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

CEPTUDPUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxt: Keropoa® Jkcnpecc (keToposiak) TabieTKH, JUCIEPrupyemMble B M0J0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne : Van0120d O6BbeM cepun ©36,00,000 Tab

Analytical RepOft No/ - 040003429644 Date of Analysis / . 09.06.2026

AHaJIHTHYecKHH oT4yeT Ne JlaTa aHajausa

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

JaTa nmponssoacTBa T'ogen oo

Mfg. License No. / MA number: /

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

JHIeH3us Ne

Analysis performed according ND: / Anann3 nposenen mo H/L: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Mncrpykuus yreep:kaena: 21.04.2025

Page1of11/Crp.1m311

No g ;
No Test / [lokazaTensn Results / Pe3ynabTaThl 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. / Kpyrisie mnockune
side. / Kpyrasie niockue TabneTkH ¢ (ackoii, CBETIIO-KENITOrO LBETa €
TabneTku ¢ dackoi, cBETNO- rpaBUpPOBKOM «l» HA OMHOIL CTOpOHE.
JKEJITOTO LIBETa C FPaBUPOBKOI
«l» Ha OHOH CTOpOHE.

2 Identification / UpenTudnkanus

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-
CIIEKTPHI [IOITIOLLEHHS HCOBITYEMOr0 PacTBOPa U
pacTBOpa CTaHAAPTHOro ofpasua KeToposaka
TPOMETaMMHa OJMKHBI UMETh MAKCHMYMBI TIPH
OHOH U TOH e ANuHe BOMHbI (£ 2 HM).

Remarks : The Product confirms to ND/
IIpumeuanue: [IpoxykT cootBeTcTBYET TpeboBanusmM HJT

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[ToarotosneHo: Vishal [TposepeHno: Pravesh  ||[IposepeHo (AOK): Onobpeno: Obecnevenne kauecTsa/OTBETCTBEHHOE
Sharma Rana Amit Kumar m-iuoqg!; 104 \coah

8 e (A

. ;i i el A
Date / Date / Date / Date / ‘ L O
Hara: 09.06.2026 JHata: 09.06.2026 Hara: 09.06.2026 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: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q,‘:‘

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

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

CERTIFICATE OF ANALYSIS  Tel: +91 98166 56001-02

CEPTUOUKAT AHAJIM3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxenpecc (keropoJiak) TabaeTKu, IUCIEPrupyeMbie B MOJIOCTH pTa, 10 Mr

Market / PpiHoKk :Russia / Poccus

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

Cepust Ne ) V26012097 Oo6Bem cepun " 36,00,000 Tab

Analytical Repourt No/ . 040003429644 Date of Analysis / - 09.06.2026

AHaauTH4ecKHil oTyeT Ne JlaTa anajin3a

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

JaTa npou3BocTBa TI'ogen go -

Mfg. License No. / MA number: /

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

Junensus Ne

Analysis performed according ND: / Ananuns nposeaen mo H/I: JIII-Ne(004669)-(PI-RU)-190224
PIL version approved: / Uncrpykuus yreepxaena: 21.04.2025

Page 2 of 11/ Ctp. 2 n3 11

No
Ne

Test / IlokazaTenanb

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 ynepXupaHHA OCHOBHOrO MHKa Ha
XpoMaTorpaMmmMe UCOBITYEMOIO  pacTBopa
[IOJDKHO COOTBETCTBOBATH BpEMEHHU
yIEepPKHBaHUS OCHOBHOTO nuKa Ha
XpoMaTorpaMMe€  pacTBopa  CTaHOApTHOTO
ofpaslia KeToponaka TpomeraMuHa (paszen
«Komn14ecTBEHHOE OMpeAeIeHUE»).

