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Dr.Reddy’s ‘.'o.

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

CEPTUP®UKAT AHAJIN3A

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jxcnpece (keToposak) TabaeTKu, AUCHEPrupyeMble B MOJI0CTH pra, 10 mr

Market / PoiHok :Russia / Poccus

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

Cepusi Ne ) R V260015 O0bem cepun " 36,00,000 Tab

Analytical Repovrt No/ . 040003276507 Date of Analysis / - 13.02.2026

AHAaJIMTHYECKHH oTYeT No JaTta ananuza

Date of Manufacture / - 01/2026 Date of Expiry / - 12/2027

JlaTa npoH3BOJACTBA I'onen xo

Mfg. License No. / MA number: /

IlpousBoacTBeHHAR : MNB/05/263 H : -1 JII-Ne(004669)-(PT'-RU)
omep PY

Juuenzus Ne :

Analysis performed according ND: / Anasus nposeaen no HJI: JITT-Ne(004669)-(PT'-RU)-190224
PIL version approved: / MucTtpykuust yreepaxkaena: 21.04.2025

Page1lof 11/ Crp. 1 m311

No . .
No Test / Iloka3zaTesns 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. / Kpyrabie mnnockue
side. / Kpyrisle mnockue TabseTku ¢ Gackoil, CBETIO-KENTOro LBETa C
Tabnetku ¢ dackoit, ceeTo- TPaBUPOBKOH «!» Ha OJTHOH CTOPOHE,
’KENITOTO [[BETA C FPaBUPOBKOIL
«|» Ha OZHOM CTOpOHE.
2 Identification / MaenTudpukxauus

Ketorolac / Kemoponax

Complies / COOTBETCTBYET

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (+ 2 nm). / YO-
CIEKTPBI MOJIOIEHUS HCIBITYEMOro pacTBopa
pacTBOpa CcraHmapTHOro obpasia KeTopoJjaka
TPOMETAaMMHA JOJDKHBI UMETh MAKCHMYMBI NpH
OJIHOH U TOM e AJIMHE BOJHBI (£ 2 HM).

Remarks : The Product confirms to ND/
Ilpumeuanue: Ilpoaykr coorBeTcTByeT TpeboBaHusiM HJL

Conclusion : APPROVED /
3akiovenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
IToarorosnexo: Shivani [Tposepeno: Rama [Tpoeepeno (AOK): [|Onobpeno: ObecnedeHne kauecTsa/OTBETCTBCHHOE
> r Kant &\ Amit Kumar . JIHLO: /%,0‘0
./’. U- //
Date / Date / Date / Date / 24
Jara: 13.02.2026 Jlata: 13.02.2026 Mata: 13.02.2026 || /tara: | Brol—28%%

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India

Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: .85195AP1984PLC0O04507
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

CEPTUPUKAT AHAJIM3A

Tei : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropoa® Dxcnpece (keTopoJak) TabaeTku, AMcIeprupyemMbie B NOJI0CTH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepus Ne - V2600196 O0bem cepun " 36,00,000 Tab

Analytical Repo\}‘t No/ - 040003276507 Date of Analysis / - 13.02.2006

AHaJdHTHYeCKHH oTueT Ne JlaTa ananu3za

Date of Manufacture / . 01/2026 Date of Expiry / - 12/2027

JlaTa npou3BOACTBA TI'open no

Mfg. License No. / .

Tpon3BocTRenuas . MNB/05/263 MLA mumlies: 4 . JITI-Ne(004669)-(PT-RU)
Homep PY

Junenszusg Ne

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

Page 2 of 11/ Crp. 2 m3 11

Test / Iloka3zaTennb

Results / PesyabTaThl

Specification / Hopma

Complies / CoOoTBETCTBYET

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).
/ BpeMms ymepxuBaHHS OCHOBHOIO IHKa Ha

XpoMaTorpamMMe  MCIIBITYeMOr0  pacTBopa
JIOJKHO COOTBETCTBOBATD BpeMeHH
yIep>KUBaHUs! OCHOBHOTO nuka Ha
XpoMaTtorpaMMe  pacTBopa  CTaHAAPTHOTO

obpasua KeTopoJlaka TpoMeTaMuHa {pazzen
«KoJiMuecTBEHHOE ONpeaeICHHEY).

