Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

Vill. Khoi, Nalagarh Road, Baadii,
Distt. Solan, H.P., 173 205, iNDia

CEPTUOUKAT AHAJIM3A

Tel 1 491 98166 56001-02

wwiwvdrredays.con

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dxcnpece (keTopoJak) TabeTKH, AUcneprupyemMble B I0J0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne b g O0beM cepuu " 36,00,000 Tab

Analytical Repourt No/ - 040003340143 Date of Analysis / - 26.03.2026

AHaJIUTHYECKHH oTYeT Ne Jara anaausa

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

JlaTa npou3BoACTBA I"'ogen o

Mfg. License No. / WA inisiilas: 7

IIpousBoacTBeHHAS : MNB/05/263 ) 1 JIII-Ne(004669)-(PI'-RU)
Homep PY

JHneH3us Ne

Analysis performed according ND: / Anasu3 nposeaen no HJI: JII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Uucrpykuus yreepakaena: 21.04.2025

Page10f11/Crp.1m311

No . .
No Test / ITokazaTesnb Results / PesynsTaTsi 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. / Kpyriawle mnnockue
side. / Kpyrnele miockue TabneTku ¢ (ackoi, CBETO-KENTOro lBeTa ¢
TabyeTkH ¢ ackoi, CBETNO- rpaBUpOBKOH «|» Ha OXHOM CTOpOHE.
JKEJITOTO LBETA C TPaBUPOBKOM
«l» Ha OJHOI CTOpOHeE.
2 Identification / MaenTudpuxauus

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-
CIIEKTPHI MOIJIOLIEHHUS UCIIBITYEMOrO PacTBopa
pacTBOpa CTaHAAPTHOrO o0pa3sua KeTopoJjaka
TpOMeTaMMHa JOJKHBI MMETh MAKCUMYMbI NPH
OZIHOM U TOH € IJIMHE BOJIHBI (£ 2 HM).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuyanne: [Ipoaykt coorBercTBYET TpeboBaHuAM HJI 3akmwouenune: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[ToaroroeneHo: Sarita [TposepeHo:Pravesh [MposepeHo (AOK): |[Omobpeno: Obecneuenue kadectra/OTBETCTBEHHOE
Sharma V Rana Amit Kumar JIILLO:
A b

A rap
Date / Date / Date / Date / ]
Jlata: 26.03.2026 Jlata: 26.03.2026 Jlara: 26.03.2026  ||Tara: UL603-2026

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emaii: maii@drraddys.com
CiN: L8SI95AP1.984PLCO04507
www.drreduys com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baadi,
Distt. Solan, H.B., 173 205, INDiA

CEPTHUOUKAT AHAJIU3A

Tel : 491 98166 55001-02

wiwiw drredavs.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Dkcnpece (keTopoJak) TabaeTku, AucneprupyemMsle B M0JI0CTH pTa, 10 mr

Market / Poinok :Russia / Poccus

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

Cepusi Ne i NAGGET O0nem cepuu © 36,00,000 Tab

cmlyical.-Report No / . 040003340143 Dafe of snatysis ¢ . 26.03.2026

AHaJinTHYecKkui oTueT No JlarTa aHannza

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

JaTta npon3BoacTea I'ogen no

Mfg. License No. / T —

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

JIMIeH3ust Ne

Analysis performed according ND: / Anaiu3 nposeaen mo HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Hucrpykuns yrBepxaena: 21.04.2025

Page 2 of 11/ Crp.2 n3 11

No

Test / ITokazarensb
Ne

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 yAepXHBaHUS OCHOBHOrO IHKAa Ha

XpoMaTorpaMme UCIIBITYEMOTO pacTBopa
JIOJKHO COOTBETCTBOBATD BPEMEHHU
YAEPKUBAHUS OCHOBHOTO nuKa Ha
XpoMarorpaMme  pacTBOpa  CTaHJapTHOTO

obpasla KeTopojaka TpoMeTamMuHa (pasjen
«KonuiecTBeHHOE ONpeneIeHUe»).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
INpumevanue: IIponykT cooTBeTCTRBYET TpeGoBaHusIM HI 3akmouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toarororneno: Sarita [Tposepeno:Pravesh [Tpoeepeno (AOK): ||Onobpeno: ObecnieueHue kauecTsa/OTBEeTCTBEHHOE
Sharma Rana Amit Kumar JTHLIO: ' ,@\O
~ & -
Date / Date / Date / l Date / 1 - 5 1
Tlara: 26.03.2026 Jlata: 26.03.2026  ||Mlara: 26.03.2026  ||ftara: WESSUE g

