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Dr.Reddy’s Q;‘

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
www.drreddys.com

CEPTUPUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkcnpece (keTopoaak) TabJeTKn, AMCHEeprupyeMbie B MoJ10cTH pTa, 10 Mr

Market / Poinok :Russia / Poccus
Batch No/ . Batch Quantity / . 36,00,000 tab /
Cepus Ne | ¥2oU1021 O61LeM cepuu " 36,00,000 Tab
Analytical Repovrt No/ - 040003398952 Date of Analysis / - 20.05.2026
AHauTHYEeCKHH oTYeT Ne Jara anaausa
Date of Manufacture / . 04/2026 Date of Expiry / - 03/2028
JaTta npou3BoacTBa I'ogen oo
Mifg. License No. / MA number: /
IMpou3zBoACTBEHHAS : MNB/05/263 : o JII-Ne(004669)-(PI'-RU)
Homep PY
| aunensusa Ne

Analysis performed according ND: / Ananns nposeaen mo HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Hucrpykuus yreepsxkaena: 21.04.2025

Page1 of 11/ Crp.1n311

1}00 Test / IlokasaTean Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled | Light yellow round flat beveled tablets with "|"

tablets with "|" debossed on one debossed on one side. / Kpyribie mnockue
side. / Kpyrnble ninockue TabneTku ¢ (¢ackoif, CBETIO-KEJITOro IBeTa C
TabNeTKH ¢ $ackoil, CBETII0- rpaBUPOBKOH «|» Ha OLHOM cTOpOHE.
XKEJTOro IBETA C IPABUPOBKOI
«l» Ha OAHOM CTOPOHE.

2 Identification / UnenTndunkauusn

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®-
CIIEKTPB! MOTIOLUEHHS UCTILITYEMOT0 PacTBopa
pacTBopa craHmapTHoro ofpaszua KeToponaka
TpOMETaMHHa IO/DKHBI UMETh MaKCUMYMBI NpPU
OJHOM U TOM K€ AJIMHE BOJIHKI (£ 2 HM).

Remarks : The Product confirms to ND/

ITpumeuanue: I[TpoayKT cOOTBETCTBYET TpeboBanuaM HJJ

Conclusion : APPROVED /
3akmouenne: OJJOGPEHO

Prepared by /
[TonrorosneHo: Pravesh

Checked by /

[TposepeHo: Pardeep

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

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecrieuenne kayecta/OTBETCTBEHHOE

Rana 1 Kumar Amit Kumar JIMLO: &1,” u Q M]
\\_/\
== AN N
Date / Date / Date / Date / g qio
Jlara: 20.05.2026 Jara: 20.05.2026 Hara: 20.05.2026 JHara: Q /. 'ﬂ

RERSTETE OfitET 82557,

Tel: +91 40 4900 2900, Fax:

DA MO8 Banjara Mis, Hyderaoad - o000 S, Telangama
+91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com



Dr.Reddy’s Qf‘

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

www.drreddys.com

CEPTUOHUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ikcnpece (KeTopoak) TabaeTku, ANCIEPrupyemMble B N0JIOCTH pTa, 10 Mr

Market / PoiHok :Russia / Poccus

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

Cepus Ne § Vaellnal O0bem cepuu " 36,00,000 Tab

Analytical Repo:’t No/ - 040003398952 Date of Analysis / . 20.05.2026

AHanuTHYecKH# oTyeT Ne JlaTa ananu3a

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

Jarta nponsBoacTea I'ogen xo

Mfg. License No. / N siraibei ]

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

aunen3us Ne

Analysis performed according ND: / Auanu3s nposeaen no HJI: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Mucrpykuus yreep:xkaena: 21.04.2025

Page 2 of 11/ Crp.2 n3 11

No

Test / IlokaszaTennb
Ne

Results / PesyabTaTh!

