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

CEPTU®UKAT AHAJIN3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxcnpecc (keroposiak) TabJeTKH, AMCHEeprupyemMbie B OJOCTH pra, 10 mr

auued3ns Ne

Market / PoiHOK :Russia / Poccus

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

Cepus Ne & V2sUR0L! O0bem cepun " 36,00,000 Tab
Analytical Repourt No/ . 040003252971 Date of Analysis / - 19.01.2026
AHaJIHTHYeCKHH oTUeT Ne JlaTa ananusa

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

Jata npou3BoacTBa I'ogen o

Mfg. License No. / MA number: /

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

Analysis performed according ND: / Ananu3 nposeaen no H/I: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / UncTpykuus yrBep:kaeHa: 21.04.2025

Page10f11/Crp.1mn3 11

N : .

.N’t(l) Test / IloxaszaTens Results / Pe3yibTaThl Specification / Hopma

1 Description / Onucauue Light yellow round flat beveled Light yellow round flat beveled tablets with "|"
tablets with "|" debossed on one debossed on one side. / Kpyrible r1uockue
side. / KpyrJble niockue TabneTkd ¢ ackoif, CBETNO-KENTOro IBETA C
TabneTky ¢ Gpackon, CBETO- rpaBUPOBKOH «|» Ha OIHOM CTOpOHe.
XKEJITOro LBETa C TPaBUPOBKOH
«l» Ha o/tHO CTOpOHE.

2 Identification / Unentupuxauus

Ketorolac / Kemoponax

Complies / COOTBETCTBYET

UV spectra of the test solution and ketorolac
tromethamine standard solution should have
peaks at the same wavelength (+ 2 nm). / V-
CIIEKTpb! MOTJIOIIEHHS UCIIBITYEMOTO PacTBoOpa
pacTBopa cTaHmapTHOro o6pasia KeTopoJjaka
TpoMETaMUHa AOJKHBI MMETh MaKCHMYMbl NPH
OJHOWM M TOM )K€ [AJIMHE BOJHBI (£ 2 HM).

Remarks : The Product confirms to ND/
Ilpumeuanue: IIpoaykt coorercTBYyeT Tpeboanusam HJI

Conclusion : APPROVED /
3aknwuenne: OJJOBPEHO

Prepared by /
ITogrorosneHo: Shivani

Checked by /
[1posepeno: Pravesh

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

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

Devi Rana Amit Kumar JIHIL0:

L 3/ s AR ]
Date / Date / Date / ' Date / L
Jlara: 19.01.2026 Tata: 19.01.2026 Jlata: 19.01.2026  ||Hara: \D—s|- 227

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
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CERTIFICATE OF ANALYSIS

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

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

CEPTUPUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykr: Keropoa® Dxcnpecce (keroposiak) TabieTku, AMCIEpPruapyemsle B Mo10C¢TH pra, 10 mr

Market / Pbinok :Russia / Poccus

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

Cepus Ne # ¥apeull O0bem cepun " 36,00,000 Tab

Analytical Repo:’t No/ . 040003252971 Date of Analysis / - 19.01.2026

AHajquTH4YecKHi oTyeT Ne JlaTa anaausa

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

JaTta npou3BoacTBa T'open go

Mfg. License No. / MA number: /

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

Jnuensus Ne

Analysis performed according ND: / Anann3s nposeaen no HJI: JIII-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Unerpykuus yreepaxaena: 21.04.2025

Page 2 of 11/ Crp. 2 w3 11

No

Test / Iloka3aTennb
No

Results / Pe3ysabTaThl

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).
/ Bpemsa ynepKUBaHHS OCHOBHOrO MHKa Ha