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, Indiz
Tel: +91 40 4900 2909, Fax: +91 40 4800 2999, Email: mail@drreddys.com
CIN: LBS195AP1984PLCL0OA5D7
www.dIreduy’s.com




Dr.Reddy’s “:“

CERTIFICATE OF ANALYSIS Distt. Soian,

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

Vili. Khoi, Nalagarh Rozad, Baadi,
173 205, iNDiA

s 1P
Tel : +91 98165

CEPTH®UKAT AHAJIN3A ‘ 56001-02
WA arredavs. cofrl
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® xcenpece (keroposiak) TabjieTKu, AuCeprupyeMble B M0JI0CTH pTa, 10 mr
Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / . 36,00,000 tab /
Cepus Ne i O6bem cepuu " 36,00,000 Tab
Analytical Repo:‘t No/ . 040003340143 Date of Analysis / . 26.03.2026
AHauTHYeCKHIT oTueT No JlaTa anannsa
Date of Manufacture / - 03/2026 Date of Expiry / - 02/2028
JlaTa npou3BoACTBA T'omen go
Mfg. License No. / MA number: /
IIpousBoacTBeHHASI : MNB/05/263 H i : JIII-Ne(004669)-(PT-RU)
omep PY
JuueH3ust Ne
Analysis performed according ND: / Ananns nposeaen no HJ/I: JIII-N2(004669)-(PI"-RU)-190224
PIL version approved: / UucTpykuus yreepxaena: 21.04.2025

Page3 of 11/ Crp.3 u3 11

Results / PesyabTaTsl

Specification / Hopma

B Test / IlokazaTennb
No
Butylhydroxyanisole /
Bymunzuopoxcuanuson

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 yAepXKUBaHUA IIUKOB 2-
OyTUIrHIpOKCUaHU301a U 3-
OyTUITHAPOKCHMAaHM30la Ha  XpOMaTOrpamme
HCTILITYEMOro pacTteopa JIOJIKHBI
COOTBETCTBOBAThL ~ BpPEMEHAM  YIEPXKHUBAHUSA
NUKOB  2-OyTWirnjapokcuaHuzona W 3-
OyTHNTMAPOKCHAHM30Jla Ha  XpOMaTorpaMmme
pacTBOpa CTaHIAapTHOTO obpasua
Oyrunruapokcuanuzona (pasgen «ConepxaHue
OyTHIITUIPOKCHAHH30JIa).

Remarks : The Product confirms to ND/

[Tpumeuanue: [IpoayKT cooTBETCTRBYET TpeboBaHUAM HJI

Conclusion : APPROVED /
Jakmouenune: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[ToarotosneHo: Sarita IIposepeno:Pravesh [posepeno (AOK): ||OnobpeHo: Obecneuenue kadectBa/OTBETCTBEHHOE
Sharma Rana Amit Kumar JIKLIO: i
ol /Zﬂ &9-0
ﬁ/. g [\ o ( Y 7 /
\
Date / Date / Date / Date /

Tlara: 26.03.2026

Jlata: 26.03.2026

Hata: 26.03.2026 Jara:

N L22~2024

Registered Office: 8-2-337, Road No. 3, Barjara Hills, Hyderabad - 500034, Teiangana, india
Tel: 491 40 4900 2909, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1934PLCO04507
www.drreduys.com




Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

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

Vill, Khoi, Nelagarh Road, Baadi,
Distt. Soian, H.P., 173 205, iNDiA

CEPTHOUKAT AHAJIM3A

Tel : +91 88165 56001-02

wwie.drredays.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropoa® Ixenpece (keroposiak) Ta6/IE€TKH, JHCOEPrHPYEMbIe B IIOJOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne V2600357 O6beM cepuu © 36,00,000 Tab

Analytical Repourt No/ - 040003340143 Date of Analysis / . 26.03.2026

AHanuTHYecKHii oTuer No JlaTa ananau3a

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

JlaTa npou3BOACTBA I'ogen no

Mfg. License No. / e —

IIpon3BoacTBeHHast : MNB/05/263 ) : JIII-Ne(004669)-(PT-RU)
Homep PY

JIHIeH3Hs Ne

Analysis performed according ND: / Ananu3 nposeaen mo HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / MucTpykmus yreepxaena: 21.04.2025

