








Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

www.drreddys.com

CEPTUPHUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxcnpece (keTopoak) TabaeTKH, JUCIEprupyemMbie B nojoctu pra, 10 mr

Market / PoiHOK :Russia / Poccus

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

Cepns Ne P V2001022 O0bem cepun ©36,00,000 Tab

Analytical Repog't No/ - 040003400326 Date of Analysis / - 20.05.2026

AHaJHTHYECKHH oTYeT Ne JaTa ananunza

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

Jara nmpousBoacTBa T'ogen go

Mfg. License No. / Ty —

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

JuneH3usi Ne

Analysis performed according ND: / Ananu3 nposenen nmo HJL: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UacTpyknusa yreepxaena: 21.04.2025

Page4 of 11/ Crp. 4 m3 11

1;.3 Test / [TokazaTesb Results / Pe3yabTaTbl Specification / Hopma
3 Average weight / Cpeauss 69.6 mg / 69,6 MT 67.2mg to 72.8mg (70.0mg + 4.0 %).
mMacca Ot 67,2 Mr go 72,8 mr (70,0 mr + 4,0 %).
18/20 tablets - not more than + 10 %;
Unitarmits ofwelskit # 2/20 tablets - not more than =+ 20 %.
Om ormuty of welg Complies / CooTBeTCTBYET 18/20 Ttabmetok — He ©Oomee =+ 10 %;
ARCPOIHDCEL MACLH 2/20 Tabnerok — He Gonee + 20 %.
4 Disintegration time /
Pacnapaemoctsh ‘
00 min 19 sec / 00 muH 19 cek Not more than 3 min. / He Gonee 3 muH.
5 Dissolution / PacTBopenue Unit-1/ Ta6n-1 100 % Not less than 75 % (Q) of CysH13NO3*C4H;1NO3
. (ketorolac tromethamine) in 15 min. / He Menee
. 0
Unit-2 / Tabn-2 100% | 759 (Q) CisHiNO3C4H;NO; (keToponaka
Unit-3 / Ta6n-3 100 % TpOMETaMuUH) yepe3 15 Mun.
Unit-4 / Tabn-4 100 %
Unit-5 / Tabn-5 100 %
Unit-6 / Tabn-6 100 %

Remarks : The Product confirms to ND/

IMpumeuanue: [Ipoayxr coorBeTcTBYET TpeboBanmsaM HJJ

Conclusion : APPROVED /
3akaouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Tonrororneno: Pravesh ITposepeno: Pardeep |[ITposepeno (AOK): Onobpeno: Obecneuenne kauecTsa/OTBETCTBEHHOE
Rana Kumar Amit Kumar JTMLIO: SNV A )\)l
of/ /\“,f\_,
Date / Date / Date / Date / W
Hara: 20.05.2026 Hara: 20.05.2026 Hara: 20.05.2026 Jlata:
Hegisiered Oice: B8-2-337, Road No. 3, Banjara 3 = T, i

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

CEPTUDPUNKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkenpece (KeTopoaak) Tab1eTKH, AMCIEePrupyeMblie B moJiocTH pTa, 10 mr

Market / Peinok :Russia / Poccus

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

Cepus Ne " 2601022 O6beM cepun " 36,00,000 Tab

Analytical Repovrt No/ . 040003400326 Date of Analysis / - 20.05.2026

AHanuTHYeCKHH oT4YeT Ne JlarTa ananusa

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

JlaTa npou3BoacTBA T'onen no

Mfg. License No. /

IpousBoACTBEHHAS - MNB/05/263 A mnler: J - JIII-Ne(004669)-(PT-RU)
Homep PY

Junensus Ne

Analysis performed according ND: / Anann3s nposenen no HJ/I: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Mucrpyknus yreepxaena: 21.04.2025

Page S of 11/ Crp. Su3 11

1;.? Test / lokazaTens Results / PesynapTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a 710 um
HMucnepcHocTh sieve is formed. / OOpa3yercs oaHOpoaHAS
CYCIIEH3Us, INpOXOoJAllas CKBO3b CHUTO C
pazMepoM oTBepcTuit 710 MKM.
7 Impurities / Ilpumecu

1-hydroxy analog of
ketorolac: /
1-rupoKcHaHanor

Below LOD (1.LOD = 0.0010 %) /
Hixe nipeaena o0HapyKeHus

(TITO = 0,0010 %)

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

KeTopoJiaka
1-keto analog of ketorolac / 0.06 % not more than 0.8 %; / He 6onee 0,8 %;
1-keToaHanor KeTopoaaka
unidentified impurity / 0.01 % not more than 0.5 %; / ve Gonee 0,5 %;
eAMHUYHAs
HeuAeHTUDUIPOBAHHAS
NPUMECh
total impurities / 0.1% not more than 1.0 %. / He Gosee 1,0 %.

