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

CEPTHOUKAT AHAJIN3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropon® Ikcnpecc (keToposiak) TabJIeTKH, AUcCHeprupyemsble B 100ty pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / _36,00,000 tab /

Cepus Ne } V2ZE0LOTY O0Bbem cepumn " 36,00,000 Tab

Analytical Report No/ . 040003410133 Date of Analysis / - 92.05.2026

AHaguTHYeCKHH oTueT Ne Jlata ananan3za

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028

JlaTa npon3BoACTBA T'open go

Mfg. License No. / MA siiher: /

IIpou3BoaCTBEHHANA : MNB/05/263 ) : JITI-Ne(004669)-(PI'-RU)
Homep PY

Junen3us Ne

Analysis performed according ND: / Ananuz npoBenen no H/I: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Mucrpykuus yrBep:xaena: 21.04.2025

Page1of 11/ Crp.1m311

No . ’
No Test / [Tokazarenn Results / Pe3yabTaThl Specification / Hopma
1 Description / Onncanue Light yellow round flat beveled Light yellow round flat beveled tablets with "|"

tablets with "|" debossed on one debossed on one side. / Kpyrable mnockue
side. / Kpyrnble miockue TabneTkn ¢ (ackoi, CBETNO-KEATOrO IBeTa C
TabneTky ¢ dhackoi, CcBETIO- TPaBHPOBKOH «I» Ha OHOW CTOPOHE.
JKEJITOro LBETA C IPaBUPOBKOI
«l» Ha OHOM CTOpOHE.

2 Identification / UpenTuduxauus

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®-
CIIEKTPBI MOTJIOIIEHHUS HCITBITYEMOTO PacTBopa U
pacTBOpa CTaHZApTHOro obpaslia KeTopoJsiaka
TpOMETaMKHa JOJKHBI UMETb MaKCUMYMBI MpH
OHOH U TOM ke AyuHe BOJHBI (+ 2 HM).

Remarks : The Product confirms to ND/

IIpumeuanne: [IpoaykTt cooTBeTcTBYET TpeboraHusam HJJ

Conclusion : APPROVED /
3axnwuenne: OJJOGPEHO

Prepared by / Checked by /
[ToarorosneHo: Ashish [Tpoepeno: Rama
Kumar IKant

b

Checked by (AQA) /
Iposepeno (AOK):
Ajay Kumar Srivastava

i f

Approved by: Quality Assurance/Authorized person /

OnobpgHoyObecnedeHre kauecTBa/OTBETCTBEHHOE
Q
HHHO(‘T&JJJ (Conivn

g

Date /

Hata: 22.05.2026

Date /
| JlaTa: 22.05.2026

Date /

Hara: 22.05.2026

Date /
Jlara:

P et

£

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: L85195AP1984PLC004507

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
Tet : +91 98166 56001-02

CEPTHOHUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropoa® Dxcnpece (keTopoiak) TabjaeTkn, AHCHeprupyembie B Moot pra, 10 mr

Market / Puinok :Russia / Poccus

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

Cepus Ne 3 V261077 O0bem cepun " 36,00,000 Ta6

Analytical Repoﬂrt No/ . 040003410133 Date of Analysis / . 92.05.2026

AHaHTHYCCKHI oTdeT No Hara ananusza

Date of Manufacture / - 05/2026 Date of Expiry / . 04/2028

Jara npou3sBojicTea T'ogen o

Mfg. License No. / MA number: /

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

aunenzna Ne

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

Page 2 of 11/ Crp. 2 w3 11

No

Test / Iloka3aTenn
Ne

Results / PesyabTaThi

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 yIepXHMBAHWA OCHOBHOIO THKa Ha

XpoMarorpamme HCOBITYEMOTO pacTBOopa
JOJIKHO COOTBETCTBOBATH BpPEMCHH
yAepxKHuBaHHA OCHOBHOTIO 1iKa Ha
Xpomarorpamme pacTeopa CTaHAapTHOIO

obpaslia KeToponaka TpomeTamuHa (paszen
«KonuuecTreHHOE OnpeeneHuen).

