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

CEPTH®HUKAT AHAJIN3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpecc (keTopoJiak) TabJaeTKH, AUCNeprupyeMbie B MOJOCTH pTa, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne e O6bem cepun "~ 36,00,000 Tab

Analytical Repovrt No/ . 040003365231 Date of Analysis / - 13.04.2026

AHaauTHYecKHH oTueT No Jata ananuza

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

Jara npou3BoacTBa Tonen 10

Mfg. License No. / .

TponspoacTBenHan - MNB/05/263 SIS B . JITI-Ne(004669)-(PT-RU)
Homep PY

JinueH3us No

Analysis performed according ND: / Ananuz nposenen no HJI: JIIT-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uncrpykuns yrBepxaena: 21.04.2025

Page10of 11/ Crp.1u311

1;.00 Test / [lokasaTensb Results / PesyabTaThl Specification / Hopma

1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets with "|"
tablets with "[" debossed on one debossed on one side. / Kpyrable mnockue
side. / Kpyrnbie minockue TabNeTKU ¢ (ackol, CBETIIO-XKENTOro ILBeTa C
TabneTku ¢ $packoH, cBeTIIOo- rpaBupoBKOH «|» Ha 0fHOI cTOpOHe.
KEJITOTO LIBETA C TPaBUPOBKOMN
«l» Ha oIHOM cTOpOHE.

2 Identification / MpenTudpukauus

Ketorolac / Kemoponak

Complies / CooTBeTCcTBYET

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (+ 2 nm). / VO-
CNIEKTPEI [IOIJIOLIEHUS UCTIBITYEeMOTO PacTBopa u
pacTBopa CTaHAApTHOro ofpa3sla KeTopoJjaka
TPOMETaMHMHA AOKHBI UMETh MAaKCHMYMBbI [PH
OIHOH U TOH e IJIMHE BOJIHEI (£ 2 HM).

Remarks : The Product confirms to ND/
[Ipumeuanne: IIpoayxT cooTBeTCTBYET TpeboBanmsM HJI

Conclusion : APPROVED /
3aknwuyenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) /
[Moarotosneno: Shagun ITposepeno:Pravesh Iposepeno (AOK):
Rana Amit Kumar

N2

Approved by: Quality Assurance/Authorized person /
Onobpenp: Obecnevenne Ka‘zeCTBa/OTBCTCTBeHHOG
NULO: /’Q%—;)\aj |cemina

o)

°t
Date /

Hata: 13.04.2026

Date /

Jara: 13,04.2026

Date / -
Jara: 13.04.2026

Date /
Hara:

: 17’)‘\/@%}5

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

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

Viii. Kriol, Nalagarh Road, Baddi,
Diste. Soian, 11.P., 173 205, INDIA

CEPTHOHNKAT AHAJIN3A

Tel 1 +21 98160 56001-02
WWW.Grreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxenpecc (keToposiak) TabieTkn, JucneprapyemMble B MoJIOCTH pTa, 10 mr

Market / Prinok :Russia / Poccus

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

Cepus Ne 8 V2600167 Oo0bem cepun " 36,00,000 Tab

Analytical Repovrt No/ - 040003365231 Date of Analysis / 13.04.2026

AHagnTHYecKH oTyeT Ne JlaTta anamu3za

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

Jarta npousBoacTBa I'onen go

Mifg. License No. / MA number: /

IlpousBoacTBEeHHASA : MNB/05/263 ’ i JIMI-Ne(004669)-(PT'-RU)
Homep PY

Jannenzus Ne

Analysis performed according ND: / Ananun3s nposeaen mo HJI: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / UucTpykuns yrsepxkaesa: 21.04.2025

Page2 of 11/ Crp. 2 m3 11

No
Ne

Test / [Tokazarenn

Results / PesyabTaTnl

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 yOepXWBaHHUA OCHOBHOTO TNHKAa Ha

ofpasua KeToponaka TpoOMeTaMuHa (pasie
«KoJM4ecTBEHHOE OTIpeaeeHues).