XpomaTorpamme HCMBITYEMOTO pacTBopa
JIOIDKHO COOTBETCTBOBATh BpEMEHU
YAESPXKUBAHUSA OCHOBHOTO nyka Ha
XpoMarorpaMMe  pacTBOpa  CTaHHAPTHOTO

obpasua KeTopofiaka TpoMeTaMHHa (paszfen
«KosnuecTBEHHOE ONPENeNeHUE).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: IIponykT cooTBeTCTBYET TpeboBaHusIM HJI 3axkmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Toprotosneno: Shivani [Tposepeno: Pravesh  |[[Tpoepeno (AOK): [|OnoGpeno: ObecnieueHue kauecTsa/OTBETCTBEHHOE
Devi A 5 Rana / Amit Kumar NHLO: \ ()\D
A\ /}' o
Date / Date / Date / Date / ,
Jlara: 19.01.2026 Jlara: 19.012026  ||Tara: 19.012026  ||Jlara: \9o)-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
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CERTIFICATE OF ANALYSIS

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

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

CEPTUOPUKAT AHAJIM3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Jkcnpecce (keToposak) TabaeTku, AHCHeprupyemMbie B HOJIOCTH pTa, 10 mr

Market / PpiHOK :Russia / Poccus

Batch No / . V2600011 Batch Quantity / ; 36,00,000 tab /

Cepusi Ne O6nem cepuu 36,00,000 Tab

Analytical Repo:‘t No/ . 040003252971 Date of Analysis / . 19.01.2026

AHaguTHYecKHH oTyeT Ne JlaTa anaausza

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

JlaTa npou3BoACTBA I'ogen no

Mfg. License No. / MA number- /

IIponsBoacTBeHHas! : MNB/05/263 ) 1 JII-Ne(004669)-(PT-RU)
Homep PY

Juuen3us Ne

Analysis performed according ND: / Auann3 nposeaen no HJ: JITI-Ne(004669)-(PI'-RU)-190224
PIL version approved: / Mucrpykuus yreep:xaena: 21.04.2025

Page3 of 11/ Crp.3 3 11
1}? Test / IlokasaTens Results / PesynbTaTsl Specification / Hopma
Butylhydroxyanisole / Complies / CoOTBETCTBYET The retention times of 2-butylhydroxyanisole and
Bymunzudpoxcuanuzon 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 YAEpKUBaHHS MHKOB 2-
OyTunruapoKcUaHu3oNa U 3-
OyTWIrMApOKCHAHU30/IAa HAa  XpoMaTtorpaMmme
HCIIBITYEMOTO pacTBopa JIOJDKHBI
COOTBETCTBOBATH  BpPEMEHaM  YAepP)KUBAHUS
NMKOB  2-OyTWUATMApPOKCHAaHu3oMa W 3-
OyTHITUAPOKCHAHM30JIa Ha  XpOMaTorpaMme
pacTBOpa CTaHJApPTHOTO obpasia
Oyrunruapokcuanusona (pazgen «CopepxaHue
OYTHITHAPOKCHAHH30J1a%).

Remarks : The Produa confirms to ND/

IIpumeuanue: IIpoaykt cootBeTcTBYET TpeboBaHusAM HJT

Conclusion : APPROVED /
3axniouenne: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Toarorosneno: Shivani [Mposepeno: Pravesh  |[TTposepeno (AOK): |[OnoGpeno: Obecneuenne kauecTBa/OTBETCTBEHHOE
Devi =1 Rana Amit Kumar P NHLO: () . )

/ o I
Date / Date / Date / Date /

Hara: 19.01.2026

Jara: 19.01.2026

Jara: 19.01.2026 Hara:

| ) o)-202¢

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: L.85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. 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
Ilpoaykt: Keropoa® Ikenpece (keTopoaak) TabaeTkH, AMCHeprupyeMble B MOJ0CTH pTa, 10 mr

Market / Poinok :Russia / Poccus

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

Cepus Ne $ V2600011 O6beM cepun " 36,00,000 Tab

Analytical Repourt No/ . 040003252971 Date of Analysis / . 19.01.2026

AHanuTHYecKHil oTueT No HMaTta ananuza

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

JlaTa npon3BoJcTBA I'ogen po

Mfg. License No. / MA number: /

IIpou3BoacTBeHHAsA : MNB/05/263 ) : JII-Ne(004669)-(PI'-RU)
Homep PY

JuneH3ns Ne

Analysis performed according ND: / Ananu3 nposeaen no HJ/I: JIII-Ne(004669)-(PT-RU)-190224
PIL version approved: / Mucrpykuus yreepaxaena: 21.04.2025