Remarks : The Product confirms to ND/
ITpumeuanne: IIpoaykT cooTBeTCTBYET TpeOoBaHmsIM HJJ

Conclusion : APPROVED /
3akiawyenne: OJIOBPEHO

Checked by /
[Tposepeno: Rama

Prepared by /
[Moarorosnexo: Shivani

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

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecnieuenne kauecTBa/OTBETCTBEHHOE

/\ o Kant Amit Kumar JIALO:
[
‘ ot - /)
Date / Date / } Date / Date /
Tlaa: 13.02.2026 Tlata: 13.02.2026  ||ara: \b 022024

Hara: 13.02.2026

Registered Office: 8-2-337, Road No. 3, Banjara Hills, iHyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984P1LC004507
www.drreddys.com




Dr.Reddy’s Q’:'.

CERTIFICATE OF ANALYST

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CEPTUOHUKAT AHAJIU3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Jxenpecc (keToposiak) TabjieTKH, JHCHEPrEpyeMble B HOJOCTH pTa, 10 Mr

| Market / Peinok :Russia / Poccus
Batch No / ) Batch Quantity / ~36,00,000 tab /
Cepus Ne + V2600196 Oo6bem cepun " 36,00,000 Tab
Analytical Repovrt No/ - 040003276507 Date of Analysis / . 13.02.2026
AHanuTHYecKHii oTUeT No Jara anannza
Date of Manufacture / - 01/2026 Date of Expiry / - 12/2027
Jlata npou3BoacTea T'onen go
Mifg. License No. / MA number: /
IlpousBoacTBeHHAS : MNB/05/263 ) : JII-Ne(004669)-(PI'-RU)

Homep PY

Junen3us Ne

Analysis performed according ND: / Ananu3 nposenen no H/: JIII-Ne(004669)-(PI™-RU)-190224
PIL version approved: / MacTpyknus yreepxkaena: 21.04.2025

Page3 of 11/ Crp. 3 3 11

Results / PesyabTaThl

Specification / Hopma

= Test / Iloka3zaTenb
Ne
Butylhydroxyanisole /
Pymunzuopoxcuaruzon

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 YACPXKUBAHUS IIUKOB 2-
OYTUITHPOKCHAHU301a u 3-
OyTWIrHApoKCHaHU30Nla Ha  XpoMarorpamme
UCTIBITYEMOTO pacTBopa JIOMDKHBI
COOTBETCTBOBATH  BpPEMEHAM  yIEpP)KWBAHUS
NUKOB  2-OyTUNrMapokcuanuzona v 3-
OyTUNTMIPOKCHaHW30/1a HA  XpOMaTorpamme
pacTtBopa CTaHIAPTHOTO obpasua
O6yrunrnnpokcuannzona (pasnen «ConepskaHue
OYTUITHIPOKCHAHH301a»).

Remarks : The Product confirms to ND/
[Mpumeuanne: [IpoaykT cooTBETCTBYET TpeboBaHuAM H/J

Conclusion : APPROVED /
3akaodenne: OJJOBPEHO

Prepared by /

[ToarorosieHo: Shivani

A

Kant

Wt |

Amit Kumar JIMLIO:

Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Tposepeno: Rama TTposepero (AOK): ||Onobpeno: ObecrieueHue kauecTBa/OTBETCTBEHHOE

AN

Date /
Jara: 13.02.2026

Date /

Date / Date /

Hara: 13.02.2026 Jata: 13.02.2026 Hara:

\’j DL—2861LE6

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

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIN3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Jkcnpece (KeToposiak) TabieTKH, AUCIEprupyeMble B 010CTH pTa, 10 mr

Market / Poinok :Russia / Poccust

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

Cepus Ne s Vaaltlos O6beM cepum ©36,00,000 Tab

Analytical Repovrt No/ . 040003276507 Date of Analysis / . 13.02.2026

AHasinTHYEeCKHH oT4YeT No JlaTa anasm3sa

Date of Manufacture / . 01/2026 Date of Expiry/ . 12/2027

JlaTa npouzBoacTBa T'open o

Mfg. License No. / MA number: /

IIponspoacTBeHHAS : MNB/05/263 ) : JITI-Ne(004669)-(PI'-RU)
Homep PY

JuneHzus Ne

Analysis performed according ND: / Ananu3 nposeaen no HJI: JII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / MucTpykuus yreep:xaena: 21.04.2025