Remarks : The Product confirms to ND/
[Tpumeuanne: IIpoaykr cooTBETCTBYET TpeboBaHusam HJJ

Conclusion : APPROVED /
3axmoyenue: OJOBPEHO

XpoMaTtorpaMme HCIIBITYEMOrO pacTBopa
JIOJKHO COOTBETCTBOBATh BpPEMEHHU
yAEpAKUBaHUA OCHOBHOTO HKa Ha
XpOMAaTorpaMMe  pacTBOpa  CTaHIapTHOTO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Tonrorosneno: Shagun IIpoeepeno:Pravesh [Tposepeno (AOK): ||Onobpeya; Obecneuerne iéa'-!CCTBafOTBeTCTBeHHOE
Rana 7 Amit Kumar I uo:/}nz.‘UﬂJ [CoArA A
il | M (D)
—-—
Date / Date / Date / Date / K ‘ U/{G q/o'vé’
Hara: 13.04.2026 Jara: 13.04.2026 Hara: 13.04.2026 JHara: —

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1884PLCO0O4507

www.drrzddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS Dst 5oian, ok,

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

Viii. Khol, Naizgarh Road, Baddi,
173 205, INDIA

CEPTUOUKAT AHAJIU3A

Tel : +21 98165 56001-02
WWW.GIresovs.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykt: Ketopoa® Jxcnpece (keToposiak) TabieTKH, AMCHEPTHpYeMble B MOJI0CTH pTa, 10 Mr

Market / PoiHok :Russia / Poccus

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

Cepus Ne + RO Oo6nem cepun " 36,00,000 Tab

Analytical Repovrt No/ . 040003365231 Date of Analysis / - 13.04.2026

AHanHTHYeCKHH oTueT No JlaTa ananusza

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

JlaTa npou3BOACTBA Togen g0

Mfg. License No. / MA number: /

I[IpousBoacTBeHHAs! : MNB/05/263 o : JIII-Ne(004669)-(PT'-RU)
omep PY

JIHIeH3us Ne

Analysis performed according ND: / Ananus nposenen nmo HJ/I: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uncrpykuus yreepaaena: 21.04.2025

Page3 of 11/ Crp.3 m3 11

Results / Pe3ysabTaThl

Specification / Hopma

e Test / Iloka3aTesb
No
Butylhydroxyanisole /
Bymuneuopoxcuarnuzon

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 yAepKUBAHUS MUKOB 2-
OYTUNTUAPOKCHAHU30JIa u 3-
OyTUITMIPOKCHAHU30JIa HA  XpOMAarorpamme
HCIIBITYEMOTr0 pacTBopa JIOJDKHBI
COOTBETCTBOBaTh  BpPEMEHaM  YAEPKUBAHUA
nMKOB  2-OyTHATHIAPOKCHAaHM30Ma W 3-
OyTMJITHIPOKCUAHN30Jla HA  XpOMaTorpamMe
pacrBopa CTaHAAPTHOIO oGpasua
Oytunruapokcuanusona (pasaen «Couepixkanue
OYTUNTHAPOKCUAHH3O0IIAY).

Remarks : The Product confirms to ND/
Ilpnmeuanue: IIponykT cootBeTcTBYeT TpeboBaHusam HJI

Conclusion : APPROVED /
3akiouenue: OJJOBPEHO

Prepared by /

s~

Checked by /

IToaroroeneHo: Shagun ITposepeno:Pravesh

Rana /
Py

Amit Kumar JIHLO:

s [

Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
Mposepeno (AOK): |[Onobpeng: O6ecnieuenne kauecTa/OTBETCTBEHHOE

\caina

Date /
Jara: 13.04.2026

Date /
Jara: 13.04.2026

Date / Date /
Hara: 13.04.2026 Jlara:

m“@» z

Registered Office: 8-2-

37, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drraddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Yill. Khol, Nalagarh Road, Baddi,
Diste. Solan, M.P., 173 205, INDIA

CEPTUOHUKAT AHAJIN3A

Tel.+91 98165 56001-02

WWW.CTe o .com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropos® Ixcnpece (keTopoJsiak) TabieTKH, JUCIeprupyeMble B I0JOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepust Ne § V260 197 Oo0BeM cepuu " 36,00,000 Tab