Remarks : The Product confirms to ND/

INpumeuanue: [Ipoaykt cooTBeTCTBYET TpeboBaHusM HJJ

Conclusion : APPROVED /
3aknwyenune: OJOBPEHO

Prepared by / Checked by /
[Toarotosnexo: Ashish ITpoeepeHo: Rama
Kumar

.

Kant %L“\d' g

Checked by (AQA) /
[Tposepeno (AOK):
Ajay Kumar Srivastava

Approved by: Quality Assurance/Authorized person /
Onobpeno; ObecneueHue kauecTsa/OTBETCTBEHHOE

ol 12 101 |COFen

Date /
Hara: 22.05.2026

Date /
Jlara: 22.05.2026

Ay

Jlara: 22.05.2026

Ea

Date /
Jlara:

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 ":'.

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

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

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02

CEPTH®UKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Npoaykr: Keropoa® Jxcupecc (keToposak) Tabierku, AHCHEprapyeMsie B HoxocTa pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepust Ne e T O6bemM cepuu ©36,00,000 Tab

Analytical Repourt No/ . 040003410133 Date of Analysis / - 92052026

AHaauTHYECKHH oT4eT No JlaTa ananuza

Date of Manufacture / - 05/2026 Date of Expiry / . 04/2028

JlaTa npounsBoacrsaa I'open g0

Mfg. License No. / WA finibirs /

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

aunen3us Ne

Analysis performed according ND: / Ananu3s nposegen mo HJL: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Mucrpykuus yreepaxaena: 21.04.2025

Page3 of 11/ Crp.3 m3 11

No
Ne

Test / Iloka3zaTe/b

Results / Pe3ynbTaThi

Specification / Hopma

Butylhydroxyanisole /
Bymuneudpoxcuanuson

Complies / CooTBeTcTBYET

The retention times of 2-butylhydroxyanisole and
3-butylhydroxyanisole peaks on the
chromatogram of the test solution should
correspond by the retention times to 2-
butylhydroxyanisole and 3-butylhydroxyanisole
peaks on the chromatogram of
butylhydroxyanisole standard solution
("Butylhydroxyanisole content" section). /
Bpemena yAEPKHUBAHUA MUKOB 2-
OyTHITHAPOKCHAHU3O0 A 7 3-
OyTHITHAPOKCHAHM30JIa HA  XpOMaTorpamme
HCTBITYEMOTO pacTBopa JIOJIAKHB!
COOTBETCTBOBATH ~ BPEMEHaM  YIEpXKHBaHUA
nukos  2-OyTunarmapokcuaHuzona WM 3-
OyTHArHAPOKCHAHH3ONA HA  XpoMaTorpamme
pacrsopa CTaHAAPTHOIO obpasua
OGyrunruapokcuannsona (pasaen «Conepixanue
OyTHATHAPOKCHAHH30AY).

Remarks : The Product confirms to ND/

Ipumeuanue: IIpoaykT cOOTBETCTBYET TpeboBanusm HJY

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[NoarorosneHo: Ashish [Tposepeno: Rama [Tpoeepeno (AOK): OnobpeHo: OﬁecneqeuHemxaueC'raa/O'meTcTBenuoe
Kumar < Kant Ajay Kumar Srivastava [{nuud: o CaA) v
b o TR R
e 0y0)
Date / Date / Date / Date / [ rz’ Tf
Hara: 22.05.2026 Jara: 22.05.2026 Hara: 22.05.2026 Jlara:

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. Soian, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUD®UKAT AHAJIM3A

www.drreddys.comn

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Jxcnpece (keTropoaak) TabsieTku, iHcneprupyembie B moJiocth pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne A SO O6bem cepun " 36,00,000 Tab

