Dr.Reddy’s Q’:‘

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

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

CERTIFICATE OF ANALYSIS — ' 0licc scons on

CEPTUOUNKAT AHAJIA3A

wwwdrreddys.com

Product : ‘Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® Ixcnpece (keroposak) rabuerk, AHCNeprupyeMblie B M010CTH pTa, 10 mr

Market / Prinok :Russia / Poccus ]

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

Cepus Ne gy Oo6beM cepuu " 36,00,000 Tab ]

Analytical Repovrt No / . 040003237027 Date of Analysis / . 9712.2025

AHanguTHYecKunii oTyer No JlaTa aHanu3a

Date of Manufacture / - 12/2025 Date of Expiry / . 112027

Jara npoHM3BoacTBa T'onen no -

Mfg. License No. / T -

IlpousBoAcTBeHAAs : MNB/05/263 e : JITI-Ne(004669)-(PT-RU)
Homep PY

JIHeH3ust No

Analysis performed according ND: / Ananns nposenen no H/I: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / MucTpyxuus yreep:xkaena: 21.04.2025

Pagelof 11/ Crp.1 1311

~ No

No Test / [Toka3aTenan Results / PesyabTaTsl Specification / Hopma

1 Description / Onucanne Light yellow round flat beveled Light yellow round flat beveled tablets with "|"
tablets with "[" debossed on one debossed on one side. / Kpyrible nnockue
side. / Kpyribie niockue TabneTKku ¢ (ackolf, CBETNIO-KENTOTO iIBETA C
TabyeTky ¢ Backoii, CBETIO- rpaBUpOBKOit «|» Ha OHOH cTOpOHE.
JKEJITOrO 11BETa C IPAaBUPOBKOH
«l» Ha omHOI cTOpOHE.

2 Identification / UnenTuduxauus

Ketorolac / Kemoponax

Complies / CooTBETCTBYET

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (+ 2 nm). / VO-
CIIEKTPBI NOMJIOIEHHs HCIIBITYEMOTO pacTBOpa 1
pactBopa CTaHAAapTHOro ofpas3lna KeTopofaka
TPOMETaMUHA JODKHBI UMCTh MaKCHMYMBI TIPH
OZIIOi U TOH ke AIHIIe BOJHLL (£ 2 HM).

Remarks : The Product confirms to ND/
IIpumeuyanue: [IponykT cooTBeTCTBYET TpeboBanHMusaM HJT

Conclusion : APPROVED /
3akmodyenue: OJJOGPEHO

Prepared by / Checked by /
[lonroroenero: Pravesh [Iposepeno: Pardeep
;i Kumar

Kana /

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

Amit Ixu7<r \

Approved by: Quality Assurance/Authorized person /
Onobpeno: ObecneyeHue kauecta/OTBETCTBEHHOE

JIMLLO! /1;\ ‘,_L\-L'
Ks \ . /

Date /

Hara: 27.12.2025

Date / Date /

Hara: 27.12.2025

Hara: 27.12.2025

Date /
Hara:

282 2035

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




Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Malagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA

Tel 1 +01 58166 56001-02

CEPTUHOHKAT AHAJIN3A

W drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykr: Keropoa® dxcnpece (keroponak) rabaerku, aucneprapyemsie 8 nojgocru pra, 10 mr

Market / Poinox

:Russia / Poccus

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

Cepus Ne (et O0nem cepun ~ 36,00,000 Tab

Analytical Repovrt No/ - 040003237027 Date of Analysis / . 97122025

AnaguTH YecKH# oTyeT No JlaTa anaan3a

Date of Manufacture / - 12/2025 Date of Expiry / - 1172027

JlaTta npou3BoACTBa I'ogen no o

Mfg. License No. / VEA, inmibers 7

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

JInueH3us Ne

Analysis performed according ND: / Ananus nposexen mo HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MHcTpyKknus yrBep:kaena: 21.04.2025

Page2 of 11/ Ctp. 2 m3 11

No
Ne

Test / IlokaszaTennb

Results / PesynbraThl

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 yIep)XuBaHHs OCHOBHOIO MHKa Ha

XpoMarorpamMme  UCHBITYEMOr0  pacTsopa
TOJDKHO COOTBETCTBOBATH BpEMEHH
yIepKUBAHHS OCHOBHOTO TIHKa Ha
XpoMarorpaMMe  pacTBOpa  CTaHIapTHOrO

obpazua KkeToponaka TpOMeTaMHHa (pa3nen

«KonnyecTBeHHOE OTIPENSNICHUEY).