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 yHoepxMBaHMsA OCHOBHOTO TIIMKa Ha

XpoMarorpamme UCIIBITYEMOTO  pacTBOpa
JIOJDKHO COOTBETCTBOBATh BPEMEHH
YAEPKUBAHUSA OCHOBHOTO nuKa Ha
XpoMaTorpamMMe  pacrsopa  CTaHOApTHOIO

ofpasLia KeTopojiaka TpOMeTaMHuHa (pasien
«KomnuuecTBEHHOE ONPEAEIICHHEY).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIpoaykt cooTBeTCTBYET TpeboBanusam HJ 3axmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[ToxproroeneHo: Pravesh [Tposepeno: Pardeep  ||[Tposepeno (AOK): Onobpero: Obecneyenue kauectsa/OTBETCTBEHHOE
Rana ! Kumar . Amit Kumar JTHLIO! <mu A M
Q—L’E/ \ >
ol I
Date / Date / Date / Date / ;! {05
Jara: 20.05.2026 Hata: 20.05.2026 Hara: 20.05.2026 JHara: Q % P r)ﬂ%
— Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad ~SOU003%, Telangang, Mo

Tel: +97. 40 4900 2900, Fax: 491 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 : 491 98166 56001-02

www.drreddys.com

CEPTUOUKAT AHAJIM3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HNpoaykr: Keropoa® Jxenpece (keroponak) Tabaerku, AucneprupyemMbie B moJocTH pra, 10 mr
Market / PoiHoK :Russia / Poccus
Batch No / . V2601021 Batch Quantity / ; 36,00,000 tab /
Cepnsa No Oo6bem cepuu 36,00,000 Tab
Analytical RepOft No / - 040003398952 Date of Analysis / - 20.05.2026
AHajuTHYecKHH oT4er No Jlara ananusa
Date of Manufacture / . 04/2026 Date of Expiry/ . 03/2028
Jara npousBoacraa INopen 1o
Mifg. License No. / MA number: /
IIpousBoacTBEHHASN : MNB/05/263 ) JITI-Ne(004669)-(PT-RU)
Homep PY
Jiuensus Ne
Analysis performed according ND: / Ananus nposegen o HJI: JIT-Ne(004669)-(PT-RU)-190224
PIL version approved: / Hucrpykuust yreepxaena: 21.04.2025

Page3 of 11/ Crp.3 n3 11

No
Ne

Test / IlokazaTennb

Results / PesyabTaTsl

Specification / Hopma

Butylhydroxyanisole /
Bymunzudpokcuanuzon

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 YACPKHBAHUS MHKOB 2-
OyTHArHAPOKCHAHH30 1A " 3-
OYTHATMAPOKCHAHU30NA HA  XpOMaTorpamme
HCIILITYEMOTO pactBopa JIOJDKHBI
COOTBETCTBOBATH  BpPEMEHAM  YAEpKHBAHUS
NUKOB  2-OyTuaruapokcuanuzona u o 3-
OyTHIrMAPOKCHAHH30NA HA  XPOMATOrpamMme
pactsopa CTAHAAPTHOTO obpasua
Oyrunruapokcuannzona (pazgen «ConepskaHie
OyTHIrHAPOKCHAHM301»).

Remarks : The Product confirms to ND/

Tpumeyanue: [IpoaykT cooTBeTcTBYET Tpeboranusam H/J

Conclusion : APPROVED /
3akmouenue: ONOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Moarortosnexo: Pravesh [TpoBepeno: Pardeep  [[[TpoBepeno (AOK): OpobpeHo: ObecneueHue kauecTsa/OTBETCTBEHHOE
Rana Z Kumar Amit Kumar JTALLO: Qg‘” AN

I AP,. \
Date / Date / Date / Date / W {0
Jlata: 20.05.2026 Jlarta: 20.05.2026 Jara: 20.05.2026 JlaTa:

Registered Office: 8-2-33

7, Road NO. 3, Banjard HITIS, 1yl

Tel: 497 40 4900 2900, Fax: +91 40 4900 2999, Emall ma||@drreddys com

CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s Q’:‘.

