Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

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

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA

CEPTUOPHUKAT AHAJIM3A

Tel : +91 98166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykT: Keropoa® Jkcnpece (keTopoJiak) TabjeTKH, JHCHeprupyemMble B MOJOCTH pTa, 10 Mr

Market / PriHOK :Russia / Poccus

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

Cepus Ne 4 ¥2500010 O0nemM cepun © 36,00,000 Tab

Analytical Repo:’t No/ . 040003251445 Date of Analysis / . 12.01.2026

Ananurudeckuii orger Ne Jara anaaunza

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

JlaTa npou3BoOACTBA TI'onen go

Mfg. License No. / MA number: /

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

annenzus Ne

Analysis performed according ND: / Anamu3 nposenen mo HJI: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Mucrpykuus yreep:xkaena: 21.04.2025

Page1of 11/ Crp.1u311

No : ;

No Test / IlokazaTenn 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. / Kpyrnele mnockue
side. / Kpyrible mockue TabneTku ¢ ¢ackoi, CBETIO-KENTOro LBera ¢
TabneTKH ¢ packoH, CBETIIO- rpaBUpOBKOH «I» Ha OIXHOMU CTOPOHE.
XKENTOTO LBETA C IPaBUPOBKOMH
«|» Ha OHOH CTOPOHE.

2 Identification / UpenTudpuxanusn

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-
CIEKTPBI NOTOLIEHUA UCOLITYEMOTO PACTBOpA U
pacTBOpa CTaHAapTHOro ofpasla KeTopojaka
TPOMETaMMHA AOJKHBI MMETh MakCUMYMBbI MpPH
OJIHOM U TOH1 *e [UIMHE BOJIHEI (£ 2 HM).

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

Ilpumeyanwue: [IpoaykT coorBeTcTBYET TpeboBanusm H/J 3akaouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toarorornexo: Pravesh ITposepeno: Pardeep  [|[[Ipoepeno (AOK): ||OxoGpero: Obecneuenue kauecTBa/OTBETCTBEHHOE
Rana Kumar Amit Kuma JINLIO: /_;‘)JA-D

Date / Date / Date / Date / s

Iara: 12.01.2026 Jlata: 12.01.2026 Tata: 12.01.2026  ||/tata: | 2vi—20

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

ra Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

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

vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA

CEPTHUOUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
MpoaykT: Keropoa® Jxcnpece (keToposiak) Tab/ieTKH, AMCIEpPrapyemMble B 0JI0CTH pTa, 10 mMr

Market / Poinok :Russia / Poccust

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

Cepus Ne § ¥an00e1l O0Bem cepun " 36,00,000 Tab

Analytical Repo:‘t No/ - 040003251445 Date of Analysis / . 12.01.2026

AHAJIUTHYECKHH oTueT No JlaTa anasiuza

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

JlaTa npoM3BOJACTBA Togen mo

Mfg. License No. / MA number: /

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

JIHeH3us Ne

Analysis performed according ND: / Anann3 nposeaen no HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Uncrpykuns yrsepxaena: 21.04.2025

Page 2 of 11/ Crp. 2 m3 11

No

Test / [ToxaszaTenn
Ne

Results / PesyabTaTsbl

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).
/ Bpemsi yiepKHBaHWs OCHOBHOIO MHKAa Ha

XpomatrorpaMmme HCIIBITYEMOTO pacTBOpa
JOJDKHO COOTBCTCTBOBATH BPEMCHHU
YACPXKHUBAHHA OCHOBHOTO nyuKa Ha
XpoMaTorpamMme pactesopa CTaHIAPTHOTO

obpaslia KeTopojlaka TpoMeTamHHa (paszen
«KoJInuecTBEHHOE ONpEeICHHED).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IponykTt cooTBeTCTBYET TpeboBaHusaM HJ{ 3axkaroyenne: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Moarorosneno: Pravesh [Tposepeno: Pardeep |[|[Tposepeno (AOK): ||Onobpeno: ObecneyeHue kayecTBa/OTBETCTBEHHOE
Rana Kumar Amit Kumar JILIO: . M
QL{ /\ - 6 o
Date / Date / Date / Date / )
Hata: 12.01.2026 Hata: 12.01.2026 Jara: 12.01.2026 Mata: \ )t "2B2h

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 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 1.1 63166 56001-02

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropoa® Dxcnpece (keToposaak) Tabiaerku, AHCHeprupyemMsle B moJiocTu pra, 10 mr