RemarKks : The Product confirms to ND/

IIpumeyanue: [IpoaykT cooTBeTcTBYET TpeboBaHUAM HJI

Conclusion : APPROVED /
3akmoyenne: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Toarorosneno: Vishal ITposepeno: Pravesh  |[[Ipoeepeno (AOK): Onobpeno: Obecneuenne kayectsa/OTBETCTBEHHOE
Amit K : ¢
Sharma & Rana j i ur/n\ar . THLO ) M \carim %wa
— () b 1
i — /\) Y @,’Lb
Date / Date / Date / Date / S
Hara: 09.06.2026 Jata; 09.06.2026 Jlara: 09.06.2026 Jlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 4971 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €3¢

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

CEPTUOPUKAT AHAJIU3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykt: Ketopon® Dxcnpecc (keTopoJiak) Tab/aeTKH, AHCIEPIHPYeMbI€e B OJIOCTH pTa, 10 Mr

Market / PoiHOK :Russia / Poceus

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

Cepus Ne Wb O6beM cepun © 36,00,000 Tab

Analytical Repourt No/ . 040003429644 Date of Analysis / - 09.06.2026

AHanHTHYECKHIi oTueT Ne JlaTa aHaau3a

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

JlaTa npon3BoACTBA Togen g0

Mfg. License No. / NTA Tiithers /

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

Junensus Ne

Analysis performed according ND: / Auamu3 nporeaen mo HJI: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / MucTpyknns yrBep:kaeHa: 21.04.2025

Page 3 of 11/ Ctp. 3 u3 11

Results / Pe3yabTaThl

Specification / Hopma

No Test / [TokaszaTean
No
Butylhydroxyanisole /
Bymuneudpoxcuaruzon

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). /
BpeMmeHa YACPXKUBAHUS NUKOB 2-
OyTHArHIpOKCUAHU30JIA u 3-
OYTHITHIPOKCHAHU30/IA HA  XpOMAaTorpamMme
UCTILITYEMOTO pacTeopa JOJDKHBI
COOTBETCTBOBATh  BpPEMEHAM  yIEP)KHBaHUS
nuKoB  2-OyTwirnapokcuaHuzoma  u - 3-
OYTUITHIPOKCUAHHM30JI2 Ha  XpoMarorpaMme
pactBopa CTaHAAPTHOTO obpasua
Syrunrunpokcuanuzona (pasgen «CoaepkaHue
OYTWITHIPOKCUAHH30JIAY).

Remarks : The Product confirms to ND/

Ipumeyanue: IIpoaykT cOOTBETCTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akawyenne: OJJOGPEHO

Prepared by /

Checked by /

[Moaroroeneno: Vishal [TposepeHo: Pravesh

Sharma ;

Rana 1

Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Tposepeno (AOK): Onobpeno: Obecnevene kavyecrsa/OrBeTcTBeHHOE

Amit Kumar JTHLLO: (}%E; Lo \Carswm
N a2
7 == e \_¢2) ,ﬁ/ov_ﬁg

- =

Date /
Hara: 09.06.2026

Date /
Hara: 09.06.2026

Date / Date

/ T g

Hara: 09.06.2026 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 ‘.‘:'.

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
CEPTUPUKAT AHAJIM3A  www.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkcnpece (keTroposiax) Tab/eTku, AucneprupyeMblie B M0JI0CTH pra, 10 Mr
Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / . 36,00,000 tab /
Cepus Ne & V0 O6bem cepun " 36,00,000 Tab
Analytical Repovrt No/ . 040003429644 Date of Analysis / - 09.06.2026
AHanuTHYecKHnii oTyer No JlaTta anajiu3za
Date of Manufacture / . 05/2026 Date of Expiry / - 04/2028
JlaTa npou3BojacTBa Togen go
Mfg. License No. / MA nusnber: #
IIpousBoacTBREHHAS : MNB/05/263 ) : JIII-Ne(004669)-(PI'-RU)
Homep PY
Jnnen3us Ne
Analysis performed according ND: / Ananus nposeaen mo HJI: JIII-Ne(004669)-(PT"-RU)-190224
PIL version approved: / Mucrpykuus yrBepagiena: 21.04.2025