Analytical Repo:‘t No/ - 040003410133 Date of Analysis / . 22.05.2026

AnanurHyeckuii oruer Ne aTa aHaJmn3a

Date of Manufacture / - 05/2026 Date of Expiry / . 04/2028

Jara npounsBojacrsa I'osen o

Mfg. License No. / MA number: /

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

Junenzus Ne

Analysis performed according ND: / Ananu3s nposenen no HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Hucrpykuus yreepxaena: 21.04.2025

Page 4 of 11/ Crp. 4 m3 11

§.00 Test / IlokaszaTenn Results / PesynsTaThl Specification / Hopma
3 Average weight / Cpeansis 70.0 mg / 70,0 mr 67.2mg 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 %,;
Uniformitv of weight / 2/20 tablets - not more than + 20%. /
Om orfmity ol welg Complies / CooTBETCTBYET 18/20  rtabnerox — we OGonee + 10 %;
AHOPONHOCTE: MACCHI 2/20 Tabnerox — He Gonee + 20 %.
4 Disintegration time /
Pacnagaemoctb
00 min 32 sec / 00 mun 32 cek Not more than 3 min. / He Gonee 3 mMuH.
) Dissolution / PacTBopenue Unit-1/ Ta6n-1 98 % Not less than 75 % (Q) of CysH;3NO3;+C4H; NO3
, (ketorolac tromethamine) in 15 min. / He menee
Unit-2 / Ta611-2 9% | 759% (Q) CisHisNO3+CsH;NO; (ketoponaka
Unit-3 / Tabn-3 98 % TPOMETaMHUH) 4Yepe3 15 MUH.
Unit-4 / Ta6n-4 98 %
Unit-5 / Ta6s-5 100 %
Unit-6 / Tabn-6 100 %

Remarks : The Product confirms to ND/

[Tpumeuanmne: INpoaykt cootsercTByeT TpeGoBaHUAM HJT

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /

IMoarorosneno: Ashish

Checked by /

ITposepeno: Rama

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

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

Kumar Kant M U’ﬁ Ajay Kumar Sri\vastava nuu@w \CaASVV\
g =l

Date / Date / Date / Date /

Jata: 22.05.2026 JlaTa: 22.05.2026 Jlara; 22.05.2026 Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

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 AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropoa® Jxcnpece (keropoak) Tabiaerku, Aucneprupyemblie B nojoctu pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne 7 Y2501077 O6bem cepun " 36,00,000 Tab

Analytical Rep()}'t No/ . 040003410133 Date of Analysis / . 99.05.2026

AHaJuTHYeCKHi oTyeT Ne Jara ananuza

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028

Jara npoussojacTsa TI'ogen g0

Mfg. License No. / MA number: /

TIpou3BojcTBeHHAS : MNB/05/263 IO . JITI-Ne(004669)-(PT-RU)
Homep PY

JHueH3ns Ne

Analysis performed according ND: / Ananus nposegen no HJ/I: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Uncrpykuns yrsepxaena: 21.04.2025

Page 5 of 11/ Crp. S u3 11

NNoo Test / [TokazaTennb Results / PesyabTaThbl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTcTBYET A uniform suspension passing through a 710 pm
JlucnepcHOCTD sieve is formed. / OOpa3syercs OIHOPOJIHAsA
CYCMeH3Usl, NpOXOAslias CKBO3b CHTO C
pasMepoM oTBepcTuil 710 MKM.
7 Impurities / [Ipumecu

1-hydroxy analog of
ketorolac: /
l-rugpoxcuaHaior

Below LOD (LOD = 0.0010 %) /
Hwxe npenena o6Hapy)eHus
(IT0 = 10,0010 %)