Page4 of 11/ Crp. 4 n3 11

g Test / [loka3zaTean Results / Pe3ynbTaThl Specification / Hopma
No
3 Average weight / Cpennsis 69.0 mg / 69,0 Mr 67.2mg 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 %;
Uuilformity-af welstit-] 2/20 tablets - not more than + 20%. /
Om ormity of weig Complies / CoOTBETCTBYET 18/20  Tabmerok — He Gomee * 10 %;
AHOPOAHOCTE MACCH 2/20 Tabnetox — He Gosee + 20 %.
4 Disintegration time /
PacnagaemocTb )
00 min 41 sec / 00 muH 41 cex Not more than 3 min. / He Gosiee 3 MuH.
5 Dissolution / PacTBopenue Unit-1/ Ta6n-1 100 % Not less than 75 % (Q) of CisH13NO3*C4H ;1 NO3
. (ketorolac tromethamine) in 15 min. / He Menee
R | 0,
Unit-2 / Tabn-2 99 % 75 % (Q) CisHisNO3*C4H|1NO;3; (xetoponaka
Unit-3 / Ta6bn-3 99 9, TpOMEeTaMUH) yepe3 15 MuH.
Unit-4 / Ta6bn-4 99 %
Unit-5 / Tabn-5 100 %
Unit-6 / Tabn-6 100 %

Remarks : The Product confirms to ND/

IIpumeuanue: IIponykT cooTBeTCcTBYET TpeboBaHuaM HJJ

Conclusion : APPROVED /
3aknwyenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|[Approved by: Quality Assurance/Authorized person /
[ToxrorosneHo: Sarita [TposepeHo:Pravesh [Tposepeno (AOK): ||Onodpeno: ObecneueHue kauecTra/OTBETCTBEHHOE
Sharma X/ Rana Amit Kumar JINLLO: 5 d)
v
S /—) 1%
[\ X 1450
Date / Date / Date / Date /
Jlata: 26.03.2026 Tata: 26.03.2026 Tata: 26.03.2026  ||ara: 2628~ t6

Registered Office: 8-2-337, Road No. 3, Banjard Hiiis, Hyaerabad - 500034, Teianganz, india
Tel: +91 40 4900 2909, Fax: +91 40 4200 2999, Email: mali@drreddys.com
CIN: L85 LASAP L984PLLO0L507

WWW.AIredays.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUPUKAT AHAJIU3A

Tel: +91 98166 56001-02

wwyy drreddys com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ikenpece (keTopoJiak) TabjieTKH, JHCHEPrapyeMble B MOJOCTH pra, 10 Mr

Market / Poinox :Russia / Poccus

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

Cepust Ne ik O6bem cepun " 36,00,000 Tab
| 3 .

Analytical Repourt No/ . 040003340143 Date of Analysis / - 26.03.2026

AHaauTH4YEeCKHI oTuyeT Ne JaTa anajaunsa

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

JlaTa npou3BOACTBA T'ogen mo

Mfg. License No. / MA number: /

IIpousBoacTBenHas : MNB/05/263 : . JIII-Ne(004669)-(PI'-RU)

Homep PY
JnneH3us Ne

Analysis performed according ND: / Ananuz nposeaen mo HJ/I: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / UacTpykuus yreepxaena: 21.04.2025

Page 5 0of 11/ Ctp. S u3 11

1;: Test / ITokaszarenb Results / PesynbTaThl Specification / Hopma
6 Particle size distribution / Complies / EOOTgeTCTByeT A uniform suspension passing through a 710 pm
JucnepcHocTb sieve is formed. / O6pasyercd OmHOpOIHAs
CyCneH3us, TNpOXOAAllas CKBO3b CHTO ¢
pasmepom oTBepcTUil 710 MKM.
7 Impurities / IIpumecn

1-hydroxy analog of
ketorolac: /

1-ruapokcuananor (ITO0 = 10,0010 %)