Page 4 of 11/ Crp. 4 u3 11

1;.2 Test / [TokazaTens Results / Pe3yJsibTaThl Specification / Hopma
3 Average weight / Cpeansas 70.1 mg /70,1 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 %;
Unif i ot 2/20 tablets - not more than + 20%. /
Om ormity of weig Complies / CoOTBETCTBYET 18/20 Tabnetok — we Gomee =+ 10 %;
AHOPOAHACTE: MACCEL 2/20 Tabnerox — He Gosee = 20 %.
4 Disintegration time /
PacnagaeMocTb
00 min 17 sec / 00 mun 17 cek Not more than 3 min. / He 6onee 3 MUH.
5 Dissolution / PacTBopenue Unit-1/ Tabn-1 103 % Not less than 75 % (Q) of CysH13NO3*C4H,(NO;
) (ketorolac tromethamine) in 15 min. / He mMenee
2 i 0
Unit-2 / Ta62-2 101% | 750, (Q) CisH;sNOs*CHyNO; (keToponaka
Unit-3 / Ta6n-3 101 % TpOMETaMMH) uyepe3 15 MuH.
Unit-4 / Ta6n-4 102 %
Unit-5 / Tabn-5 102 %
Unit-6 / Taba-6 101 %

Remarks : The Product confirms to ND/

Ilpumeuyanne: [Iponykt cooTBeTcTBYET TpeboBanusM HJL

Conclusion : APPROVED /
3aknwuenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IToaroroeneno: Vishal [Tposepeno: Pravesh  ||[Tposepeno (AOK): Onobpena: Obecneuenne xavecTsa/OTBETCTBEHHOE
Sharma Rana Amit Kumar muo: <! \Corswn
B A o)
B s LL b
Date / Date / Date / Date / N BT AR
Hata: 09.06.2026 Jlata: 09.06.2026 Jlara: 09.06.2026 JlaTa: 7

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ‘f:‘.

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

CEPTUOUKAT AHAJIU3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoayxT: Keropoa® Ixcnpece (keTopoJak) TabieTka, JCIiePrupyemMble B M0JI0CTH pTa, 10 Mr

Market / Poiok :Russia / Poccus

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

Cepus Ne £ V2601209 O6beM cepun " 36,00,000 Tab

Analytical Report No/ - 040003429644 Date of Analysis / . 09.06.2026

AHATHTHYECKHH oT4eT Ne JlaTa anaau3za

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

JlaTa npousBoacTBa TI'onen g0

Mfg. License No. / VA niitibers #

IIpou3zBoacTBeHHAas! : MNB/05/263 H ¥ : JIII-Ne(004669)-(PT-RU)
omep PY

JuueHzus Ne

Analysis performed according ND: / Ananun3s nposenen no HJ/I: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uucrpykuus yreepaxaena: 21.04.2025

Page Sof 11/ Crp. Sm3 11

No

N Test / ITokasaTenb Results / PesyabTaThi Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a 710 um
JducnepcHocTb sieve is formed. / OO6pa3syercs omgHOpOOHAS
CYCNEH3Us, [POXOAAINAA CKBO3b CUTO C
pasMepom oTBepCcTUi 710 MKM.
7 Impurities / IIpumecu

1-hydroxy analog of Below LOQ (LOQ = 0.0032%) / | not more than 0.5 %; / ne Gonee 0,5 %;
ketorolac: / Hmke mpegena  KOJIMYECTBEHHOTO

I-FI/IHPOKCHHHHJIOI" onpenenenus (IIKO = 0.0032%)

KETOpoJiaka

1-keto analog of ketorolac / 0.07 % not more than 0.8 %; / ne Gosee 0,8 %;
1-KeTOaHaNor KeToposaka

unidentified impurity / 0.02 % not more than 0.5 %; / He Gonee 0,5 %,;
eMMHUYHAS

HeuAeHTUOUIIUPOBaHHAS

IpUMeECh

total impurities / 0.1 % not more than 1.0 %. / He Gonee 1,0 %.