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

KeToponaka
1-keto analog of ketorolac / 0.05 % not more than 0.8 %; / ue 6onee 0,8 %,;
1-KeToaHaANOr KETOpOJaKa
unidentified impurity / 0.01 % not more than 0.5 %; / e Gonee 0,5 %;
eIMHUYHas
HEeUAECHTUGMLIMPOBAHHAS
NpUMECh
total impurities / 0.1 % not more than 1.0 %. / ve 6osee 1,0 %.
cyMMa npumeceit
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [Tpoaykt cooTBetcTByeT Tpebosanusim HJJ 3akmouenne: OIOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Tonrorosneno: Ashish IMposepeno: Rama Mposepeno (AOK): Onobpena: Obecneyenue kauecTsa/OTBETCTBEHHOS

Kumar @g =

Kant
At

Ajay Kumar Srivastava

g °10) \Canimn

Date /

Jlata; 22.05.2026

Date /

Jlara: 22.05.2026

o

Hara: 22.05.2026

Date

/

Jlara:

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 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

CEPTUDOHUKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropoa® Dxenpece (keropoaak) TabiaeTkH, AHCHEPrupyembie B 10JI0¢TH pTa, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne G el O6beM cepun " 36,00,000 Tab

Analytical Report No/ - 040003410133 Date of Analysis / . 92.05.2026

AHAJIHTHYECKHIT oTUeT Ne ATa aHAJIH3A

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028

Jara nponssoacrea I'ogen no

Mfg. License No. / 17 p————

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

JuneH3ust Ne

Analysis performed according ND: / Anamu3 nposenen no HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Uucrpykuns yreepxaena: 21.04.2025

Page 6 of 11/ Ctp. 6 3 11
z.? Test / [Toka3aTens Results / PesynbTaThbl Specification / Hopma
8 Water content / 2.4 % Not more than 7.0 %. /
Copaepxanne BobI He 6onee 7,0 %.
9 Residual solvents / OcTaTounblie opraHnyeckye pacTBOPHTEH
Isopropyl alcohol / 11 pg/tab/ Not more than 350 pg/tab. /
H3omnponanon 11 Mxr B TabneTke He 6onee 350 mkr B Tabnerke.

Remarks : The Product confirms to ND/
IMpumeuanue: [Tpoaykr cooreercTeyer TpeboBansiM HJY

Conclusion : APPROVED /
3akaoyenne: OJIOBPEHO

Prepared by /
[Toarorosneno: Ashish

Kumar —@}h}

Checked by /
[Iposepero: Rama

Kant M (jﬁ

Checked by (AQA) /
[Iporepetio (AOK):
Ajay Kumar Srivastava

Y

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

o | 2400 [ O

Date /
Hara: 22.05.2026

Date /
Jata: 22.05.2026

Date /
Jlata: 22.05.2026

Date /
Jlarta:

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

CEPTUOPHUKAT AHAJIM3A

www.drreddys.com

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

Mpoaykr: Keropoa® Jxcnpece (keropoak) TaéieTku, ANCHEpriupyeMble B mojoctu pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne # YER01077 O6nbem cepun " 36,00,000 Tab

Analytical Repovrt No/ - 040003410133 Date of Analysis / . 22052026

AHaJHTHYECCKHH oTyeT No Jara anaausa

Date of Manufacture / - 05/2026 Date of Expiry / - 04/2028

JlaTa npounsBoacrsa Iopen xo

Mfg. License No. / MA number: /

IIpounsBoacTBeHHast : MNB/05/263 : : JII-Ne(004669)-(PI'-RU)
Homep PY

anuen3us Ne

Analysis performed according ND: / Auanus nuposeaen no HJ: JITI-N2(004669)-(PT'-RU)-190224

PIL version approved: / MucTpykuus yreepxkaena: 21.04.2025

Page 7 of 11/ Crp. 7 n3 11

1}? Test / Iloka3aTtesn Results / Pe3yibTaThl Specification / Hopma

10 Microbiological purity*/ Mukpo6uoJsiorndeckasi yucrora*

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

Count / o011iee YuCII0 ge 6onee 10° KOE/r;

a3pOoOHBIX MUKPO-

OpraHu3MoB

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

mold count / ob1uee yncio He 6onee 102 KOE/T;

IPOXOKEBBIX M [UIECHEBBIX

rpubor

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
OaHopoaHOCTD 54 IToxasarens npuemnemocty (4V) nomkeH ObITh
AO03HPOBAHHBIX eIMHHULL ’ He 6onee 15,0.