CyMMa IpumMeceit

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

ITpumeuanne: IIpoaykt cooTBeTcTBYET TpeboBanusam H/J 3axmouenue: OJOBPEHO

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

[Monroroeneno: Pravesh [Mposepeno: Pardeep ||IIpoeepeno (AOK): Onobpeno: Obecneuenne kauectsa/OTBETCTBEHHOE

Rana 4 Kumar q__\_ﬁ_”_ Amit Km{ar JIHLIO: < M ' VAN ‘

Y
Date / Date / Date / Date / / - W
Jara: 20.05.2026 Jara: 20.05.2026 Hara: 20.05.2026 Hara; i a ()ﬂ
REgsETeD OfficeT 8-2-337, Tt 403, Darjarg Hiis, TTygerauad — JOU0oeT, e g, s

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

CIN: L85195AP1984P1.CO04507
www.drreddys.com




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

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

Dr.Reddy’s Q_‘:‘

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykt: Keroposn® Jxcnpecce (keTopoJiak) TaGIeTKH, AHCHEPrHPYeMble B 0J0CTH pTa, 10 Mr

Market / PpiHOK :Russia / Poccus

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

Cepust Ne } vabllua O0nem cepun " 36,00,000 Tab

Analytical Repovrt No/ - 040003400326 Date of Analysis / . 90.05.2026

AHaJHTHYECKHH oTUeT No JlaTa ananuza

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

JlaTa mpousBoacTBa T'onen no

Mfg. License No. / MA number: /

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

JineH3us Ne

Analysis performed according ND: / Ananaus nposeaen mo HJI: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / UucTpykuns yrepxaena: 21.04.2025

Page 6 of 11/ Crp. 6 m3 11

i.? Test / [lokazaTesb Results / PesynbsTaTh! Specification / Hopma

8 Water content / O 19% Not more than 7.0 %. /
ConepxaHue BoabI He 6onee 7,0 %.

9 Residual solvents / OcTaTouyHble opraHuyecKue pacTBOPUTENH
Isopropyl alcohol / 5 pg/tab/ Not more than 350 pg/tab. /
H3onponanon 5 Mxr B TabieTKe He 6osee 350 Mxr B TabneTke.

Remarks : The Product confirms to ND/

Ipumeyanne: IpoxykT cooTBeTCTBYET TpebGoBanuAM HJI

Conclusion : APPROVED /
3akawdenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[NonrotosneHo: Pravesh [Tposepeno: Pardeep  ||TIposepeno (AOK): Opnobpeno: Obecneuenne kayecTBa/OTBETCTRBEHHOE
Rana Kumar Amit Kumar SMLLO: ﬂ JuUpM )

s / = -u'_ﬂ "
Date / Date / Date / Date / Q_/U( ) w
Hara: 20.05.2026 Hata: 20.05.2026 Jara: 20.05.2026 Hara: m e ()/O

Repistered OHice: 8-2-337, Road NO. 3, Banjara A5, Ayderaoad - SUU0ST, Telangarid, it

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 ‘_’.’

CERTIFICATE OF ANALYSIS

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

www.drreddys.com

CEPTUOPUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopon® Dxcnpece (keroposak) TabiaeTk, AHCIeprupyemMble B 010CTH pTa, 10 Mr

JHHEeH3us Ne

Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / _36,00,000 tab /
Cepust Ne { Wag01022 O6bem cepuu " 36,00,000 Tab
Analytical Repog‘t No/ - 040003400326 Date of Analysis / - 90.05.2026
AHanHuTHYeCKHH oTUeT No JlaTa ananusa
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JlaTa npou3BoacTBa Togen o
Mfg. License No. /

. MA number: / . .
IIpousBoacTBEHHAS : MNB/05/263 Howmep PY : JII-Ne(004669)-(PT-RU)