Below LOD (LOD = 0.0010 %)
/ Huxe npenena oOHapyKeHU

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

KeTopoJiaka
1-keto analog of ketorolac / 0.04 % not more than 0.8 %; / He Gonee 0,8 %;
1-KeTOaHAIOT KETOPOJIAaKa
unidentified impurity / 0.02 % not more than 0.5 %; / e Gonee 0,5 %;
eNMHUYHAS
HeuaeHTH(GNIUpoBaHHas
npUMech
total impurities / 0.1 % not more than 1.0 %. / He Gonee 1,0 %.
cymma npumMecei
Remarks : The Product confirms to ND/ ) Conclusion : APPROVED /
IlpnmeuaHue: [IpoaykT cootBeTcTBYET TpeboBaHuaM HJI 3aknouenne: OJOBPEHO
Preparca by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IMoaroroeneHo: Sarita [MposepeHo:Pravesh [TpoBepeHo (AOK): ||Omobpeno: Obecneuenne kauecTBa/OTBETCTBEHHOE
Sharma g/ Rana Amit Kumar JNHULO: 0‘9
r_/\ :/Q’\- _,/
. (‘ \ &
Date / Date / Date / ' Date /
Jlata: 26.03.2026 Jlara: 26032026 ||lara: 26032026 || tara: E»3-2024

Registered Office: -2-337, Road No. 3, Banjara Hilis, Hvderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




q.‘ Dr. Reddy's Laboratories Ltd.
9 ® ; -
Formulation Unit-6
Dr. Reddy s '. Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
CEPTUOPUKAT AHAJIN3A Tel : +91 98166 56001-02

www drreddyus com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropoa® Jkcnpece (keToposak) TabsieTKu, AMCIEPrEPYEMbI€ B OJOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepust Ne i ¥2600557 O6bem cepuu ©36,00,000 Tab

Analytical Repo:*t No / - 040003340143 Date of Analysis / . 26.03.2026

AnajguMTH4ecKuii oTuer Ne JaTta anainsa .

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

JlaTa npou3BoacTBa T'oxen go

Mifg. License No. / MA number: /

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

JuieHsus Ne

Analysis performed according ND: / Ananu3 nposenen mo HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / UncTpyknus yreepxaena: 21.04.2025

Page 6 of 11/ Crp. 6 u3 11

1;.00 Test / IlokasaTenan Results / PesyabTaThl Specification / Hopma
8 Water content / 2.0% Not more than 7.0 %. /
CopaepxaHne BOABI He 6onee 7,0 %.
9 Residual solvents / OcTaTouHble OpraHu4ecKue pacTBOPUTENH
Isopropyl alcohol / 7 pgfltab / Not more than 350 pg/tab. /
Hzomnponanon 7 MKr B TabeTke He 6onee 350 mxr B Tabnerke.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [IpoaykT cootBeTcTBYET TpeboraHusaM HJI 3akmovenune: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
IToarorosneHo: Sarita [posepeHo:Pravesh [Tpoepeno (AOK): ||Onobpeno: O6ecneuenre kauecTBa/OTBETCTBEHHOE

Sharma Rana Amit Kumar JTHLLO:
] ' /7,, W’
/\ p ' &Y
/

1
Date / Date / Date Date /

Tara: 26.03.2026 Tara: 26.03.2026 Tata: 26.03.2026  ||Mara: 2603~ 2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - SN0034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Do
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A

Tel : +91 98166 56001-02

www drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Jkcnpece (keToposak) TabeTKu, AMCHEPrHPY€EMbIe B IOJIOCTH pTa, 10 Mr

Janenzus Ne

Market / Poinok :Russia / Poccus
Batch No/ ) Batch Quantity / . 36,00,000 tab /
Cepus Ne & vaulided O6bem cepun " 36,00,000 Tab
Analytical Report No / . 040003340143 Date of Analysis/ . ¢ 3 706
AHaauTHYeckuii oTdeT Ne JlaTta anannza
Date of Manufacture / . 03/2026 Date of Expiry / - 02/2028
JaTa npou3BoJcTBa T'ogen o
Mfg. License No. /

. MA number: / . .
IIpousBoacTBEeHHAS : MNB/05/263 Homep PY : JITT-Ne(004669)-(PT-RU)

Analysis performed according ND: / Ananu3 nposeaen no HJI: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / UucTpyknus yrBep:kaesa: 21.04.2025