Page4 of 11/ Crp. 4 u3 11
‘I}? Test / [Toka3aTeanb Results / PesyabTaTsl Specification / Hopma
3 Average weight / Cpeausisi 69.8 mg/ 69,8 mr 67.2mg to 72.8mg (70.0mg + 4.0%). /
Macca Ot 67,2 Mr o 72,8 mr (70,0 mMr £+ 4,0 %).
18/20 tablets - not more than =+ 10 %;
Uniformitv of weight / 2/20 tablets - not more than + 20%. /
OxHODO H’;ﬂ:";icm Complies / CooTBETCTBYET 18/20 Tabnetox — He 6Gonee =+ 10 %;
AHGpOR 2/20 TabneTok — He 6onee £ 20 %.
4 Disintegration time /
Pacnapaemocthb
00 min 29 sec / 00 MmuH 29 cek Not more than 3 min. / He 6onee 3 MuH.
5 Dissolution / PacTBopenue Unit-1/ Ta6a-1 97 % Not less than 75 % (Q) of CisH3NO3*CsH[NO3
) (ketorolac tromethamine) in 15 min. / He MeHece
L 5 0,
Unit-2 / Ta6n-2 97% | 759% (Q) CisHi3NO3*C4H;NO; (keToponaka
Unit-3 / Ta6n-3 98 %, TpOMETaMuH) yepe3 15 MuH.
Unit-4 / Tabn-4 98 %
Unit-5 / Tabn-5 99 %
Unit-6 / Tabn-6 99 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [IpoaykTt cooTBeTCTBYET TpeboBaHusam H/J 3akawuenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / |[|Approved by: Quality Assurance/Authorized person /
[TonrorosneHo: Shivani IMpoeepeno: Pravesh  ||[Tposepeno (AOK): ||Onobpeno: ObecneyeHue kauectBa/OTBETCTBEHHOE
Devi Rana / Amit Kumar JIHLLO: _L OLD
3 i = VA

/g il .
Date / Date / Date / Date /
Jlata: 19.01.2026 Jara: 19.01.2026 Jara: 19.01.2026  ||Mara: \9 @)~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: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUPHUKAT AHAJIU3A

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropoa® Dkcnpece (keroposiak) TadjieTKu, AMCIEprupyeMble B 0JI0CTH pTa, 10 mr

Market / PeiHok :Russia / Poccus 7

Batch No / - V2600011 Batch Quantity / ; 36,00,000 tab /

Cepus Ne O0bem cepun 36,00,000 Tab

Analytical Repo:‘t No/ . 040003252971 Date of Analysis / . 19.01.2026

AHaNUTHYECKHH 0TueT No JlaTa anannza

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

JlaTa mIpon3BoACTBA I'ogen no

Mifg. License No. / T —

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

nanuensusi No

Analysis performed according ND: / Anaan3 npoeeaen no HJI: JITI-Ne(004669)-(PT-RU)-190224
PIL version approved: / MucTpyknus yreepxaena: 21.04.2025

PageSof 11/ Crp.5m3 11

1:3 Test / [Toka3zaTenan Results / PesyabTaThl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a 710 pm
JducnepcHocTh sieve is formed. / OG6pasyercsi onHOpoaHas
CYCNIEH3Ms, [MpOXOAALIasi CKBO3b CUTO C
paszmepoM oTRepcTUi 710 MKM.
7 Impurities / IIpumecu

1-hydroxy analog of
ketorolac: /
1-runpokcuananor

Below LOQ (LOQ = 0.0032 %)

/ Huxe npenena

KOJIMYCCTBEHHOT'O ONIPEACTIEHUA

not more than 0.5 %, / He O6onee 0,5 %,;