Market / PoiHok :Russia / Poccus

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

Cepus Ne pucTl O6neM cepuu © 36,00,000 Tab

Analytical Repourt No / . 040003251445 Date of Analysis / - 12.01.2026

AnanuTH4eckui oryer Ne JlaTa aHanun3a

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

JlaTa npou3BOACTBA T'oxen o

Mfg. License No. / N ——

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

JauneHnszua Ne

Analysis performed according ND: / Ananus nposenen mo HJL: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UucTpyknus yrBepxkaena: 21.04.2025

Page3 of 11/ Crp.3 3 11

Results / Pe3yabTaThl

Specification / Hopma

1}? Test / [lokazaTesb
Butylhydroxyanisole /
Bymuneuopoxcuanuszon

Complies / CooTBEeTCTBYET

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 MUKOB 2-
OyTunruapoxcuaHuzoa U 3-
OYTHJITUPOKCHAHU30JIa Ha  XpOMAaTorpamme
HCHILITYEMOTO pacTBopa JOJDKHBI
COOTBETCTBOBATH  BpPEMEHaM  YAEPXKUBaHUA
NUKOB  2-OyTWIrMApOKCHaHW3ona KW 3-
OyTUITHAPOKCHAaHU30JIa HAa  XpOMaTorpaMme
pacTBopa CTaHJApPTHOTO obpazua
O6yrunruapokcuanusona (pazzmen «CoxaepxaHue
OyTHATUAPOKCHAHU301aN).

Remarks : The Product confirms to ND/

[Ipumeuanne: IIpoaykr coorBeTcTBYET TpebopanusM HJ

Conclusion : APPROVED /
3akmouenune: OJIOGPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Moarotoeneno: Pravesh [Tposepeno: Pardeep |{[Iposepeno (AOK): [|Omo6peno: Obecneuenre kayecTBa/OTBETCTBEHHOE
Rana {{ Kumar Amit Kumar " NHLO: % w

Date / Date / Date / - Date /

Jlara: 12.01.2026 Jlara: 12.01.2026 || ara: 12.01.2026 [|ffara: |22\~ 2826

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

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

Vili. 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
Ipoaykt: Keropoa® xcnpecc (keToposak) Tab1eTku, AHCNEprupyemMblie B 0JOCTH pTa, 10 Mr

Market / PoiHoK :Russia / Poccus

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

Cepus Ne I NARI0L0 O0beM cepHH © 36,00,000 Tab

Analytical Repo\f‘t No/ - 040003251445 Date of Analysis / - 12.01.2026

AHaJuTHYEeCKHH oTueT No Jarta ananuza

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

Jlara npou3BOACTBA TI'onen no

Mfg. License No. / MA number: /

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

JauueHzus Ne

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

Page 4 of 11/ Crp. 4 u3 11

1}2 Test / IlokaszaTens Results / PesynbTaThl Specification / Hopma
3 Average weight / Cpennss 70.2 mg /70,2 Mmr 672mg to 72.8mg (70.0mg = 4.0%). /
macca Ot 67,2 mr no 72,8 mr (70,0 Mr £ 4,0 %).
18/20 tablets - not more than + 10 %;
o r———— 2/20 tablets - not more than + 20%. /
Feat—— H):)CTb Magccu Complies / CooTBeTcTBYET 18/20 Tabnetox — He OGogee + 10 %;
AHOPOA 2/20 tabnetok — He Gonee + 20 %.
4 Disintegration time /
Pacnapaemoctb
00 min 19 sec / 00 muH 19 cek Not more than 3 min. / He 6onee 3 MUH.
5 Dissolution / PacTBopeHne Unit-1/ Ta6n-1 98 % Not less than 75 % (Q) of CisH13NO3+*C4H; NO;
. (ketorolac tromethamine) in 15 min. / He MeHee
- - 0,
Unit-2 / Tabn-2 9% | 759 (Q) CisH;3NO3CsHNO; (keToponaxa
Unit-3 / Tabna-3 98 % TpOMETaMuH) yepe3 15 MUH.
Unit-4 / Tabn-4 98 %
Unit-5 / Ta6n-5 98 %
Unit-6 / Tabn-6 98 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IponykTt cooTBeTCTBYET TpeboBanusM HJT 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[MoarorosneHo: Pravesh [Tposepeno: Pardeep [[[Iposepeno (AOK): [|OmoGpeno: ObecnieueHue kayecTBa/OTBETCTBEHHOE
Rana /] Kumar Amit Kumar JIMLLO: \LO'J)
A (L7