Page 7 of 11/ Crp. 7 n3 11

1;: Test / [lokazaTennb Results / PesyabTaTthl Specification / Hopma

10 Microi)iological purity*/ MukpoOuonoruueckas 4ucrora*

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

Count / ob1iee yucio He 6onee 10° KOE/T;

a3poOHBIX MUKPO-

OpraHU3MOB

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

mold count / o6uiee uucio ye 6onee 102 KOE/r;

JPOMOIKEBDBIX U MIECHEBBIX

rpu6oB

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

11 Uniformity of dosage units / Acceptance value (4V) not more than 15.0
OaHopoaHoCTh 55 [Toxa3zaTens npueMieMocTH (A V) nonxeH ObITh
JO3HPOBAHHBIX €IHHHUL] ' He Goutee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: Ipoaykr cooTBeTcTBYET TpeboBaHuam H/I 3akmouenue: OJOBPEHO
“ Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Tonrorosrneno: Sarita [Tpogepeno:Pravesh [Mposepeno (AOK): [|Onobpeno: ObecneueHue kauecTsa/OTBETCTBEHHOE
Sharma X/ Rana Amit Kumar NULO: [)-D
N (1o
Date / Date / Date / ' Date / )
Jlata: 26.03.2026 Jlata: 26.03.2026 Jara: 26.03.2026 Jlara: (Lé vE—20 26

Registered Office: 8-2-337, Road No. 3, Banhjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +31 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s "t‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUDPUKAT AHAJIU3A

Tel : +91 98166 56001-02

(TALVYALY, rii'a'F\rlli\"( com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropoa® Dxcnpece (keTopoak) TabieTku, AMCIEprupyeMbie B NoocTH pra, 10 mr

Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / = 36,00,000 tab /
Cepust Ne el O0bem cepun " 36,00,000 Tab
Analytical Repourt No/ . 040003340143 Date of Analysis / . 16.03.2006
AHaanTHYecKni oTuer Ne JlaTa anaauza
Date of Manufacture / . 03/2026 Date of Expiry / . 02/2028
JlaTa npousBoacTsa T'ogen o

| Mfg. License No. / MA number: /
IpousBoacTBeHHan : MNB/05/263 i : JIII-N2(004669)-(PT-RU)

Homep PY

JuieH3us Ne

Analysis performed according ND: / Ananu3 nposeaen no HJI: JIII-Ne(004669)-(PI"-RU)-190224

PIL version approved: / MncTpykuust yrBepsxkaena: 21.04.2025

Page8of 11/ Crp. 8 n3 11

1;00 Test / Iloka3aTenn Results / PezynbTaThl Specification / Hopma
12 Assay / KosndecTBeHHoe 10.0 mg/ 10,0 Mr From 9.0 mg to 11.0 mg of
onpenejeHne (99.8 %) CisHisNO;*C4sH;1INO; (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / or 9,0 Mr Jils} 11,0 mr
C15H13NO3’C4H1 1NO3 (KeToponaKa
TpometamMuH) (ot 90,0 nmo 110,0 % ot
3as1BJIGHHOrO KOJIM4YECTBA) B TAOJETKE.
13 Butylhydroxyanisole 0.0980 mg/tab / Not less than 0.042 mg/tab. /
content / CopaepxaHue 0,0980 mr B TabneTke He menee 0,042 Mr B TabJeTke.
OyTWITHAPOKCHAHHK30/12

Remarks : The Product confirms to ND/

[Mpumeuanue: [Iponykt cooTBeTCTBYET TpebosaHuam HJ

Conclusion : APPROVED /
3akmwouenue: ONMNOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toprotosneno: Sarita Hpoaepeno:Pravcjh IMposepeno (AOK):  ||Onobpero: ObecniedeHye kauecTBa/OTBETCTBEHHOES
Sharma g/' Rana > Amit Kumar JINLLO; /76 h

Date / Date / Date / Date /

Jlara: 26.03.2026 Jlata: 26.03.2026 Jlata: 26.03.2026  ||/Tara: Leus—EL 26

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 00034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLLC004507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

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

CEPTUPUKAT AHAJIM3A

Tel : +91 98166 56001-02

wisoardrreddys com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keroposa® Jxenpece (keroposaak) TabjieTK, AMCHeprupyemMblie B MoJ10cTH pTa, 10 Mr