Analytical Repo:‘t No / . 040003365231 Date of Analysis / . 13.04.2026

AHaJHTHYEeCKHH oTueT Ne JlaTa ananan3a

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

Jara npousBoacTBa Togen go

Mfg. License No. / MA number: /

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

Juuenszus No

Analysis performed according ND: / Ananus npoeenes mo HJ/I: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Mncrpykuus yreep:xkaena: 21.04.2025

Page4 of 11/ C1p. 4 u3 11

1;.:) Test / IlokazaTtennb Results / PesyabTaTst Specification / Hopma
3 Average weight / Cpenusis 69.9 mg /69,9 Mmr 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 %;
Uniformity of weight / 2/20 tablets - not more than + 20 %.
Om ormity o weig Complies / CooTBeTcTBYET 18/20 rtabmeroxk — He 6Hosee =+ 10 %;
ALttt 2/20 tabnetok — ue Gonee £ 20 %.
4 Disintegration time /
Pacnapaemoctb
00 min 24 sec / 00 muH 24 cek Not more than 3 min. / He 6onee 3 MuH,
5 Dissolution / PacTBopenue Unit-1/ Tabn-1 99 % Not less than 75 % (Q) of CisH3NO3°C4H;1NO3
. (ketorolac tromethamine) in 15 min. / He MeHee
)
Unit. 2, AlaGTE2 100% | 7509, (Q) CisH13NO3+C4HNO; (keToporaka
Unit-3 / Tabn-3 100 % TPOMETaMUH) uepe3 15 MuH.
Unit-4 / Ta6n-4 100 %
Unit-5 / Tabn-5 101 %
Unit-6 / Tabn-6 101 %

Remarks : The Product confirms to ND/
Ipumeyanue: [TpoayxT coorBeTcTBYeT TpeboranusM H/J

Conclusion : APPROVED /
3akmovenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[loarotoeneHo: Shagun [TIposepeno:Pravesh [Tpoepeno (AOK): [|Onobpeno: O6ecneyeHne kauecTBa/OTBETCTBEHHOE
Rana Amit Kumar JIHLO: ] : W tCﬂ/\/b? A
Cj& - Pr/x
/ - )0
Date / Date / Date / Date / ( \ Y™ 2o
Harta: 13.04.2026 Jata: 13.04.2026 Hata: 13.04.2026 Jara: ’7/D

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Ernail: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

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

Vili. Khol, Naiagarh Road, Baddi,
Diste. Solan, .P., 173 205, INDIA

CEPTUOUKAT AHAJIU3A

Tel - +81 58165 56001-02

WWW.Grreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropoa® Jkcnpece (keToponak) TabieTKH, AUCIeprupyeMble B mos1ocTn pra, 10 mr

Market / PoiHok :Russia / Poccus

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

Cepusn Ne B R AeT O06bem cepuu " 36,00,000 Tab

Analytical Repovrt No/ - 040003365231 Date of Analysis / - 13.04.2026

AHaIuTHYeCKHH oT4eT No JaTa anaauza

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

JlaTa npousBoacTBA T'omen po

Mfg. License No. / MA number: /

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

Jgauenzus Ne

Analysis performed according ND: / Ananus nposeaen o HJT: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / UHcTpykuus yrBep:kaena: 21.04.2025

PageSof11/Crp.5u3 11

1;.:) Test / [lokazaTenn Results / PesyabTaTbt Specification / Hopma
6 Particle size distribution / Complies / CooTBeTcTBYET A uniform suspension passing through a 710 pm
JucnepcHocTb sieve is formed. / O6pasyerca onuHopomHas
CYCNIEH3Us,, TMpOXOoAsdllas CKBO3b CHTO C
pasMepoM oTBepcTHit 710 MxM.
7 Impurities / IIpumecu

1-hydroxy analog of
ketorolac: /
1-ruapokcuananor

(TTO = 0,0010 %)

Below LOD (LOD = 0.0010 %)
/ Huxe mpepena oOHapyxKeHus

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

KeToponaka
1-keto analog of ketorolac / 0.04 % not more than 0.8 %; / ue 6onee 0,8 %;
1-keToaHaJIor KeTopoJiaka
unidentified impurity / 0.01 % not more than 0.5 %; / ue Gonee 0,5 %;
eNMHUYHAs
HenaeHTUHUIMPOBaHHAS
NpUMeCh
total impurities / 0.0493 % not more than 1.0 %. / ve 6oee 1,0 %.
CyMMa npumecei