< /\ o i J /
Date / Date / Date / Date / .l
Jlara: 12.01.2026 Jara: 12.01.2026 Jlara: 12.01.2026  ||Tata: e

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: L85195AP1984P1LCO04507

www.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

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

vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, iNDIA

CEPTU®UKAT AHAJIM3A

Tel : +91 98166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Ixcnpecc (KeTopoJiak) Tab/IeTKH, AUCHEPrHpyeMble B I0JIOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepusi Ne ¥ V2000010 O61bem cepuu © 36,00,000 Tab

Analytical Report No / . 040003251445 DaseotAmalysiss . 4541 Sivs

AHaauTHYecKHH oTyeT N2 JlaTa anann3za

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

JaTa npou3BojcTea I'ogen po

Mfg. License No. / MA number: /

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

Junen3ns Ne

Analysis performed according ND: / Anasmu3 nposenen no HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / MucTpykuus yreep:xaena: 21.04.2025

Page Sof 11/ Crp.Su3 11

1}00 Test / [loka3aTesb Results / PesyabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a 710 pm
JducnepcHocTh sieve is formed. / O6pasyerca omHOpoAHas
CYCNIEH3Ms, TPOXONAIIAs CKBO3b CHTO C
pa3mepoM oTBepcTHH 710 MxM.
7 Impurities / Ilpumecn

1-hydroxy analog of
ketorolac: /
l-rugpokcuananor

Below LOQ (LOQ = 0.0032 %)
/ Huwxe mpenena
KOJNHYECTBEHHOTO OIIpeIeIeHHUs!

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

KeTopoJiaka (ITKO = 0,0032 %)
1-keto analog of ketorolac / 0.05 % not more than 0.8 %; / e 6onee 0,8 %;
1-KeToaHaNor KeTopoJaka
unidentified impurity / 0.02 % not more than 0.5 %; / He Gonee 0,5 %;
eIUHMYHas
HenAeHTH(PULMpOBaHHAsA
NpUMech
total impurities / 0.1% not more than 1.0 %. / He Gonee 1,0 %.
CyMMa IpUMecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIpoaykt cooTBeTcTBYET TpeboBanusam HJJ 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / |[Approved by: Quality Assurance/Authorized person /
[ToarotosneHo: Pravesh , IMposepeno: Pardeep  [|IIpoeepeno (AOK): |[|Onobpeno: ObecnedeHue kavdecTsa/OTBETCTBEHHOE
Rana = Kumar Amit Kumar A JIHLLO; LD
QJ?’ — ﬁ ) 0
- o %;\ /
Date / Date / Date / Date / ) .
Tara: 12.01.2026 Jlara: 12.01.2026 ara: 12.01.2026 || Tara: jL—e)zoLb

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4800 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

CEPTUPUKAT AHAJIM3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxt: Keropoa® Dkcnpece (keToposak) TabjieTKH, AMCHEprupyemMple B MoJI0cTH pra, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne V250010 O6beM cepun © 36,00,000 Tab
Analytical Repo:‘t No/ - 040003251445 Date of Analysis / . 12.01.2026
AnanuTu4yecKuii oTuyeT Ne Jlata anann3za

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

JaTta npoun3sojacTBa I'ogen xo

Mfg. License No. / MA number: /

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

auuensus Ne

Analysis performed according ND: / Anann3s nposeaen no HJI: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / HucTpykuus yreepxaena: 21.04.2025

Page 6 of 11/ Ctp. 6 n3 11

i? Test / [TokazaTteab Results / PesyabTaThl Specification / Hopma

8 Water content / 1.8 % Not more than 7.0 %. /
CopnepxaHue BOAbI He 6onee 7,0 %.

9 Residual solvents / OcTaTouHble oOpraHuyecKue pacTBOPUTENH
Isopropyl alcohol / 14 pg/tab/ Not more than 350 pg/tab. /
H3omnponanon 14 mxr B Tabnerke He 6onee 350 Mkr B TabneTke.