Analysis performed according ND: / Ananu3 nposegen mo H/I: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UucTpyknust yreep:kaena: 21.04.2025

Page 7 0f 11/ Crp. 7n3 11

1}00 Test / Iloka3aTesb Results / PesyabTaThl Specification / Hopma

10 Microbiological purity*/ Mukpo6uonoruyeckas uucrora*

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

Count / of1uee 4ucao He 6onee 10° KOE/T;

a3pOOHBIX MUKPO-

OpTraHU3MOB

Total Combined Yeast and NA not more than 10> CFU/g; /

mold count / o6liee yucno He 6onee 102 KOE/T;

JPOKIKEBBIX U TIECHEBBIX

rpuboB

Escherichia Coli NA shell be absent in 1 gram. /
oTcyTCcTBME B 1 T.

11 Uniformity of dosage units / Acceptance value (4V) not more than 15.0
OaHopoaHOCTB 47 ITokazarens npuemneMocTu (AV) nomxeH ObITH
NO3UPOBAHHBIX eMHHL ' He 6onee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeyanue: [TpoayxT cooTBeTCTBYET TpeboBanuaM HJY Zaknwyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[ToaroroieHo: Pravesh I[Tposepeno: Pardeep  ||[IpoBepeno (AOK): Onobpeno: OGecneyenne kayectsa/OTBETCTBEHHOS
Rana Kumar Amit Kumar JIHLO: Sinvan|
=] M A
L -

Date / Date / Date / Date / = S
Jata: 20.05.2026 l|Hara: 20.05.2026 Jlata: 20.05.2026 Hara: /)/)/O/@q 0

— Registered Office; 8-2-337, Road MNo. 3, Banjara HITs, Hyderabad - 500034, TElangdra, HaTaiE] —

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 : 491 98166 56001-02

CEPTUDPUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keroposn® Dkenpecc (keToposax) TabaeTku, AHCIeprupyemMble B NoJ10CTH pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne g vashinas O0bem cepuu © 36,00,000 Tab

Analytical Repo:‘t No/ - 040003400326 Date of Analysis / - 20.05.2026

AHanuTHYecKui oTyeT No Jara ananausa

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

JaTta npou3BoacTBa T'ogen no

Mfg. License No. / MA number: /

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

JuneH3us Ne

Analysis performed according ND: / Ananu3 nposeaen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Uacrpykuus yrBepxaena: 21.04.2025

Page 8 of 11/ C1p. 8 m3 11

2‘00 Test / [lokasaTeb Results / PesyabTaTnl Specification / Hopma
12 Assay / KosinuecTBeHHOe 10.0 mg / 10,0 Mr From 9.0 mg to 11.0 mg of
omnpenenenue (100.1 %) C1sH13NO3+C4Hi NOs (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 Mr 1o 11,0 Mr
Ci5Hi3NO3+C4H| | NO3 (keToponaka
TpometamMuH) (o 90,0 mo 110,0 % or
3asBNE€HHOIO KOJIMYECTBA) B TabNETKE,
13 Butylhydroxyanisole 0.0965 mg/tab / Not less than 0.042 mg/tab. /
content / CoaepxaHue 0,0965 mr B Tabnerke He menee 0,042 mr B TabreTke.
OYTHAMAPOKCHAHHN30J12

RemarKks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Ipomykt cooTBeTcTBYET TpeboBaHuAM HJL 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IMonrorossneno: Pravesh [Tpoeepeno: Pardeep  ||[Tposepero (AOK): Onobpeno: Obecneyenne kayectsa/OTBETCTBEHHOE
Rana Kumar Amit Kumar NHLO: SN M)
1 QL——-—('_ L
' ()

Date / Date / Date / Date / k WM A2
Tlata: 20.05.2026 Jlara: 20.05.2026 || Tara: 20.05.2026 Jlara: N A0 ng W

Registered Ofice: 8-2-337, Roaa Mo. 3, Banjara A, Hyaeraoad -?mﬁmmna, ot 7

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

CERTIFICATE OF ANALYSIS .y drreddys.com

CEPTH®HUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Jxenpece (keroposnak) TabieTku, Aucneprupyembie B oocTu pra, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne R O0bem cepun " 36,00,000 Tab

Analytical Report No / . Date of Analysis / .