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

[Tpumeyanne: IIpoaykT cooTBeTCTBYET TpeboBanmsM HJJ 3aknrouenune: OJJOBPEHO

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

[ToaroroeneHo: Shagun ITposepeno:Pravesh [Iposepeno (AOK): ||Onobpeno: Obecneuenvie kadecTsa/OTBETCTBEHHOE

Rana / Amit Kumar NHLO: ! Y {QMM
z { —N
7~ /\ tl OV,
Date / Date / Date / Date / { \_2)%’0 Ry Z
Ilata: 13.04.2026 Jlata: 13.04.2026 Jlata: 13.04.2026  |[/Tara: L Zg8

-

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Ermail: mail@drreddys.com
CIN: L85195AP1284PLCO04507

www.drreddys.com




Dr.Reddy’s Q!‘

CERTIFICATE OF ANALYSIS

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

Vili. Khol, Nalagarh Road, Baddi,
Diste. Solan, r.P., 173 205, INDIA

CEPTUOHNKAT AHAJIN3A

Tel:+81 88165 56001-02

WWW.G(reZov..com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkenpecc (keTopoJiak) TabJ1eTKH, JUCNIEPrUpYeMble B MOJOCTH pTa, 10 mr

Market / Peinox :Russia / Poccus

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

Cepusn Ne A O6bem cepun " 36,00,000 Tab

Analytical RepOft No/ . 040003365231 Date of Analysis / - 13.04.2026

AHaauTHYeCKHH oTueT No JlaTa ananusza

Date of Manufacture / - 03/2026 Date of Expiry / . 02/2008

JlaTa npon3BojacTBa I'ogen g0

Mig. License No. / MA number: /

IIpousBoacTBeHHast : MNB/05/263 ’ : JII-Ne(004669)-(PT'-RU)
Homep PY

JINneH3us Ne

Analysis performed according ND: / Auanus nposeaen mo HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / UucTpykuus yreepxaena: 21.04.2025

Page 6 of 11/ Crp. 6 n3 11

1;.:) Test / [loka3zaTesn Results / PesyabTaTsl Specification / Hopma

8 Water content / 23% Not more than 7.0 %. /
Conepxanne BoabI He 6onee 7,0 %.

9 Residual solvents / OcTaTouHble OpraHHYecKUe PACTBOPHTEH
Isopropyl alcohol / Spg/tab / Not more than 350 pg/tab. /
Hsonponaxon 5 MK B TabneTke He 6onee 350 mxr B TabneTke.

Remarks : The Product confirms to ND/

ITpumeuanue: Ipoxykr cootBeTcTBYET TpeGoBaHusam HJI

Conclusion : APPROVED /
3aknruenne: OJJOBPEHO

Prepared by /
[NoaroTorneHo: Shagun

o~

Checked by /
IIposepeno:Pravesh

Rana /
4

Checked by (AQA) /
ITposepeno (AOK):
Amit Kumar

j\/‘\
/"

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

mno: (280 ) (oAt

ﬁ”Wq .

Date /
Hara: 13.04.2026

Date /
Hata: 13.04.2026

Date /
Hara: 13.04.2026

Date /
Jara:

VT A% 07

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, 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

\ 1

CERTIFICATE OF ANALYSIS

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

Viii. Khol, Naizgarh Road, Baddi,
Diste. Solan, r.P., 173 205, INDIA

CEPTH®UKAT AHAJIU3A

Tel : +91 58165 56001-02

WWW.Crredovs.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Ixcenpece (keTopoaak) TabjieTKH, JUCeprHpYeMble B 0J10cTH pTa, 10 Mr

Market / Poinox :Russia / Poccust

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

Cepus Ne s el O0wem cepun ©36,00,000 Tab

Analytical Report No / © 040003365231 Date of Analysis / : 13.04.2026

AnandTuuecKuii oTueT No Jata anaausza

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

JlaTa npou3BoACTBa T'oxen 10

Mfg. License No. / .