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

[Mpumeuanwue: TlpoaykT cooTBeTcTBYET TpeboBanusM H/J 3akmwoyenune: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[MoarorosseHo: Pravesh IMposepeno: Pardeep |[[Tposepeno (AOK): [|Onobpeno: Ob6ecneyenne kauecTsa/OTBeTCTBEHHOE
Rana ~ ||Kumar Amit Kumar A ||muo: c }_D

Date / Date / Date / Date / 524
Jlara: 12.01.2026 Jlara: 12.01.2026 Hata: 12.01.2026  ||[Tara: [ R-R)—"2

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




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

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

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, iNDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keroposn® Dxcnpece (keToposiak) Ta6eTKH, JHCHeprupyemMble B MoJI0CTH pra, 10 mr

Market / PoiHOK :Russia / Poccus

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

Cepus Ne : V2600010 O6beM cepuu © 36,00,000 Tab

Analytical Repourt No/ - 040003251445 Date of Analysis / - 12.01.2026

AHajguTHYecKni oTyer No JlaTa aHaau3a

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

JaTa npou3BoAcTBA I'open no

Mfg. License No. / T T ——

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

JHIEeH3Hs1 No

Analysis performed according ND: / Ananau3s nposeaen mo H/I: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / UncTpykuus yreepakaena: 21.04.2025

Page 7 of 11/ Crp. 7n3 11

1}2 Test / [lokasaTtesb Results / PesyabTaThl Specification / Hopma

10 Microbiological purity*/ Mukpo6uoJiornieckasi 4uerora®
Total Aerobic Microbial NA not more than 10° CFU/g; /

Count / o61ee 4uciio He 6onee 10° KOE/T;

a3pOOHBIX MUKPO-

OpraHu3MOB

Total Combined Yeast and NA not more than 102 CFU/g; /

mold count / 061nee yncio He 6onee 102 KOE/r;

[POOKEBBIX U IUIECHEBBIX

rpuboB

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

11 Uniformity of dosage units / Acceptance value (4V) not more than 15.0
OaHopoagHOCTh 36 ITokazatens npuemnemoctu (4 V) nomkeH GbITh
[03MPOBAHHBIX eIMHHUILL ’ He Gonee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanmue: Ilpoayxr cooTBeTcTBYET TpeboBaHMsAM HJ 3akmoyenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /

IToaroTosneHo: Pravesh 7

[Tposepeno: Pardeep

[Tposepeno (ACK):

OnobpeHo: Obecneyenue kauecTBa/OTBETCTBEHHOE

Rana // Kumar Amit Kumar ! JIHLO;

Z = 8
Date / Date / Date / Date / '
Jata: 12.01.2026 Hara: 12.01.2026 Hara: 12.01.2026 Hara: [ 209026

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

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

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA

CEPTUDPUKAT AHAJIU3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopoa® Dxenpecc (keTopoJiak) Ta6IeTKH, JHCHEPrupyeMble B 10JI0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepusi Ne el O6beM cepuu " 36,00,000 Tab

Analytical Repo:’t No/ - 040003251445 Date of Analysis / . 12.01.2026

AHanuTHYeCKMi oTyer No JlaTra ananmnsa

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

JlaTa npou3BoJcTBa Conxen no

Mfg. License No. / MA number: /

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

JuneH3us Ne

Analysis performed according ND: / Anann3z nposenen no HJI: JITI-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Uncrpykius yreepaxkaena: 21.04.2025

Page 8 of 11 / Crp. 8 u3 11

1;,:) Test / [TokazaTenn Results / PesynbTaThl Specification / Hopma
12 Assay / KonnuecTBeHHOe 10.0 mg / 10,0 mr From 9.0 mg to 11.0 mg of
onpeneneHue (99.5 %) CisHi3NO3+C4H1NO3 (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 Mr i) 11,0 mr
CisH13NO3+C4H 1 NO;3 (keToponaka
TpoMeTamuH) (o1 90,0 mo 110,0 % ot
3aABJIIEHHOTO KOJIMYECTRBA) B TabNeETKe.
13 Butylhydroxyanisole 0.1003 mg/tab / Not less than 0.042 mg/tab. /
content / CopepxaHue 0,1003 mr B Tabnerke He menee 0,042 mr B TabneTke.
Oy TUATHAPOKCHAHU30J1A

Remarks : The Product confirms to ND/
IMpumeuanmne: IlpoaykT cootBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3aknwyenue: OJIOBPEHO

Prepared by /

Checked by /
[TIposepeno: Pardeep

Checked by (AQA) /
[Tposepero (AOK):

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

IToarorosneHo: Pravesh ‘\
Rana Kumar Amit Kumar JTHLLO:
/ [ | (e
- ez ‘
£ |
Date / Date / Date / Date / 3 e
Hara: 12.01.2026 Jara: 12.01.2026 Jara: 12.01.2026 Jara: ' 28 =