KETOpoJiaKa (ITKO = 0,0032 %)
1-keto analog of ketorolac / 0.05 % not more than 0.8 %; / He 6onee 0,8 %;
1-KeToaHaJIor KeTopoJiaka
unidentified impurity / 0.02 % not more than 0.5 %; / He Gonee 0,5 %;
e/IMHHYHas
HEeUACHTUOULUPOBAHHAS
[IPUMECh
total impurities / 0.1 % not more than 1.0 %. / e Gonee 1,0 %.
cyMMa npumecen
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanne: [IpogykT cooTBETCTBYET TpeboBanusM HJJ 3akaoyenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[ToarotosneHo: Shivani [Tposepeno: Pravesh  |[[Tposepeno (AOK): [|Onobpeno: Obecneyenne kauectsa/OTBETCTBEHHOE
Devi % = Rana Amit Kumar JIULO: 5 Q—D
) /Zﬂ) ,
Date / Date / Date / ) Date /
Jlara: 19.01.2026 Jlara: 19.012026  |[Tara: 19.01.2026  |[Mara: |9 ©\—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 ‘7:"

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIU3ZA

Tel : +91 98166 56001-02

www.drreddys.com

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

ITpoaykt: Keropoa® Dxenpece (keropoJiak) Tab/IeTKH, AHCHEPrHPYeMbIe B MOJOCTH pTa, 10 Mr

Market / Poinox :Russia / Poccus

Batch No / - V2600011 Batch Quantity / : 36,00,000 tab /

Cepus Ne O6beM cepun 36,00,000 Tab

Analytical Repo:‘t No/ . 040003252971 Date of Analysis / . 19.01.2026

AHajquTHYecKH# oTuer Ne JlaTa anaanza

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

JaTta npousBoacTBa T'open mo

Mfg. License No. / )

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

Junenzus Ne

Analysis performed according ND: / Auanu3s nposenen mo H/I: JITI-Ne(004669)-(PI'-RU)-190224

PIL version approved: / Mucrpyknns yreep:xaena: 21.04.2025

Page 6 of 11/ Crp. 6 m3 11

1;.‘)0 Test / [lokazaTesb Results / PesyabTaThl Specification / Hopma

8 Water content / 21% Not more than 7.0 %. / -
CopepskaHue BOAbI He 6osee 7,0 %.

9 Residual solvents / OcTaTouHble opraHH4eckHe pacTBOPHTENH
Isopropyl alcohol / 5 pg/tab/ Not more than 350 pg/tab. /
H3zonpornaHon 5 MKT B TabneTke He 6onee 350 mxr B Tabuierke.

Remarks : The Product confirms to ND/

Mpumeyanite: [MponyxT coorsereTByeT Tpebopanmsam HJL

Conclusion : APPROVED /
3akawyenune: OJAOBPEHO

Prepared by /
[Moarorosnewo: Shivani

Checked by /
Iposepeno: Pravesh

Checked by (AQA) /
Iposepeno (AOK):

Approved by: Quality Assurance/Authorized person /
OnobpeHo: Obecneuenue kauecTea/OQTBETCTBEHHOE

Devi Rana Amit Kumar JTHLO: 2 Q\D
33 A 2

Date / Date / Date / Date /

|ITata: 19.01.2026 Jlata: 19.01.2026 . ||Hara: 19.01.2026  |{Tara: Y9 ©)-2026

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 “:‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIU3A

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

Product :

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ilpoaykr: Keropoa® Dkcnpece (keToponak) Tab/ieTku, AucneprupyemMpie B moJaocTu pra, 10 mr

Market / Poinok :Russia / Poccust

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

Cepna Ne + V2600011 O6Bem cepun " 36,00,000 Tab

Analytical Repo:‘t No/ - 040003252971 Date of Analysis / . 19.01.2026

AHanuTn4eckuii otuer Ne JaTa anaausa

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

JlaTa npou3BoacTBa T'ogen o

Mfg. License No. / MA number: /

IIpouszBoacTBeHHAS : MNB/05/263 H ) . JIII-Ne(004669)-(PT'-RU)
omep PY

JuneH3us Ne

Analysis performed according ND: / Ananuz nposened no HJI: JII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / Mucrpyknus yreep:aena: 21.04.2025

