBPEHO

Rana j

Prepared by / Checked by / Checked by (AQA) /
IMoarotorneno: Anchal Ilposepeno:Pravesh IposepeHo (AOK):
Amit Kumar

AN—

Approved by: Quality Assurance/Authorized person /
Onobpeno: ObecneueHue Ka::ir\?jOTBeTCTBeHHoe

Date /

Hara: 26.03.2026

Date /
JHara: 26.03.2026

Date /
Jara: 26.03.2026

JIMLIO: L‘?\Ja

Jara: \ ]

|

g

Date / )
=T

Registered Office: §-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax; +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85 195AP1984PLCLOAS0T

wiyww diredoys.com
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Dr. Reddy’s Laboratories Ltd.
Formulation Unit-&
Vill, Khol, Nalagarh Road, Baddi,

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

CEPTUOUKAT AHAJIM3A

Tel : +91 88166 56001-02

WA cirffenavs coIm

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dkenpecce (KeTopouiak) TabaeTKH, AHCIIEPrUpyeMble B M0J10CTH pTa, 10 mr

Market / PbIHOK :Russia / Poccus

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

Cepus Ne & V2600596 O6beM cepuu " 36,00,000 Tab

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

AHanuTnyeckuii oryet Ne JlaTa anasm3za

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

JlaTa npoH3BOACTBA T'onen go

Mfg. License No. / _

TIponsBoACTBeHHAS : MNB/05/263 pfp iy . JITI-Ne(004669)-(PT-RU)
Homep PY

Junen3us Ne

Analysis performed according ND: / Ananun3s nposegen o HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Hucrpykuus yreepaxgena: 21.04.2025

Page3 of 11/ Crp.3 n3 11

1;.00 Test / IlokazaTennb Results / PeayabTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCcTBYET The retention times of 2-butylhydroxyanisole and
bymunzudpoxcuanuzon 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 YIEPKUBAHUS MUKOB 2-
OyTHUITHIPOKCHAHK30Ia U 3-
OyTWITHIPOKCHAHH30/Ia Ha  XPOMAarorpamMe
UCTILITYeMOTro pacTtBopa JOJKHBI
COOTBETCTBOBATL ~ BPEMEHAM  YAECpPXKMBAHMUA
NUKOB  2-OyTWiIruMigpokcuaHusona uW  3-
OyTUITMAPOKCHAHM30JIa Ha  XPOMAaTorpamMe
pacTBOpa CTaHJAPTHOTO obpasua
OyTunruapokcuanuzona (pasmen «CopepxkaHue
OYTUITHAPOKCHAHH30AY).

Remarks : The Product confirms to ND/

Ipumeuanne: IIponykT cooTBeTCTBYET TpebGoBanusm HJI

Conclusion : APPROVED /
3akunwuenne: ONOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[ToarorosneHo: Anchal [TposepeHno:Pravesh ITposepeHo (AOK): ||Ono6peno: O6ecneuenre KauecTsa/OTBETCTBEHHOE
’_[ Rana Amit Kumar JIULO: @ wﬁ
(3 2 | ps Qe 1)
Date / Date / Date / Date / { T o
Hata: 26.03.2026 ata: 26.03.2026 Hara: 26.03.2026 Jara: (\ L‘Q )9?/ I
\./

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

CiN: L85195AP1L984PLCD04507
www.drredays.com

500034, Teiangana, India
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CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A

|ﬂ| :+91 98'66 55001-02

v drredavs . cam

Product :

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

IMpoaykt: Keropoa® Ixcnpece (keToposak) TabieTku, JuCHeprupyemble B 0J10¢Td pra, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepusn Ne O0neM cepun " 36,00,000 Tab