Page 4 of 11/ Ctp. 4 u3 11

1’0 Test / [Toka3zarens Results / PesyibTaThl Specification / Hopma
3 Average weight / Cpenusist 70.3 mg/ 70,3 Mr 672mg to 72.8mg (70.0mg + 4.0%). /
mMacca 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 of weig Complies / CoOTBETCTBYET 18/20 Tabnetox — He Gomee =+ 10 %;
AMOPONHOLTE MBLEH 2/20 tabnetox — He 6oee + 20 %.
4 Disintegration time /
Pacnagaemocts )
00 min 27 sec / 00 mun 27 cek Not more than 3 min. / He 6onee 3 MuH.
5 Dissolution / PacTBopeHue Unit-1/ Ta6n-1 100 % Not less than 75 % (Q) of C;sH13NO3+C4H|1NO3
} (ketorolac tromethamine) in 15 min. / He MeHee
Unit-2 / Ta6s-2 103% | 759, (Q) CisHi3NO3*C4H)NO; (keToponaka
Unit-3 / Ta6n-3 103 % TPOMETaMMH) Yepe3 15 MUH.
Unit-4 / Ta6n-4 99 %
Unit-5 / Ta6n-5 98 %
Unit-6 / Tabn-6 97 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeyanne: [IpoaykT COOTBETCTBYET TpeboBanusiM HJI 3akmiouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toarorosneno: Shivani [1posepeno: Rama IMposepeno (AOK): ||Ono6peno: Obecneuenue kayecTBa/OTBETCTBEHHOE
Kant Amit Kumar JINLO:
" G& <
= — \
Date / Date / Date / Date / ‘
Jlara: 13.02.2026 Jlara: 13.02.2026 Jlara: 13.02.2026 || Jlara: \%”D 2-2024

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Q':’

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIU3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Jkcnpece (keTopoaak) TabieTKH, AHCHEPrupyeMble B IOJI0CTH pTa, 10 Mr

Market / PoiHok :Russia / Poccus

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

Cepusi Ne 7 ¥2600106 O6bemM cepun " 36,00,000 Tab

Analytical Repovrt No/ . 040003276507 Date of Analysis / . 13.02.2026

AHaIUTHYECKHH 0TueT Ne JlaTa ananusza

Date of Manufacture / - 01/2026 Date of Expiry / - 12/2027

Jata npousBoxcTBa Togen a0

Mfg. License No. / 7 R —

IIpon3BoacTBeHHAA : MNB/05/263 ) : JIII-Ne(004669)-(PI'-RU)
Howmep PY

JauneH3ust Ne

Analysis performed according ND: / Ananu3 nposeaen mo H/I: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / MucTpyxuus yreepkaena: 21.04.2025

PageSof 11/ Crp.Sn3 11

1;.00 Test / IlokasaTenb Results / PesynbTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a 710 pm
HducnepcHocetb sieve is formed. / O6pasyercs omHopoaHas
CYCNEH3HUs, IMpOXOAdllas CKBO3b CHTO C
pazMepoM oTBepcTuil 710 MKM.
7 Impurities / IIpumecn

ketorolac: /

1-hydroxy analog of

1-rugpoxkcuanaior

Below LOQ (LOQ = 0.0032%) /
Hinke npenena KOJIMUYECTBEHHOTO
onpenenenus ([TKO = 0.0032 %)

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

KeTopoJiaka
1-keto analog of ketorolac / 0.05 % not more than 0.8 %; / e Gonee 0,8 %;
1-keToaHaJIOr KeTOpoJaKa
unidentified impurity / 0.01 % not more than 0.5 %; / He 6onee 0,5 %,
eIMHUYHasA
HEUICHTUULIMPOBAHHASL
IIPUMECH
total impurities / 0.1% not more than 1.0 %. / He Gonee 1,0 %.
CyMMa npumecei

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

IMpumeuanne: [IpoaykT cooTBETCTBYET TpeOoBaHusM HJ| 3akmiouenne: OJJOBPEHO

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

[ToarorosneHo: Shivani [Tposepeno: Rama [Tpoeepeno (AOK): [|Onobpeno: ObecneueHue kauecTBa/OTBETCTBEHHOE

F Kant i\ Amit Kumar JIMLO:
AT otk kA "
o [ - \
Date / Date / Date / Date / :
Jlara: 13.02.2026 Jlama: 13.02.2026 Jlata: 13.02.2026 || /lara: % - 2016

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: L85195AP1984P1LC004507
www.drreddys.com




Dr.Reddy’s Q‘:‘.