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
www.drreddys.com

CEPTUOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ikenpece (ketopoaak) Tabaerku, ACHeprupyembie B M0J0CTH pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / - V2601021 Batch Quantity / ; 36,00,000 tab /

Cepus Ne O6beMm cepun 36,00,000 Tab

Analytical Repourt No/ - 040003398952 Date of Analysis / - 20.05.2026

AHaJuTHYEeCKHH oTueT No Jlarta ananusza

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

Jara npousBojcrea I'ogen 1o

Mfg. License No. / MA number-: /

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

Juien3nsa Ne

Analysis performed according ND: / Auanus nposenen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Huerpyxkuus yrsepaaena: 21.04.2025

Paged4 of 11/ Crp.4 m3 11

ig Test / [TokaszaTeib Results / PesysabTaTh! Specification / Hopma
3 Average weight / Cpeguss 69.4 mg / 69,4 mr 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 %;
Uniformity of weight / 2/20 tablets - not more than * 20%. /
Om ormity of weig Complies / CooTBeTcTBYET 18/20  rtabnerox — He OGonee =+ 10 %;
HHOPOMSGETE Macest 2/20 Tabnetox — He Gonee + 20 %.
4 Disintegration time /
PacniagaemocThb )
00 min 17 sec / 00 muH 17 cek Not more than 3 min. / He 6onee 3 mun.
5 Dissolution / PacTBopenue Unit-1/ Ta6n-1 97 % Not less than 75 % (Q) of CysH;3NO3*C4H;;1NO3
X (ketorolac tromethamine) in 15 min. / He Menee
Unit-2 / Tabn-2 98 % 75 % (Q) CisHisNO3*C4H;1NO; (ketoposnaka
Unit-3 / Ta6a-3 98 % TpOMEeTaMMUH) yepe3 15 MuH.
Unit-4 / Ta6n-4 100 %
Unit-5 / Tabn-5 100 %
Unit-6 / Tabn-6 100 %

Remarks : The Product confirms to ND/
IMpumeuanue: [IpoaykT coorseTcTBYeT TpeboBaHuAM HJL

Conclusion : APPROVED /
3akmoyenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Toprororneno: Pravesh ITposepeno: Pardeep  |{[1posepeno (AOK): Ono6peno: Obecrieuenye kauectsa/OTBETCTBEHHOE
Rana Kumar Amit Kumar JIHLO: M) VAN )

== | M= £
Date / Date / Date / Date / : /OS %
Jara: 20.05.2026 Hara: 20.05.2026 Mara: 20.05.2026 2%

ReEghieied UIH(E [ 37 & J_JI

oAt DT S, haTe

Tel: +91 40 4900 2900, Fax: +91 40 4500 2999 Ema|| mall@drreddys com
CIN: L85195AP1984PLC0O04507

www.drreddys.com



Dr.Reddy’s Q':‘

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

www.drreddys.com

CEPTUOUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ilpoaykr: Keropoa® Ikcunpece (keToposak) TabaeTKH, AMCHEPrHPYEMble B MOJOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepnus Ne 4 V2u01021 O0beM cepuH " 36,00,000 Tab

Analytical Repo:‘t No / - 040003398952 Date of Analysis / . 90.05.2026

AHanuTHyecknii orueT No JaTta ananusza

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

JlaTa npou3BOACTBA Tonen go

Mfg. License No. / MA ber: /

IIpou3BoacTBeHHAN : MNB/05/263 M S . JIII-Ne(004669)-(PI'-RU)
Homep PY

Junenzus Ne

Analysis performed according ND: / Ananus npoenen no H/I: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MacTpyknus yrBep:xkaena: 21.04.2025

Page5of 11/ Crp. S5u3 11

No

Ne Test / [Toka3aTenn Results / PesyabTaThl Specification / Hopma
6 Particle size distribution / Complies / CoOTBETCTBYET A uniform suspension passing through a 710 pm
JAucnepcHocTh sieve is formed. / OOpa3yeTcs oaHOpoAHAsS
CYCHIEH3Usl, [MpPOXOJAIas CKBO3b CHUTO €
pa3MepoM oTBepcTHi 710 MKM.
7 Impurities / [Ipumecn

1-hydroxy analog of
ketorolac: /
1-ruapokcuananor

Below LOD (LOD = 0.0010 %) /

Hwxe npenena oOHapyKeHHA
(1O = 0,0010 %)