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

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA

CERTIFICATE OF ANALYSIS 1 o1 58166 56001-02

CEPTUOUKAT AHAJIM3A

www.arreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropoa® Ikcnpece (keroposiak) TabeTKH, JUCNeprupyemMbie B MOJOCTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne £ WasEOGL0 O0bem cepun © 36,00,000 Tab

Analytical Repourt No/ - 040003251445 Date of Analysis / . 12.01.2026

AHAJIMTHYeCKHH oT4yeT No JlaTra ananuza

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

Jara npou3BoacTBa TI'onen g0

Mfg. License No. / MA number: /

TIpou3BoxcTBeHHAA : MNB/05/263 : : JIII-Ne(004669)-(PT'-RU)
Homep PY

anneHsust Ne

Analysis performed according ND: / Ananus nposegen no HJI: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Mucrpykuus yrBepxkaena: 21.04.2025

Page 9 of 11/ Crp. 9 n3 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 Tabnerok B
6nucrepe u3z ([IA/AJVIID ¢
Bnaronoryiotuteaem/I19BIT)
tdonbru // (I13/AJ]) donbru. Ilo
2 Gnucrtepa BMecTe C JIMCTKOM-
BKJIAZIbITLIEM B nauky
KapTOHHYIO.

1}:) Test / [TokazaTesb Results / PesynbTaTh! 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 Tabnerox B Gnuctepe M3
(ITA/AJIU/TID ¢ Bnaromornotutenem/IIDBIT)
doneru // (II3/AJ1) ¢oneru. Ilo 1 wm 2
6nucrepa BMecTe C JIMCTKOM-BKJIAObIIEM B
IayKy 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.
* T1pu BhIMYCKe JIEKAPCTBEHHOrO NpenapaTa KOHTPOJ1b KayecTBa Mo nokasatesiio «Mukpoduosoruyeckas
YUCTOTAY NPOBOAMUTCS AJISt KaXKaoii 20-0if cepuu, WK JIsl OAHOI cepUH B rof, B 3aBUCHMOCTH OT TOT0, YTO

HACTYMHT paHblLue.

Remarks : The Product confirms to ND/

Ilpumeuanne: IIpoaykT cootBeTcTBYeT TpeboBanusam HJ{

Conclusion ;: APPROVED /
3aknwuenne: OJOBPEHO

Prepared by / Checked by /

Amit Kumar JIMLLO:

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

[Moarorosneno: Pravesh #  [[IIposepeno: Pardeep |[ITposepeno (AOK): ||Onobpeno: Obecnieuenne Kaqecmziqc-)/ﬁcmeunoe

Rana j Kumar i
e ' — /\/ -

(L

Date / Date /
Jara: 12.01.2026 JHara: 12.01.2026

Date / Date /
Hara: 12.01.2026 Hara:

| LB~ 026

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Q’:‘.

CERTIFICATE OF ANALYSIS

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

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

CEPTUOHUKAT AHAJIV3A

Tel ; +91 98166 56001-02
www.arreddys.com

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

Ipoayxr: Keropoa® Ixcnpece (keTopoaak) Tab/jaeTku, AMcneprupyeMble B Mo10cTH pra, 10 mr

Market / Prinok :Russia / Poccus

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

Cepusn Ne gL O6beM cepun " 36,00,000 Tab

Analytical Repovrt No/ . 040003251445 Date of Analysis / - 12.01.2026

AnajiuTH4ecknii oruer Ne JlaTa anannza

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

Jarta npon3BoacTsa Togen go

Mfg. License No. / .

T ——— . MNB/05/263 Dlmumbyen:d . JITI-Ne(004669)-(PT-RU)
Homep PY

JuueH3us Ne

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

PIL version approved: / Uucrpyknns yrBepxaena: 21.04.2025

Page 10 of 11/ Crp. 10 u3 11

API name / Haumenosanue ADPC:

Ketorolac tromethamine / Keroponaka tpoMeraMun

TJId:

| INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number / ABSH001785
Homep cepuu npouspoauteis ADC:
FP Manufacturer API Batch number /
Homep cepun cyGeTaHI MM MPOH3BOIUTEISE FESA00219

API Manufactured by & country /
IIpouzBoauteas ADC, crpana:

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

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

HaumeHnoBaHmue, aapec, JHUEH3HA 151
IIpouspoacreennan niomanka / Ilnomagka

KOHTPOJIA KauecTBa / Ilnomaaka BBIIMMYCKA

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 Penu’c Jlabopatopuc Jlth., Mnaus, [IponsBoacTeeHHoe
nozapasaenenue-6, Bunn. Kxons, Hanarapx Poyn, bagnu, Jucrpukr
Conan, X.I1., 173205, Muaus (nuuensus nomep MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in
full compliance with the GMP requirements of the Eurasian Economic Union and requirements to the medicinal
quality and with the specifications in the Marketing Authorization dossier of the importing country. Production,
packaging and testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian

Economic Union is established».