CERTIFICATE OF ANALYSIS

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

Vili. Khol, Nalagarh Road, Ba4di,
Distt. Solan, H.P., 173 205, INDIA

CEPTU®UKAT AHAJI3A

Tel : +91 98166 56001-02

www.drreddys.com

Product ;: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxenpece (keTopoaak) TabaeTKH, AMCIEPrUpYyeMbIe B M0J10¢TH pTa, 10 Mr

Market / Poinok :Russia / Poccus

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

Cepust No - V2600196 0O6bem cepun " 36,00,000 Tabd

Analytical RepoE't No/ - 040003276507 Date of Analysis / . 13.02.2026

AHamuTHYEeCKHH oT4eT Ne JlaTa asaanza

Date of Manufacture / - 01/2026 Date of Expiry / . 12/2027

JlaTa npou3BoacTBa T'open no N

Mfg. License No. / ]

IIpousBoacTrBeHHan : MNB/05/263 WA mmber: / 1 JII-Ne(004669)-(PT'-RU)
Homep PY

Jgumensus Ne

Analysis performed according ND: / Anasnu3 nposegen no HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / UucTpykuns yreep:xaena: 21.04.2025

Page 6 of 11/ Crp. 6 u3 11

i:) Test / IlokazaTesb Results / PesyabTaThl Specification / Hopma

8 Water content / 2.1% Not more than 7.0 %. /
CopaepxaHue BOIbI He 6onee 7,0 %.

9 Residual solvents / OctaTouHble opraHuyeckne pacTBOPUTEIH
Isopropyl alcohol / 4 pg/tab / [ Not more than 350 pg/tab. /
HzonponaHon 4 MKr B TabNeTke He 6onee 350 mxr B TabneTke.

Remarks : The Product confirms to ND/
IMpumeyanne: [Ipoaykt cooTBeTcTBYET TpeOopanusam HJT

Conclusion : APPROVED /
3akmovenue: OJIOBPEHO

Prepared by /
[ToaroTosiiedo: Shivani

Checked by /

Checked by (AQA) /

[TposepeHo: Rama [Tposepero (AOK):

Approved by: Quality Assurance/Authorized person /
Onobpeno: O6ecnedenue kauecTsa/OTBETCTBEHHOE

- Kant d}\&\ Amit Kumar JIALIO: 3 4
A9 Qe A Y
Date / Date / Date / Date /
Jlara: 13.02.2026 Tara: 13.02.2026 Jata: 13.02.2026  ||jtara: V2> 2 2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s Q':’.

CERTIFICATE OF ANALYSIS

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

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

CEPTHO®UKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpece (keTtopoaak) TabeTku, AHCHEprupyeMbie B Noa0cTH pra, 10 Mr

Jauuenzus Ne

Market / PoiHok :Russia / Poccus

Batch No / 3 Batch Quantity / . 36,00,000 tab /

Cepus Ne y WEDEn O6bem cepun " 36,00,000 Tab
Analytical Repovrt No/ - 040003276507 Date of Analysis / - 13.02.2026
Anagurudecknii orger Ne JlaTa anaanza

Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027

Jlara npou3BoicTBa I'ogen no

Mfg. License No. / MA iiuiber: /

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

Analysis performed according ND: / Ananns nposeaen no H/I: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / Uucrpykuus yreepaaena: 21.04.2025