Remarks : The Product confirms to ND/
Ipumeuanne: IIpoaykt cooTBeTcTBYeT TpeboBaHuam HJJ

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toaroroeneno: Pravesh [Iposepeno: Pardeep  |[I[Ipoeepeno (AOK): [|Onobpeno: Obecneuenue kauecTBa/OTBETCTBEHHOE
Rana / Kumar Amit Kumar N JHLLO: /j,ﬁrw‘d

i o 4

7 &%’ LS \ 7 /

y

Date / Date / Date / Date / g N 20 24
Jara: 27.12.2025 Hara: 27.12.2025 Hara: 27.12.2025 Jlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500054, Telangana, india
Tel: +91 4G 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ‘.’.

C

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, iNDIA
ERTIFICATE OF ANALYSIS """ 0

CEPTH®HKAT AHAJIHA3A N

wwwrdrreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxenpece (keroponak) Tabaerku, AUCHEprEpyemsie B mojocra pra, 10 mr

Market / Prinok

:Russia / Poccus

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

Cepusn Ne B V2I0AC0 O0bem cepin " 36,00,000 Tab

Analytical Repourt No/ . 040003237027 Date of Analysis / . 9712.2025

AHanHTHYecKHH oTueT Ne JlaTa anaanza

Date of Manufacture / . 12/2025 Date of Expiry / . 112027

JlaTa npoH3BOACTBA I'oxgen oo

Mfg. License No. / WA il 7

Ilpon3BojacTBEHHAN : MNB/05/263 ’ : JIII-Ne(004669)-(PT-RU)
Homep PY

JIHueH3nsi Ne

Analysis performed according ND: / Anasu3 nposenen no H/I: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / UacTpykuus yreepauena: 21.04.2025

Page3 of 11/ Crp.3 m3 11

No
Ne

Test / Iloka3aTennb

Results / Pe3yabTaTthl Specification / Hopma

Butylhydroxyanisole /
bymuneudpokcuanuson

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 yIEepKUBAHMA TTHUKOB 2-
6yTUIrMapoKCUaHu30a u 3-
OYTUIrHAPOKCHAHW301a HAa XpOoMarorpamme
HCIIBITYEMOT0 pacTBopa JIOJKHBb!
COOTBETCTBOBaTh  BpEMEHaM  YJepKHUBaHUA
nukoB  2-6yTUNrHapokcuaHuszona U 3-
OYTWITHAPOKCUAHU300d  Hd  XPUMA1UL PAMME
pacTBopa CTaHIAPTHOTO obpasia
Oyrunruapokcuanmona (paznen «ConpepixaHue
OYTWITHAPOKCUAHH30TIa»).

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IIpumeuanune: [IponykT cooTBeTcTBYET TpeboBaHUAM HJ Barnwuenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||[Approved by: Quality Assurance/Authorized person /
ITonrorosneno: Pravesh [Tposepeno: Pardeep ||[Iposepeno (AOK): |[Onodpeno: Obecnieuenue kadecTsa/QTBETCTBEHHOE
/ vy , = ~
Rana y Kumar DL, Amlt I\ulmr« A JIHLO: ( ) P LJ )~
j / - e \ .
2
Date / Date / Date / Date / ) _ .
Hlara: 27.12.2025 Jlata: 27.12.2025 Tara: 27.12.2025 JTlata: LK e B DA

Registered Office: 8-2-337,
Tel: +91 46 4900 2

Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drteddys.com




Dr.Reddy’s €€

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

vill. Khot, Nalagarh Road, Baddii,
Disit. Soian, H.P., 173 205, INDIA
Tel - +91 98 166 56001-02

CEPTHO®HKAT AHAJIM3A

Wy drreddys.com

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoayxr: Keropoa®™ Dxenpece (keroponak) rabnerss, Jucneprupyempie B 0J0CTH pra, 10 mr

Market / Prinox :Russia / Poccus

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

Cepus Ne V2302460 O0bem cepun " 36,00,000 Tab

Analytical Repo:‘t No/ - 040003237027 Date of Analysis / . 27.12.2025

AHaJmTHYeCKHIi oT4eT No Jara ananusa

Date of Manufacture / - 12/2025 Date of Expiry / - 112027

Jara npon3Boacraa TopeH 10

Mfg. License No. / L

ITpousBoacTBeHHAS : MNB/05/263 ’ : JIII-N2(004669)-(PI'-RU)
Homep PY

JHueH3us Ne

Analysis performed according ND: / Ananu3 nposeaen mo HJ/I: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Mucrpykuis yreepagena: 21.04.2025