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IMpumeuanue: [Ipoaykt cootBeTcTBYET TpeGoBanusam HJ

3aknwuenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Toaroroenexo: Pravesh [Tpoeepeno: Pardeep  [[[Tposepeno (AOK): ||Onobpeno: Obecneuenne kauecTBa/OTBETCTBEHHOE
Rana Kumar Amit Kumar JINLLO; |
QI—/ l\-//\ < J /
(~ nilln L
Date / Date / Date / Date / %
Jlara: 12.01.2026 Ilara: 12.01.2026 Hara: 12.01.2026  ||/Tara: L)~ 202

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

Vili. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, iNDIA

Tel : +91 98166 56001-02

CEPTUOUKAT AHAJIN3A v drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Jxcenpece (keToposiak) TabaeTKH, JHCIEPTHPYEMbIE B OJOCTH PTa, 10 Mr
Market / Poinok :Russia / Poccust
Batch No / _ Batch Quantity / . 36,00,000 tab /
Cepus Ne ¥ W20UWIIG O6BemM cepuu © 36,00,000 Tab
Analytical Repo\}'t No/ - 040003251445 Date of Analysis / - 12.01.2026
AHATUTHYECKUI oTueT Ne JaTta ananusa
Date of Manufacture / - 12/2025 Date of Expiry / . 11/2027
Jara npou3BoacTBa Toxen mo
Mfg. License No. / MA number: /
IIpouzBoacTBeHHAN : MNB/05/263 ) : JII-Ne(004669)-(PI'-RU)
Homep PY
Junensusi Ne
Analysis performed according ND: / Ananuz nposeaen mo H/I: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / MucTtpykuus yreep:kaena: 21.04.2025

Jak/adeHne 0 COOTBETCTBHHU: <(HaCTO§IIIII/IM Aq

EBpasniickoro sKOHOMHYECKOTO COIO3a».

Page 11 of 11/ Crp. 11 u3 11

MOATBEPXK/IAK0, YTO NPHUBEICHHAS BbIIIe HHPOPMAIIUS SABIACTCSI
JIOCTOBEpHOH M TOYHOM. DTa cepus MPOAYKIMM MPOM3BEJCHA (BKIIOYAsA YNAKOBKY (MapKUPOBKY) U KOHTPOIb
KayecTBa) Ha BBIIIEYKa3aHHOM IPOM3BOJACTBEHHOM IUIOmafKke (IUIOIIAAKAX) B TIOJHOM COOTBETCTBUU C
TpeboBanusmu [lpaBui Hajexamed MpoU3BOACTBEHHOH NPAKTUKM EBpa3zsuiicKOro 3KOHOMMYECKOTO COI03a H
TpeOOBaHMSAMH KOHTPOJISL KayecTBa JIEKAPCTBEHHBIX CPEICTB, a TaKXXe B COOTBETCTBHU CO clenudUKanusMy,
COJIEPKAINMHUCS B PETUCTPAIIMOHHOM JOCHE CTPAHBI-UMIIOpTEPA. 3allUCH II0 IIPON3BOJACTBY, YIIAKOBKE U AHAIU3Y
IPOBEPEHBI, U YCTAaHOBIEHO X COOTBETCTBUE TpeOOBaHUAM [IpaBuil HajyiekKalled NPOU3BOJICTBEHHOW MPAKTHKA

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

INpumeuanue: [TponykT cooTBeTcTBYET TpeboBaHUAM HJI 3axmouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IToaroroieHo: Pravesh [Mposepeno: Pardeep ||{[IpoBepero (AOK): ||Onobpeno: Obecneuenune kauecTsa/OTBETCTBEHHOE
Rana / Kumar Amit Kumar JIULLO: Q;) }9\_)

Date / Date / Date / Date / \ ) o\o 16y

Hara: 12.01.2026 Hara: 12.01.2026 Jara: 12.01.2026 Hara:

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

Tel: +91 40 4500 2900, Fax:

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