Page 7 of 11/ Crp. 7 n3 11

i.oo Test / IlokasaTens Results / PesynbTaThl Specification / Hopma
10 Microbiological purity*/ Muxpo6uonoruyeckas yucrora*®
Total Aerobic Microbial NA not more than 10° CFU/g; /
Count / 0011ee Yucao e Gonee 10° KOE/r;
a’3poOHBIX MUKPO-
OpraHu3MOB
Total Combined Yeast and NA not more than 10> CFU/g; /
mold count / oblitee yucIo He 6osee 10?2 KOE/r;
JIPOJMOKEBBIX U [UIECHEBBIX
rpuboB
Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.
11 Uniformity of dosage units / Acceptance value (4V) not more than 15.0
OnHopoanocTs 77 TNokasarens npuemneMoctu (4V) nomxkeH ObITh
AO3HPOBAHHBIX eIMHHI ’ He Gonee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanwue: IIpoaykT coorBeTcTBYET TpeboBauusM HJJ

Conclusion : APPROVED /
3aknwyenue: OJOBPEHO

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

[Toarororneno: Shivani [Tposepeno: Rama [Tposepero (AOK): |[Onobpeno: Obecneuenne kauectsa/OTBETCTBEHHOE
e Kant \j_l&\ Amit Kumar JIHUO:

Date / Date / 3 Date / ' Date /

Jlata: 13.02.2026 Tara: 13.02.2026 Jlata: 13.02.2026  ||Jtara: V32— 1026

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




Dr.Reddy’s ":“.

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropoa® Dxcnpecc (keTopoJak) TabJaeTKH, AMCHEPTHPYeMbIe B I0J0¢TH pTa, 10 mr

Market / Poinox :Russia / Poccus

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

Cepus Ne + V2600196 O06BeM cepun " 36,00,000 Tab

Analytical Repovrt No/ . 040003276507 Date of Analysis / - 13.02.2026

Ananuruyecknii oruyet Ne JlaTa ananun3a

Date of Manufacture / - 01/2026 Date of Expiry / - 122027

HaTta npou3BoacTBa T'open mo

Mfg. License No. / MA uiliess ]

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

Junensus No

PIL version approved: / Muctpykuust yreepxaena: 21.04.2025

Analysis performed according ND: / Anann3 nposenen no H/I: JIII-Ne(004669)-(PI'-RU)-190224

Page 8§ of 11/ Crp. 8 m3 11

1;.2 Test / [loxazaTenn Results / PesyabTaThl Specification / Hopma
12 Assay / KoninuecTBeHHOE 9.9 mg/9,9 mr From 9.0 mg to 11.0 mg of
onpeaeneHue (99.1 %) C15sH13sNO3°C4H1NO; (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. /" Or 90mr no 11,0 Mr
CisH13NO3*C4H 1NO;s (KeToponaKa
TpoMeTamuH) (ot 90,0 mo 1100 % ot
3asBJIEHHOTO KOJIMYEeCTBa) B TabJIeTKe.
13 Butylhydroxyanisole 0.0971 mg/tab / Not less than 0.042 mg/tab., /
content / Copepxanune 0,0971 mMr B TabneTke He menee 0,042 mr B TabneTke.
6yTHATrHAPOKCUAHU30/1A

Remarks : The Product confirms to ND/
Mpumeuanue: [Ipoaykt cooTBETCTBYET TpeboBaHusM HJL

Conclusion : APPROVED /
3akmiouenne: OOBPEHO

Prepared by / Checked by / Checked by (AQA) / |[|Approved by: Quality Assurance/Authorized person /
[Togrorosnexo: Shivani Ilposepeno: Rama [IpoBepeno (AOK): [|OpobpeHo: ObecnedeHne kauecTBa/OTBETCTBEHHOE
b ‘)/ Kant \j\ﬂj\ Amit Kumar SULIO: ‘ »
1 —
Date / Date / Date/ Date /
Ilata: 13.02.2026 Tata: 13.02.2026 Tlara: 13.02.2026  ||/lara: |22 Lo26

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Talangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN; L85195AP1984P1LC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIM3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkcnpece (KeTopoaak) TaGiaeTKu, AUCIEPrapyeMbie B OJI0cTH pTa, 10 mr