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

KeTOpoJiaKa
| 1-keto analog of ketorolac / 0.05% not more than 0.8 %; / ve Gonee 0,8 %,
1-KeTOaHAJIOT KeTOpoaKa
unidentified impurity / 0.01 % not more than 0.5 %; / ue 6onee 0,5 %;
eMNAHUY Hast
HeraeHTHOUIUPOBAHHAS
nprMech
total impurities / 0.1% not more than 1.0 %. / He Gonee 1,0 %.
CcyMMa npuMecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: [Iponykt cootBeTcTBYET Tpeboanusam HJL 3akawuenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[loarotorneno: Pravesh [poeepeno: Pardeep  [|[1posepeno (AOK): OnobpeHo: Obecneyenne kadecTBa/OTBETCTBEHHOE

Rana Kumar Amit Kumar ULO: ¢ gl’) VAN
Qj./ /\.f‘ gt
- - 8
Date / Date / Date / Date / N
Jara: 20.05.2026 Hata: 20.05.2026 Hata: 20.05.2026 Jara: (\k /))OO:-LQ 7/‘0
Road No. 3, Banjara NS, Hyderaoad - SUOUSE, Terangasa At =

Registered Office. 5-2-337,

Tel: +91 40 4500 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, INDJA
Tel : 491 98166 56001-02
www.drreddys.com

CEPTUO®UKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Jxenpece (keTopoak) Tabaerku, JucneprupyemMbie B noaoctu pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepust Ne § V2601021 Oobbem cepun "~ 36,00,000 Tab

Analytical Repo“rt No/ - 040003398952 Date of Analysis / - 20.05.2026

AHanuTH4yecknii oruyer No JlaTta ananusa

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

Jara npou3BojcTBa Togen g0

Mfg. License No. / MA number: /

MpoussoacTEenHas : MNB/05/263 M e : JII-Ne(004669)-(PT-RU)
Howmep PY

nunensus Ne

Analysis performed according ND: / Ananu3s nposenen no HJI: JIII-N2(004669)-(PI'-RU)-190224
PIL version approved: / Mucrpykuus yreepxaena: 21.04.2025

Page 6 of 11/ Crp. 6 n3 11

1;.:) Test / IToka3aTenb Results / PesyabTaThl Specification / Hopma

8 Water content / 2.1% Not more than 7.0 %. /
ConepxaHue BOAbI He 6osiee 7,0 %.

9 Residual solvents / OcTaTouHble OpraHuiecke pacTBOpUTENH
Isopropy! alcohol / 4 pg/tab / Not more than 350 pg/tab. /
Hzonponanon 4 mxr B TalneTke He 6onee 350 Mxr B TabneTke.

Remarks : The Product confirms to ND/

IMpumeyanne: IpoayxT coorsercreyeT TpeboBanmam HJJ

Conclusion : APPROVED /
3akmoyenne: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[ToarorosneHo: Pravesh ITposepeno: Pardeep ||[Iposepeno (AOK): Onodpeno: Obecneyenne kavecTsa/OTBETCTBEHHOE
Rana Kumar Amit Kumar ULO: : < u AN

: /\ e
Date / Date / Date / Date /
Jlara: 20.05.2026 Jlara: 20.05.2026 Jlara: 20.05.2026 JIaTa' IQ/é D) L

Registered Office: 8-2-337, hoad NO. 3, Banjara Hils, Hyoere
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mall@drreddys com

CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s Q‘:"

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

www.drreddys.com

CEPTHO®UKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropoa® Jxenpece (keroposnak) Tabierkn, AncneprupyemMple B 1oJocTu pra, 10 mr

Market / Poinox :Russia / Poccus

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

Cepusi Ne & VIE0LRl O0nem cepuu " 36,00,000 Tab
Analytical Repos‘t No/ - 040003398952 Date of Analysis / - 20.05.2026
AHaJHTHYECKHIT oTyeT Ne Jara anannza

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

JlaTa npou3BoACTBA I'onen o

Mfg. License No. / MA number: /

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

Juuensus Ne

Analysis performed according ND: / Ananu3 nposexen o HJI: JITI-Ne(004669)-(PT"-RU)-190224
PIL version approved: / Mucrpykuus yreepxaena: 21.04.2025