CcyMMa npumecei

Remarks : The Product confirms to ND/

IMpumevanue: [Iponykt cooTBeTCTBYET TpebopaHuaM HJL 3axiouenne: OJJOBPEHO

Conclusion : APPROVED /

Prepared by /

Checked by /

[ToaroTossieHo: Vishal [TpoeepeHo: Pravesh

Sharma & Rana ¢

Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[Tposepeno (AOK): Onobpeno:Qfecneyenne kayectBa/OTBETCTBEHHOE

Date /

Date /

Hata: 09.06.2026 Hara: 09.06.2026

Amit Kumar AHLO: | ww W A
N AT
= L& .?e{_",,g_
Date / Date / S B /,)/OV

Hara: 09.06.2026 Hara: P

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 : 491 98166 56001-02

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkenpece (keToposiak) TabieTkH, fHCOEprupyemMble B MOJOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne § V2601209 O0beM cepun " 36,00,000 Tab

Analytical Repovrt No/ - 040003429644 Date of Analysis / . 09.06.2026

AnanuTHyeckuii oTuer Ne Jarta ananun3a

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

JaTa npon3BoicTBa I'onen 10

Mfg. License No. / T —

IlpousBoacTBeHHast : MNB/05/263 H ) : JITI-N2(004669)-(PT-RU)
omep PY

JHueH3us Ne

Analysis performed according ND: / Ananu3 nposeaen mo H/I: JII-Ne(004669)-(PT-RU)-190224
PIL version approved: / UncTpykuus yreepxaena: 21.04.2025

Page 6 of 11/ Crp. 6 n3 11

iﬂo Test / ITokazaTeib Results / PesyabTaThbl Specification / Hopma

8 Water content / 25% Not more than 7.0 %. /
Copepskanue BOAbI He 6Gonee 7,0 %.

9 Residual solvents / OcTaTouHble OpraHHYecKHe PaCTBOPHTEIH
Isopropyl alcohol / 9 ug/tab/ Not more than 350 pg/tab. /
H3zonponaHon 9 MKr B TabneTke He 6onee 350 Mkr B TabneTke.

Remarks : The Product confirms to ND/

ITpumeuanue: Iponykt cooteeTcTBYET TpeGoBaHUsIM HJT

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[ToxrorosieHo: Vishal [Tposepeno: Pravesh  ||[Iposepeno (AOK): Oﬂoﬁ%ﬁecneqemie KauecTBa/OTBETCTBEHHOE
b4 . b (o)

Sharma m Rana Amit Kumar N THLO: ’”BL]’ m kCDVL/) i })@

o . b

,// _ /;) ,/4,0)/0 g2

Date / Date / Date / Date / I T /yu F
Hara: 09.06.2026 Jara: 09.06.2026 JlaTa: 09.06.2026 Hata: a

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




Q.. Dr. Reddy's Laboratories Ltd.
Y °® Formulation Unit-6
Dr. Reddy S L Vill. Khol, Nalagarh Road, Baddi,
Distt, Solan, H.P,, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel:+91 98166 56001-02
CEPTUOUKAT AHAJIM3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkenpece (keToposiak) TaberKu, JUCHEprupyemMble B I0J0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepusi Ne 2 V2001200 O6bem cepuu " 36,00,000 Tab

Analytical Report No / © 040003429644 Date of Analysis/ . 49 46 2996

AHanuTHYecKHil oTueT Ne Jara anaaunza B

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

JaTa npoM3BoaCTBA Topen no

Mifg. License No. / MA ber: /

TIpou3BoACTBEH AS : MNB/05/263 namoer: : JII-No(004669)-(PT-RU)
Homep PY

JHIeH3us1 Ne

Analysis performed according ND: / Anann3 nposegen no HJ/I: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / UncTpykuusi yreepxaena: 21.04.2025

Page 7 of 11/ Crp. 73 11

NN:) Test / [TokazaTenb Results / PesyabTaThl Specification / Hopma

10 Microbiological purity*/ Mukpoounosiornyeckas yncrora*

Total Aerobic Microbial NA not more than 103 CFU/g; /

Count / obwee 4ucio He 6onee 10° KOE/T;

a3pOOHBIX MUKPO-

OpraHu3MoOB

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

mold count / ob1ee unciao ge 6onee 102 KOE/r;