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

AHaquTHYeCKHIT OTUeT No JaTa anamuza

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

JaTta npounssoacTea I'onen no

Mfg. License No. / MA number: /

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

nunensus Ne

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

Page4of11/Crp.4u3 11

i.oo Test / ITokaszarenn Results / Pe3yabTarhi Specification / Hopma
3 Average weight / Cpegnnasn 70.1 mg /70,1 mr 672mg to 72.8mg (70.0mg + 4.0%). /
macca Ot 67,2 mr oo 72,8 mr (70,0 mMr + 4,0 %).
18/20 tablets - not more than + 10 %;
5 0
Uniformity of weight / ' 2/20 tablets not more than =+ 20 %.
OHOPOAHOCTS MaCChI Complies / CooTBeTCTBYET 18/20  Ttabnetok — He Gonmee =+ 10%;
p 2/20 Tabnetok — He 6onee = 20 %.
4 Disintegration time /
Pacmagaemocthb ‘
00 min 24 sec / 00 mun 24 cex Not more than 3 min. / He 6osee 3 mum.
5 Dissolution / Pacrsopenue Unit-1/ Tabn-1 96 % Not less than 75 % (Q) of CjsH;3NO3*C4H; NO;
i (ketorolac tromethamine) in 15 min. / He menee
- - Q
Unit-2 / Ta6n-2 98% | 75% (Q) CisHisNOyC4H)NO; (keToponaka
Unit-3 / Ta6a-3 98 % TpOMEeTaMHUH) yepe3 15 MuH.
Unit-4 / Ta6n-4 99 %
Unit-5 / Ta61-5 98 %
Unit-6 / Tabn-6 98 %

Remarks : The Product confirms to ND/
ITpumeuanue: IlpoxyxT coorsetcTByeT TpebopanusaM HJ

Conclusion : APPROVED /
3axumouenune: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IoarotosneHo: Anchal Ilposepeno:Pravesh [Mposepeno (AOK): |[Onobpeno: Obecneuenue Kauecmaf() eTcmennoe
Rana Amit Kumar NHLLO: l/\J \/{
/ _
I"’\ ! l
Date / Date / Date / Date / \W fO %
Jara: 26.03.2026 Jara: 26.03.2026 Hara: 26.03.2026 Hara: o /(9 ')9

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

Tel: +91 40 4900 2900, Fax: +31 40 4900

2999, Email; mail@drreddys.com

I L8EIA5AP 1983PLC004507

\.li\ LoD L

ww W ditedays.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIU3A

Tel : +91 981656 56001-02

Www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® Jkenpecc (keToposiak) TabJeTKH, JUCHeprUpyemMble B OJI0CTH pra, 10 Mr

Market / PoiHOK :Russia / Poccust

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

Cepust Ne & 2600550 O0beM cepun " 36,00,000 Tab

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

Axanurudeckuii oryer Ne Hdara ananusza

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

Jata npou3BoacTaa T'oaen go

Mfg. License No. / ]

IIpouzBoacreeHHas : MNB/05/263 O RumbEr:v) : JII-Ne(004669)-(PI'-RU)
Homep PY

Junen3us Ne

Analysis performed according ND: / Ananu3s nposeaen no HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UucTpykuus yrBepxaena: 21.04.2025

Page Sof 11/ Crp. Smn3 11

1}00 Test / Tloka3zaTesn Results / PesyabTaTthi Specification / Hopma
6 Particle size distribution / Complies / CoOTBETCTBYET A uniform suspension passing through a 710 pm
JucnepcHocTb siecve is formed. / O6pasyercs onHopomHas
CYCNEH3Us, TIpOXOAAIlas CKBO3b CHTO C
pa3MepomM oTBepcTHH 710 MKM.
7 Impurities / Ilpumecn

1-hydroxy analog of
ketorolac: /
l-ruapokcuaHanor

Below LOD (LOD = 0.0010 %)
/ Hwxe nipepena oGHapyx eHus
(110 = 10,0010 %)

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

KeTopoJaka
1-keto analog of ketorolac / 0.05 % not more than 0.8 %; / He Gonee 0,8 %;
1-keToaHasor KeToponaka
unidentified impurity / 0.01 % not more than 0.5 %; / He Gonee 0,5 %;
COMHUYHAs
HEWACHTUPULIMPOBAHHASL
NpUMeECh
total impurities / 0.1% not more than 1.0 %. / ne 6onee 1,0 %.
CyMMa IpuUMece
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanne: [IpoaykTt cooTBeTcTBYET TpebGoBaHusam HJI 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / |[Approved by: Quality Assurance/Authorized person /
Honrorosneno:; Anchal [lposepeno:Pravesh TIposepeno (AOK): [|OnoGpeno: O6ecnieucHue Kauectsa/OTBeTCIBEHHOE
. Rana p Amit Kumar SHLIO: \S !./‘S)U C‘-"{j
Date / Date / Date / Date / | fdﬁ7 2/(7
Hara: 26.03.2026 Hara: 26.03.2026 Hata: 26.03.2026 Jara: ' /,{G) w

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500024, Teiangana, India
Tel: +91 40 4900 2909, Fax: +91 40 4300 2999, Email: maii@drreddys.com

CIN: L85 195AP1984PLCO04507
www.diredays.com




Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUO®UKAT AHAJIM3A

Tel : +91 981645 56001-02

VANAA CO1T°E [ul]

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropoa® Dkenpece (ketoposak) Tabnerkn, AHcleprapyeMble B m10J10¢TH pra, 10 mr

Market / Poinok :Russia / Poccusg

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

Cepusn Ne § 2000576 Oo6bem cepnu "~ 36,00,000 Tab

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

AHAJINTHYECKHIH oTueT No JdaTa aHayuza

Date of Manufacture / - 03/2006 Date of Expiry / - 02/2028

Jara npou3sBoacTBa TI'oxen no

Mfg. License No. / .