Market / Poinox :Russia / Poccus

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

Cepust Ne #W2HUUS O6beM cepuu " 36,00,000 Tab

Analytical Repovrt No/ - 040003340143 Date of Analysis / - 26.03.2026

AnanutTHuyeckui oryer Ne Jlara ananusa

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

JlaTa npou3BOACTRA T'omen g0

Mfg. License No. / WA fitiiiBers ]

[poussoacTBeHHAN : MNB/05/263 e ) . JITI-Ne(004669)-(PT-RU)
omep PY

aunensust Ne

Analysis performed according ND: / Ananns nposexen nmo HJI: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / MucTpykuus yreep:xkaena: 21.04.2025

Page 9 of 11/ Crp. 913 11

Onucanne ynakoBKH

(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabmetok B
omuctepe us  (ITA/AJUTID ¢
Biaronornotutenem/[19BIT)
tdonwru // (II3/AJ]) donsru. Ilo
2 Gnucrepa BMecTe C JIMCTKOM-
BKJTablILIEM B navyKy
KapTOHHYO.

1}00 Test / [TokazaTesb Results / Pe3yabTaThl Specification / Hopma
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. / Ilo 10 tabnetok B Gmuctepe u3
(TIA/JAJVTID ¢ pnaromornorutenem/I1DBIT)
doneru // (II3/AJI) doneru. Ilo 1 wmn 2
OnucTepa BMECTE C JIMCTKOM-BKJIAZBIIEM B
NavykKy 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.
* TIpu BhIIycKe JIeKAPCTBEHHOT0 NpenaparTa KOHTPOJIb KadyecTsa Mo noxasaTtenio « MUkpoOHoornyeckas
YHCTOTA» NMPOBOAUTCS AJIs KaxA0ii 20-0if cepuu, WU 1151 OAHOIT cepuH B FOf, B 3aBUCHMOCTH OT TOT0, 4TO
HACTYIHT paHblile.

Remarks : The Product confirms to ND/

Hpumeuanue: IlpoaykT cootBeTcTBYET Tpebobanuam HJL

Conclusion : APPROVED /
3axnwuenne: OJIOGPEHO

Prepared by /

[Moarorosneno: Sarita

Checked by /

Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[TposepeHo:Pravesh [Iposepeno (AOK): [{Onobpeno: Obecnieyenue kauecTBa/OTBETCTBEHHOE

Sharma ZQ Rana Amit Kumar SIHLLO:
e ! 9"(:
f (B
Date / Date / Date / Date /

Jara: 26.03.2026

Jlara: 26.03.2026

Jlara: 26.03.2026 Hara:

V623~ 2026

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

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A

Tel : +91 98166 56001-02

www drreddvs.com

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

Iponykr: Ketopoa® Jxcnpece (keTopoJiak) Tab/IeTKH, AMCHEPrHPYEMBIE B M0JI0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepns Ne RIS O0bem cepun " 36,00,000 Tab

Analytical Repovrt No/ - 040003340143 Date of Analysis / . 96.03.2026

AnanurHyeckuii oryer Ne JlaTa aHamn3a

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

JlaTa npou3BOACTBA T'ogen 1o

Mfg. License No. / .

IIpousBoacTBeHHAN : MNB/05/263 M, mmliee: 4 . JITI-Ne(004669)-(PT'-RU)
Homep PY

JuneH3ust Ne

Analysis performed according ND: / Ananu3s uposeaen no HJI: JIII-Ne(004669)-(PI'-RU)-190224

PIL version approved: / UncTtpykuusa yreepxaena: 21.04.2025

Page 10 of 11 / Ctp. 10 u3 11

API name / Haumenosanune ADC:

Ketorolac tromethamine / Keroponaka tpoMeTamun

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepuu nponssoautenss A®C:

ABSH003096, ABSH005154, ABSH003094

FP Manufacturer API Batch number /
HomMep cepuu cyGcTaHIUM NIPOH3BOIUTEISI
I'Jd:

FESA00500, FESA(00501, FESA00587

API Manufactured by & country /
IMpousBoautens ADC, crpana:

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

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

HaumeHnoBanmue, agpec, MM eH3AA AJIA
IIpousBoacreennas miowmwangka / Ilnomanka
KOHTpoIs kayecTsa / Ilnomaaka BeIIycKa