Market / Puinok :Russia / Poccus

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

Cepus Ne  ¥2000090 O6beM cepun " 36,00,000 Tab

Analytical Repo:‘t No/ - 040003276507 Date of Analysis / . 13.02.2026

Ananurudeckuii oryer Ne JlaTa anaun3za

Date of Manufacture / - 01/2026 Date of Expiry / . 12/2027

Jarta npousBoacrea Togen g0

Mifg. License No. / i F R —

IIpou3BoacTBeHHAN : MNB/05/263 ) : JIII-Ne(004669)-(PT-RU)
Homep PY

Junen3us Ne

Analysis performed according ND: / Anannz nposenen no H/I: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Mncrpykuust yreepxaena: 21.04.2025

Page 9 of 11/ Crp. 9 m3 11

Onu

CaHHe YNMAaKOBKH

(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnerok B
6aucrepe w3 (ITA/AJIIIS ¢
saaronornoturesieM/I19BIT)
¢dombru // (IIS/AJT) donwru. Ilo
2 Guucrepa BMECTE C JINCTKOM-
BKJIaZIbIIIEM B navyKy
KapTOHHYIO.

1;.00 Test / [Toka3zaTenn Results / PesynbTaThl 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. / ITo 10 tabnerok B Guucrepe u3
(ITA/AJI/TID ¢ Bnaronoriorurenem/II19BIT)
doneru // (IID/AJI) domern. Ilo 1 wmm 2
OaucTepa BMECTE € JIMCTKOM-BKMIafbllieM B
Na4yKy 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.
* [Ipu BbINYCKe JIEKAPCTBEHHOrO Mpenapara KOHTPOJ1b KauecTBa Mo nokasarenio «Viukpoduonoruyeckas
YUCTOTA» MPOBOAUTCS AJIs Kaxaoi 20-0i cepuu, WK 1151 OHOI CEepUH B rojl, B 3aBHCHMOCTH OT TOI0, YTO
HACTYIHT paHbllle.

Remarks : The Product confirms to ND/
ITpumeuanue: IponykT cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akaodenne: OJIOBPEHO

Prepared by /

[ToaroroBneHo: Shivani

il

Checked by /

(11 poeepero: Rama

Kant \9’0\\ Amit Kumar JTHLLO:
|
@\V’\/ r\/’ o

Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Tposepeno (AOK): [|Onobpeno: Obecnieuenne kauecTsa/OTBETCTBEHHOE

9

i

Date /
Jara: 13.02.2026

Date /

Jlata: 13.02.2026

Date / ‘ Date /

\5f—cf),~w7;é

Hara: 13.02.2026 Hara:

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropoa® Ixenpece (keToponax) Tabiierku, ANCHEPrupyemMbie B M0J0¢TH pra, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne % ¥2600196 O0bem cepuu " 36,00,000 Tab

Analytical Repourt No/ - 040003276507 Date of Analysis / - 13.02.2026

AHanuTHYecKHit oryeT No JlaTa ananmsza

Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027

Jara nponsBojacrea I'open 10

Mfg. License No. / MA ber: /

TIponsBoacTBeHHAs : MNB/05/263 el : JITI-Ne(004669)-(PT-RU)
Howmep PY

aumenzus Ne

Analysis performed according ND: / Ananu3 nposeaen mo HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Uucrpykuus yraepaiena: 21.04.2025

Page 10 of 11/ Crp. 10 u3 11

API name / HanmenoBauue ADC:

Ketorolac tromethamine / Ketoponaka Tpomeramut

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /

Homep cepun nponssoauresiss ADC: -
FP Manufacturer API Batch number /
FESA00356

Homep cepnn cyOcTAHIMYM NTPOU3BOXHTENS
| (O

API Manufactured by & country /
Ipouszsogureas ADC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Penpnu'c Jlaboparopuc Jita., Uuaus

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

HaumeHoBanue, aapec, JTHEH3UsT I
ITponssoacTBenHas miomaaka / Ilnomanka
KOHTpoJIs kavecrBa / Ilnomaaka Beinycka