TIponsBoACTBeHHAS : MNB/05/263 MA number: / : JII-Ne(004669)-(PT-RU)
Homep PY

Junensust Ne

Analysis performed according ND: / Auasus npos

enen no HJI: JITI-Ne(004669)-(PT-RU)-190224

PIL version approved: / Uncrpykuns yreepsaena: 21.04.2025

Page 6 of 11/ Ctp. 6 u3 11

i.(: Test / [Toka3zaTesnnb Results / PesyabTaThi Specification / Hopma

8 Water content / 22 % Not more than 7.0 %. /
Copnepxxanue BoabI He 6osee 7,0 %.

9 Residual solvents / OcraTouHble OpraHu4eckue pacTBOPHTEH
Isopropyl alcohol / 7 pg/tab / Not more than 350 pg/tab. /
H3onponanon 7 MKT B TabneTke He 6onee 350 Mkr B TaGneTke.

Remarks : The Product confirms to ND/
[Mpumeuanne: ITpoaykT cooTBeTCTBYET TpeGopanuam HJT

Conclusion : APPROVED /
3aknwuenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||[Approved by: Quality Assurance/Authorized person /
Ioarororneno: Anchal IIpoBepeHo:Pravesh IMposepeno (AOK):  [[Onobpeno: ObecneueHue xauecrsa/OTBETCAREHHOE
( Rana Amit Kumar nuuo: O\/jg) \,{J_A.ﬁ
i p e
Date / Date / Date / Date / : . _ j ;
Hata: 26.03.2026 Hara: 26.03.2026 Hara: 26.03.2026 Hara: \ /ﬂ(@ :,‘PQ %

Registered Gffice: 8-2-337, Road Mo
Tel: 491 40 4900 2900, Fax:

CIN: L

-
.3, Banyara Hills, Hvderabad - 560034, Teiangana, Indiz
+91 40 4900 2999, Email: maii@drreddys. com
85195AP 1L984PLCHOAS07
WWW, A redays.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, 3addi,
Distt. Solan, H.P., 173 205, iNDIA

CEPTUOPUKAT AHAJIM3A

Tel ; +91 98165 56001-02

WK GIrreciclys carm

Product :

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Ixkcnpecc (keToposax) TabjieTKH, AMCIEPrUpyeMble B 0JI0CTH pTa, 10 mr

Market / PoiHok :Russia / Poccus

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

Cepust Ne V2600596 O6bem cepun " 36,00,000 Tab

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

AHanuTHYecKHii oTueT No JlaTa anasu3za

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

Jata npousBoacTBa I'ogen xo

Mfg. License No. / MA number: /

IIpon3BoacTBeHHAN : MNB/05/263 ) JIII-Ne(004669)-(PT-RU)
Homep PY

JIHIeH3usa No

Analysis performed according ND: / Ananus nposexen no HJI: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / UucTpykuus yreepxkiaena: 21.04.2025

Page 7 of 11/ Crp. 7 w3 11

1}? Test / IlokazaTeib Results / PesyabTaTel Specification / Hopma
10 Microbiological purity*/ Mukpo6Hosorudeckas 4ucToTa*
Total Aerobic Microbial NA not more than 103 CFU/g; /
Count / obuiee qucno He 6onee 103 KOE/T;
a3pOOHBIX MUKPO-
OpraHH3MOB
Total Combined Yeast and NA not more than 102 CFU/g; /
mold count / o61ee yncno He Gonee 10?2 KOE/r;
IPO3OKEBBIX U MNECHEBBIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T
11 Uniformity of dosage units / Acceptance value (4V) not more than 15.0
OaHopoaHoCTB 57 [Moxazarens npueMnemoctu (4¥) nomkeH 6oITh
AO03HPOBAHHBIX eAHHNIL ’ He 6onee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: Ipomykr cooTBeTCTBYET TpeGoBanuam HJJ 3axmovenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Moarorornepg; Anchal [Tpoeepeno:Pravesh ITIposepeno (AOK):  ||OnoGpeno: Obecnievenue KalleC'I BalOT TCTBEHHOE
Rana Amit Kumar JIHLO!
=
Date / Date / Date / Date / /O } ?/()
Hata: 26.03.2026 Hara: 26.03.2026 Jata: 26.03.2026 Hara: \ } /(9