Page 7of 11/ Crp. 7Tm3 11

i.oo Test / [Toka3zaTesb Results / PesyabTaThi Specification / Hopma

10 Microbiological purity*/ MukpoGuonoruueckas uncrora*

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

Count / ob1iee 4nCIIoO He 6onee 10° KOE/T;

a3poOHBIX MUKPO-

OpTaH{3MOB

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

mold count / o61iiee Yucio He Gonee 102 KOE/r;

OPOXIKEBBIX U MIECHEBBIX

rpubor

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

11 Uniformity of dosage units / Acceptance value (4¥) not more than 15.0
OaHopoaHoCTb 3.6 ITokazatens npuemnemoctH (4V) nomkeH ObITh
J03UPOBAHHBIX eAHHUILL ' He 6onee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: ITpoaykt cooTBeTcTBYET TpeboanusiM HJJ 3akniouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[ToaroTorneHo: Shivani ITposepero: Pravesh  ||[IpoBepeno (AOK): [|OnoGpeno: Obecneuenune kauectsa/OTBETCTBEHHOE
Devi Rana ) Amit Kumar . SNLO: /
/} v ’f /\// ' =
Date / Date / Date / Date / .
Jlata: 19.01.2026 Tlata: 19.01.2026 Jlata: 19.01.2026  ||/lara: 1) —o)~207

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanganz, 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
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,

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

CEPTHOUKAT AHAJIU3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxenpecc (keToposiak) Ta6JeTKu, AHCNEPrUpyeMbIe B MOJ0CTH pTa, 10 Mmr

Market / Pninox :Russia / Poccus

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

Cepus Ne  VRguOnIL O6bem cepun " 36,00,000 Tab

Analytical Repourt No/ - 040003252971 Date of Analysis / . 19.01.2026

AnanutHuyecknii oruet Ne ~ | laTa anajausa

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

Jlara mpou3BoacTBa T'ogen no

Mfg. License No. / MA number: /

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

JuneH3us Neo

Analysis performed according ND: / Ananan3 nposeaen no HJI: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / HHcTpykuust yreep:kaena: 21.04.2025

Page 8 of 11/ Crp. 8 m3 11

1;.00 Test / IlokasaTeanb Results / PesyapTaThl Specification / Hopma
12 Assay / KosinuecTBeHHOe 9.8 mg/9,8 Mr From 9.0 mg to 11.0 mg of
onpeje/ieHHe (98.5 %) CisH1i3NO3*C4H11NOs (ketorolac tromethamine)
(from 90.0 to 110.0 % of the label claim) per
tablet. / Or 9,0 Mr Jo 11,0 mr
CisH13NO3*C4H 1NO3 (xeToponaka
TpoMeramuH) (ot 90,0 mo 110,0 % ot
3a5ABJIEHHOTO KOJIMYECTBA) B TabJIETKeE,
13 Butylhydroxyanisole 0.0975 mg/tab / Not less than 0.042 mg/tab. /
content / CogepxaHue 0,0975 mr B TabneTke He menee 0,042 mr B TabneTke.
Oy THATUAPOKCHAHH30/1a

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

ITpumeuanne: [poaykr cooTBeTCTBYET TpeOoBaHKMAM HJT 3axmoueHue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[Moarorosnexo: Shivani [Ipoeepeno: Pravesh  [|[IpoeepeHo (AOK): |[Ono6peno: Obecneuenue kauecTsa/OTRETCTBEHHOE
Devi Rana Amit Kumar JHLO! —

1 - L 0 ( ? o \Qj;

T

Date / Date / Date / Date /
Tlara: 19.01.2026 Tata: 19.01.2026 Jara: 19.01.2026  ||[Tara: \9o)202L
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys com
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Dr. Reddy's Laboratories Ltd
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) ® Formulation Unit-6
Dr- Reddy S ‘.. Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P, 173 205, INDIA
CEPTUO®UKAT AHAJIM3A Tel : +91 98166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropoa® Dkenpece (keToposiak) TabaeTKH, AMCIEPTHPYeMbIe B OJI0CTH pTa, 10 Mr