Page4of11/Crp.4 3 11

1}00 Test / [lokazaTenn Results / PesyabTatsl Specification / Hopma
3 Average weight / Cpeanss 70.4 mg / 70.4 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 %;
Uniformity of weight / 2/20 tablets - not more than =+ 20%. /
o Ho - Hy A fccu Complies / CooTBETCTBYET 18/20 Ttabnerok — He Oonee £ 10 %;
FHOROAHO 2/20 Tabnetok — He Oonee + 20 %.
4 Disintegration time / 00 min 28 sec / 00 MuH 28 cex Not more than 3 min. / He Gonee 3 MuH.
PacnagaemocTb
5 Dissolution / PacTBopenue Unit-1/ Ta6n-1 97 % Not less than 75 % (Q) of CisH13NO3+C4H; 1 NOs
. (ketorolac tromethamine) in 15 min. / He menee
Unit-2 / Ta6n-2 9% | 759 (Q) CisHiNO3CsH;NO; (keToponaka
Unit-3 / Tabn-3 97 % TpOMETaMUH) yepe3 15 MUH.
Unit-4 / Tabn-4 98 %
Unit-5 / Tabn-5 98 %
Unit-6 / Taba-6 98 %

Remarks : The Product confirms to ND/
Ilpumeuanne: IIpoaykT cooTBeTcTBYeT TpeOoBanuaM HJ{

Conclusion : APPROVED /
3aknrdenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IoaroroeneHo: Pravesh [Tposepeno: Pardeep |[[Ipoepeno (AOK): ||OmoGpeno: Obecneuenne kayecTa/OTBETCTBEHHOE
o 7 : i
Rana Kumar Amit Kumar A TIHLO! J W s LCL)
7 [\/ 7 NV
Date / Date / Date / Date / P A
IlaTa: 27.12.2025 Hata: 27.12.2025 Hara: 27.12.2025 Jlata: GR T 2094

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, izlarigana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CiN: LB5195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS _

Dr. Reddy's Laboratories Ltd.

Fermulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P.,, 173 205, iNDIA
Tzl +01 98166 56001-02

CEPTUDPUKAT AHAJIU3A

www.drieddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropoa® Ixcnpece (keropoJak) Tabaerku, ucneprapyemsie 8 nogocrn pra, 10 mr

Market / Poinox

‘Russia / Poccus

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

Cepus Ne ¥ V202460 O6bem cepuu " 36,00,000 Tab ]

Analytical Report No/ - 040003237027 Date of Analysis / . 97.12.2025

AHagHTHYecKHi oTueT No Jlara anaan3za

Date of Manufacture / - 12/2025 Date of Expiry / - 11/2027

JaTa npoM3BoacTBA Toxen xo

Mifg. License No. / N —

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

Junenzust Ne

Analysis performed according ND: / Ananu3 nposexen no HJI: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / MUucrpyknus yrBep:kaena: 21.04.2025

PageSof11/Crp.S n3 11

; —
i‘? Test / [TokazaTenb Results / Pe3yabTaTbl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a 710 pm
JmucnepcHocTh sieve is formed. / OOpasyercs oaHOpOAHAs
CyCreH3usi, NpoxXolsduias CKBO3b CHUTO C
pa3Mepom oTBepcTHii 710 MKM.
7 Impurities / Ilpumecut
1-hydroxy analog of 0.0035 % not more than 0.5 %; / ue 6onee 0,5 %,
ketorolac: /
1-runpokcuanaior
KETOpoJaKa
1-keto analog of ketorolac / 0.03 % not more than 0.8 %; / ne 6onee 0,8 %;
1-keToaHaNOT KeTopojaka
unidentified impurity / 0.03 % nol more (han 0.5 %,; / ve Gunee 0,5 %o,
eAUHUIHAA
HeuaeHTHUIMPOBaHHAS
NpUMEChH
 total impurities / 0.1 % not more than 1.0 %. / ue 6onee 1,0 %.
cymma fpumeceit
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Iponykt cooTBETCTBYET TpeboanusM HJJ 3akmrouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IoarorosneHo: Pravesh [Tposepeno: Pardeep  ||[Tposepeno (AOK): [[Onobpeno: Obecneuenne kayecTpa/OTBETCTBEHHOE
Raita ¢ Kulia Al Ko AL, )
A /L%U‘J
b - [\ e V¥ /
Date / Date / Date / Date / ’ : o 5l
Tata: 27.12.2025 Tlata: 27.12.2025 Hara: 27.12.2025  ||Tara: L2120