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiaingana, India
Tel: +S1 40 4900 2900, Fax: +91 40 4900 2993, Email: maii@drreddys.com
CIN: L85195AP1984PLCL04507

www ditedays.com
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Dr. Reddy's Lanoratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baadii,

CERTIFICATE OF ANALYSIS Disit. Solan, H.F., 173 205, INDIA

CEPTUO®UKAT AHAJIM3A Tel: +91 88165 55001-02

WWW.Arredadvs.COrmt

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropoa® Jxcupece (KeropoJak) Tab/ieTku, AUCIEPrupyemMble B 10J0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne i V2600526 O6bem cepuu " 36,00,000 Tab

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

AnaguTHueckuit oryer Ne JlaTa anaanza

Date of Manufacture / - 03/2026 Date of Expiry / . 02/2008

Jata npou3BoacTBa Togen go

Mfg. License No. / .

TiponssoxcTEeHHas . MNB/05/263 LUl . JII-Ne(004669)-(PT-RU)
Homep PY

JuueHsua Ne

Analysis performed according ND: / Ananus nposegen o HJI: JITI-Ne(004669)-(PT’-RU)-190224

PIL version approved: / Mucrpykuus yrepsaena: 21.04.2025

Page 8 of 11/ Crp. 8 m3 11

ioo Test / IlokasaTenn Results / PeayabTarsi Specification / Hopma
12 Assay / KonunuecTBeHHOE 10.0 mg / 10,0 mMr From 9.0 mg to 11.0 mg of
onpeaeseHHe (99.9 %) C15H;3NO3°C4H; 1 NOs (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 mMr JI0 11,0 Mr
C15H13NO3°C4H1 1N03 (KeToponaKa
TpometaMuH) (ot 90,0 mo 110,0 % ot
3as5BJICHHOI'O KOJIMYECTBA) B TaONeTKe.
13 Butylhydroxyanisole 0.0977 mg/tab / Not less than 0.042 mg/tab. /
content / CopepxaHne 0,0977 mr B TabieTke He mMenee 0,042 mr B TabieTke.
OYTHJITHAPOKCHAHKM30/12

Remarks : The Product confirms to ND/
Ilpumeuanne: [Ipoaykt cooTBeTcTBYET TpeGoBaHusM HJJ

Conclusion : APPROVED /
3akmoyenue: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) /
[Toaroroeneno: Anchal [TposepeHo:Pravesh [Tposepeno (AOK):

@5‘ Rana f] Amit Kumar

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneuenue I&HCCTB}]}'OT CTBEHHOE

nHUO: \& l/\f( Y

Date / Date / Date /'
Jara: 26.03.2026 Jara: 26.03.2026 Hara: 26.03.2026

A
e @ p/«:y@ 2 W

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

Tel: +91 40 4900 2900, Fax: +91 40 4200 2999, Email: maii@drreddys.com
CIN: L85 195AP 1584PLCUD4A5QT7
wiww.diredoys.com



Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laporatories Ltd.
Formulation Urit-6
Vill. Khol, Nelagarh Road, Baadi,

CEPTUOUKAT AHAJIN3A

Distr. Solan, H.P, 173 205, iNDIA
Tel 1 +91 38166 55001-02

WAWW . OIredavs. cal

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxcupecc (keroposak) TabsieTku, AUCIEprUpyemMble B MOJI0CTH pTa, 10 mr

Market / Puinok :Russia / Poccus

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

Cepus Ne * NZO00540 O6Bem cepun " 36,00,000 Tab

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

AHaJIHTHYECKHIi oTueT No JlaTa ananu3a

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

Jata npou3sBoacTBa Togen go

Mfg. License No. / MA number: /

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

Jnuenzus Ne

Analysis performed according ND: / Ananu3 nposeaen no HJI;: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / UucTpyknus yreepxaesa: 21.04.2025

Page 9 of 11/ Crp. 9 u3 11

onuctepe

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnetox B

snaronornorureem/TIDBIT)
¢donsru // (ITS/AJ1) donsru. Io
2 OnucTepa BMECTe C JIMCTKOM-
BKJTaJIbIIIIEM B
KapTOHHYIO.

uz  (ITA/AJUTID ¢

nayky

NNoo Test / Iloxazarenn Results / PesyabTaTsi Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OmnucaHue ynakoBKH (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/AJVITD
donern // (TIID/AJ1) doneru. Ilo 1 wummn 2
OnucTepa BMeCTE C JIMCTKOM-BKJIAJBIILEM B
MayKy KapTOHHYIO.