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 Pepnn’c Jlaboparopuc Jlta., Uuaus, [IpousBoacTeeHHOE
nonpazaeneune-6, Bun. Kxons, Hanarapx Poyn, bapnu, {uctpuxr
Conan, X.I1., 173205, Uapus (nuuensus 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/ Conclusion : APPROVED /
Ipumeuanne: Iponykt cooTBeTcTBYET TpeboBaHuam HJI ||3akmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[ToaroToeneHo: Sarita ITposepeno:Pravest [Ipoeepeno (AOK): ||Onobpeno: Obecrnieuenue kauecTsa/OTBETCTBEHHOE
Sharma g/ Rana Amit Kumar |[n1r0: /—79 \_0‘0

[ B
Date / Date / Date /; Date / £ V4

D310 2

Jara: 26.03.2026 Hata: 26.03.2026 Jata: 26.03.2026 Hara: 2

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P.,, 173 205, iNDIA

CEPTUOUKAT AHAJIM3A

Tel : +91 98166 56001-02

woanas drreddys com
7

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

Ipoaykt: Keropon® Ikcnpecc (keToposiax) Tab1eTKy, JHCIIEPTHPYEMbIe B IOJIOCTH pTa, 10 mr

Market / PoiHOK :Russia / Poccus

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

Cepus Ne Y 2000507 O6bem cepuu "~ 36,00,000 Tab

Analytical Repourt No/ - 040003340143 Date of Analysis / . 26.03.2026

AHaJUTHYEeCKHH oTyeT No JlaTa aHaausa

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

JlaTa npou3BOACTBA I'ogen po

Mfg. License No. / MA number: /

IIpousBoacTBeHHAN : MNB/05/263 o ) ¢ JIII-Ne(004669)-(PT'-RU)
omep PY

JuieH3us Ne

Analysis performed according ND: / Ananu3z nposegen no HJI: JIII-Ne(004669)-(PT-RU)-190224

PIL version approved: / UucTpykuns yrep:aena: 21.04.2025

Page 11 of 11/ Ctp. 11 u3 11

3ak/n0o4enne o cooTpercTBUU: «HacTosIuM s MOATBEpkKIAKO, YTO NPHBEJCHHAs BbIle WHGOPMAIHS SIBISCTCS
JIOCTOBEpHOH M TOYHOH. OTa cepus IPOJAYKIHH MpOH3BeIeHa (BKJIIOYAs yNaKOBKY (MAapKHpPOBKY) M KOHTPOJb
Ka4yecTBa) Ha BBIIICYKAa3aHHOH NPOM3BOJACTBEHHOM IUIOMIaAKe (IUIOMIAAKaX) B IIOJIHOM COOTBETCTBHU C
tpeboBanusamu [IpaBun Haanmexameld NpOU3BOACTBEHHON INpakTHKH EBpa3suiiCKOro 5KOHOMHYECKOTO COH3a H
TpeOOBaHUSAMH KOHTPOJS KauyecTBa JIEKAPCTBEHHBIX CPEJCTB, a TAKXKE B COOTBETCTBUU CO CHENMPUKAIHIMH,
COACPXALIMMHUCSA B PETHCTPALIMOHHOM JIOChE CTPAaHBI-UMIIOpTEpa. 3alKUCH 110 IPOU3BOCTRY, YIAKOBKE U aHAIU3y
IIPOBEPEHBI, M YCTAHOBIIEHO UX COOTBETCTBUE TpeboBaHusM [IpaBun majyexaineld npou3BOJCTBEHHON ITPAKTUKU

EBpasuiicKoro 3k0OHOMHUYECKOI'0 COH3a».

Remarks : The Product confirms to ND/
IMpumeuanue: [IpoaykT cooTeTcTBYET TpeboBaHusM HJI

Conclusion : APPROVED /
3aknarwyenue: OJJOBPEHO

% Rana

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

Prepared by / Checked by /
[Toaroroeneno: Sarita [Tposepeno:Pravesh [Tposepeno (AOK):
Sharma Amit Kumar

%. — "\

Onobpeno: Obecneyenue kauecTBa/OTBETCTBEHHOE

e

Date / Date / Date /
Jara: 26.03.2026 Jata: 26.03.2026

Jara: 26.03.2026

Date / (ZG’Z)ZP’L@LQ

Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 00034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com