JPOMOKEBBIX M TUIECHEBBIX

rpuboB

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
OanopoaHocTh 11.0 ITokazarens npuemneMocTu (4V) nojxeH ObITh
A03HPOBAHHbIX €HHHUL] ’ He 6onee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED / -
INpumeuanne: IlponykT cooTBeTCcTBYET TpeboBaHusM HJ 3axknouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[NoarorosneHo: Vishal [Tporepeno: Pravesh  [[[Ipoepero (AOK): Onobpeno: Qbecnevenue kauectBa/OTBETCTBEHHOE
Sharma Rana Amit Kumar JILO: B o
@/ ;f /\ 1o o,
N )

' — ) gﬁb A
Date / Date / Date / Date / Y e 0/0
Hara: 09.06.2026 Hata: 09.06.2026 Jlara: 09.06.2026 Hata: -

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

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykr: Keropon® Dkenpecc (keTopoaak) TabieTKH, AHCHEPIHPYeMbIe B I0J10CTH pTa, 10 Mr

Market / PoiHok :Russia / Poceus

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

Cepus Ne & V20u 1200 0O6bem cepuu " 36,00,000 Tab

Analytical Repo:’t No/ - 040003429644 Date of Analysis / - 09.06.2026

AHanMTHYeCKHH oTUeT No JlaTa anau3za

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

JlaTta npou3BoAcTBa T'ogen oo

Mfg. License No. / .

IIpousBoacTBeHHas : MNB/05/263 BILA moambers ¢ : JITI-Ne(004669)-(PT'-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND: / Ananus nposeaen no HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / UucTpykuus yreep:xaesa: 21.04.2025

Page 8 of 11/ Ctp. 8 n3 11

i.oo Test / [loxazaTenn Results / PesynbTaThl Specification / Hopma
12 Assay / KoaMuecTBeHHoe 9.8 mg/9,8 mr From 9.0 mg to 11.0 mg of
onpejesieHHe (98.3 %) CisH1i3NO3+C4H1NO3 (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0Mr o 11,0 mr
CisHi3sNO3+C4H; 1NO3 (xeToponaka
tpometaMuH) (oTr 90,0 mo 110,0 % ot
3asBJIEHHOTO KOJIMUECTBA) B TAONETKE.
13 Butylhydroxyanisole 0.0947 mg/tab / Not less than 0.042 mg/tab. /
content / Copepxanue 0,0947 mr B TabieTKe He menee 0,042 Mr B Tabnerke.
OYTHATHAPOKCHAHH30J1A

Remarks : The Product confirms to ND/
[Mpumeuanue: Ilpoaykt cooTBeTcTBYeT TpeboBaHuAM HJJ

Conclusion : APPROVED /
3akmoyenne: OJJOGPEHO

Prepared by /

[Moarorosneno: Vishal

Sharma @

Checked by /

Rana Z

[Tposepeno: Pravesh

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

=

Approved by: Quality Assurance/Authorized person /
Onobpeno: ObecneveHue kadecTsa/OTBETCTBEHHOE

JIHLIO: 0 ‘ be
\/’%M CO‘MW\/\;&% f;oq/%

Date /

Jara: 09.06.2026

Date /

Jara: 09.06.2026

Date /
Hara: 09.06.2026

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: L85195AP1984PLC004507

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:+9198166 56001-02

CEPTHOHKAT AHAJIM3A www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
poaykr: Keropoa® Dxenpece (keToponax) TabaeTkH, AMCHeprupyemblie B 0J0CTH pra, 10 Mr

Market / Poinox :Russia / Poccnst

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

Cepusi Ne § V2601209 O6BbemM cepun " 36,00,000 Tab

Analytical Repovrt No/ . 040003429644 Date of Analysis / . 09.06.2026

AHajiuTHYEeCKHIi oTueT Ne Jara aHayin3a

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

Jlata nponsBoacTea T'ogeH a0

Mifg. License No. / MA ber: /

ITpousBoacTBeHHAS : MNB/05/263 e S ;. JIII-Ne(004669)-(PT'-RU)
Homep PY

JHueH3us Ne

Analysis performed according ND: / Ananmuz nposeaen no HJL: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / MUucrpykuus yreepaaena: 21.04.2025

OnucaHHe yNakoOBKH

Onucrepe w3 (ITA/AJVIID
sriaronornorurenem/II2BIT)

KapTOHHYIO.