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

Tel: +91 4G 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, Malagarh Road, Baddi,
Dictt. Soian, H.P., 173 205, INDIA

BN WO

CEPTU®HUKAT AHAJIU3A

VL L0 eI BC
e +01 556166 36001 G2

wwwy.drreddys.comn

'Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropoa® Jkcnpece (xeToposax) TabJieTKH, Auceprapyembie B moJ10cty pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / _ Batch Quantity / ~36,00,000 tab /
Cepusa Ne : V2S024a0 O6Bem cepun " 36,00,000 Tab
Analytical Repo:‘t No/ - 040003237027 Date of Analysis / . 9712.2025
AHaauTHYECKHI OT4YeT No JlaTa anaausza

Date of Manufacture / - 12/2025 Date of Expiry / . 11/2027

JlaTa npon3BoAcTBa I'open g0

Mfg. License No. / T r T ——

ITpouzBoacTBeHHAs : MNB/05/263 ’ : JIII-Ne(004669)-(PI'-RU)

Homep PY
JuleH3Ha Ne

Analysis performed according ND: / Auanus nposeaen no HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MUucrpyxuns yreep:kaena: 21.04.2025

Page 6 of 11/ Crp. 6 m3 11

i.oo Test / [Toka3zaTennb Results / Pe3yabraThbl Specification / Hopma

8 Water content / 2.0% Not more than 7.0 %. /
Conepxanmne BoJbl He 6onee 7,0 %.

9 Residual solvents / OcTaTouyHbie opraHH4ecKHe pacTBOPHTE/IU
Isopropyl alcohol / 4 pgltab / Not more than 350 pg/tab. /
N3zonponianon 4 Mxr B TabeTke He 6onee 350 Mkr B TabneTke.

Remarks : The Product confirms to ND/

IIpumeyanne: ITpoaykT cooTBeTCTBYET TpeboBaHusam HJJ

Conclusion : APPROVED /
3akaoyenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[ToaroroeneHo: Pravesh [Mposepeno: Pardeep  |[[Tposepero (AOK): [|Ono6peno: Obecneuenue kauecTsa/OTBETCTBEHHOE
Rana Kumar Amit Kumar JIHLO:

£ = j il )
Date / Date / Date / : Date / . -
Tata: 27.12.2025 Tata: 27.12.2025 Tara: 27.12.2025  ||/Tata: A€ 12-—102)

Registered Office: 8-2-337,

Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india

Tel: +91 4G 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com



Dr.Reddy’s Q,’:’.

Dr. Reddy's Laborateries Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Soian, H.P, 173 205, INDIA

CEPTUDPHUKAT AHAJIM3A

Teil: +51 98166 56001-02

Ww.Ccrreddys.com

m;ct—:ﬁl?e?orol Expre_ss (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropoa® Dxenpece (keTopoaak) rabieTkn, Aucneprupyembie B MOJOCTH pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus N2  vESUERED O6bem cepuu © 36,00,000 Tab

Analytical Repovrt No/ . 040003237027 Date of Analysis / . 9712.2025

AHaauTHYecKHil oTyeT No Jlata anaansa

Date of Manufacture / - 12/2025 Date of Expiry / - 11/2027

JlaTa npou3BOACTBA T'oaen oo

Mfg. License No. / MA number: /

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

JIHueH3us No

Analysis performed according ND: / Ananu3 nposegen no HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / MucTpykuus yrBep:xaena: 21.04.2025

Page 7 of 11/ Crp. 7 m3 11

‘1;.:) Test / IlokasaTens Results / PesynbTaThl Specification / Hopma

10 Microbiological purity*/ MuxpoOuonornyeckas yucrora*

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

Count / o61mee 4ucio He 6onee 10° KOE/T;

a3pOoOHBIX MUKPO-

OpraHu3MOB

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

mold count / 06mee uncno ne 6onee 10 KOE/T;