AHanuTHYecKHH oTuer No FOA0005400326 Jara ananansa | SRt

Date of Manufacture / : Date of Expiry / )

JlaTa npou3BoAcTBa 2026 I'open no 7 1512028

Mfg. License No. / MA ber: /

TIpon3BoACTBEHHAs : MNB/05/263 ol JITI-Ne(004669)-(PT-RU)
Homep PY

JIHIeH3Hs1 Ne

Analysis performed according ND: / Anann3 nposexen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Mucrpykuus yrsepxaena: 21.04.2025

Page 9 of 11/ Crp. 9 m3 11

Onucanne YnaxkoBKH

(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / ITo 10 Tabnetok B
onucrepe u3z (MA/AJI/IID ¢
sraronornorurenem/I12BIT)
thonsru // (IT/AI) donsru. Io
2 Gnucrepa BMECTE C JIMCTKOM-
BKJIAZIBIILIEM B nayky
KapTOHHYIO.

o Test / [Toka3zaTenas Results / PesyabTaTh! Specification / Hopma
Ne
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with

desiccant/HDPE) foil // (PE/AL) foil. 1 or 2
blisters with patient information leaflet in a
carton pack. / Tlo 10 Tabnerok B Gaucrepe u3
(IMA/AJU/TID ¢ BaaromornotuteneM/ITOBIT)
¢donern // (TID/AJ) doneru. Mo 1 wmmm 2
Onucrepa BMECTe ¢ JMCTKOM-BKIAibIIlIEM B
Na4yKy KapTOHHYIO.

* When the drug product is released, the quality control for Microbiological Purity is performed for one batch in
every 20 batches or one batch per year whichever is more.
* [Ipu BbIyCKe IeKAPCTBEHHOr0 MpenapaTa KOHTPOJIb KayecTBa 1o nokasarento «Mukpobnonoruyeckas
YUCTOTA» NMPOBOANTCH AJTs kaxuaoit 20-0ii cepuu, MK 1A OJHON CepUH B roji, B 3aBUCHMOCTH OT TOr0, YTO
HACTYIUT paHbLUe.

Remarks : The Product confirms to ND/

Ipumeuanne: [Ipoaykr coorBercTBYeT TpebGoBanusaM HJJ

Conclusion : APPROVED /
3akmouenie: OJJOBPEHO

Prepared by /

IMoarotosaeHo: Pravesh

{ Kumar
OL—7“

Rana

Checked by /

=

Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Tposepeno: Pardeep ||[Tpoepeno (AOK): OnobpeHo: ObecneyeHue kauectBa/OTBETCTBEHHOE

Amit 7<nar JIHLO: Sm vpr|

Date /
Jlata: 20.05.2026

Date /
Jara: 20.05.2026

Date /
Jlata: 20.05.2026

AERLIETEUUINITE. 6727 357, Roar o, T GG TS, TiyaeTauaT

Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: man@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
Tei : +91 98166 56001-02

www.drreddys.com

CEPTUDPUKAT AHAJIU3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Kertopoa® Dxenpece (keTtopoaak) TabieTku, AHCHEPrupyeMble B 0J0CTH pra, 10 Mr
Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / . 36,00,000 tab /
Cepns Ne } V2601022 O6bem cepuu " 36,00,000 tab
Analytical Repo:‘t No/ - 040003400326 Date of Analysis / . 20.05.2026
AnaantTiHyeckuii oryer Ne Jlata ananm3sa
Date of Manufacture / - 04/2026 Date of Expiry / . 03/2028
Jara npounsBojacrsa I"open 10
Mfg. License No. / MA number: /
IlpousBoacTBeHHast : MNB/05/263 ’ : JIII-Ne(004669)-(PT-RU)
Howmep PY
JHnensus Ne 7 7
Analysis performed according ND: / Ananu3 nposenen mo HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Mucrpykuns yreepxaena: 21.04.2025

Page 10 of 11/ Crp. 10 m3 11

API name / Haumenosanue A®PC:

Ketorolac tromethamine / Keroponaka tpomeramux

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /

I'Jid:

Homep cepun npouszsoantess ADC: SO
FP Manufacturer API Batch number /
Howmep cepun cyOcTaHunH NPOH3BOAUTE/IS FESA00588