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 Pepnu’c JTaboparopuc JIta., Unaus, Tpoussoncreennoe
noapaszaeneuue-6, Bumn. Kxons, Hanarapx Poyn, bamnu, Jucrpukrt
Conan, X.I1., 173205, Muaus (muuensus 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
the Eurasian Economic Union and requirements to the medicinal

full compliance with the GMP requirements of

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 /
[Tpumeuanmne: TIpoayxT cooTBeTcTBYEeT TpeboBanusM HJ 3akmouedne: OJOBPEHO 7
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Toarotoeneno: Shivani ITpoeepeHo: Rama ITposepeno (AOK): [|Onobpeno: ObecneueHue kauecTBa/OTBETCTBEHHOE
Kant &k\ Amit Kumar THLLO: ,
. P
Date / Date / Date / . Date / ,
Jlata: 13.02.2026 Jlata: 13.02.2026 Jlata: 13.02.2026  ||/lara: V&> 22— 2026

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

www.drreddys.com




Dr.Reddy’s “:‘0

CERTIFICATE OF ANALYSIS

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

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

CEPTUDUKAT AHAJIM3A

Tei: +91 98166 56001-02

www.drreddys,com

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

poaykr: Keropoa® Ixenpece (keropoak) Tabaerku, Aucneprupyembie B 0oa0cTu pra, 10 mr

Market / Poinox :Russia / Poccus

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

Cepusi Ne : V2600196 O6bem cepun " 36,00,000 Tab

Analytical Repovrt No/ . 040003276507 Date of Analysis / . 13.02.2026

AnanuTuyeckui oTuet Ne JlaTa anajan3za

Date of Manufacture / . 01/2026 Date of Expiry / - 12/2027

JlaTa npou3BojAcTBa Topen go

Mfg. License No. / MA number- /

IIpon3BoacTBeHHAs : MNB/05/263 . : JIII-Ne(004669)-(PI'-RU)
; Howmep PY

Jmnensus Ne

Analysis performed according ND: / Anann3 nposenen nmo H/I: JITI-N2(004669)-(PI'-RU)-190224

PIL version approved: / Hucrpyxknus yreepxaena: 21.04.2025

3akinodenue o coorBercTBHM: «HacTosmmM s moATBepXkar0, YTO IIPHUBE/ICHHAS BhIIE HHPOPMAIIHS SBIISETCS
JIOCTOBEPHOH M TOYHOH. DTa cepusi NMPOAYKUMM NpOU3BeJeHa (BKJIIOYAs YNaKoBKY (MapKHpOBKY) U KOHTPOIH
Ka4yecTBa) Ha BhbIIEYKa3aHHOH NPOM3BOJICTBEHHON MJlomaiKke (IUIOIAAKAaXx) B IIOJIHOM COOTBETCTBHU C
tpeboBanusiMu [lpaBun Hauiexanieif IpOU3BOJACTBEHHON NpaKTUKM EBpasuiicKOTO 3KOHOMHYECKOro €O0I03a M
TpeOOBaHUAMM KOHTPOJS KadecTBa JIEKapCTBEHHBIX CPEACTB, a TAKXKE B COOTBETCTBHU CO creluduxanusMu,
COZIEpKAIUMHUCS B PETUCTPAIIHOHHOM JOCHE CTpaHBI-UMIIOPTEPa. 3aIIUCH 110 IIPOM3BOJICTRY, YIIAKOBKE U aHAIH3Y
IIPOBEPEHDI, U YCTAHOBJIEHO HX COOTBETCTBHE TpeOoBaHMAM lIpaBril Ha/UIeKAIIEH MPOU3BOACTBEHHOM NMPaKTHKH

EBpﬁSHﬁCKOI‘O OKOHOMHHYECKOT'O COKO3a».

Page 11 0of 11/ Crp. 11 w3 11

Remarks : The Product confirms to ND/
IMpumeyanne: IIpoaykt cootBeTcTBYET TpeGoBanmam H/J

Conclusion : APPROVED /
Jaxmwouenne: OJJIOGPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
IMoarotosneno: Shivani ITposepeno: Rama ITposepeno (AOK); ||Omobpeno: Obecnieuenue kauecTBa/OTBeTCTBEHHOE
e Kant [ Amit Kumar JIMLO: »
A1 2 I =
e ¥:
Date / Date / Date / Date /
Jlata: 13.02.2026 Jlara: 13.02.2026 Jlata: 13.02.2026  ||/lara: \ L B 28 26

Registered Office: 8-2-337, Road No. 3, Banjara Hills, iHyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