TIpousBoacTBeRHas - MNB/05/263 AL NUMBEE: o . JITI-Ne(004669)-(PT-RU)
Homep PY

JuneH3ns Ne

Analysis performed according ND: / Anaau3s nposeaen no HJ/I: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / UncTpykuus yreepxaena: 21.04.2025

Page 7 of 11/ Crp. 7Tu3 11

i.g Test / [Toka3zaTenn Results / PesyabTaThbl Specification / Hopma

10 Microbiological purity*/ Mukpotuosornyeckast 4uucrora*

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

Count / ob1uee 4mcIo He Gonee 103 KOE/r;

a3pOOHBIX MUKPO-

OpraHu3MOB

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

mold count / o61ee uncno He Gonee 10° KOE/r;

IPOCOKEBBIX U IJICCHEBBIX

rpuboB

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

11 Uniformity of dosage units / Acceptance value (4¥) not more than 15.0
OaHopogHoCTh 6.2 IToxazarens npuemnemoctu (AV) nosmkeH 6bITh
JO3UPOBAHHBIX eAHHUILL ) He 6osnee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: Hpoaykt cooTBeTcTBYET TpeboBaHusam HJI 3akmouenne: OJJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IToaroroeneHo: Shagun [TpoBepeno:Pravesh [Tposepeno (AOK): ||Onobpeno: Obecneyenne kauecTsa/OTBETCTBEHHOE
N 4+
Rana Amit Kumar nuuo:(,Z:” ) [(nn
_ — i -/zn“- £

Date / Date / Date / Date / U T SN Yo
Jata: 13.04.2026 Jara: 13.04.2026 JMara: 13.04.2026 Hara: -~

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

CIN: L85195AP1884PLC0O04507
www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

Vili. Khol, Natagarh Road, Baddi,
Distt. Solan, i1.F, 173 205, INDIA

CEPTUPUKAT AHAJIM3A ‘

Tel 1 +81 $8165 56001-02

WWW.Crreadys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Jkcupece (keropoak) TabsieTKH, AUCIeprupyemMble B OJOCTH pTa, 10 Mr

Market / Prinox :Russia / Poccus

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

Cepus Ne Y V280047 O6bem cepnu * 36,00,000 Tab

Analytical Repourt No / - 040003365231 Date of Analysis / - 13.04.2026

AHanuTndeckuii oTyer No Jara aHanuza

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

JaTa npon3BoacTBAa T'ogen go

Mfg. License No. / .

TpousBoacTBennas - MNB/05/263 SE numbers/ . JITI-Ne(004669)-(PT-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND: / Anasnns nposeaen mo HJI: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Uucrpykuus yreepskaena: 21.04.2025

Page 8 of 11/ Crp. 8 m3 11

I;_f Test / [TokazaTens Results / PesyabTaTsl Specification / Hopma
12 Assay / KosindyecTBeHHoe 9.8 mg/9,8 Mmr From 9.0 mg to 11.0 mg of
onpenejseHHe (98.3 %) CisH13NO3°C4H  1NO3 (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Ot 9,0 Mr 1o 11,0 mr
C15H13NO3'C4H1 1NO3 (KeTOpOJ'IaKa
TpomeramuH) (ot 90,0 mo 1100 % ot
3asBJICHHOTO KOJIM4ECTRA) B TabJETKe.
13 Butylhydroxyanisole 0.0977 mg/tab / Not less than 0.042 mg/tab. /
content / CopepxaHue 0,0977 Mmr B TabieTKe He menee 0,042 Mr B Tabnerke.
Oy THJITHAPOKCHARU30/12

Remarks : The Product confirms to ND/

[Ipumeuanne: Ilpoaykt cooTBeTCTBYET TpeboBanusM HJT

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by /
[Moarorosneno: Shagun I1posepeno:Pravesh
Rana

2

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

.__./\

—

Approved by: Quality Assurance/Authorized person /
OnodpeHo: Obecnevenne kauectsa/OTBeTCTBEHHOE

JIHo: G%H_OJ kCQUV?In/'

/7°\-0'Dv1 L

1/
Date /

Jara: 13.04,2026

Date /
JHara: 13.04.2026

Date /

Jara: 13.04.2026

Date / ': |zj\34/®}’n

Jara: g

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Ermnail: mail@drreddys.com
CIN: L85195AP1884PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Yili. Khol, Naizgarh Road, Baddi,
Diste. Soian, i.R, 173 205, INDIA