JPONOKEBBIX U MIECHEBBIX

rpuboB

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

11 Unilvr ity of dosape units / S Aoocoptanoo valua (A17) har mora than 15.0
OpaHopoaHOCTH [Noka3zatens npueMneMocTH (4 V) nosxeH ObITh
N03MPOBAHHBIX eIHHUL] He 6onee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanne: IlponykT cooTBeTCTBYET TpeboBauusaM HJJ 3akaryenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[oaroroeneHo: Pravesh [Tposepeno: Pardeep  |[[Ipoeepeno (AOK): [|Omobpeno: Obecneuenue kauecTBa/OTBETCTBEHHOE
Rana / Kumar Amit Knmar LZ0OE — ,)
; o i
“« \// ; ( X Q\'\, =
. i \_ ) ¢ i

P i ‘;‘ )
Date / Date / Date / - Date / g N
Jlata: 27.12.2025 Tlata: 27.12.2025 Tlata: 27.12.2025 Jlata: 2-8 10 2094

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 4C 4900 2955, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s ‘_‘:'.

CERTIFICATE OF ANALYSIS

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

Vill. Khot, Nalagarh Road, Baddi,
Dicit. Solan, H.P., 173 205, INDIA

CEPTUP®UKAT AHAJIN3A Tl 91

oo < T

53168 56001 02

WWW,dITeaddys,com

Product : AKetorol Express (ketorolac) Orally Disintegr‘ating Tablets 10 mg

Hpojxyxr:z Kevopon®™ Jxcnpece (keroposak) TabaeTku, JHCHEPIHpYEMbIe B HOI0CTH pra, 10 mr N ]

Market / Prinox :Russia / Poccus

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

Cepusn N2 kel O0beM cepun " 36,00,000 Tab

Analytical Report No / . 040003237027 Date of Analysis / . 97122025

AHannrHiecKHii oryer Ne JlaTa aHanu3a

Date of Manufacture / - 12/2025 Date of Expiry / . 11/2027

Hata npou3BoacTBa I'ogen no

Mfg. License No./ T ——

Ipou3BoACTBeHHAS : MNB/05/263 moer: - JITI-Ne(004669)-(PT-RU)
Homep PY

aunen3ust Ne

PIL version approved: / MncTpykuns yreepxkaena: 21.04.2025

Analysis performed according ND: / Ananu3 nposegen mo HJ/I: JITI-N2(004669)-(PT-RU)-190224

Page 8 of 11/ Crp. 8 m3 11

I;oo Test / Iloka3zaTensb Results / Pe3yabTaThbl Specification / Hopma
12 Assay / KonnyecTBeHHOe 10.0 mg / 10.0 Mr From 9.0 mg to 11.0 mg of
onpeaeseHie (99.8 %) Ci5H13NO3+C4H11NO; (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. /" Or 90mMr go 11,0 Mr
Ci5sH3NO3*C4H 1 NO3 (keTopoaka
Tpometammud) (ot 90,0 mo 110,0 % ot
3asABMIEHHOrO KOMMYECTBa) B TabNeTke.
13 Butylhydroxyanisole 0.0942 mg/tab / Not less than 0.042 mg/tab. /
content / Copepxanue 0.0942 mr B Tabnerke He menee 0,042 Mr B Tabnetke.
OyTHrHAPOKCHAHH30J1a

Remarks : The Product confirms to ND/
ITpumeuanne: [IpoayKT cooTBeTCTBYET TpeboBaHmsiM H/J

Conclusion : APPROVED /
3akaovyenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IToaroroenexo: Pravesh [Tposepeno: Pardeep  [|ITposepeno (AOK): (|Onobpeno: Obecneuenne kayectra/OTBETCTBEHHOE
Rana ) Kuinu Amit Kuwa JTHTO: - -

(7 = / — \—. Z4
Date / Date / Date / Date / ! g
Jlara: 27.12.2025 Jlata: 27.12.2025 Tlata: 27.12.2025  ||Tara: L1~ 1O

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 200034, Telangana, India
Tel: +91 40 4900 2300, Fax: +31 4C 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLL004507

www.drreddys.com



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt Solan, H P, 173 205, INDIA

CEPTHUPHUKAT AHAJIU3A

Tel : +51 53166 56001-02

\ COMm

Product : ‘Ketorol Express (ketorolac) Orally Disintégrating Tablets 10 mg
ponykrs Ketopoa® Dxenpece (keTopoaak) TabaeTKH, AHCIEprupyeMblie B M0J0CTH pTa, 10 Mr