Market / Poinox :Russia / Poccus

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

Cepus Ne - V2600011 7 O0bem cepuu " 36,00,000 Tab

Analytical Repo\}‘t No/ - 040003252971 Date of Analysis / 19.01.2026

AHanuTHYeCKU oTueT No Jara ananusa

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

Jara npou3BojacTBa TI'open po

Mfg. License No. / "

TponsBoncreennas - MNB/05/263 NIA b . JITI-Ne(004669)-(PT-RU)
Homep PY

auieH3ns Ne

Analysis performed according ND: / Ananu3s nposeaen no H/I: JIII-Ne(004669)-(PT'-RU)-190224
PIL version approved: / UucTpyknus yrBep:xkaena: 21.04.2025

Page 9 of 11/ Crp. 9 n3 11

‘1;.? Test / IokazaTesn Results / PesyabTaThl Specification / Hopma
14 Package description / 10 tablets in a blister of | 10 tablets in a blister of (PAJAL/PE with
OnucaHue 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 tabnetok B OaucTepe n3
information leaflet in a carton | (IIA/AJI/TID ¢  Bnaromomitotutenem/I13BIT)
pack. / Tlo 10 Ttabnerox B | ¢omeru // (IID/AJI) ¢oneru. Ilo 1 wmm 2
6mucrepe w3 (IIA/AJVIID c¢ | Oaucrepa BMECTe € JIMCTKOM-BKIAIbILIEM B
sraronorinorurenem/[15BIT) na4dKy KapTOHHYIO.

¢oneru // (I13/AJ1) doneru. Ilo
2 Gnucrepa BMECTe € JIMCTKOM-
BKJIaJbIILIEM B navKy
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.

* JIpu BbINYCKe JIEKAPCTBEHHOr0 MpenapaTa KOHTPOJ1b KauecTBa Mo NoKasarTes o «MukpobHoiornyeckas
YHCTOT2» NPOBOAUTCS AJIA Kaxa0ii 20-0ii cepuu, UM IS OHOI cepUH B roll, B 3aBUCUMOCTH OT TOr0, YTO
HACTYNHT paHblue.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [IpogykT cooTBeTcTBYET TpeboBanuam HJT 3akmouyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[ToarorosseHo: Shivani [Tposepeno: Pravesh  [[TTposepeno (AOK): ||OnobpeHo: ObecneueHne xauecTBa/OTBETCTBEHHOE
Devi r Rana f Amit Kumar  _ [|1muo: w
A o
Date / Date / Date / Date / ¢
Jlara: 19,01.2026 Jlara: 19.01.2026 Jlata: 19.01.2026  ||[Tara: } Y-of—rdar 2

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
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CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIN3A

Tet: +91 88166 56001-02

www.drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Ketopon® Dxkcnpece (keToposiak) TaG/aeTKn, IHCIEPTrAPYEMbIe B OJIOCTH pTa, 10 Mr
Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / . 36,00,000 tab /
Cepust Ne + V2600011 O6nem cepun " 36,00,000 Tab
Analytical Repovrt No/ - 040003252971 Date of Analysis / . 19.01.2026
Ananuruyeckuii oruer Ne JaTta anajanza

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

Jarta npou3BoacTBa T'omen go

Mfg. License No. / ]

TponseocTRennas . MNB/05/263 SR . JIT-Ne(004669)-(PT-RU)

Homep PY

Jnnen3us Ne

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

PIL version approved: / Mucrpykuns yreep:kaena: 21.04.2025
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API name / Haumenosanue A®C:

Ketorolac tromethamine / Keroponaka TpoMeTaMuH

INN / MHH:

Ketorolac / Ketoponax

API manufacturer batch number /

I'Jd:

Homep cepun npouspoautenss ADC: ARSHIN 1765
FP Manufacturer API Batch number /
Homep cepun cyOcTaHIHH NPOU3BOAHTEIIA FESA00219

API Manufactured by & country /
IIpoussoantens A®C, ctpana:

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

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

HanmenoBaunue, afgpec, JHNEH3Hs 15
IIponsBoacTBennas miomaaka / Ilnomaaka
KOHTPoJiA kKadecTBa / Ilnomaaka BplIycka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