Page 7 of 11/ Crp. Tu3 11

NN? Test / TlokaszaTenb Results / PesyabTarsi Specification / Hopma

10 Microbiological purity*/ Mukpo6uonoruueckast yucrora*

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

Count / ob1ee 41ciI0 He 6onee 10° KOE/T;

a3pOOHBIX MUKPO-

OpraHu3MoB

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

mold count / o61ee yucno He 6onee 102 KOE/T;

OPOXOKEBBIX M [UIECHEBBIX

rpuboB

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
OaHOPOAHOCTH 42 [Moxa3zarens npuemnemoctu (4V) nomxeH 6bITh
N03MPOBAHHBIX €IHHHIL ) He 6onee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeyanue: [Ipoaykt cooTeTcTBYET TpeboBanusM HJ| 3akmoyenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Toaroroeneno: Pravesh ITpoBepeno: Pardeep  [[[Tpoeepeno (AOK): Onobpeno: ObecneyeHue kauecTBa/OTBETCTBEHHOE
Rana Kumar ‘ Amit Kumar NMLO: gu ' vV Q N ’

= | N A
Date / Date / Date / Date /
Jlara: 20.05.2026 Jara: 20.05.2026 Jara: 20.05.2026 Jlara:

WMM:. myooraoaa - J

ROESETPT OHe a2 7

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s Q':’

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykt: Keropoa® Jkenpece (keTopoak) TabaeTku, Aucneprupyembie B mo1o¢Tu pra, 10 mr

Market / Peinok :Russia / Poccus

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

Cepus Ne 4 SRR O0neM cepun " 36,00,000 Tab

Analytical Report No/ . 040003398952 Date of Analysis/ ., 5 7096

Ananutndyecknii oruert Ne JlaTa aHann3a

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

JlaTa npon3BoacTBa Togen no

Mifg. License No. / .

TponssocTrennan - MNB/05/263 M umbers f . JITI-Ne(004669)-(PT-RU)
Homep PY

JHIEeH3ust Ne

Analysis performed according ND: / Anasmu3 nposegen mo HJ/I: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UncTpykuus yrBepxaena: 21.04.2025

Page8 of 11/ Crp. 8 m3 11

1}? Test / [loka3zaTean Results / PesyabTaThi Specification / Hopma
12 Assay / KonnuecTBeHHOe 10.0 mg/ 10,0 mr From 9.0 mg to 11.0 mg of
onpejeneHue (99.6 %) CisHi3NO3*C4H; NOj (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 Mr Io 11,0 mr
CisHi3sNO3*C4H 1 NO3 (keToponaka
tpometamud) (ot 90,0 mo 1100 % ot
| 3asBJIEHHOTO KOJIMYECTBA) B TabJETKE.
13 Butylhydroxyanisole 0.0930 mg/tab / Not less than 0.042 mg/tab. /
content / CopgepxaHue 0,0930 mr B TabneTke He menee 0,042 mr B TabieTke.
6yTHITHAPOKCHAHU30J1a

Remarks : The Product confirms to ND/ B Conclusion : APPROVED /
[Ipumeuanune: Ilpoaykt coorBeTcTBYET TpeboBaHMAM HJL 3akatouenue: OJOBPEHO -
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[MToarotoeneHno: Pravesh Iposepeno: Pardeep  ||TIposepeno (AOK): Onobpeno: Obecneyenue kauecTBa/OTBETCTBEHHOE
Rana Kumar Amit Kumar JTHLO:
U Ak
f/ /\,/ A § Ul

+ £ —
Date / Date / Date / Date / Q_/ / g ' ? [
Hara: 20.05.2026 Jara: 20.05.2026 Jlara: 20.05.2026 Jara: ) ﬁg)

Registered Office: 8-2-337, Read No. 3, Banjara Hills, Hyderabad - SUUUSA, Telangdna, 1hidla e =

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUDUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoayxr: Keropon® Jxcnpece (KeTopoak) TabineTku, AucneprupyeMbie B mojiocTu pra, 10 mr