Market / Poinok

:Russia / Poccus

' Batch No/ ‘ | Batch Quantity / ~36,00,000 tab /
Cepus N2  VaS0Zasl O6bem cepuu © 36,00,000 Tab
Analytical Repo:*t No/ . 040003237027 Date of Analysis / . 97122025
AHanuTHiecKknii oruer Ne JlaTa ananu3za
Date of Manufacture / . 12/2025 Date of Expiry / - 112027
Jara npoH3BOACTBA I'ogen mo
Mfg. License No. / T T p—
ITpoussoAcTBeHnan : MNB/05/263 ’ ;. JII-Ne(004669)-(PI'-RU)
Homep PY
JTHHeH3usA Ne

Analysis performed according ND: / Ananuz nposegen no H/I: JIII-Ne(004669)-(PI'-RU)-190224

PIL version approved: / UncTpyknust yreep:xkaena: 21.04.2025 |
Page9of 11/ Crp. 9 m311
1}? Test / IlokazaTenan Results / Pe3yabTaThl Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Onucanne YNaKoBKH (PA/AL/PE with | desiccant/HDPE) 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. / [lo 10 Tabierok B Oyucrepe Hu3
information leaflet in a carton | ([TA/AJI/IID ¢ enaromornotutemnem/I13BIT)
pack. / Tlo 10 Tabnerox B | donern // (II3/AJ) donbru. Mo 1 wnu 2
omicrepe u3z (IMA/AJU/IID c¢ | Gumcrepa BMmecTe € JHUCTKOM-BKJIAIbIIIEM B
sraronoriorutenem/[15BIT) MayKy KapTOHHYIO.
doneru // (I13/AJ1) donsru. Io
2 6nucTepa BMeCTe C JNHCTKOM-
BKJIaJIbIIIEM B na’Ky
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 BhInycKe JieKapcTBEHHOI0 MpenapaTa KOHTPOJIL KayecTBa Mo nokasarenio «MukpoGuosiornyeckas
YHUCTOTA» NPOBOAUTCS AJIA Kaxaoii 20-0if cepHH, WM 115 OJHOI cepHH B ro, B 3aBUCHMOCTH OT TOI0, 4TO
HACTYNNT paHbllle.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
lpumeuanne: [Ipoaykt cooTBeTcTBYeT TpeboBanusm HJI 3aknwuyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[ToarotoeneHo: Pravesh posepeno: Pardeep  ||[Ipoeepeno (AOK): [|Omo6peHo: Obecneuenue kauectsa/OTBETCTBEHHOE
Rana f Kumar Amit Kumar JIMLO:
' / - @g }&
Date / Date / Date / Date / ‘ =
Jara: 27.12.2025 Jara: 27.12.2025 Jara: 27.12.2025 Jlara: DL AL 1225
—

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indlia
Tel: +91 40 4900 2900, Fax: +31 4C 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

CEPTUOPUKAT AHAJIN3A

Tel ; +G1 53166 56001-02

eddys.con

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg o
IIpoaykr: Keropon® Dxenpece (keToposak) Tab1eTKH, AHCHEprapyemMble B N0J0CTH pTa, 10 Mr

Market / Prinox

:Russia / Poccus

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

Cepnsa N2 1 ¥io034ad O0bemM cepuH © 36,00,000 Tab

Analytical Repo:‘t No/ . 040003237027 Date of Analysis / . 97.12.2025

AHamuTHYecKHi oTyeT Ne JlaTa ananu3a

Date of Manufacture / . 12/2025 Date of Expiry / - 11/2027

Jara npou3BoAcTBa I'open no

Mfg. License No. / MA number: /

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

JHIeH3Hs Ne

Analysis performed according ND: / Ananu3 npoeegen no H/I: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / UucTpykuus yreep:xkaena: 21.04.2025

Page 10 of 11/ Crp. 10 n3 11

API name / Haumenosaune ADPC:

Ketorolac tromethamine / Ketoponaka TpomeTaMHH

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Howmep cepuu npounssoauress APC:

ABSHO001415

FP Manufacturer API Batch number /
Homep cepuu cyGCcTAHIHH NPOH3BOAHTEJIS
TJd:;

FESA00217

API Manufactured by & country /
Ipoussogurens APC, crpana:

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

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

HaunmenoBanue, agpec, JHIEH3HA AIA
IIpon3ssoacTeenHas muomanka / Iliomagxa
KOHTPOoJIsA KadecTBa / ILlnomaaka Beimmycka