CEPTUOHUKAT AHAJIU3A

Tel 1 +81 98165 56001-02

WWW.Grreliy-.Com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keroposn® Jkcnpecce (keropoaax) TabieTKu, AHCHePrEpyeMble B 010C¢TH pTa, 10 mr

Market / PoiHoK :Russia / Poccusi

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

Cepus Ne | VRl O0bem cepunm " 36,00,000 Tad

Analytical Repourt No/ . 040003365231 Date of Analysis / . 13.04.2026

Anaaurayeckuid oTuet Ne JlaTa anaianza

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

Jarta npounssoacraa I'oaen no

Mfg. License No. / MA number: /

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

JuneHznst Ne

Analysis performed according ND: / Ananu3 nposeaen mo HJ/I: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / MncTpykuus yreepxiaena: 21.04.2025

Page 9 of 11/ Crp. 9 mn3 11

desiccant/HDPE) foil // (PE/AL)
2 listers with patient
information leaflet in a carton
/ Tlo 10 Tabnetok B
(TTA/AJITID ¢

foil.

pack.
onucrepe u3

1;.00 Test / IlokazaTennb Results / PesynabTaTh! Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
OnucaHne ynaKkoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or 2

blisters with patient information leaflet in a
carton pack. / [lo 10 tabneTox B Gmucrepe u3
(MA/AJU/TID ¢ Bnaronornotutenem/I[NOBIT)
¢onsru // (ITD/AJT) doaern. Mo 1 wim 2
Onucrepa BMECTE C JIMCTKOM-BKJIAJbIILEM B

piaronorynorutenem/I[19BIT)
domsru // (II3/AJl) doneru. Io
2 OnucTepa BMECTE C JIMCTKOM-

nayky KapTOHHYIO.

BKJIAABIIIEM B
KapTOHHYIO.

nauky

* 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 BbIIYCKeE JIEKAPCTBEHHOTO MpenapaTa KOHTPOJIb KauecTBa Mo nokasarento «Mukpoduoaornyeckas
YHCTOTA» NPOBOANTCS AJ1s Kamk10ii 20-0ii cepuu, HAN AJ1S OAHOI CepHH B rojl, B 3aBHCHMOCTH OT TOr0, YTO

HACTYNUT paHblIE.

Remarks : The Product confirms to ND/

Hpumeuanue: Iponykt coorBercTBYeT TpeboBaHUAM HJL

Conclusion : APPROVED /
3akmoyenue: OJJOBPEHO

Prepared by / Checked by /

Checked by (AQA) /

Approved by: Quality Assurance/Authorized person /

IMoaroTtoeneno: Shagun [Tpoeepeno:Pravesh Mpoeepeno (AOK): [|Onobpenio; crieueHne kayecTBa/OTBETCTBEHHOE
Rana Amit Kumar JHLO; ) Lol LM wA
i : s o !m
— 0
o
Date / Date / Date / Date / ( \ o ] r} ,)/@ J/"
JlaTa: 13.04.2026 Hara: 13.04.2026 Jara: 13.04.2026 Hata: P

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Ernail: mail@drreddys.com
CIN: L85195AP1884PLCO04507

www.drraddys.com
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CERTIFICATE OF ANALYSIS

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

Yiti. Khol, Nalagarh Road, Baddj,
Disti Solan, (1.F, 173 205, INDIA

CEPTHOUKAT AHAJIM3A

Tel . +81 58165 56001-02

WWW.GIreaaVvs.com

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

Mpoaykr: Keropoa® xcnpece (keroposak) Tabierku, AucneprupyemMble B M0J0¢TH pra, 10 mr

Market / Poinok : Russia / Poccus

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

Cepus Ne g veetliod Oo0nem cepuu "~ 36,00,000 Tad

Analytical Repovrt No/ - 040003365231 Date of Analysis / - 13.04.2026

AHaJauTHYeCKUH oTyeT No Jdata anauza

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

Jara npousBoacTBa Togen o

Mfg. License No. / MA number: /

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

JHnen3us Ne

Analysis performed according ND: / Ananu3 nposenen no HJI: JITI-Ne(004669)-(PT-RU)-190224

PIL version approved: / MucTpyxkuus yreepxaena: 21.04.2025

Page 10 of 11/ Crp. 10 u3 11

API name / Haumenoanue ADC:

Ketorolac tromethamine / Ketoposiaka TpomeTamMmun

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /

@) Lo

Homep cepnu npousoaurens ADC: ABSHO06254
FP Manufacturer API Batch number /
Homep cepun cy0cTaHIMH MPOH3BOAUTEIS FESAO0536

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

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c JlaGoparopuc Jita., Unans

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

HaumeHnoBanmue, ajgpec, THIEH3H A
Hpouszeoacreennasn miomwaaka / Ilnomaaka
KOHTpoJIs1 KayecTsa / [Lnomaaka BeImycKka

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 Pennu’c Jlabopatopuc JIta., Unpus, [IponssoacTeeHHOE
nonpasaenenue-6, Bunn. Kxons, Hanarapx Poyn, Bagnu, Jluctpukr
Conan, X.I1., 173205, Unaus (inuensus 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 establishedy.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeyanue: [Ipoaykt coorBeTcTBYET TpeGoBanusam HJT 3akmoyenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[ToaroTtosneHo: Shagun IMposepeno:Pravesh [Mposepeno (AOK): |[OnoGpeno: Obegrieuenne kauectsa/OTBETCTBEHHOE
Rana 4 Amit Kumar JINLO: ( ¢ w lCﬁAj (770
§L/ / N !
= ﬁ / 0 Lo)
Date / Date / Date / Date / \ 3 % ')/0)/
Hara: 13.04.2026 Hara: 13.04.2026 Jara: 13.04.2026 Jara: 1 e

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Ernail: mail@drreddys.com
CIN: L85195AP1284PLCO04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

.. Formulation Unit-6
DI’. Reddy,s ‘... Vili. Khol, Naiagarh Road, Baddi,
¥ Diste. Solan, H.F, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : 191 52165 56001.02
CEPTUO®UKAT AHAJIU3A ¢ 9198165 )

www.arreddys.com

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® IKenpece (keroposiak) TabJIeTKH, AUCTIEPTHPYEMbIe B IOJIOCTH pra, 10 mr
| Market / Poinox :Russia / Poccus
Batch No / ) Batch Quantity / . 36,00,000 tab /
Cepus Ne : V2600767 Obbem cepun " 36,00,000 Ta6
Analytical Repovrt No/ - 040003365231 Date of Analysis / . 13.04.2026
AHanuTHYeckmii oTyer No Jlara ananusza
Date of Manufacture / - 03/2026 Date of Expiry / . 02/2028
Mara npomwssojcrea I'ogen o
Mfg. License No. / MA number: /
Ilponzeoacreennasn : MNB/05/263 ) : JII-N2(004669)-(PT: -RU)
Homep PY
| JIHIeH3us No
Analysis performed according ND: / Ananns nposeaen mo HJI: JIH-N9(004669)-(P1"-RU)-190224
PIL version approved: / Hucrpykuus YTBepaxaena: 21.04.2025 ]

Page 11 of 11/ Crp. 11 uz 11

TpeOOBaHUAMH KOHTPOIS KavecTsa JICKAPCTBEHHBIX CPE/CTB, a TakKe B COOTBETCTBHH CO CreuupuKanmImy,
COACPXKALUMMHUCS B PETHCTPALMOHHOM JI0CHE CTPaHBI-UMITOpPTEpa. 3aucy 1o IIPOM3BOLCTBY, yaKoBKe U aHaTH3y
NPOBEPEHDI, H YCTAHOBIECHO MX COOTBETCTBHE TpeboBanusam Ipasun nazurexaneii IPOU3BOJICTBEHHOMN TIPAKTHKH
Espasuiickoro skonomuueckoro coroza,

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

Ipumeuanne; Hponykr cootsetcrpyer TpeGopanusM HJJ 3axknwuenue: OJJOBPEHO

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

[Moarorosneno: Shagun Iposepeno:Pravesh ITposepeno (AOK); Onobpeno: Odecnevene Ka'lc%TBa/O'I‘BeTCTBeHI-IOQ
Rana b Amit Kumar JINLLO: ) c [COLAA g

[Date / Date / Date / Date / ) EX% 0

Jlata: 13.04.2026 Hara: 13.04.2026 Hara: 13.04.2026 Hara: -~

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