Market / Poinok :Russia / Poccus
Batch No / _ Batch Quantity / . 36,00,000 tab /
Cepus Ne & V2601021 Oobem cepuu © 36,00,000 Tab
Analytical Repourt No/ . 040003398952 Date of Analysis / - 20.05.2026
AHaJHTHYeCKHI oTueT No JlaTa anaau3za
Date of Manufacture / - 04/2026 Date of Expiry / . 03/2028
JlaTa npousBojcTBa I'onen go

| Mfg. License No. / MA number: /
IIpousBoacTBeHHAs : MNB/05/263 ’ : JII-Ne(004669)-(PI'-RU)

Homep PY

Junen3ust Ne

Analysis performed according ND: / Ananu3s nposeaen mo HJI: JITT-Ne(004669)-(PT'-RU)-190224
PIL version approved: / MHcTpykuus yreepxkaena: 21.04.2025
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1;? Test / [TokazaTenn Results / PesyasTaThi Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with

OnucaHue yNnakoBKH

(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnetok B
onucrepe w3 (IA/AJVIID ¢
pnaronornoruresiem/I15BIT)

¢ouneru // (I19/AJT) donsru. Ilo
2 OnaucTtepa BMECTE C JIUCTKOM-

desiccant/HDPE) foil // (PE/AL) foil. 1 or 2
blisters with patient information leaflet in a
carton pack. / ITo 10 tabnetok B Gauctepe u3
(TTA/AJ/TID ¢ Bnaronornotutenem/[13BIT)
doneru // (II3/AJ]) doneru. Mo 1 wunu 2
OmucTepa BMecTe € JIMCTKOM-BKJIAABIIIEM B
Ma4Ky KapTOHHYIO.

BKJIbIILIEM
KapTOHHYIO.

nayuky

* 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 BbINYyCKe JIEKAPCTBEHHOI0 MpenapaTta KOHTPOJIb KauecTBa Mo mokasartento «Mukpodnonoruyeckas
YHCTOTAY» NMPOBOAMTCS ANs Kamaoi 20-0i cepyu, WK A1a OTHOI cepun B rofl, B 3aBUCHMOCTH OT TOI'0, YTO
HACTYNMT paHbLIe.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Ipoaykr coorBeTcTBYET TpeboBaHmsam HJJ 3akmouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[MToxrorosieno: Pravesh [TposepeHo: Pardeep ||{[IpoBepeno (AOK): Onob6peHo: OGecneyenue kauecTsa/OTBETCTBEHHOE
Rana " Kumar Amit Kumar JIMIO: @1 VAN
i
= _ . O
Date / Date / Date / Date / W P "
JlaTa: 20.05.2026 Hara: 20.05.2026 JHara: 20.05.2026 Jlara: @ Aj’f{)? ’)51

Repisiered UMce: B-2-337, Road NG. 3, Banjara Hiits, Fyderapad - S00034, Teiangara s

Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PL.C0O04507

www.drreddys.com



Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt, Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CEPTHO®UKAT AHAJINU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Dxenpece (keTopoaak) Tabierku, AncneprupyemMbie B MOJIOCTH pT1a, 10 Mr

Market / Poitnok :Russia / Poccus

Batch No / - V2601021 Batch Quantity / ; 36,00,000 tab /

Cepusi Ne O0bem cepun 36,00,000 Tab

Analytical Repovrt No/ - 040003398952 Date of Analysis / . 20.05.2026

AHanaTHYeCKHil oTyeT Ne Jara anaauza

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

Jlara nponsBoacTBa I'onen no

Mfg. License No. / MA Begs |

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

auneH3us Ne

Analysis performed according ND: / Anann3 nposexen no HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Uncrpykuus yrsepaena: 21.04.2025

Page 10 of 11/ Crp. 10 m3 11

API name / Hanmenoaaime ADC:

Ketorolac tromethamine / Ketoposaka TpomeramMut

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepun npounssoauresis ADPC:

ABSHO006408

FP Manufacturer API Batch number /
Homep cepun cyOcTaHIHH NPOH3BOAHTEIS
TJ1®:

FESA00588

API Manufactured by & country /
IMpoussoaurens APC, ecrpana:

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

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

HaumenoBanue, agpec, THIEH3Us QIS
IIponzBoacreennas miomaaka / Ilnomanka
KoHTpoas kadecrsa / Ilmonaaka Beinycka