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 Peanu’c Jlabopartopuc JItn., UHnus, [IpoussoacTeeHHoOE
nonpasaenenue-6, Bumi. Kxons, Hanarapx Poyn, bagau, {uctpuxr
Conan, X.I1., 173205, Unaus (nuuenzus 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/

IIpumeyanue: [IpogykT cooTBeTCTBYET TpeboanmsiM HJJ

Conclusion : APPROVED /
Zakmouenune: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[ToarorosneHo: Pravesh [Tposepeno: Pardeep  (|[Tposepeno (AOK):  [|OnoGpeno: ObecneyeHue kadecTBa/OTBETCTBEHHOE
Rana Kumar Amit Kumar 1110:

= ‘ g i i i
Date / Date / Date / Date / —~
Hara: 27.12.2025 Jara: 27.12.2025 Jlara; 27.12.2025 Iara: 25 A= 20 “

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Teiangana, India
Tel: +91 40 4900 2300, Fax: 491 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drraddys.com




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

S
Dl’. Red dY’S ‘.... Vill. Khol, Nalagarh Road, Baddi,

Distt. Soian, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS i
R www.drieddys.com -
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxrz Keropou® Ixcnpece (keropoak) TabieTKH, Ancneprupyembie B MOJ0CTH pra, 10 mr
Market / Peinox :Russia / Poccus |
Batch No / . Batch Quantity / ~36,00,000 tab /
Cepus Ne L ¥aoladod O6bem cepun " 36,00,000 Tab
Analytical Repo:‘t No/ - 040003237027 Date of Analysis / - 27.12.2025
AnanurmieckHi oryer Ne Jara anajH3a
Date of Manufacture / - 12/2025 Date of Expiry / - 11/2027
 /laTta npou3BoACTBa Tonen xo
Mfg. License No. / MA number: /
ITpou3BoacTBeHHAS : MNB/05/263 ’ . JIII-Ne(004669)-(PI'-RU)
Homep PY
JHneH3nsi No
Analysis performed according ND: / Anasans nposenen no H/I: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / MucTpykuus yreepxkaena: 21.04.2025 N

Page 11 of 11/ Ctp. 11 m3 11
3axiroueHne o coorBercTBUH: «HacTosmyM st moATBEpk A0, YTO NMPUBEACHHAS BbIIE HHQOPMALTHS IBIISETCS
JOCTOBEPHOH M TO4YHOH. OTa cepus NPOLYKLIMH IpOM3BeieHa (BKIIOYas YHNAKOBKY (MapKHpOBKY) M KOHTPOJb
KadecTBa) Ha BBIIIEYKa3aHHOM IIPOM3BOACTBEHHOM IIIoUaake (IUIOIMAAKax) B TIOJIHOM COOTBETCTBHH C
TpeboBanuamu [lpaBun Hamexamiel NPOU3BOJACTBEHHOW NPaKTUKH EBpasHMicKOro 3KOHOMHYECKOTO COI03a M
TpeOoBaHUAMHU KOHTPOJS KadecTBa JIEKAPCTBEHHBIX CPENCTB, a TAKXX€ B COOTBETCTBUH CO CHENM(PHKAIUSIMH,
COAEpPXAIMMHUCA B PETHUCTPALIMOHHOM J0ChE CTPaHBI-UMIIOPTEPA. 3aiCH 10 MPOU3BOACTBY, YIIAKOBKE H aHATH3Y
IIPOBEPEHB], U YCTaHOBJIEHO MX COOTBETCTBHE TpeboBaHuAM [lpaBui Haanexameidl Npou3BOJCTBEHHOM NMPAKTUKH
EBpa3zuiickoro 3KOHOMHUYECKOI'O COI03a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanne: [Ipoayxt cooTBeTcTBYET Tpeboanmsim HJJ 3akawuenne: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[ToxroroBneHo: Pravesh Iposepeno: Pardeep ||IIposepeno (AOK): [|OnoGpeso: Obecneuenne kadecTBa/OTBETCTBEHHOE
Rana 4 Kumar Amit Kumar HNO: — A

f | e A

\ ’ > J 3 :

7~ P J / \ 5 7\ /
Date / Date / Date / Dale / p
Tlata: 27.12.2025 Tlata: 27.12.2025 Mara: 27.12.2025  ||/lara: 28 11— 024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1584PLC004507
www.drreddys.com