BnaronornotuteneM/I19BIT)

* 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.
* Ilpn BbINYCKe JIEKAPCTBEHHOI'0 MPENApaTa KOHTPOJIL Ka4ecTBa Mo nokasaresiro «K Mukpo6uosiornyeckas
YHCTOTA» NPOBOAUTCA ANA Kaxaoii 20-0ii cepun, uiu 1Jisl OAHOI cepuu B ro, B 3aBUCHMOCTH OT TOr'0, YTO

HACTYIIHT paHbllle.

Remarks : The Product confirms to ND/
[Ipumeuanue: IIponykT cooTBeTCTBYET TpeboBaHUAM HJL

Conclusion : APPROVED /
Zaxmouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toarorosieno: Anchal [Mpoeepeno:Pravesh [Ipoeepeno (AOK): |[OnobpeHo: Obecnieuenne kauecrsa/OTBeT Hoe
Rana Amit Kumar JTHLO: \B \A O _ :
: -
Date / Date / Date / Date /
Jata: 26.03.2026 Hara: 26.03.2026 Iara: 26.03.2026 Jara:

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

CIN: L85195AP1984PLCD04507

wiww diredays.com




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, Nelagarh Road, Baddi,
Distt. Saian, H.P., 173 205, iNDIA

Tel : +91 98166 56001-02

CEPTUOHUKAT AHAJIN3A /

WWAWWL O avs. COITI
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 B M260056 O6beM cepuu " 36,00,000 Tab
Analytical Repourt No/ - 040003338524 Date of Analysis/ . 26.03.2026
AnanurH4ecKMi oryert Ne JlaTa anaanza
Date of Manufacture / - 03/2026 Date of Expiry / - 02/2028
Jara npousBoacTBa Togen oo
Mifg. License No. / ]
IIpouzBoacTBEHHAA : MNB/05/263 MES UMb erE : JII-Ne(004669)-(PI'-RU)

Homep PY

JHueH3ns No
Analysis performed according ND: / Ananus nposenen no H/I: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MucTpykuus yreep:kaena: 21.04.2025

Page 11 of 11/ Crp. 11 u3 11

3ak/oueHne 0 coOTBeTCTBUH: «HacTosmuM s MOATBEPKIAI0, YTO NpUBEJICHHAS BBINIE WHPOPMALHS SBIISECTCS
JIOCTOBEPHOW M TOYHOH. DTa cepus IPOTYKIHHU IIpOU3BE/IcHA (BKIIOYAs YNAKOBKY (MapKHUpPOBKY) W KOHTPOJb
KauecTBa) Ha BBIIIEYKa3aHHOW MPOU3BOJCTBEHHOW IUIomaAKke (IJIOMaAKaXx) B IOJHOM COOTBETCTBHHM C
TpeOoBanusMu [lpaBun Hajuexaiied MpOU3BOJCTBEHHOM NMpakTHUKH EBpa3uiickoro 3kOHOMHYECKOro CO3a U
TpeOOBaHHUSIMHU KOHTPOJISI KauecTBa JIEKAPCTBEHHBIX CPEJICTB, @ TAKXE B COOTBETCTBHU CO CIEIUPHUKAIUSIMH,
COJIEPKAIUMHUCS B PETHCTPAIIMOHHOM JIOChE CTpaHbI-UMIIOpTEpa. 3aluCH MO IIPOU3BOJCTBY, YIIAKOBKE U aHAIU3Y
IIPOBEPEHEI, ¥ YCTAHOBJIEHO MX COOTBETCTBHE TpeGoBauusM [IpaBun Hamstexarieil Ipon3BOACTBCHHON MPaKTHKH

EBpEl?;PIfICKOFO OKOHOMHYCCKOI'O COrO3a».

Remarks : The Product confirms to ND/

IIpumeyanue: Ipoaykt cootBercTBYeT TpeboBanusamM HJL

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/QOTBETCTBEHHOE
Rana Amit Kumar wuo: & \;\? VoSS
L5 A 0
— Ly L
Date / Date / Date / Date / w/ A } ?/6
Jara: 26.03.2026 Hata: 26.03.2026 Hara: 26.03.2026 Hara: mf@ 29
&

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Huderabad - 500034, Teiangana, India
Tel: 491 40 4900 2909, Fax: +91 40 4800 2999, Email: maii@drreddys.com
CIN: L85 195AP1984PLCH04507

W, i redays.com