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

IMpumeuyanue: [IponykTt coorBeTcTBYeT TpeboBanusM HJ 3akmouenune: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[TonrotosneHo: Ashish [TpoBepeno: Rama IMposepeno (AOK): Onobpeno: Obecneuenne kauectsa/OTBETCTBEHHOE

Kumar —’M Kant @ dlﬁ

Ajay Kumar Srivastava

oy

o™\ 28008 \Cakdna

—

Date /
Jlata: 22.05.2026

Date /
Jara: 22.05.2026

Date /

Hara: 22.05.2026

Date /

Jlara:

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: L85195AP1984PLC004507
www.drreddys.cormn



Dr.Reddy’s ":'.

CERTIFICATE OF

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

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

ANALYSIS Tel : +91 98166 56001-02

CEPTHOUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Jxcenpece (keTtoposiak) TabaeTKH, JHCIEPIHPYeMbIe B 0J10¢TH pra, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne = SRR Oo6nem cepun " 36,00,000 Tab

Analytical Repourt No / - 040003410133 Date of Analysis / - 22.05.2026

AHanHTHYECKHIT oTueT Ne Jarta ananuza

Date of Manufacture / - 05/2026 Date of Expiry / . 04/2028

Jlata npousBoacTBa Tosxen 10

Mfg. License No. / MA number: /

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

Jnuen3us Ne

Analysis performed according ND: / Anann3s nposenen mo HJ;: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Unctpykuus yreepxaena: 21.04.2025

Page 8§ of 11/ Crp. 8 u3 11
i.f Test / [lokasaTennb Results / PesynbraTh! Specification / Hopma
12 Assay / KosimuecTBeHHoe 10.1 mg/ 10,1 Mr From 9.0 mg to 11.0 mg of
onpeaeneHue (100.8 %) CisHisNO3+C4H 1 NO;3 (ketorolac tromethamine)
" (from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9.0 Mr 1o 11,0 mr
CisHi3NO3*CsH NO: (keToponaka
Tpomeramud) (or 90,0 mo 110,0 % or
3a8BNEHHOrO KoJiHuecTsa) B TabneTke.
13 Butylhydroxyanisole 0.1021 mg/tab / Not less than 0.042 mg/tab. /
content / Conepxanue 0,1021 mr B TabneTke He menee 0,042 mr B TabseTke.
Oy TMJITMAPOKCHAHH30/12

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

Mpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBanusam HJJ 3akmiouenne: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Toarorosnexo: Ashish [Iposepeno: Rama [Tposepeno (AOK): Onob6peno: Obecneuerne kayecTsa/OTBETCTBEHHOE
Kumar Kant Mbuj, Ajay Kumar Srivastava ||nuuo 5404 (CO(A}: A

Date / Date / Date / N Date /

Hara: 22.05.2026 JlaTa: 22.05.2026 Jlara: 22.05.2026 JHara:

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: L.85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUHKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jkenpece (keroposiak) TabjieTKH, AHCHEPrUpyemMble B nojiocTy pra, 10 mr