¢oneru [/ (IMTD/AJ1) donsru. Tlo
2 Onucrepa BMECTE C JIMCTKOM-
BKJIAZIBIIEM B HaukKy

Page 9 of 11/ Ctp. 9 m3 11
i.? Test / Iloka3aTensn Results / Pe3yabTaThl Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with

(PA/AL/PE with | desiccantHDPE) foil / (PE/AL) foil. 1 or 2
desiccant/HDPE) foil // (PE/AL) | blisters with patient information leaflet in a
foil. 2 blisters with patient | carton pack. / ITo 10 Tabnerok B dnaucrepe u3
information leaflet in a carton | ([TA/AJI/TID ¢ Bnaronoraoturenem/TIDBIT)
pack. / Tlo 10 tabnerok B | ¢oabru // (IT/AJl) ¢onbru. Ilo 1 wmm 2
¢ | Gnucrepa BMecTe C JIMCTKOM-BKIAZbllLieM B

Navyky 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.
* [Ipy BbINYCKe JIEKAPCTBEHHOIO NpenapaTa KOHTPOJb KauecTBa no nokas3are/o «Mukpobuoioryyeckas
YHCTOTA» NPOBOAUTCS ISl Kaxaoii 20-0ii cepuu, UK /151 ORHOM cepuUM B I'0/1, B 3aBUCHMOCTH OT TOr0, 4TO
HACTYIHUT paHblUe.

Remarks : The Product confirms to ND/

Mpumeuanne: [TpoaykT cooTBeTcTBYET TpeboBaHusm HJI

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[ToprorosneHo: Vishal [Tposepeno: Pravesh  |[[Iposepeno (AOK): OnobpeHo: Obecneyenue kayectBa/OTBETCTBEHHOE
Sharma Rana Amit Kumar SIHLLO: 0
i ()%j/\&k \codw, ), o
- - G o™

) - A0
Date / Date / Date / Date / -
Jlara: 09.06.2026 Jlara: 09.06.2026 Jlata: 09.06.2026 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: 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

CEPTU®UKAT AHAJIM3A  www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxr: Ketopoa® Dkcnpecc (keToposak) TabaeTKH, IHCIEPrUpyeMble B MOJIOCTH pra, 10 Mr
Market / PeiHoK :Russia / Poccus

Batch No / _ Batch Quantity / . 36,00,000 tab /
Cepus Ne ¢ V2001202 O6beM cepuu " 36,00,000 Tab
Analytical Repourt No/ - 040003429644 Date of Analysis / . 09.06.2026
AHaJuTHYecKHuH oT4eT No JlaTta anannza

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

JaTa npou3BoICTBA I'open no

Mfg. License No. / MA number: /

IIpouszBoacreeHHasn : MNB/05/263 ) . JIII-Ne(004669)-(PT-RU)

Homep PY

Junensus Ne

Analysis performed according ND: / Anasun3 nposeaed mo H/I: JITI-Ne(004669)-(PI'-RU)-190224

PIL version approved: / HucTpykuus yreepkaena: 21.04.2025

Page 10 of 11/ Crp. 10 m3 11

API name / Haumenopanue ADPC:

Ketorolac tromethamine / Ketoponaka TpomeTamuH

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepuu npounssogutesst ADC:

ABSHO006409

FP Manufacturer API Batch number /
Homep cepun cy6ecTaHUUH NPOU3BOAUTEIS
I'JId:

FESA00589

API Manufactured by & country /
IIpoussoantens APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Peanu'c JlaGoparopuc JIta., Unpus

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

HaumeHoBanmue, agpec, JHUEH3US s
IIpousBoacrBennas miomagka / Ilnomanka
KOHTpOoJIsi KadecTsa / [Lnomaaka BbIMycKa

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

H-p Peann’c Jlaboparopuc JIta., Uunusg, [TpoussoacteenHoe
noapasaenenue-6, Bunn. Kxons, Hanarapx Poyn, bagmu, Juctpuxr
Comnan, X.I1., 173205, Unana (munensus 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 packa
full compliance with the GMP requirements of

ging/labeling and quality control at the above mentioned site(s) in
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/