API Manufactured by & country/
IIpouspoaurens A®C, crpana:

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

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

HaumenoBanue, agpec, JHUEH3HS JJIs
IIpon3soacrBenHas miromanka / Ilnomaaka
KOHTpOJs KauecTBa / Ilnomaaka 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 Pennu’c Jlaboparopuc JIta., Unmus, [IpousBoactBeHHOe
noapasnenenue-6, Bunn. Kxons, Hanarapx Poyn, bannu, Jucrpuxr
Conan, X.IL, 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,
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 /
IMpumeuanne: [TpoaykT coorBeTcTBYET TpeboBanusM H/J 3axmwuenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
Iloarorosneno: Pravesh [Tposepeno: Pardeep  [|ITposepeno (AOK): Onobpeno: Obecneyenre kauectBa/OTBETCTBEHHOE
Rana Kumar Amit Kumar JTHLO! SNV AN
o, S =
Date / Date / Date / Date /
Hara: 20.05.2026 Jara: 20.05.2026 Jara: 20.05.2026 Jlara:

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500U34, Tefangand, naia
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. Sofan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

www.drreddys.com

CEPTUO®UKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropoa® Jxcnpece (keToposiak) TabaeTkn, AncneprupyemMbie B MOJIOCTH pTa, 10 mr

Market / Poinok :Russia / Poccus

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

Cepust Ne R ¥2600022 Obs.em Gepun * 36,00,000 Ta6

Analytical Report No / < Date of Analysis / )

AnajnTHYecKH# oTyeT No /040003490326 JlaTa anann3a # 201052926

Date of Manufacture / . Date of Expiry / .

Jlata npousBoacTBa g s I'omen o & 1562025

Mfg. License No. / MA ber: /

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

aunensus Ne

Analysis performed according ND: / Anuanus nposeaen mo HJ: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Mucrpykuuns yreepxuena: 21.04.2025

Page 11 of 11/ Crp. 11 m3 11

3axiouyenue o coorsercTeuM: «HacTosmmm s NOATBEPKIAIO, YTO NPHBEJCHHAS BbIle HHYOPMALHS SBISETCS
NOCTOBEPHOM M TOYHOH. DTa Cepust MPOAYKIMHU Npou3BejieHa (BKIIOYas yNakoBKY (MapKHpPOBKY) H KOHTPOJb
KayecTBa) Ha BbIIEYKA3aHHON NpPOM3BOACTBeHHOM miomanke (IJIOIIAAKAX) B IIOJIHOM COOTBETCTBHU C
TpedoBanusamu llpaBun Hamrexauel nMpou3BOJACTBEHHOM MpakTHKA EBpasHiicKOro 3KOHOMMYECKOTO €OI03a M
TpeOOBaHUSAMH KOHTPOJIS KauecTBa JEKApCTBEHHBIX CPEACTB, a TAK)XKE B COOTBETCTBHH CO CHEeLH(UKALHIMM,
COIEPXKAIUMHUCS B PETHCTPAIMOHHOM JIOChE CTPaHBI-UMIIOpTEpa. 3alUCH IO MPOH3BOJICTBY, YIIAKOBKE U aHAIH3Y
HPOBEPEHB], ¥ YCTaHOBJIEHO HX COOTBETCTBHE TpeboBaHUAM [IpaBui Hajsexamed MPOU3BOACTBEHHON MPAKTHKH
EBpa3suiickoro 5K0HOMHYECKOT0 CO03a.

Remarks : The Product confirms to ND/
Ipumeuanue: IIpogykT cooTseTcTBYeT TpeboBanusM HJI

Conclusion : APPROVED /
Zakmouenne: OJJOBPEHO

Prepared by /
[loarotorneno: Pravesh

Rana 1

Checked by /

Kumar

Checked by (AQA) /

[Tposepeno: Pardeep |[[Tposepeno (AOK):

Amit Kumar

4 [T

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecrieuenue kauectea/OTBETCTBEHHOE

JIHLLO: §L”U A }u , |

Date /
JlaTa: 20.05.2026

Date /

Date /

Jara; 20.05.2026 JHara: 20.05.2026

Date /
JlaTa:

“Registered Oilice: 8-2-337, Road NO. 3, Banara [TS, Ay0eravat - 00054, Tetangantd, o
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com