Market / Poinox :Russia / Poccus

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

Cepusi Ne V2601077 , O6Bem cepun " 36,00,000 Tab

Analytical Repo:'t No/ . 040003410133 Date of Analysis / . 92052026

AHaJauTHYeCKHH oTyeT Ne Jara anananza

Date of Manufacture / - 05/2026 Date of Expiry / . 04/2028

Jara npoH3BoACTBA I'ogen no

Mfg. License No. / MA number: /

IIpousBoacTBeHHAs : MNB/05/263 : : JIII-N2(004669)-(PT-RU)
Homep PY

Jaunen3usn Ne

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

Page 9 of 11/ Crp.9m3 11

desiccant/HDPE) foil / (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnerox B
6muctepe w3 (MMA/AJI/IID ¢
grnaronornotTutenem/I[19BII)

donwru // (I13/AJT) donsru. Io
2 Onucrepa BMeCTe C JINCTKOM-

1;:) Test / ITokasaTesp Results / PesyabTaThl 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. 1 or 2

blisters with patient information leaflet in a
carton pack. / ITo 10 Tabnetox B Gnuctepe u3
(TIAJAJUITD ¢ snaronornoturenem/[T2BIT)
donsru // (TID/AJ1) donbru. Tlo 1 wunu 2
OnucTepa BMecTe C JIMCTKOM-BKIAjbILIEM B
NayKy KapTOHHYIO.

BKJIaAbIIEM B
KapTOHHYIO.

mauky

* When the drug product is released, the quality control for Microbiological Purity is performed for one batch in

every 20 batches or one batch per year whichever is more.

* TIpu BbITyCKe JIEKAPCTBEHHOr 0 MpenapaTa KOHTPOJIb KauecTBa Mo nokasaTeiio «Mukpobuonornyueckas
YMCTOTa» NPOBOANTCS [UTsl Kaxa0i 20-0i cepuu, MJIH 118t 0HOI CEPUH B IO, B 3aBHCHMOCTH OT TOF0, YTO

HACTYINHUT paHbIUE.

Remarks : The Product confirms to ND/
Ipumeuyanue: [IpoaykT coorBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IToarorosneno: Ashish

Checked by /
ITposepeno: Rama

Checked by (AQA) /
ITposepeno (AOK):

Approved by: Quality Assurance/Authorized person /
Onobpeyo: Obecneuenne kauecTsa/OTBETCTBEHHOE

Kumar Kant Lu;P'— Ajay Kumar Srivastava ||nuuo: ( ! X 1ol (COLA,? Vi
by — @,)\ bl £\

Date / Date / Date / Date /

Hara: 22.05.2026 Jara: 22.05.2026 Jlara: 22.05.2026 Hara:

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

CEPTHOUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jkenpece (keTopoJak) TabieTkH, AHCNeprupyemMbie B M0JI0CTH pTa, 10 Mr

Market / Poinox :Russia / Poccus

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

Cepus Ne i { V2601077 O0bem cepun © 36,00,000 Tab

Analytical Repo:‘t No/ - 040003410133 Date of Analysis / - 22052026

AnajaTuyeckuii oruer Ne Jlara aHamM3a

Date of Manufacture / - 05/2026 Date of Expiry / . 04/2028

JlaTa npou3BoacTBa I'oaen go

Mfg. License No. / MA number-: /

IIpou3BoACTBEHHAR : MNB/05/263 ou : - JITI-Ne(004669)-(PT-RU)
Homep PY

JanneH3ust No

Analysis performed according ND: / Ananu3s nposeaen no HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MUucrpykuus yreepaxaena: 21.04.2025

Page 10 of 11/ Crp. 10 u3 11

API name / Haumenosanue ADC:

Ketorolac tromethamine / Ketoponaxa TpomeTaMuH

INN / MHH:

Ketorolac / Ketoponax

API manufacturer batch number /
Homep cepun npouszBoaurens ADC:

ABSH006408, ABSH006409

FP Manufacturer API Batch number /
Howmep cepuu cyGcTaHIIHH IPOH3BOANTEIS
TJ®D:

FESA00588, FESA00589

API Manufactured by & country /
IIpouszsogutens ADPC, crpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Pennu'c Jlabopatopuc Jita., Uuaus

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

HaumenoBauue, agpec, JHIEH3H IS

| IIpouszBoacTBenHas muouaaka / Ilnomanka
KOHTPOJIA KavecTBa / Illomaaka BpInmycka

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 Pennu’c Jlabopatopuc Jlta., Unaus, [TpouzBoacTBeHHOe
noapazaeneune-6, Bunn. Kxons, Hanarapx Poya, baqnu, Jluctpukr
Comnan, X.I1., 173205, Unpus (inuensus 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 established».