J-p Pennu’c Jlabopatopuc JIta., Unaus, IlpoussoacteenHoe
nogpasaenenue-6, Bunn. Kxonw, Hanarapx Poyn, bagnu, Juctpukr
Conan, X.I1., 173205, Unaus (nnuenzus 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
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

full compliance with the GMP requirements of

Economic Union is established».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: IIpoaykT cooTBeTCTBYET TpeboBanuaM HJY 3aksmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[oarorosieno: Shivani [Tpoeepeno: Pravesh  |[[1posepeno (AOK): ||Ogobpeno: Obecnieuenne kauecTBa/OTBETCTBEHHOE
||Devi e Rana Amit Kumar HULO: " e )ﬂ)j
J - . i

y> ) [\ e Scaxe
Date / Date / Datel/ Date / _
Jara: 19.01.2026 Jara: 19.01.2026 Hara: 19.01.2026 Hara: \9 e )'_% 26

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

Tel: +91 40 4900 2900, Fa
CIN
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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

CEPTUPUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

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

IIpoayxr: Keropon® Jxcupece (keroposak) Tab/IeTKH, AHCIEPrApyeMble B 110J10¢TH pra, 10 mr

Market / Poinok :Russia / Poccust

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

Cepusi Ne = HEGLeNL] O0bem cepun " 36,00,000 Tab

Analytical Repo:‘t No/ - 040003252971 Date of Analysis / - 19.01.2026

AHanHTHYeCKHH oTyeT Ne JlaTa anamsa

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

JlaTa npou3BoAcTBa T'ogen go

Mfg. License No. / MA number: /

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

JuneH3us Ne

Analysis performed according ND: / Anann3 nposegen no HJ/I: JITI-Ne(004669)-(PT'-RU)-190224

PIL version approved: / UncTpykuus yreepsxaena: 21.04.2025

Page 11 of 11/ Ctp. 11 w3 11

3akaroueHue o coorBeTcTBHH: «HacTtosmuM g nmoaTBepKaalo, 4To NpUBEACHHAS BhIlle WHPOpMAIUsS SABISETCS
JIOCTOBEPHOM M TOYHOW. JTa cepHs NPOAYKLHHU IPOM3BEACHA (BKJIIOUYas YHNAKOBKY (MapKHpPOBKY) U KOHTPOJIb
KayecTBa) Ha BBHIINIECYKAa3aHHONM NPOM3BOACTBEHHOM IUIOIIA[Ke (IUIOIIAJKax) B TIOJNHOM COOTBETCTBHH C
TpeboBanusamu [lpaBus Hajuiexaleil TpoONU3BOJCTBEHHON HPakTUKA EBpazuMilcKOro 3KOHOMHYECKOTO COI03a M
TpeOOBaHUSAMH KOHTPOJS KayecTBa JEKAPCTBEHHBIX CPEACTB, a TAKKE€ B COOTBETCTBHH CO CHENHM(UKAIUAMH,
COZIEPXKALIMMHUCS B PETUCTPALIOHHOM JJOChE CTPaHBI-UMIIOpTEPA. 3allUCH IO IPOU3BO/ICTBY, YIIAKOBKE U aHATIH3Y
IIPOBEPEHBI, H YCTAHOBJIEHO UX COOTBETCTBHE TpeboBanusaM IIpaBui Hamnmexalell Npou3BOJACTBEHHON NMPAKTUKH

EBpaSHﬁCKOFO SKOHOMHYCCKOT'O COX03a».

Remarks : The Product confirms to ND/
ITpumeuanue: [IponykT cooTBeTCTBYET TpeboBaHusaM HJL

Conclusion : APPROVED /
3akarwuenue: OJOBPEHO

Prepared by /
[ToaroTtorneno: Shivani

Checked by /
[Tpoeepeno: Pravesh

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

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneyenue kayecTBa/OTBETCTBEHHOE

Devi Rana ? Amit Kumar JIMLLO: Q\D

e P A e )’ ”...

) /\-/ = ~
Date / Date / Date / Date /
Jlara: 19.01.2026 Jara: 19.01.2026 Hara: 19.01.2026 Hara: \6 4)\ 2026

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
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