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

noapasaeneune-6, Bunn. Kxons, Hanarapx Poyn, bamay, J{uctpukr

MNB/05/263) /
J-p Pennu’c Jlaboparopuc JIrn., Unaus, [poussoacTBeHHOE

Conan, X.I1., 173205, Unans (nuuensus Homep MNB/05/263)

Declaration of certification: «l 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 established».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeyanmue: [IpoaykT cooTBeTCTBYET TpeboBanusam HJJ 3axmoyenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[NoarorosiieHo: Pravesh [Nposepeto: Pardeep |[[Iposepeno (AOK): Onobpeno: Obecneyenue kauecTsa/OTBETCTBEHHOE
Rana Kumar Amit Kumar TTHLO: g VAN '
- = e
L
Date / Date / Date / Date / . '
Hara: 20.05.2026 Hara: 20.05.2026 Mara: 20.05.2026 Hara: a,j}ﬁ & Db
RERTSIETE OTHTe:, B-2-3 3 7, RUdU NU- 3, panard s, Tiyoerabad— :W

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com



Dr.Reddy’s Qf:"

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

CEPTHO®UKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Drenpece (ketoposiak) TabieTku, AHCHEPIHPYEMbIe B ITOM0CTH pra, 10 mr

Market / Poinox :Russia / Poccus

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

Cepus Ne i V2601021 Obbem cepun " 36,00,000 Tab

Analytical Report No / : Date of Analysis / .

AHAJIHTHYECKHI oTueT Ne ISR Jara ananauza 2 20032020

Date of Manufacture / . Date of Expiry / .

Jara npoussojacTaa 42020 T'open go 032025

Mifg. License No. / MA —

Ipon3BojicTEeHHAS : MNB/05/263 el . JITI-Ne(004669)-(PT'-RU)
Howmep PY

JHUeH3us Ne

PIL version approved: / Hucrpykuus yreepxaena: 21.04.2025

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

Page 11 of 11/ Crp. 11 u3 11

3axinouenne o coorBercrBun: «HacTosmuM s MOATBEPKAAIO, YTO MPUBEJCHHAS BBINIe HHOOPMALUS ABJISETCS
JNOCTOBEPHOH M TOYHOH. JTa cepHs IPONYKIMHU IIPOM3BeAcHa (BKIOYas yNakoBKY (MapKHpPOBKY) M KOHTDOJIb
KayecTBa) Ha BBIIIEYKAa3aHHOH IIPOM3BOACTBEHHON Mjomaake (IIomiagkax) B HOJHOM COOTBETCTBHH C
TpeboBanusamu IlpaBun Hamexaield NMPOU3BOJCTBEHHOM IIPAaKTHKM EBpasuifcKOro 5KOHOMHMYECKOTO COI03a H
TpeOOBaHUSIMU KOHTpOJIA KadecTBa JIEKAPCTBEHHBIX CPEJCTB, a TaKXKe B COOTBETCTBUM CO CHEHM(DUKALUSAMH,
COJIepXKAlLMMHUCS B PETHCTPALIHOHHOM JIOChE CTPAHBI-UMIIOPTEpA. 3alHCH MO POU3BOJCTRY, YIAKOBKE U aHAIU3Y
OPOBEPEHBI, ¥ YCTAHOBICHO HX COOTBETCTBHE TpeOoBaHUsM IlpaBni Hajuexameil IpPOU3BOACTBEHHON MPAKTHKU

EBpasuiickoro 3KOHOMHYECKOTO COKO3a».

Remarks : The Product confirms to ND/
Ipumeuanue: [Iporykr coorBercTByeT TpeGoBanusam HJL

Conclusion : APPROVED /
3akmwuenne: OJOBPEHO

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

JTHLLO: QQW’VAM)

e

Prepared by / Checked by / Checked by (AQA) /
[ToaroTosneHo: Pravesh IIposepeno: Pardeep  |[[Tposepeno (AOK):
Rana i Kumar Amit Kumar
) f [\ s
Ol
Date / Date / Date /
Jlata: 20.05.2026 Jara: 20.05.2026 Jlara: 20.05.2026

Date / W §7
JlaTa: ! !g @ ) ‘!!
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - SUUU34, Tetangdnd, =

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PL.C0O04507

www.drreddys.com