Remarks : The Product confirms to ND/

IMpumeuanue: [Iponykt cooTBeTCTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akmwouenue: OJJOBPEHO

Prepared by /
[TonrorosaeHo: Ashish

Checked by /
[Tposepeno: Rama

Checked by (AQA) /
ITposepeno (AOK):

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

Kumar Kant _‘/ Ajay Kumar Srivastava (|nuuo: //,%..' LQ_Q \QO(A,? v
B — R P
. — —
Date / Date / Date / Date /
JlaTa: 22.05.2026 Hara: 22.05.2026 Hara: 22.05.2026 Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




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

Dr.Reddy’s “:’.

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxenpece (keTopoiak) Tab/ieTk, AHCHEPrUpyeMbIe B 0JOCTH pra, 10 mr
Market / Poinok :Russia / Poccust

Batch No / - V2601077 Batch Quantity / . 36,00,000 tab /

Cepns Ne ' Oo0bem cepuu " 36,00,000 Ta6

Analytical Repovrt No/ - 040003410133 Date of Analysis / - 22.05.2026

AHaJHTHYeCcKHI oT4HeT No Jara ananuza

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028

JlaTra npou3BoicTBa I'open po

Mfg. License No. / MA number: /

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

JuneH3us Ne

Analysis performed according ND: / Ananuz nposexen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Uncrpykuus yreepaxaena: 21.04.2025

Page 11 of 11/ Crp. 11 n3 11
3axino4yenne o coorsercTBuM: «HacTosmuM s MOATBEPXK/Al0, YTO NIPUBECHHAS BbIlIE HH(GOpPMAIKs SIBJIAETCS
JIOCTOBEPHOH M TOUHOH. DTa cepusl NPOJAYKUMH MPOU3BEJEeHa (BKIIOUYas YNaKOBKY (MapKHpOBKY) H KOHTPOIb
KayecTBa) Ha BBIIIEYKA3aHHON NPOM3BOJCTBEHHON IUIOM@aKke (IUIOMIAZKAX) B TOJHOM COOTBETCTBHH C
tpeboBanusamu IlpaBun Hajnexamed NPOM3BOACTBEHHON NPAaKTUKH EBpasHiicKOro 3KOHOMHYECKOTO C€OK3a M
TpeDOBAHUAMU KOHTPOJIS KayecTBa JIEKApCTBEHHBIX CPEJCTB, @ TAKXKE B COOTBETCTBHU CO CHEUUPHKAIUAMH,
COZEPXKAIMMHUCA B PETHCTPALIIOHHOM JIOChE CTPaHBI-UMIOPTEPA. 3aIMCH IO MIPOU3BOJICTBY, YITAKOBKE U AHAIM3Y
IIPOBEPEHBI, U YCTAHOBJIEHO UX COOTBETCTBHE TpeboBanuaM lIpaBui HajuleKaied IPOU3BOICTBEHHON MPAaKTHKU
EBpasniickoro s5K0HOMHYECKOI'O COI03a).

Remarks : The Product confirms to ND/
[Mpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
IMoarorosneno: Ashish
Kumar

-

Checked by /
ITpoBepeno: Rama
Kant

Bt

Checked by (AQA) /
[TporepeHo (AOK):
Ajay Kumar Srivastava

Approved by: Quality Assurance/Authorized person /
OpnobpeHo: Obecneuenue kayecTsa/OTBETCTBEHHOE

nuuo:w \Cori ™

Date /
JlaTa: 22.05.2026

Date /
Mara: 22.05.2026

ﬁflg,_

Jlara: 22.05.2026

Date /
JlaTa:

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