IIpumeuanne: ITponykt cooTBeTcTBYET TpeboraHusm HJJ

Conclusion : APPROVED /
3aknwuenne: OJOBPEHO

Checked by /
ITpoeepeno: Pravesh

Rana /
-

Prepared by /
[Toxarorosneno: Vishal

Checked by (AQA) /
ITpoeepeno (AOK):

Amit Ku/m\arw/-:/ nuuo:@;’w \co i m% /?é)}

Approved by: Quality Assurance/Authorized person7
Opnobpeno: Obecneuenne kauyecTBa/OTBETCTBEHHOE

Sharma
Q/

Date /
Hara: 09.06.2026

Date /
Jara: 09.06.2026

Date /
Hara: 09.06.2026

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: L85195AP1984PLC0O04507
www.drreddys.com



S Dr. Reddy's Laboratories Ltd.
) °® Formulation Unit-6
Dr. Reddy S ‘_o Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel:+91 98166 56001-02
CEPTHUO®UKAT AHAJIU3A  www.drreddys.com

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

Ipoaykt: Keropon® Jxcnpece (keroposnak) TabaeTku, AnCHeprapyemMblie B M0JI0CTH pra, 10 mr

Market / Poinox :Russia / Poccus

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

Cepust Ne s st O6nem ceprn " 36,00,000 Tab

Anatyiical Bopprt Ko / 040003429644 Dateof Amalysis/ 45 5c 5096

AHAJINTHYECKHH oTyeT No Jlara aHaan3za

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

Jara npon3Boacrsa Togen 10

Mfg. License No. / MA ber: /

IpoussoAcTBeHHAs : MNB/05/263 pomree . JII-Ne(004669)-(PT-RU)
Homep PY

JHIEeH3us No

Analysis performed according ND: / Ananus nposenen mo HJI: JIII-Ne(004669)-(PI'-RU)-190224

PIL version approved: / Uncrpykuns yreepaaena: 21.04.2025

Page 11 of 11/ Crp. 11 m3 11
3akmouenne o coorBercTBHM: «HacTosIMUM 5 MOATBEPIKIAO, YTO MpPUBE/ICHHAS BhIIE WHDOPMALHS SBISETCS
JIOCTOBEPHOH M TOYHOM. DTa cepusi MPOAYKLUHUH MpoHu3BeAeHa (BKIIOYAs YMaKoBKY (MapKHpOBKY) B KOHTPOJIb
KauecTBa) Ha BBIEYKA3aHHONW IPOM3BOJCTBEHHOH IUTomanke (IUIOMIA/IKAX) B [OJHOM COOTBETCTBHHM C
Tpeboranusimu [IpaBun Hamrexamel NpoM3BOJACTBEHHOW MPaKTUKKA EBpastiicKoro 3KOHOMHYECKOro €OI03a M
TpeboBaHMAMH KOHTPOISI Ka4yecTBa JIEKAPCTBEHHBIX CPEJICTB, a TAKKE B COOTBETCTBMM CO CHELU(HKAIMAMH,
COJEPKAIIUMHCSA B PETUCTPALIMOHHOM J0ChE CTPAHBI-UMIIOpTEpA. 3allUCH 110 NIPOU3BOJICTRY, YIAKOBKE M aHATU3Y
IIPOBEPEHBI, ¥ YCTAHOBIEHO UX cOOTBeTcTBHE TpeOoBanusaM IlpaBun Hajuiexatleit Mpon3BOACTBEHHOM IPAKTHKH
EBpa3zuiickoro sKoHOMHYECKOTO COI03ay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeyanue: Ilponykt coorsercrByeT TpedoBanusam HJL 3axknouenne: ONOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IToarorosneHo: Vishal ITposepeno: Pravesh  |[IIposepeno (AOK): Onobdpeno: Obecneyenue kayecta/OTBETCTBEHHOE
Sharma Rana Amit Kumar nu@ 2
- S0 (Lo " "
e = - l ﬂfa ’V’G
z QA

Date / Date / Date / Date / =
Jlara: 09.06.2026 Jlata: 09.06.2026 Jara: 09.06.2026 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






